12 anpens 2010 2. N 61-@3

POCCHUHUCKAS ®EJEPALINAS
®EJIEPAJIBHBINA 3AKOH

Ob OBPAHIEHUU JIEKAPCTBEHHbBIX CPEJICTB

(B pen. @enepanbHbix 3aKkoHOB 0T 27.07.2010 N 192-®3, o1 11.10.2010 N 271-®3, o1 29.11.2010 N
313-@3, ot 06.12.2011 N 409-®3, ot 25.06.2012 N 93-®3, ot 25.12.2012 N 262-P3, oT
02.07.2013 N 185-®3, o1 25.11.2013 N 317-®3, ot 12.03.2014 N 33-®3, ot 22.10.2014 N 313-P3,
or 22.12.2014 N 429-®3 (pen. ot 13.07.2015), ot 08.03.2015 N 34-®3, ot 29.06.2015 N 160-D3,
or 13.07.2015 N 233-®3, or 13.07.2015 N 241-®3, ot 13.07.2015 N 262-P3, ot 14.12.2015 N
374-03, ot 29.12.2015 N 389-d3, o1 02.06.2016 N 163-P3, ot 03.07.2016 N 261-P3, oT
03.07.2016 N 305-@3, ot 03.07.2016 N 350-®3, ot 29.07.2017 N 242-P3, ot 29.07.2017 N
278-@3, ot 28.12.2017 N 425-D3, ot 04.06.2018 N 140-D3, ot 28.11.2018 N 449-P3, o1
27.12.2018 N 511-®3, ot 06.06.2019 N 134-®3, ot 26.07.2019 N 240-P3, ot 02.08.2019 N
297-®3, o1 27.12.2019 N 462-D3, o1 27.12.2019 N 475-P3, o1 27.12.2019 N 478-P3 o1
27.12.2019 N 481-®3, ot 26.03.2020 N 67-P3, ot 01.04.2020 N 98-D3, ot 03.04.2020 N 105-D3,
ot 13.07.2020 N 206-®3, ot 08.12.2020 N 429-03, ot 22.12.2020 N 444-P3, ot 11.06.2021 N
170-93, ot 08.03.2022 N 46-D3)

Ipunam
T'ocyoapcmeennou [[ymoti

24 mapma 2010 200a

Ooobpen
Cosemom @edepayuu

31 mapma 2010 200a

I'masa 1. OBIIUE NOJIOKEHUA

Crates 1. IIpeamert peryianpoBanus HacTosiiero ®egepajibHOro
3aKO0HA

l. Hacrosmmii ®enepanpHblil 3aKOH pPETYJMPYET OTHOIIEHWS, BO3HHMKAKOIIME B CBSI3U C
oOpamieHneM -  pa3pabOTKOH,  JOKIMHMYECKMMHM  HCCIEAOBAHUAMM,  KIMHUYECKHUMHU
WCCJIEIOBAHMAMM, SKCIEPTH30M, TOCYJAapCTBEHHOM pErucTpanuiei, cOo CTaHJapTH3alued U C
KOHTPOJIEM KayecTBa, IPOU3BOJCTBOM, W3IOTOBJIEHHUEM, XPAaHEHUEM, IIEPEBO3KOM, BBO3OM B
Poccuiickyro @enepannro, BbBO30M U3 Poccuiickoit ®Penepanuu, peKIaMon, OTIYCKOM,
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peanu3anueii, mepenadyell, MPUMEHEHHEM, YHHYTOKCHHEM JICKapCTBEHHBIX CpeACTB. (B pe.
denepanbHoro 3akona ot 06.12.2011 N 409-D3)

2. Hacrosmuii @enepalibHbII 3aKOH YCTaHABIMBAET IPUOPUTET FOCYJAPCTBEHHOTO PETYJINPOBAHUS
0e3011acHOCTH, KauecTBa U 3(P(PEKTUBHOCTU JEKAPCTBEHHBIX CPEICTB IPU UX OOpalleHuu. (B pex.
denepanbHoro 3akoHa ot 25.06.2012 N 93-D3)

Crarba 2. Cdepa npumeHeHus HacTosimero MegepaabHOro 3aKoHa

Hacrosimuit ®enepanbHblii 3aKOH NMPUMEHSETCSI K OTHOLIEHUSM, BO3HMKAIOIIMM IIPU OOpalleHuH
JIEKapCTBEHHBIX CPEACTB Ha Tepputopun Poccuiickoit @eaepanuu.

Cratbi 3. 3aK0HOAaTEJILCTBO 00 O0OpallIeHUH JIEKAPCTBEHHBIX CPEICTB

1. 3akoHOIaTensCTBO 00 OOpallleHUH JIEKAPCTBEHHBIX CPEICTB COCTOUT M3 HACTOSIIETO
@®enepallbHOTO 3aKOHA, APYruX (eaepaibHbIX 3aKOHOB M MHBIX HOPMATHUBHBIX NPABOBBIX AaKTOB
Poccuiickoit @enepanuu.

1.1. 3akoHOIATENHCTBO 00 OOpAICHUH JIEKAPCTBEHHBIX CPEACTB B OTHOIIEHUH FOPUANYCCKUX JIHII U
WHJUBHyQIbHBIX IPEANPUHUMATENICH, OCYIIECTBISIOIIMX JEATEIbHOCTh HA  TEPPUTOPUU
MEXyHapOJHOIO  MEIMIIMHCKOTO  KiacTepa, MNPUMEHSETCS C  Y4eTOM  OCOOEHHOCTEH,
YCTaHOBJIeHHI)IX q)eﬂepaJII)HI)IM 3aKOHOM "O MG)KIIYHapOI[HOM MCOUITNHCKOM KHaCTepe 1 BHCCCHUU
U3MEHEHHI B OTIEIbHEBIE 3aKOHOAATENIbHBIE aKThl Poccuiickoit Menepauun”. (B pen. PenepaabHOro
3akoHa o1 29.06.2015 N 160-D3)

2. JlefictBue HacTosmero deaepanbHOro 3aK0OHa paclpoCTpaHsIeTcs Ha 00paleHne HApKOTUYECKUX
JIEKAPCTBEHHBIX CPEJCTB W TICUXOTPOMHBIX JICKAPCTBEHHBIX CPEACTB C YYETOM OCOOCHHOCTEH,
YCTAaHOBJICHHBIX 3aKOHOJATENbCTBOM Poccuiickoii @enepaniu O HApPKOTHYECKUX CPEICTBAX,
TICUXOTPOIHBIX BEIIECTBAX U 00 UX MPEKypCopax.

3. [Me#ictBue Hacrosmero denepasibHOTO 3aKOHAa  paclpoCTpaHseTcs Ha  oOpalieHue
paanodapMalleBTUUECKUX JIEKAPCTBEHHBIX CPEACTB C YYETOM OCOOCHHOCTEH, YCTaHOBIEHHBIX
3aKoHO/MaTeNbcTBOM  Poccuiickoit  @Denepaniuun B oOjmacTé  oOecrieyeHUsi  paaualiMOHHOMN
0e30MacHOCTH.

4. Ecnn MexayHapoJHbIM 1oroBopoM Poccuiickoit denepanuu ycTaHOBIICHBI MHBIE MTPaBUIIa, YEM
T€, KOTOpbIE IIPEIyCMOTpeHbl HacTosmuM DenepanbHbIM 3aKOHOM, IPUMEHSIOTCS IIpaBUIIa
MEXIyHapOAHOIO JOr0OBOpA.

4.1. PemeHHnss MEXrocylapCTBEHHBIX OpraHOB, MPHUHATBIE HAa OCHOBAaHUU  ITOJIOKEHUU
MEXIyHapOAHbIX JO0roBopoB Poccuiickoit denepanuym B KX HCTOJIKOBaHWM, INPOTHBOPEYAIEM
Konctutynmu Poccuiickoii denepannu, He MOJJIEkKAT UCMOIHEHUIO B Poccuiickorn denepanui.
Takoe mnpoOTHBOpEYHE MOXKET OBITh YCTAHOBJIEHO B MOPSAIKE, OIpEIeIeHHOM (eaeparbHbIM
KOHCTUTYIIHOHHBIM 3aKOHOM. (B pea. DenepanbHoro 3akoHa ot 08.12.2020 N 429-D3)

5. B Poccuiickonn ®enepauu B COOTBETCTBUM € MEXKIyHapOAHBIMH JOroBopamu Poccuiickoin
@enepan ¥ (WJIKM) Ha OCHOBE MPUHLUIIA B3aUMHOCTU NPU3HAIOTCSA PE3yIbTAaThl KIMHUYECKUX
UCCJIEIOBAHUM JICKAPCTBEHHBIX IIPENApaToOB Ui MEIULHUHCKOIO IPUMEHEHUs, IPOBEICHHBIX 3a
npenenamu tepputopun Poccuiickoit deneparumn.
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Cratbs 4. OCHOBHbIE IOHSATHS, MCIIOJIb3YeMble B HACTOSLIIEM
DenepajbHOM 3aK0HE

I[J'ISI ueneﬁ HaCTOAIICTO (De,Z[epaJ'II)HOFO 3aKOHAa HUCIIOJB3YIOTCA CICAYIOINEC OCHOBHBIC ITOHATHA:

1) JekapCTBEHHBIC CpEICTBA - BEIIECTBA WM HMX KOMOWHAIMHM, BCTYMAIOIIME B KOHTAKT C
OpPraHW3MOM YEJIOBCKA HMJIU KUBOTHOI'O, IIPOHHUKAIOIIME B OPraHbl, TKAHU OpraHU3Ma 4YejIoBeKa WIIH
JKUBOTHOTO, TIPUMEHSIEMbIE I MPOPUIAKTHKHN, JUATHOCTUKH (32 UCKIIOYCHUEM BEIIECTB I UX
KOMOMHAIIMM, HE KOHTAKTHPYIOIIUX C OpPraHM3MOM 4YeJIOBeKa WM JKUBOTHOIO), JICYCHHS
3a00JIeBaHUs, PEAOWIIHTALINY, 111 COXPAaHEHUS, MPEAOTBPAILICHUS WIH TIPEPhIBAHUSI OEPEMEHHOCTH
Y TIOJIyYEHHBIC U3 KPOBH, IJIa3MbI KPOBH, U3 OPTaHOB, TKAHEW OpraHM3Ma YejoBeKa M KHBOTHOTO,
pacTeHHii, MHHEPAJIIOB METOJaMU CHHTE3a WJIH C NMPUMEHEHHWEM OHOJIOTHYeCKHX TexHosorui. K
JICKAPCTBEHHBIM CPEJICTBAM OTHOCATCSA (papMaleBTHYECKUE CYOCTaHIIMM U JICKQpCTBEHHBIC
nperaparsl;

2) dapmaneBTHUecKas cyOCTaHIUS - JIEKAPCTBEHHOE CPEJICTBO B BHJIE OJHOIO MJIM HECKOJIbKUX
obnamaromux (HapMaKoJIOrMYecKOW aKTHBHOCTBIO JICHCTBYIONIMX BELICCTB BHE 3aBUCHMOCTH OT
OPUPOABl  MPOUCXOXKICHUS, KOTOPOE TMpeIHa3HAaueHO JUIsi IPOHM3BOJCTBA, HM3TOTOBJICHUS
JIEKapCTBEHHBIX NPENapaToB M ompenenser ux 3p¢GeKTuBHOCTH; (B pea. denepaabHOTO 3aKOHA OT
22.12.2014 N 429-®3 (pex. ot 13.07.2015))

3) BCIIOMOI'aTCJIbHBIC BCIICCTBA - BCHICCTBA HCOPTAHUYCCKOT'O MK OPraHUYCCKOI'O IIPOUCXOKACHUA,
HCIIOJIB3YCMBIC B IIPOHECCE IIPOU3BOACTBA, H3IOTOBJICHHA JICKAPCTBCHHBIX IMIPCIIapaToB A
NpuaaHug UM HCO6XO,Z[I/IMBIX (1)I/I3I/IKO-XI/IMI/I‘IGCKI/IX CBOﬁCTB;

4) nexkapcTBEHHbIE IIpemapaThl - JEKapCTBEHHBIE CpPEJICTBA B BHJE JIEKAPCTBEHHBIX (oOpM,
OpUMeHsieMble JUIsl NPO(UIAKTUKM, JUArHOCTHKH, JIeYeHUs 3a00JieBaHUs, peaObuIuTaluu, JUIs
COXpaHEHHUs, TPEIOTBPALICHHS TN MPepbIBaHUs OEPEMEHHOCTH;

5) nekapctBeHHas opma - COCTOSHHE JIEKAPCTBEHHOTO IMpernapaTa, COOTBETCTBYIOIIEE CHOCOOaM
€ro BBEJICHUS U MPUMEHEHHS U 00ECIIEUHNBAIOIIee JOCTIKEHIE HE00X0AMMOT0 JIeueOHOro A deKTa;

5.1) no3upoBKa - cofiep>KaHue OJTHOTO MJIM HECKOJbKUX JACHCTBYIOLINX BEIIECTB B KOJIMYECTBEHHOM
BBIPQKEHUM Ha €IMHUILY J03bl, WIN €AUHUIy 00beMa, WM €AUHUIy MAcChl B COOTBETCTBUHU C
JeKapCcTBEHHOM (opmoit 1ub0 i1 HEKOTOPBIX BHUJOB JIEKAPCTBEHHBIX (OPM KOJMYECTBO
BBICBOO0XKITA€MOI'0 U3 JIEKAapCTBEHHOM (OpPMBI JAEHCTBYIOLIETO BELIECTBA 3a €IUHMILY BPEMEHH; (B
pen. denepanbhoro 3akoHa ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

6) nepeyeHb )KU3HEHHO HEOOXOMMBIX M BaXKHEHUILINX JIEKAPCTBEHHBIX MPENapaToB - YTBEPIKIaeMbIii
[IpaButensctBOM  Poccuiickoit  ®enepanuu  nepedyeHb  JIEKAPCTBEHHBIX — IpENapaToB Ui
MEAMIMHCKOTO MPUMEHEHHs, 00eCeUnBaIOIINX TPHOPUTETHBIE MOTPEOHOCTH 3/IpaBOOXpPAHEHUS B
HensiX Npo(UIaKTUKKA U JiedeHHs 3a00JeBaHMii, B TOM YHCIE MPEOOIaJalonuX B CTPYKTYpe
3aboneBaemocTi B Poccuiickoit ®enepanun; (B pen. dexepambHoro 3akoHa or 13.07.2020 N
206-D3)

6.1) opdanHBIe NEeKapCTBEHHBIE NpeEMapaThl - JIEKAPCTBEHHBIC Iperaparhl, MpeIHa3HAYeHHBIC
UCKJTFOUUTENFHO JJIs1 TUarHOCTUKU WM TaTOT€HETHUYECKOTro JIeUeHUs (JIeUSHHsI, HallpaBJIeHHOTO Ha
MEXaHHU3M pa3BUTUs 3a0oyieBaHus) peakux (opdaHHbIX) 3abozneBanuii; (B pen. denepaiabHOro
3akoHa ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

6.2) OuoslorMYecKHue JIeKapCTBEHHBbIE NpenapaThl - JIEKapCTBEHHBIE Ipernaparhl, AeicTBYOIIee
BEIIECTBO KOTOPHIX IPOM3BEIECHO WM BBIIEJICHO M3 OWOJIOTMYECKOT0 HWCTOYHUKA U IS
OIpeNieNIeHUs] CBOWCTB M KadecTBa KOTOPHIX HEOOXOoAMMa KOMOMHAIMs OWONOTHYECKUX U
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GU3NKO-XMMHYECKIX MeTo0B. K OHOJOTHMYECKHUM JIEKApCTBEHHBIM TIpenapaTaMm OTHOCSTCS
UMMYHOOMOJIOTHYECKHE JICKAPCTBEHHBIC TPENaparthl, JEKaApCTBEHHBIC MPENaparhl, MOJTyYeHHbBIC U3
KPOBH, TIUIa3Mbl KPOBH 4YEJIOBEKa U JKMBOTHBIX (32 HCKIIOYCHHEM IEJIbHOH KPOBH),
OMOTEXHOJOTHYECKHE  JIGKAPCTBEHHBIC  MpEnaparbl, TEHOTCPANICBTUYECCKHE JICKAPCTBEHHBIC
npenapatsl; (B pea. @eaepanbroro 3akona ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

7) UMMYyHOOMOJIOTMYECKHE JICKAPCTBEHHbIE TIIperaparbl - JIEKapCTBEHHBIC Ipenaparsl,
npeHa3HauYeHHble s (HOPMUPOBAaHMS AaKTHBHOTO WM IIACCUBHOTO HMMYHHUTETa JIMOO
JMAarHOCTUKM HAJIMYMS WMMYHHTETa WIH JWATHOCTHKH CHENHU(UYECKOT0 HPHOOPETEHHOTO
U3MEHEHHS  HMMYHOJIOTHYECKOTO  OTBETa  Ha  QJICPrU3UPYIOIIME  BEIIECTBA. K
UMMYHOOHOJIOTMYECKUM JIEKAPCTBEHHBIM IperapaTaM OTHOCSTCS BaKI[MHbI, aHATOKCHHBI, TOKCHUHBI,
CBIBOPOTKH, MMMYHOTJIOOYJIMHBI U amjeprensl; (B pea. deaepanpHoro 3akoHa ot 22.12.2014 N
429-®3 (pex. ot 13.07.2015))

7.1) OMOTEXHOJOTHYCCKHUE JIGKAPCTBEHHBIC MTPETIApaThI - JICKAPCTBCHHBIE TIPEIapaThl, IPOU3BOJICTBO
KOTOPBIX OCYIIECTBJISETCS C UCIMOJIb30BAHUEM OMOTEXHOJIOIMUYECKUX MPOILIECCOB M METO/0B (B TOM
guciie JIHK-pekoMOWHAHTHOW TEXHOJOTHUH, TEXHOJIOTUHM KOHTPOJIHPYEMOW SKCIIPECCHH TEHOB,
KOAUPYIOIMIMX OHOJNIOTUYECKH AaKTUBHbIE O€NKM B MPOKAPUOTaX U OSyKapHOTaxX, BKIOYAS
W3MEHEHHBIC KJIETKH MIICKOMUTAIONINX), THOPUIOMHOTO METOJla M METO/la MOHOKJIOHAJIBHBIX
antuten; (B pex. @enepanbpHoro 3akona ot 22.12.2014 N 429-03 (pex. ot 13.07.2015))

7.2) TEHOTepaneBTUYECKHE JICKAPCTBEHHBIC TIpemaparbl - JICKAPCTBEHHBIE  IIperaparsl,
dapmarneBTUUECKas] CyOCTaHIIMA KOTOPBIX SBIISIETCS pEKOMOMHAHTHONW HYKJICHMHOBOM KHCIIOTOW WITH
BKIIIOUaeT B ce0sd pPEKOMOMHAHTHYIO HYKJIEHHOBYIO KHCJIOTY, IO3BOJSIONIYI0 OCYIIECTBISATH
peryiupoBaHue,  pemapanuio, 3aMeHy, J00aBlieHHE€  WJIM  YAAJICHHE  TEeHETUYECKOU
nocienoBareabHocTH; (B pen. depepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pex. or

13.07.2015))

8) HapKOTHYECKHE JIEKapCTBEHHBIE CPEJCTBA - JIEKAPCTBEHHBIC MpemapaThl U (apMalleBTHUECKUe
cyOCTaHINM, COAepIKaAIINe HAPKOTUUYECKHE CPEJCTBA U BKIIOUYEHHBIE B [lepedueHh HapKOTHUYECKUX
CPEACTB, NCUXOTPOIHBIX BEUIECTB UM HMX MPEKYPCOPOB, NOIECKAIIMX KOHTPOIK0 B Poccuiickoit
®denepanny, B COOTBETCTBUM C 3aKOHOAATENBCTBOM Poccuiickont @enepannn, MeKIyHapOIHBIMU
norosopamu Poccuiickon ®denepanuu, B TOM 4yuciae EIWHON KOHBEHIMEHW O HAPKOTHYECKHUX
cpenctBax 1961 roxa;

9) MCUXOTpPOIHBIE JEKAPCTBEHHBIE CPEICTBA - JIEKAPCTBEHHBIE IMpernapaThl U (apMaleBTUUEeCKUE
cyOcCTaHIMM, CoJep KaIlre TMCUXOTPOIHbIE BEIIECTBA U BKJIIOYEHHbIE B [lepedeHbh HApKOTUYECKUX
CpPEACTB, TNCUXOTPOIMHBIX BEHIECTB M HMX MPEKYpPCOPOB, MOICKAIIMX KOHTPOI0 B Poccuiickoit
®Penepaunu, B COOTBETCTBUU C 3aKOHOAATENBLCTBOM Poccuiickoint ®denepannu, MeExXIyHApPOIHBIMUA
noroBopamu Poccuiickoit @enepanuu, B ToM uncie KoHBeHIMel o mcuxoTponHbiX BemecTBax 1971
roja;

10) panmodapmaneBTHUECKHUE JIEKAPCTBEHHBIE CPEACTBA - JIEKAPCTBEHHBIE CPEACTBA, KOTOpHIE
colepkaT B TOTOBOM i HCHOJB30BaHUSA (opMe OAMH PpAJAUOHYKIMJ WIM HECKOJIBKO
PaIMOHYKINUIOB (PalOaKTUBHBIX H30TOIOB);

10.1) opuruMHaJbHBIM JE€KapCTBEHHBIM IMpemapaT - JIEKApPCTBEHHBIM TMpemaparT ¢ HOBBIM
JIEHCTBYIOIUM BEIIECTBOM, KOTOPBIM IEPBBIM 3aperucTpupoBaH B Poccuiickon denepauuu uim B
MHOCTPAHHBIX TIOCYJapCTBaX HA OCHOBAaHUM pE3YyJbTAaTOB JOKIMHMYECKHX HCCIEAOBAHUI
JIEKApCTBEHHBIX CPEIACTB U  KIMHUYECKUX HCCIECNOBAHMM  JIEKAPCTBEHHBIX  IIPEINApaTOB,
MOJTBEPXKJIAIOLIUX €ro KauecTBo, 3P (HEeKTUBHOCTh U 6e30MmacHOCTh; (B pen. deaepaibHOro 3aKOHA
or 27.12.2019 N 475-®3)
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11) pedepeHTHBIN JIeKapCTBEHHBIN Mpemapar - JEKapCTBEHHBIN Mpernapar, KOTOPBIH UCIOJIb3yeTCs
JUIs  OLEHKA OWOJKBHBAJICHTHOCTH WJIM TEPANEeBTUYECKOH OSKBHBAJCHTHOCTH, KaydecTBa,
¢ dexTBHOCTH ¥ 0E30MACHOCTH  BOCIPOM3BEIEHHOTO JIEKAPCTBEHHOIO Ipernapara WiH
OnoananoroBoro (O6Momomo0HOTO) JIEKapCTBEHHOTO Tpemapata (Omoanarnora). B kadecTe
pedepeHTHOro JIEKapCTBEHHOI'0 IMpernapara Ui MEAMIMHCKOTO MPUMEHEHUS HUCIOIb3YeTCs
OpPUTHMHAIBHBIN JIEKAPCTBEHHBIH Mpenapar J1nb0, eClii OpUTMHAIBHBIN JIEKApCTBEHHBIN Ipernapar He
3aperuCTPUPOBAH MM HE HaxoauTcs B obopore B Poccuiickoit ®enepanii U HE HAXOAUTCS B
000poTE B HHOCTPaHHBIX TIOCYJAapCTBaX, BOCIPOU3BEICHHBIM JIEKAPCTBEHHBIM Ipenapar WM
OmoaHaJIOroBbId  (OMOTOIOOHBIN) JICKAPCTBEHHBINM TMpemnapar (OuoaHanaor), KOTOPBIH MEpPBBIM
3apeTUCTPUPOBAH M3 Yucla HaxomsAummxcs B obopore B Poccuiickoit ~ ®enepanuu,
OMOSKBUBAJICHTHOCTh WM TEparneBTHYECKas HKBUBAJIEHTHOCTb, KayecTBO, 3(P(PEKTUBHOCTh H
0€30MaCHOCTh KOTOPOIO OLIEHUBAJIUCH [0 OTHOIIEHUIO K OPUTMHAJIBHOMY JIEKaPCTBEHHOMY
mpemnapary, a TakkKe KadyecTBO, 3((EeKTHUBHOCTh U 0€30MacHOCTh KOTOPOTO IMOATBEPKAAIOTCS
pe3yiabpTaraMu (hapMakoHaI30pa U MPOBEPOK COOTBETCTBHUS JICKAPCTBEHHBIX CPENICTB, HAXOAIINXCS
B IPaKIAHCKOM 000pOTE, YCTAHOBJICHHBIM TPeOOBaHUSAM K MX KauecTBY. B kauectBe pedepeHTHOTrO
JIEKapCTBEHHOI'0 Ipernapara il BETEPUHAPHOIO IPUMEHEHHS] HUCIOJb3YEeTCsl JIeKapCTBEHHBIN
mpenapar Jisi BETepUHAPHOTO MPUMEHEHUs], 3aperucTpupoBannbliii B Poccuiickoit @enepanuu Ha
OCHOBaHUU PE3yJIbTaTOB JOKJIMHUYECKUX HMCCIEAO0BAaHUMN JIEKAPCTBEHHBIX CPEACTB M KIMHUYECKUX
WCCJICTOBAHUM JIEKapCTBEHHBIX MPENaparoB, MOATBEPKAAOIIUX €ro KayecTBO, 3PPEKTUBHOCTh U
0e30macHOCTb; (B pea. PenepaibHoro 3akona ot 27.12.2019 N 475-D3)

12) BocipOM3BEIEHHBIN JIEKapCTBEHHBIN MpenapaTr - JIEKapCTBEHHBIN Ipenapar i MEAULIMHCKOIO
OPUMEHEHHs, KOTOPbII HMMeeT HKBHUBAJICHTHBIH pe(epeHTHOMY JIEKapCTBEHHOMY Ipenapary
KAUECTBEHHBIM COCTaB W KOJIMYECTBEHHBI COCTaB JCHCTBYIOIIMX BEIIECTB B OKBHUBAJICHTHOM
JeKapcTBeHHOH (popme, MO0 JIeKapCTBEHHBIN Ipenapat [yl BETepUHAPHOTO IPUMEHEHHUsI, KOTOPBIH
UMeeT TakKuhe e, 4To M pedepeHTHBIH JIEKApCTBEHHBIH Mpernapar, KayeCTBEHHBIH COCTaB W
KOJINYECTBEHHBI COCTaB JICMCTBYIOIMX BELIECTB B TakoW ke JIEKapCTBEHHOM Qopme,
OMOSKBUBAJIEHTHOCTh MJIM TEpaleBTHUECKass HKBHUBAJEHTHOCTh KOTOPBIX COOTBETCTBYIOLIEMY
pedepeHTHOMY JIeKapCTBEHHOMY Ipenapary MOATBEP)KIEHAa COOTBETCTBYIOIIMMHU HUCCIIEA0BAaHUSIMM;
(B pen. denepanbHOro 3akoHa ot 27.12.2019 N 475-D3)

12.1) TepaneBTHYECKasi SKBUBAJIEHTHOCTh JIEKAPCTBEHHBIX MPENapaToB - JOCTHKEHHE KIMHUYECKH
COIMOCTaBUMBIX TepaneBTHUECKOro 3¢ dexrta u nmokasareneil 3pGEeKTUBHOCTH U O€30MacCHOCTH MpU
IIPUMEHEHNN JIEKAPCTBEHHBIX IPENaparoB s MEJUIUHCKOTO NPUMEHEHMS, UMEIOUIUX OJHO
MEXIyHapOJHOE HEMAaTeHTOBAaHHOE (MM XMMHUYECKOEe, WM TPYNIHPOBOYHOE) HAaWMEHOBAaHHE, B
HKBHUBAJIEHTHBIX JI03UPOBKaXxX MO OJAHUM U TEM K€ MOKAa3aHUSAM K IMPUMEHEHUIO U NPU OJUHAKOBOM
crocobe BBEJNEHUS Yy OAHOM M TOW ke Tpynmbl OoNbHBIX; (B pel. depepanbHOro 3akoHa OT
27.12.2019 N 475-03)

12.2) OuoananoroBslii (OMOMOMOOHBIN) JeKapCTBEHHBIH mpenapaTr (O0MoaHaor) - OMOJIOrMYECKHi
JIEKapCTBEHHBIN TpernapaT, CXOXKHH 10 mapameTrpaMm KadecTBa, 3(p(ekTuBHOCTH U Ge301acHOCTH C
pedepeHTHBIM OMOJIOTHYECKUM JIEKAPCTBEHHBIM IpenapaToM B TAKOH e JieKapCTBEHHOH (opme u
MMEIOIINA UIACHTUYHBINA c1ioco0 BBenenus; (B pea. deaepanbHoro 3akona ot 22.12.2014 N 429-3
(pexn. ot 13.07.2015))

12.3) B3auMo3aMeHsIEMbIH JIEKAPCTBEHHBIM Mpenapar - JIEKapCTBEHHBIM mIpenapar ¢ JoKa3aHHOM
TEpaneBTHUECKOW HKBUBAJIEHTHOCTHIO WM OHMO3KBHBAJICHTHOCTHIO B OTHOIIEHHM pe(epeHTHOro
JIEKapCTBEHHOI'O Tpemnapara, HWMEIOUIM HSKBUBAJEHTHBIE €My KaueCTBEHHBIM COCTaB H
KOJIMYECTBEHHBIM  COCTaB  JICHCTBYIOIIMX BEUIECTB, COCTaB BCIOMOTATEIbHBIX  BELIECTB,
neKkapcTBeHHY0 ¢dopmy u crmocod BBenmeHus; (B pea. denmepanpHoro 3akona ot 22.12.2014 N
429-03 (pen. ot 13.07.2015))
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12.4) OWOPKBUBAJICHTHOCTHh JIGKAPCTBEHHBIX TMPEMapaToB - JOCTHXKEHHE COMOCTABUMBIX
MoKa3aTesiel CKOPOCTH BCAChIBaHUS, CTENEHU MOCTYIUICHUS K MECTY JCHCTBUS U CKOPOCTH
BBIBEJICHUS OJHOTO WJIM HECKOJbKUX oOiajgaromux  (HapMakoJIOTHYECKOM  aKTHUBHOCTBHIO
JIEUCTBYIOIIUX BEHIECTB MPU MPUMEHEHUH JIEKAPCTBEHHBIX MPENapaTroB JUisi MEAUIIMHCKOIO
NPUMEHEHUS, HMEIOIIUX OJHO MEXIyHApOJHOE HEMaTeHTOBaHHOEe (WIM XHMHYECKOE, WIH
TPYNIUPOBOYHOE) HAMMEHOBAHHWE, B DKBUBAJCHTHBIX JO3MPOBKAX W TPU OJMHAKOBOM CIIOCOOE
BBezieHus; (B pea. denepanbaoro 3akona ot 27.12.2019 N 475-D3)

13) nexapCTBEHHOE PACTUTENBHOE CBHIPHE - CBEKHUE HIIM BBICYHICHHBIE PACTEHHs JUOO WX YacTH,
UCIIOJIb3YyEMBIE JIJIsi MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB OpPraHU3AIUSAMU - MPOU3BOJIUTEISIMU
JICKapCTBEHHBIX  CPEJICTB WM  M3TOTOBJICHUS  JIGKAPCTBEHHBIX MPENaparoB  anTeYHBIMU
OpraHu3aIsIMu, BETEPUHAPHBIMU anTeYHBIMU OpTraHH3AIHSIMH, WHIUBUTYTbHBIMHU
IpeIPUHUMATEISIMU, UMEIOIIMMU JIMLICH3HIO Ha (DapMalleBTHUECKYIO JesITeIbHOCTD;

14) nexkapcTBEHHBIM pacTUTENbHBIN IpenapaT - JIEKapCTBEHHBIM Mpenapar, MPOU3BEACHHbBIN WIH
W3TOTOBJICHHBIA M3 OJHOIO BHJA JIEKAPCTBEHHOI'O PACTUTENBHOIO CBHIPbS WJIM HECKOJIBKMX BUIOB
TAKOrO ChIpb M pealn3yeMblii B pacpacoBaHHOM BHUIE BO BTOPHUUHOM (MOTPEOUTENHCKOMN)
YIIaKOBKE;

15) romeonaTtuyeckuil J€KapCTBEHHBIHN Mpenapar - JIeKapCTBEHHBIN Mpernapar, Npou3BeICHHBIN WIH
W3TOTOBJICHHBIA U3 (papMalneBTUYECKONW CyOCTaHIIMU WM (apMaleBTUICCKUX CyOCTaHIIUH B
COOTBETCTBUU C TpeOoBaHHAMH OOHmMX ¢dapMaKkoNeWHbIX cTaTeid K TOMEONaTHYeCKUM
JIEKAapCTBEHHBIM TMpernapaTaM WM B COOTBETCTBUU C TpeOOBaHUSIMH (DapMaKomen CTpaHb
MIPOM3BOUTEIISI TAKOTO JICKAPCTBEHHOTO Ipenapara; (B pea. denepanpHoro 3akona ot 22.12.2014 N
429-D3 (pen. ot 13.07.2015))

16) MexxayHapOIHOE HEMAaTEeHTOBAHHOE HAUMEHOBAaHHUE JIEKAPCTBEHHOI'O CPEJCTBA - HAUMEHOBAHHE
JIEUCTBYIOIIETO BelIecTBa (papMarleBTUYECKONW CyOCTaHIMKM, pPEKOMEHJ0BaHHOe BcemupHoOi
opranu3zanuen 3apaBooxpanenus; (B pea. deaepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pen. ot

13.07.2015))

17) ToproBoe HaMMEHOBaHUE JIEKAPCTBEHHOTO CpPEACTBAa - HAUMEHOBAaHWE JIEKApPCTBEHHOTO
CpENCTBA, MPUCBOCHHOE €ro pPa3padOTYMKOM, Jep>KaTelieM WM BIAJENblIeM PEruCTPallMOHHOTO
YAOCTOBEpPEHHUsl JIEKapCTBEHHOro Tmpemnapara; (B pen. denepanbHoro 3akoHa oT 22.12.2014 N
429-D3 (pen. ot 13.07.2015))

17.1) rpynnupoBOYHOE HaMMEHOBAHUE JIEKAPCTBEHHOro IpemapaTta - HauMEHOBaHHE
JIEKapCTBEHHOI'O IIpernapara, He MMEIOLIEro MeXIyHapOJHOI0 HEMAaTeHTOBAHHOIO HAMMEHOBAHUA,
WIM KOMOMHAIIMU JIEKapCTBEHHBIX MPENnapaTroB, UCIOIb3yeMO€E B LIETSAX OOBEAUHEHUS UX B IPYIILY
O]l €IMHBIM HAaUMEHOBAaHMEM HMCXOJ M3 OJMHAKOBOI'O COCTaBa JECHUCTBYIOLIUX BEILECTB; (B pej.
denepanbHOro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

18) obmas (gapmakoneitHas CTaThs - TOKYMEHT, YTBEP)KICHHBI YIIOJIHOMOYCHHBIM (perepaibHbIM
OpraHOM HCIIOJIHUTENIbHOM BJIACTU M COJEPXKALMWA TepedyeHb IOoKa3aTelel KayecTBa U (WJIN)
METO/IOB KOHTPOJISI Ka4eCTBA KOHKPETHOM JICKAPCTBEHHOM (DOPMBI, JIGKAPCTBEHHOTO PACTUTEIHHOTO
CBIPBSI, OMUCAHMS OMOJIOTHYECKUX, OMOXUMHUYECKHX, MUKPOOUOIOTHUECKUX, (PU3UKO-XUMHUYECKHUX,
GU3HYECKUX, XUMHUYECKMX M JPYTHMX METOJIOB aHajin3a JIEKapCTBEHHOTO CpPEICTBA, a TakKkKe
TpeOOBaHUSI K UCIOIB3YEMBIM B IENSIX MPOBEACHHS NaHHOTO aHaIN3a peakTHBaM, TUTPOBAHHBIM
pacTBopam, mHaukKatopam; (B pea. dexepampHoro 3akona oT 22.12.2014 N 429-®d3 (pen. ot

13.07.2015))

19) papmakoneiiHas cTaThs - JOKYMEHT, YTBEPKICHHBIN YIIOJTHOMOUYEHHBIM (heiepaaIbHbIM OpraHOM
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UCITIOJIHUTENIBHOW BJIACTU M COJAEpIKAIlMi IepedeHb IOoKa3aTeneld KadecTBa M METOJOB KOHTPOJIA
KauyecTBa JIEKapCTBEHHOI'0 cpeacTBa; (B pea. denepanpHoro 3akoHa ot 22.12.2014 N 429-03 (pen.
ot 13.07.2015))

19.1) cranpapTHble 00pa3lbl - BEIIECTBA, MOCPEICTBOM CPABHEHUSI C KOTOPHIMH OCYIIECTBIISETCS
KOHTpPOJIb Ka4ecTBa HMCCIIEYEMbIX JIEKAPCTBEHHBIX CPEICTB C TMOMOIIBI0 (DU3MKO-XUMUYCCKUX H
OMOJIOTUYECKMX METOJIOB B LEJNSAX MOATBEPKICHUS COOTBETCTBHUS JIEKAPCTBEHHBIX CPENICTB
TpeOOBaHUSIM  HOPMATUBHOM  JOKYMEHTAIlMM,  YCTAaHOBJICHHBIM  TPH  OCYIIECTBICHUU
roCy/IapCTBEHHOW PErUCTPALMU, U KOTOPbIE IPUMEHSIOTCS JUIsl KATMOPOBKH CTaHJApTHBIX 00pa3IoB
MIPOU3BOJUTEINS JIEKAPCTBEHHBIX CPEICTB, MUCIOJIb3YEMbIX JIJIi KOHTPOJS KauyecTBa WM MHBIX IIeJIeH
IIpU 0OpAIIeHUH JICKaPCTBEHHBIX CpeACTB; (B pea. DeaepanbHoro 3akoHa or 22.12.2014 N 429-D3
(pen. ot 13.07.2015))

19.2) dapmakomneiiHblli CTaHAAPTHBIA oOOpa3ell - CTaHIApPTHBIM o0Opaser], NPOW3BEICHHBIH B
COOTBETCTBUU ¢ (hapMaKoIelHOU cTaTheil; (B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-D3
(pen. ot 13.07.2015))

20) HOpMAaTUBHAA MOOKYMCHTallUd - JOKYMCHT, coz[epxcaumﬁ INEpCUCHb OIIPCACILICMbBIX 110
pe3yiibTaTaM COOTBETCTBYIOIIUX SKCIICPTU3 IMOKa3aTejie KadecTBa JICKAPCTBCHHOT'O CpCACTBA IJIA
MCIULHUHCKOI'O INIPUMCHCHHUSA, MCETOAOB KOHTPOJIA €r0 KadeCTBa H YCTaHOBHeHHHﬁ €ro
IMPOU3BOAUTCIICM;

21) HOpMaTHUBHBIM JOKYMEHT - JOKYMEHT, COJIEpIKAIlIUi IepeueHb ONpeAessieMbIX 0 pe3yibTaTam
COOTBETCTBYIOIIMX JKCIEPTU3 IIOKa3aTesed KayecTBa U (WJIM) METOJOB KOHTPOJIL KadyecTBa
JeKapCTBEHHON (opMbl, omMcaHUsl OUOJOTMYECKUX, OMOXMMHYECKUX, MHUKPOOMOIOTHYECKUX,
(1)I/I3I/IKO-XI/IMI/I‘-IGCKI/IX, (1)I/ISI/I‘ICCKI/IX, XUMHUYCCKUX W APYIrux MCTOAOB aHalinu3a JICKAPCTBCHHBIX
CPEACTB AJIsi BETEPUHAPHOIO IMPUMEHEHMs, TpPeOOBaHMs K HCIIOJIb3YEeMbIM B LEJAX IMPOBEACHUS
JaHHOT'O aHaJIn3a pCaKTHBaM, THUTPOBAHHBLIM paCTBOpaM, HHAWKATOpaM H yCTaHOBJ'ICHHI:II\/'I €ro
IIPOU3BOIUTEIIEM;

21.1) oOmuit TeXHUYECKUI JOKYMEHT - KOMIUIEKT AOKYMEHTOB M MAaTe€pHalloB, COCTOSIIUNA U3
HECKOJBKUX pa3lelioB - JIOKYMEHTAIlMM aJMUHUCTPATUBHOTO  XapakTepa, XUMHUYECKOH,
dbapmaleBTUYECKON U OMOIOTHYECKON NOKyMEHTaluH, (GapMaKoJIOTHYECKON, TOKCUKOIOTHYECKON
JOKYMEHTAIlU!, KIMHUYECKOW JOKYMEHTAIMH U TIPEACTABIISIEMbI OJTHOBPEMEHHO C 3asBJICHUEM O
rOCYJJapCTBEHHON perucTpauuy JEKApCTBEHHOrO MpernapaTta Uisi MEAUIMHCKOIO NPUMEHEHHS B
dbopmare, yCTAHOBJICHHOM YIOJHOMOYEHHBIM (DeliepaibHbIM OpPraHOM UCIIOJIHUTEIIbHON BJIAacTH; (B
pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

22) Ka4ecTBO JIEKAPCTBEHHOTO CPEJCTBA - COOTBETCTBUE JICKAPCTBEHHOTO CPEJICTBA TPEOOBAHUSIM
dapmakorneliHoil cTatbu MO0 B CiIy4ae €€ OTCYTCTBHsSI HOPMATHBHOM JOKYMEHTAIlMHU WU
HOPMATUBHOI'O TOKYMCHTA,

23) 0e30MacHOCTh JICKAPCTBEHHOTO CPEJICTBA - XapaKTEPUCTHKA JICKAPCTBEHHOTO CpPE/ICTBa,
OCHOBAaHHAasT Ha CPABHHUTEIBHOM aHanmu3e ero 3(GQEeKTMBHOCTM W pHUCKA TNPUYMHEHHS Bpea
3JI0POBEIO;

24) 5] ¢exTUBHOCTh TEKAPCTBEHHOTO TMperapara - XapaKTEepUCTUKA CTENEHH IOJOKHUTEIHLHOTO
BJIUSHUS JICKAPCTBEHHOT'O TIperapara Ha TEYCHHE, MPOIOKHTEIHHOCTh 3a00JICBaHHUS WU €ro
NpeloTBpallleHre, peadWIuTaliio, Ha COXpPaHEHHWe, MPEJOTBpAIICHHEe WIM IpephIBaHHE
OEpeMEeHHOCTH;

25) cepus JIEKapCTBEHHOTO CPEJCTBA - KOJIMYECTBO JICKAPCTBEHHOTO CPE/CTBA, MPOU3BEICHHOE B
pe3yJbTaTe OJJHOTO TEXHOJIOTMYECKOTO IIMKJIA €T0 MTPOU3BOIUTEIIEM;
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26) perucTpalmoHHOE YAOCTOBEPEHHUE JICKAPCTBEHHOTO Tpenapara - JOKYMEHT, MOATBEPKIAI0IIAN
(bakT rocy1apCTBEHHON PErUCTPAIlMH JICKAPCTBEHHOTO Mpemnapara;

26.1) gepxarenb WK BiaJAeel] PErUCTPALIMOHHOIO YJAOCTOBEPEHUS JIEKAPCTBEHHOTO Ipernapara -
pa3paboTYHK JICKAPCTBEHHOTO CPEJICTBA, IMPOU3BOJIUTENb JICKAPCTBEHHBIX CPEICTB WU HHOC
IOPHINYECKOE JIMII0, 00J1a1atoliee paBoOM BIIa/ICHUS! PErHCTPALMOHHBIM yI0CTOBEPEHHEM, KOTOpBIE
HECYT OTBETCTBEHHOCTH 32 Ka4eCTBO, 3PPEKTUBHOCTh U OE30MACHOCTH JICKAPCTBEHHOTO MPETapara;
(B pen. enepanbHoro 3akona ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

27) perucTpalMoHHbIII HOMEp - KOJIOBO€ 0003HAYEHHUE, MPUCBOCHHOE JIEKAPCTBEHHOMY Ipenapary
IIPU €r0 rOCyIapCTBEHHON PETUCTPALlUY;

28) oOpamieHue JIGKApPCTBEHHBIX CPEICTB - pa3paboTKa, JOKIMHHYECKHUE WCCIICIOBAHMS,
KJIMHUYECKUE HCCIEIOBAaHUS, AKCIEPTU3a, TOCYJapCTBEHHAsi PErucTpauus, CTaHIapTU3alus |
KOHTPOJIb Ka4yecTBa, MPOU3BOACTBO, M3rOTOBJIEHHUE, XpaHEHHE, NEpeBO3Ka, BBO3 B Poccuiickyro
®enepaunto, BeiBO3 U3 Poccuiickon dexepanuu, peknama, OTIYCK, peanu3anus, [epeaada,
IPUMEHEHNE, YHUUTOKEHUE JIEKAPCTBEHHBIX CPeCTB; (B pen. PeaepanbHoro 3akoHa ot 06.12.2011
N 409-®3)

29) cyObekTbl OOpamieHHs JIEKapCTBEHHBIX CpPEACTB - (U3WYECKHE JIMIa, B TOM YHCIIE
WH/IMBUyaJIbHbIE MPEANPUHUMATENH, U IOPUINYECKUE JIUIA, OCYLIECTBISIIOIINE JeSITeIbHOCTh IPU
oOpallleHUH JIEKapCTBEHHBIX CPE/ICTB;

30) pa3paboTUuK JEKaApCTBEHHOTO CPEACTBA - OpPTraHU3aIns, 00Ialafonas mpaBaMu Ha Pe3yIbTaThl
JOKIMHUYECKUX  HMCCIEAOBAHUN  JIEKAPCTBEHHOTO CPEACTBA, KJIMHUYECKUX  HCCIICOBAHMMA
JICKapCTBEHHOTO Tpernaparta u (WIM) Ha TEXHOJOTHIO IMPOU3BOJICTBA JICKAPCTBEHHOTO CPENICTBA; (B
pen. enepanbHoro 3akoHa ot 22.12.2014 N 429-d3 (pen. ot 13.07.2015))

31) mpou3BOJCTBO JEKAPCTBEHHBIX CPEICTB - JESITEIBHOCTH IO TMPOU3BOJICTBY JIEKAPCTBEHHBIX
CpPEACTB OpraHU3alMUsIMU - IPOU3BOAMUTEISMU JIEKAPCTBEHHBIX CPEACTB HA OJHOM CTaauH,
HECKOJIBKMX MJIM BCEX CTAJAMSAX TEXHOJOTMYECKOIO MPOLECCa, a TAKKE MO XPAHCHUIO U peaIu3aliuu
IIPOU3BECHHBIX JIEKAPCTBEHHBIX CPEJICTB;

31.1) npou3BOACTBEHHAS IUIOIIAJKA - TEPPUTOPUATIEHO 000COOIEHHBINH KOMIIEKC MPOU3BOAUTEINS
JIEKapCTBEHHBIX CPEJACTB, IPEIHA3HAUEHHBIA [UIs BBIIOJIHEHUS BCEro Ipoliecca IPOU3BOJICTBA
JIEKapCTBEHHbIX CPEACTB WM €ro olpeneneHHoW craauu; (B pea. denepanbHOro 3akoHa OT
22.12.2014 N 429-®3 (pex. ot 13.07.2015))

32) nmpou3BOAMTENb JIEKAPCTBEHHBIX CPEACTB - OpraHM3allvs, OCYIIECTBIISAIOLIas MPOHM3BOJICTBO
JIEKapCTBEHHBIX CPEJICTB B COOTBETCTBUU C TpeOoBaHUsAMHU HacTosuiero denepaabHOro 3aKoHa;

33) dapmareBTHYEeCKas AEATEIBHOCTh - JACATEIHHOCTD, BKIIFOYAIONIAs B ce0sl OMTOBYI) TOPTOBIIIO
JIEKAPCTBEHHBIMU CPEACTBAMHU, HX XpaHEHHE, TMEpPEeBO3KY U (WIM) PO3HUYHYIO TOPTOBIIIO
JIEKapCTBEHHBIMU TIpeTapaTaMu, B TOM YHCJIC AUCTAHIMOHHBIM CIIOCOOOM, UX OTITYCK, XpaHEHHE,

NEepeBO3Ky, HW3rOTOBJIEHHE JIEKAPCTBEHHBIX IpernaparoB; (B pen. dexepanbHOro 3akoHa OT
03.04.2020 N 105-®3)

34) opraHu3anunsa OIITOBOM TOProBJIW  JICKApCTBCHHBIMU cpeacrBaMmu - opraHu3anuys,
OCYHICCTBJIAOIIAA OITOBYIO TOPIOBJIIO JICKAPCTBCHHBIMU CPEACTBAMH, UX XPAaHCHHUC, IICPEBO3KY B
COOTBCTCTBHH C Tpe6OBaHI/I$IMI/I HaCTOAIICTO (I)G,Z[CpaJ'ILHOTO 3aKOHa,

35) afTceuyHad oOpraHusanus - OpraHusanusdg, CTPYKTYPHOC JMOAPa3ACICHUC MEIUIIMHCKOM
opraHu3alnr, OCYHMCCTBIIAIOIINEC PO3HUYHYIO TOPIrOBJIIO JICKAPCTBCHHBLIMHU IIpE€liapaTaMyi, B TOM
YHUCJIC TUCTAaHIIMOHHBIM CHOCO60M, XpaHCHUC, ICPEBO3KY, U3TOTOBJICHUC U OTIIYCK JICKAPCTBCHHBIX
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IpenaparoB Ui MEAWLIUHCKOTO TPHMEHEHHS B COOTBETCTBHU C TpPEOOBAHUSMH HACTOSILIETO
®enepanbHOro 3akoHa; (B pex. denepanbupix 3akoHOB OT 25.11.2013 N 317-@3, ot 03.04.2020 N
105-®3)

36) BeTepuHapHas anTeYHas OpraHW3alMs - OpraHu3als, CTPYKTYpHOE TOJpa3ieicHue
BETEPUHAPHON  OpraHu3alii, OCYIIECTBISIONIME POZHUYHYIO TOPrOBJIKO  JIEKAPCTBEHHBIMU
npenaparaMi, B TOM YHCJIE€ JUCTAHIIMOHHBIM CIIOCOOOM, XpaHEHHUE, H3TOTOBJICHHE M OTITYCK
JICKapPCTBEHHBIX IMPENaparoB i BETCPUHAPHOTO MPUMEHEHUS B COOTBETCTBHH C TPEOOBAHHUSIMH
nacrosiero degepansHoro 3akona; (B pea. ®emepansuoro 3akoHa or 03.04.2020 N 105-D3)

37) danbcupupoBaHHOE JIEKAPCTBEHHOE CPEICTBO - JICKAPCTBEHHOE CPENICTBO, COMPOBOXKIAEMOE
JI0’)KHOU MH(OpMaIel 0 ero cocTaBe v (UJK) IPOU3BOIUTEIIE;

38) HemoOpoKadecTBEHHOE JIEKAPCTBEHHOE CPEACTBO -  JIGKAPCTBEHHOE  CPEACTBO, HE
COOTBETCTByIOIIEe TpeOOBaHUAM (apMakoneidHONW craTh MO0 B ClOy4ae €€ OTCYTCTBHUSA
TpeOOBaHUSM HOPMATHBHOW JOKYMEHTAIIUU HJIM HOPMATUBHOTO JOKYMEHTA,;

39) koHTpadaKTHOE JIEKAPCTBEHHOE CPEACTBO - JICKAPCTBEHHOE CPEJICTBO, HAXOJIIeecs B 000poTe
C HapyIICHUEM IPaXKIaHCKOTO 3aKOHOIATEIILCTBA,

40)  NOKIMHMYECKOE  HCCIEJOBaHWE  JIGKAPCTBEHHOTO  CpelcTBa -  OWOJIOTUYECKUE,
MHUKPOOHOJIOTHYECKUE, MMMYHOJIOTHYECKHE, TOKCHUKOJIOTHYECKHE, (apmakosornieckue,
buznyeckue, XMMUYECKUE U JIPYTHe MCCIEI0BAHUS JIEKApPCTBEHHOTO CPEACTBA IyTEM MPUMEHEHUS
HAay4YHBIX METOJOB OIICHOK B IEJSIX TOJYyYEeHHUs] JOKA3aTeNbCTB OE€30MacHOCTH, KayecTBa H
3¢ (HeKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTBA;

4]1) KJIMHUYECKOE HCCIENOBAaHUE JIEKapCTBEHHOI'O IIpernapaTa - H3Y4YEHHE JUarHOCTHYECKHUX,
71e4eOHbIX, NPO(UIAKTUYECKHX, (PAPMAKOIOTHUECKHX CBOMCTB JIEKAPCTBEHHOTO IIpernapara B
mporecce €ro MPUMEHEHHsS Y 4YellOBeKa, JKUBOTHOTO, B TOM YHCJE IPOIECCOB BCACHIBAHHMA,
pacripeniesieHus,, U3MEHEHUs M BbIBEJICHHsI, IyTeM MPUMEHEHHs Hay4YHbIX METOJIOB OLIEHOK B IIEJIsX
MIOJTyYeHHUS TOKA3aTeIbCTB 0€30MMacHOCTH, KauecTBa u () (HEeKTUBHOCTH JIEKapCTBEHHOTO TIpernapara,
JAHHBIX O HEXKeJATeNbHBIX peaKkIMsIX OpraHu3Ma 4YeJOBeKa, J>KMBOTHOTO Ha IPHUMEHEHUE
JIEKapCTBEHHOT0 Tipernapara u 00 3¢¢dekTe ero B3aUMOJCUCTBUS C JAPYTMMH JIEKapCTBEHHBIMU
npenapatami U (UJIH) OUIIEBBIMU MPOYKTaMU, KOPMaMU;

42) MHOT'OLICHTPOBOC KIIMHUYCCKOC UCCIICAOBAHUEC JICKAPCTBCHHOT'O IIpeliapara sl MEAUIITUHCKOI'O
MNPUMCHCHUA - KIIMHHUYCCKOC HCCICAOBAHUEC JICKAPCTBCHHOI'O Impfcrnapara ajd MCEAUIHUHCKOIO
MNPpUMCHCHUA, I[MPOBOANMOC pa3pa6OT“II/IKOM JICKApCTBCHHOT'O IIpflapaTa B IBYX H Ooiee
MCIUIIMHCKHUX opraHu3anusax 1o CANHOMY IMPOTOKOITY KIMHHUYCCKOI'O HUCCICIOBaHUA
JICKApCTBCHHOT'O IIpeIriapara,

43) MeXIyHapOJHOE MHOTOLIEHTPOBOE KIMHUYECKOE HCCIIEOBAaHHME JIEKapCTBEHHOIO Ipernapara
JUISL MEIMLIMHCKOTO NMPUMEHEHMSI - KIMHMYECKOE HCCIIEOBAHME JIEKAPCTBEHHOIO Ipenapara Jyuist
MEAMIMHCKOTO TMPUMEHEHHs, TMPOBOJMMOE pa3pabOTUMKOM JIEKAPCTBEHHOrO Ipenapara B
pa3IMYHBIX CTpaHax IO €AWHOMY MPOTOKOIY KIMHUYECKOIO HCCIEI0BaHUS JIEKAPCTBEHHOTO
npernapara;

44) TOCTPEruCTPallMOHHOE KIMHUYECKOE MCCIEI0OBAHME JIEKapCTBEHHOIO Iperapara s
MEAMIMHCKOTO TNPUMEHEHUS - KIMHUYECKOE MCCIEN0BaHUE JIEKapCTBEHHOIO IIpenapara Juis
MEAMIIMHCKOTO TIPHUMEHEHHUs, TMPOBOJUMOE IPOU3BOJUTENEM JIEKAPCTBEHHOIO IIperapara,
IpaXXJJaHCKUI 000pOT KOTOPOrO OCYLIECTBISIETCS MOCHE IOCYJapCTBEHHON PETrUCTpalvy, B IEsAX
JOTIOTHUTEIBLHOTO cOOpa JaHHBIX O €ro 06e30MmacHOCTU U 3(PPEKTUBHOCTH, paCIIUPEHUS TTOKAa3aHUM
K IPUMEHEHUIO JJAHHOTO JIEKApCTBEHHOTO Mpernapara, a Tak)Ke BbISIBICHUS HeXeNaTeIbHbIX PeaKkIni
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MMAIFIEHTOB Ha €ro JIcHCTBHE;

45) wucciaenmoBaHWe OMOAKBUBAICHTHOCTH JIEKAPCTBEHHOTO IIperapara - BWJI KIMHUYECKOTO
UCCIICIOBAaHHUS  JICKAPCTBEHHOT'O IIperapara, IMPOBEACHUE KOTOPOTO OCYIIECTBISETCS IS
OIpENeJICHUs] CKOPOCTH BCACHIBAaHHMSI W BBIBEJCHUS OJHOTO WM HECKOJBKHX OO0JIIaloNX
(dapMaKoOIOTUYECKOW aKTHMBHOCTBIO JCHCTBYIOIIUX BEMIECTB, KOJWYECTBA JICKAPCTBEHHOTO
npernapara, JOCTHTAIOIIEr0 CUCTEMHOTO KPOBOTOKA, M PE3YJIbTaThl KOTOPOTO TO3BOJISIFOT C/IEIaTh
BBIBOJI O OMO3KBUBAJICHTHOCTH BOCIPOU3BEICHHOIO JIGKAPCTBEHHOTO Tperapara B ONpPESICHHBIX
JICKapCTBEHHON (OpME M JO3MPOBKE, COOTBETCTBYIOIIMX (OpPME U JO3UPOBKE pePEepEeHTHOTO
JIeKapCcTBEHHOro mnpenapara; (B pen. denepaibHoro 3akoHa oT 22.12.2014 N 429-®3 (pen. or

13.07.2015))

46) wuccnenoBaHUE TEPANIEBTUYECKOM SKBUBAJEHTHOCTH JIEKAPCTBEHHBIX IIPENapaTroB - BHJ
KJIMHUYECKOTO MCCIIEOBAaHMS JICKAPCTBEHHBIX MPENaparoB, MPOBEICHHE KOTOPOTO OCYIIECTBISACTCS
JUTSL BBISIBIICHUSI OJIMHAKOBBIX CBOMCTB JIEKAPCTBEHHBIX MPENapaToB OMPEIEICHHON JEKapCTBEHHOM
GopMBI, a TaKKe HaIMYMS OJMHAKOBBIX IIOKa3areseil Oe3omacHOCTH U A(PPEKTUBHOCTH
JIEKapCTBEHHBIX NPenapaToB, OJMHAKOBBIX KIMHUYECKUX 3((EKTOB NP UX MPUMEHEHHH;

47) MpOTOKOJI KIMHUYECKOTO HMCCIEIOBAHUS JIGKAPCTBEHHOTO Mpenapara - JOKYMEHT, B KOTOPOM
onpeneNnsoTcs Lend, (GOopMbl OpraHuM3allud M METOJOJIOTHSl TPOBENCHHUS KIMHHYECKOTO
UCCIICIOBAaHMS, CTATHCTUYECKHE METOABI 00PaOOTKH PE3yNIbTATOB TAKOTO MCCIEIOBAHUS U MEPHI 110
o0ecrneyeHn0 0e30MacHOCTH (PU3MUECKUX JIML, YYaCTBYIOIIUX B KIMHUYECKOM HCCIEIOBaHUU
JICKapCTBEHHOTO Tperapara;

48) 6pom}0pa HCCIICA0BATCIA - CBOAHOC HU3JIOKCHUC PE3YJIbTATOB JOKIIMHUYCCKOI'O HCCICIOBAHUS
JICKAPCTBCHHOTO CPEACTBA M KIMHHUYCCKOI'O HMCCICAOBAHUA JICKAPCTBCHHOI'O IIplliapara A
MCIULUHCKOI'O IPUMCHCHU A

49) nHpOpMaLMOHHBIH JIMCTOK MAallUEHTa - JOKYMEHT, B KOTOPOM COJAEP)KaTCsl B IOCTYNMHOH (dopme
CBEJICHUS, KaCaroIUECs IPOBOJUMOI0 KIIMHUUYECKOTO UCCIIE0BAaHUS JIEKAPCTBEHHOrO Mpenapara, u
B NHUCbMEHHOW (opMe J0OpPOBOJBHOE COIJIacHe MaleHTa Ha ydyacTHe B KIMHUYECKOM
UCCIIIOBAaHUHU JIEKAPCTBEHHOIO IIperapara 1ociie 03HaKOMIICHHSI ¢ OCOOEHHOCTSIMH KIIMHUYECKOTO
MCCJIEIOBAHMSI, UMEIOIMMU 3HAYEHUE I BBIPAKEHUS TAKOTO COTJIACHS;

50) noOouHoe jeWcTBHE - peaklus OpraHu3Ma, BO3HMKINAsg B CBA3M C IPUMEHEHHEM
JIEKapCTBEHHOTO TpermapaTa B /033X, PEeKOMEHAYEMbIX B MHCTPYKIMH MO €ro MPUMEHEHHUIO, IS
PO UIAKTUKH, TUATHOCTUKH, JICUECHUs 3a001€BaHUs WU IS peaOMIUTALINH;

50.1) HexenaTenpHas peakus - HENpeJAHAMEpeHHas HeOIaronpusTHas peaklus OpraHu3Ma,
KOTOpasi MOXKET OBITh CBsI3aHA C IPUMEHEHHEM JIEKapCTBEHHOT0 Ipenaparta; (B pel. PenepaabHOro
3akoHa ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

51) ceppe3Has HexenaTelbHas peaklus - HEXeJlaTelbHas pPEaklus OpraHu3Ma, CBsI3aHHas C
MPUMEHEHHUEM JIEKapCTBEHHOTO MpernapaTa, MpHUBealas K CMEPTH, BPOKIACHHBIM aHOMAIUSIM WM
MOpPOKaM pa3BUTHA KO0 MpecTaBIstonas co00i yrpo3y *KU3HH, TpeOyIolIas roCHUTaIN3aluy WK
npuBeALIas K CTOUKON yTpaTe TpyJ0CIOCOOHOCTH U (W) UHBAJIMHOCTH;

52) HempeABUICHHAS HEKEJIATeNbHAS PEaKlusl - HEeXelaTelbHas PEakIvs OpraHu3Ma, KOTopas
CBsI3aHa C IIPUMEHEHUEM JIEKApCTBEHHOrO Mpernapara B J103aX, PEKOMEHAYEMBIX B IIPOTOKOJE €ro
KIIMHUYECKOTO HCCIICIOBaHUs, OpOIIIOpE HMCCIeNoBaTeNsl, WIH C NMPUMEHEHHEM JIEKapCTBEHHOTO
mpemnapaTa B /033X, PEKOMEHAYEMBIX B WHCTPYKIHUU MO €r0 MPUMEHEHHIO ISl MPO(HUIaKTUKH,
JTUATHOCTHUKH, JICYCHHUSI 3a00J€BaHUs WM MEIAMIIMHCKON peaOdMIMTAlMK TAalMeHTa, W CYIIHOCTb,
TSOKECTh WJIM HCXOJ KOTOPOW HE COOTBETCTBYET HH(OpPMAIMM O JEKapCTBEHHOM IIpemapare,
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COJIEpXKAIICICsl B TIPOTOKOJIE €ro KIMHUYECKOTO HCCIEAOBaHUS, OpOIIIOpEe MCCIeI0oBATENs WIH B
WHCTPYKIIMK TI0 TMPUMEHEHMIO JIEKapCTBEHHOTO mpemnapara; (B pea. deaepanbHOro 3akoHa OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

52.1) dapmakoHam30p - BHJ JEATECILHOCTH O MOHUTOPHHTY 3(P(HEKTUBHOCTH U OE30MaCHOCTH
JICKapCTBCHHBIX TIpENaparoB, HANpaBICHHBIA Ha BBISBICHHE, OIEHKY U MPEIOTBpPALICHHE
HEXKEJIATEbHBIX TOCICICTBHI MPUMEHEHHs JIEKApCTBEHHBIX IpernaparoB; (B pea. denepaabHOTO
3akoHa oT 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

52.2) mulaH ynpaBiieHHS PHCKaMH - MOJAPOOHOE ONHMCAaHHE MEpOIpPUATHH Mo (hapMaKOHAA30py,
HaIlpaBJICHHBIX HA BBIABJICHUC, OLCHKY U MMPCAOTBPAICHUC UJIW MUHUMHU3ALIUIO PUCKOB, CBA3aHHBIX
C JISKapCTBEHHBIMH ITpenapaTaMy, BKI0UYas OIEHKY 3()(HEKTHBHOCTH JaHHBIX MEPONPUSITHH; (B pell.
denepanbHoro 3akona ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

53) peuent Ha JEKapCTBEHHBIH MHpemapar - MEAMLIMHCKUN JOKYMEHT YCTaHOBJICHHOH (OpMBI,
COZIeprKaIllii Ha3HAUYEHHE JIGKaPCTBEHHOTO IIpenapara il MEJUIIMHCKOTO IIPUMEHEHHS, BbITaHHBIH
MEIUIIUHCKIM Pa0OTHUKOM B HENISAX OTITyCKa JIEKAPCTBEHHOTO TpenapaTa WK €ro U3TOTOBJICHUS U
OTIyCKa Ha OyMa)KHOM HOCHUTEJE WIIM C COTJIaCHs MAallMeHTa WJIM €ro 3aKOHHOTO IMPEJCTABUTENS B
dopMe  INEKTPOHHOTO  JOKYMEHTAa,  IOANMCAHHOTO C  HWCIOJB30BAHWEM  YCHIJICHHOH
KBATM(UIIMPOBAHHOW DJIEKTPOHHOM MOJIHMCH MEIUIIMHCKOrO0 pabOTHUKA, JIMOO JOKyMEHT
YCTaHOBJICHHOH (hOPMBI, COAEPIKAIIHA Ha3HAYCHUE JIGKAPCTBEHHOTO TMperapara Jyisi BETEpUHAPHOTO
NPUMEHEHHS, BBIJAHHBIN CIICIIHAIMCTOM B 00JIACTH BETEPUHAPUH B LIEJAX OTITYCKa JIEKAPCTBEHHOTO
npernapara WM €ro HM3TOTOBJICHHS M OTIycKa Ha OymaxHoM Hocutene; (B pea. denepanbHbIX
3aK0HOB 0T 29.07.2017 N 242-®3, ot 02.08.2019 N 297-D3)

54) tpeGoBaHMEe MEIUIIMHCKON OpraHM3allii, BETEPHUHAPHONH OpraHWU3alUM - JOKYMEHT
YCTaHOBJICHHON (DOPMBI, KOTOPBIH BBIMHUCAH MEAUIUHCKHUM PAOOTHHUKOM HIIM CICIUAIUCTOM B
00JacTH BeTEpUHAPUH, UMCIOIIMMH Ha 3TO TPaBO, H COJCPKHUT B MUChMEHHOW (opme ykazaHme
anTeYyHO OpraHu3alliy WM BETEPUHAPHON aNnTeYHOW OpraHu3aluu o0 OTMYCKE JEKapCTBEHHOTO
mpenapara WId O €ro M3rOTOBJICGHMH M 00 OTMycKe yisi oOecrieueHus Jie4eOHOro mpoiiecca B
MEAWIIMHCKOW OpraHu3alliy, BEeTepUHApHO opranmzamuu. (B pen. deaepanbHOro 3akoHa OT
02.08.2019 N 297-D3)

55) KOMIIJIEKCHas OLEHKa JIEKapCTBEHHOIO IIpernapara - OLEHKa 3aperucTpUpOBAHHOIO
JeKapCTBEHHOTO IIperapara, BKJIKOYarolias B ce0s aHanu3 HWHPOPMALUMU O CPaBHUTEIBHOU
KIIMHUYECKOH  3(QQEKTUBHOCTM U  0€30IaCHOCTU  JIEKAPCTBEHHOTO  IIperapaTra,  OLIEHKY
DKOHOMHYECKUX TIOCIEICTBUM €ro IMPUMEHEHHUS, W3YyYEHHUE JIONOJHUTEIBHBIX IOCIEACTBUN
MMPUMCHCHUA JICKAPCTBCHHOI'O Ipcriapara B HEIAX NPUHATHUA peHIeHI/Ifl O BO3MOXXHOCTH BKIIIOUCHUA
JIEKapCTBEHHOTO Iperapara B MepeueHb KU3HEHHO HEOOXOAMMBIX M BAKHEHMIINX JIEKapCTBEHHBIX
npemnaparoB, HOPMATUBHBLIC IIPABOBLIC AKTbl W HWHBIC JOKYMCHTHI, OIPCACIIAIOMHNE IMOPAO0K
OKa3aHHs MEIUIMHCKOM IIOMOIIM, WM MCKJIIOYEHHS €ro M3 YKa3aHHBIX IIE€pPEeuHs, aKTOB H
JOKyMeHTOB. (B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

56) cucreMa MOHHUTOPHHIA JBWXKEHMSI JIEKQpCTBEHHBIX IpEnapaTroB Uil MEIULHMHCKOIO
NpUMEHEHHUs - penepanbHas rocy1apcTBeHHasi HHPOPMAIIMOHHAs CHCTEMa MOHUTOPHUHTA ABM)KEHUS
JIEKapCTBEHHBIX MPENapaTroB ISl MEAUIMHCKOIO NPUMEHEHHUS OT MPOM3BOAMUTENS JO KOHEUHOIO
NOTPEOUTENS C UCIOJB30BAaHUEM B OTHOIIEHUU JIEKAPCTBEHHBIX IMPEnapaToB A MEIUIIMHCKOTO
NpUMEHEHHS Cpe/IcTB naeHTHukanmu. (B pea. dexepanpHoro 3akona ot 28.12.2017 N 425-D3)

I'nasa 2. IOJIHOMOYHUSA PEAEPAJIBHBIX OPI'TAHOB
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NCHOJHUTEJbHOU BJIACTHU, OPTAHOB
NCITOJIHUTEJBbHOM BJIACTHU CYBBEKTOB POCCUMCKON
®EJEPAIIMU IPU OBPAIIEHUU JEKAPCTBEHHBIX
CPEJICTB

Crartba 5. [lostHOMo4us ¢eaepabHBIX OPraHOB UCIOJHUTEIbHOM
BJIACTH NPU 00PALIEeHUH JIEKAPCTBEHHBIX CPEJCTB

K nmomHomounsM (beﬂepaHBHBIX OpraHoB HCIIOJIHUTEILHON BIIACTH Ipu O6paHICHI/II/I JICKApCTBCHHBIX
CpCACTB OTHOCATCA:

1) mpoenenue B Poccuiickoii ®enepanuu eIUMHONW TOCYJapCTBEHHOW TOJUTUKA B 001acTH
ofOecrieueHUs JIGKApCTBEHHBIMHM TIperaparamu rpaxkigaH B Poccuiickoit ®epepanuu; (B pen.
denepanbroro 3akona ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

2) yTBepxkaeHue oOmMX (QapMakoNeHHbIX cTared, (apmakoneiiHbIX CcTaTed, u3JaHHue
rOCy/IapCTBEHHOW (apMakomnen, Cco3laHue W BeJcHHE peecTpa (papMaKoONMeWHBIX CTaHIAPTHBIX
06pasuos; (B pea. deaepanbroro 3akoHa ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

3) ocymiecTBieHHe (eaepaIbHOr0 ToCyAapcTBEHHOTO0 KOHTpouss (Haa3opa) B cdepe obOparieHus
JICKapCTBEHHBIX CpeACTB; (B pea. denepanbHbix 3akoHOB OT 25.06.2012 N 93-®3, ot 11.06.2021 N
170-d3)

4) NUICH3WPOBAHUE MPOU3BOJICTBA JICKAPCTBCHHBIX CPEICTB, B TOM 4HcIe (eneparbHbIi
rOCYJTapPCTBEHHBIN JIMIIEH3UOHHBIA KOHTPOJb JICATEIILHOCTH 10 IMPOU3BOJCTBY JICKAPCTBEHHBIX
CPeZCTB, TEPUOJMUECKOE MOITBEPKIECHHE COOTBETCTBHUS JHUIICH3MATA, WMEIOIIEro JIMI[EH3UIO Ha
MIPOU3BOJICTBO JICKAPCTBEHHBIX CPEACTB, U (apMalleBTUUECKOM AESITeNbHOCTH B COOTBETCTBUU C
3akoHoaarenbcTBoM Poccuiickoit deneparnuu; (B pen. denepanpHoro 3akona ot 11.06.2021 N
170-d3)

5) opraHumzanus SKCHEPTH3bl JIEKAPCTBEHHBIX CPEJCTB, 3TUYECKOH HKCHEpPTH3bl BO3MOKHOCTH
IIPOBEICHUS KIMHUYECKOIO HCCIEAOBAHMUSA JIEKaPCTBEHHOTO IIpenapara Uil MEJUIUHCKOIO
IIPUMEHEHHUs, DKCIEPTHU3bl JIOKYMEHTOB, IIPEACTABICHHBIX Ul OIPEIAEICHUS BO3MOXKHOCTH
paccMaTpuBaTh JIEKAPCTBEHHBIN Npenapar i1 MEIUIHUHCKOTO IPUMEHEHUS IIPH TOCYAAPCTBEHHON
perucTpanmy B KauecTBe Op(paHHOro JIeKapCTBEHHOTO Ipemnapara; (B pen. deaepaibHoro 3akoHa ot
22.12.2014 N 429-®3 (pex. ot 13.07.2015))

5.1) opraHu3anusi TMPOBEAEHUS KOMIUIEKCHOM OIEHKH JIEKapCTBEHHOIo Ipenapara B LENAX
MPUHSTUS PEIICHUH O BO3MOYKHOCTH BKIIFOUEHUS JIEKAPCTBEHHOTO Mpernapara B epeueHb )KU3HEHHO
HEOOXOIMMBIX U BaKHEHIINX JICKAPCTBEHHBIX MpPENapaToB, HOPMATUBHBIE MTPABOBBIE aKThl U WHBIE
JIOKYMEHTBI, OINpPEAESIONe MOPAI0K OKa3aHHUS MEIULUHCKON MOMOILIN WM UCKJIIOYEHUS €ro U3
yKa3aHHBIX IepPEeyHs, aKTOB U JOKYMEHTOB; (B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-D3
(pexn. ot 13.07.2015))

6) BbIIaUa pa3perieHnil Ha MPOBEACHUE KIMHUYECKUX HCCIICIOBAHNUN JIEKAPCTBEHHBIX MPENnapaTos,
BEJICHUE pEECTpPAa BBIJIAHHBIX pPA3pELICHU Ha MPOBEACHUE KIMHUYECKUX HCCIENOBAHUMN
JIEKapCTBEHHBIX MPENAPATOB;

7) rocymapCTBEHHasi PErucTpalus JEKapCTBEHHBIX IMpenapaToB, BEACHUE TOCYAapCTBEHHOTO
peecTpa JIeKapCTBEHHBIX CPE/ICTB;
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8) opranmzarus u (WIM) MPOBEACHUE WHCICKTUPOBAHUS CYOBEKTOB OOpAIICHUS JIEKAPCTBEHHBIX
CPEICTB Ha COOTBETCTBHE TMpaBWIaM HaJUIekKaIIed JabopaTOpHOW TMPaKTUKH, MpaBUIIaM
HaJyIeKaIed KIMHUYECKON MPaKTHKHU, MPaBWJIaM HaJUICKaIeHd MPaKTUKH XPAaHCHHUS U TEPEBO3KH
JICKapPCTBEHHBIX IPENapaToB, MpaBUIAM HAJUICKAIICH TUCTPUOBIOTOPCKON TPAKTHKH, MpaBUIaM
HaJyIeKaIEeH anTevyHor mpakTuky; (B pea. denepanpHoro 3akona ot 22.12.2014 N 429-D3 (pen. ot

13.07.2015))

8.1) opranuzanus u (WiIM) OIPOBEICHUE MHCIIEKTUPOBAHUS CyOBEKTOB OOpaIlleHHs JIEKAPCTBEHHBIX
CPEICTB HAa COOTBETCTBUE TPEOOBAaHUSAM IPaBUI HaJJIeKaAIIeH MPOU3BOJCTBEHHOM MPAaKTHKH,
BbIJJa4ya 3aKJIIOYCHUH O COOTBETCTBHUHM IPOM3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TPeOOBaHUAM
MpaBWJI HaJJIeKaIEH MPOU3BOACTBEHHON NpakTukH; (B pea. denepanbHoro 3akona or 22.12.2014
N 429-®3 (pen. ot 13.07.2015))

8.2) ycTaHOBIEHHE NOpSAKAa BEICHUS W BEJIEHHE TOCYJIapCTBEHHOIO peecTpa 3aKJIIOUEeHUH O
COOTBETCTBUU IPOU3BOTUTEIIS JICKAPCTBECHHBIX CPEJACTB TPEOOBAaHUSAM TPABWII HAJICKAIICH
MIPOU3BOJICTBEHHON MpakTHKH; (B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-@3 (ped. ot

13.07.2015))

9) rocynapcTBeHHas perucTpanusi IOpelIeNbHbIX OTIYCKHBIX 1I€H IPOU3BOJAMTENEH Ha
JICKapCTBEHHBIE Tpenaparhbl, BKIIOUEHHBIE B MEPEUEHb >KU3HEHHO HEOOXOIMMBIX U Ba)KHEHIIHX
JIEKAPCTBEHHBIX IIPENapaToB, U BEACHUE IOCYJAapPCTBEHHOI'O PEECTpa MPEIEIbHBIX OTIIYCKHBIX LIEH
IIPOM3BOAUTENEH Ha JIEKapCTBEHHBIE IIpENaparbl, BKIIOYEHHBIE B [EPEUYEHb KU3HEHHO
HEOOXOJUMBIX M BaXHEMIIMX JIEKapCTBEHHBIX IHpenaparoB; (B pea. denepalbHOro 3akoHa OT
06.06.2019 N 134-®3)

9.1) cornacoBanue MPOEKTOB PEUICHUH OPTaHOB MCIOJHUTEILHON BIAcTH cyObekTOB Poccuiickoit
@Oenepanyii 00 YCTAaHOBIECHUU UM (WJIM) MU3MEHEHUU NPEIESIbHBIX Pa3MEpPOB ONTOBBIX HAT0ABOK U
MPEIeTbHBIX Pa3MEPOB PO3HUYHBIX HAJ0aBOK K (PaKTUYECKUM OTIYCKHBIM IICHAM, YCTaHOBJICHHBIM
MIPOU3BOUTENSIMUA JICKAPCTBEHHBIX MPENapaToB, Ha JIEKAPCTBEHHBIC Mperaparhbl, BKIIOUEHHBIE B
MepeYeHb JKU3HCHHO HEOOXOAMMBIX W BaXKHEHININX JIEKAPCTBEHHBIX TpenaparoB; (B pen.
denepanbHOro 3akona ot 13.07.2015 N 241-D3)

10) BbImaya, yCTAaHOBJIEHHME TOPSAKA BBIAAYM pa3pelieHdss Ha BBO3 KOHKPETHOM MapTuu
JeKapcTBeHHOTo cpeactBa B Poccuiickyio ®Depepanmio; (B pen. dDenmepaibHOr0 3akoHa OT
02.08.2019 N 297-®3)

10.1) BpIgaya, ycTaHOBIIEHUE MOPSIKA BbIAAUU U (OPMBI JOKYMEHTA, KOTOPBII MOATBEPKAAET, YTO
IIPOU3BOJICTBO JIEKAPCTBEHHOI'O Ipenapara Uisi MEAULHMHCKOIO INPUMEHEHMS OCYIIECTBIEHO B
COOTBETCTBUU C TpeOOBaHUSAMHM NPAaBHJ HajyIeXkalleld IMPOU3BOJCTBEHHOM NPAaKTUKU WIH 4YTO
JIeKapCTBEHHBIH Mpenapar Juisi BETEpMHApHOI0 IPUMEHEHUs JONyIIeH K oOpaiieHuto B Poccuiickoii
®denepanun, U MOAIEKUT MPEICTABICHUIO 1O TPEOOBAHUIO YINOJHOMOUYEHHOI'O OpraHa CTpaHbl, B
KOTOpPYIO BBO3MTCS JIEKApCTBEHHBIN mpemnapat; (B pel. denepanbHbIX 3akoHOB oT 22.12.2014 N
429-03 (pen. ot 13.07.2015), ot 02.08.2019 N 297-D3)

10.2) BBhImaya, yCTaHOBJIEHHE TOPSAKA BBIAAYM W (OPMBI JOKYMEHTA, COJEPIKAIIErO CBEIACHHUS O
CTaAUsAX TEXHOJIOTMYECKOrO MpoLecca MPOU3BOICTBA JIEKAPCTBEHHOIO CPEACTBA IJIsl MEAULIMHCKOTO
MPUMEHEHHUS, OCYLIECTBIISIEMbIX Ha TEPpPUTOpPUH EBpa3uilckoro 3KOHOMHUYECKOTo cOr03a; (B pes.
®enepanbHbIX 3aKoHOB 0T 22.12.2014 N 429-@3 (pex. ot 13.07.2015), ot 13.07.2015 N 241-D3)

11) co3ganue COBETOB IO BOMIPOCAM, CBSI3aHHBIM C OOpAIIeHHEM JICKAPCTBEHHBIX CPEJ/ICTB;

12) arrecTanus v cepTUPUKALUS CIELHATUCTOB;
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13) myHkT yrpartuia cuiy. (B pea. @enepanbHoro 3akona ot 02.07.2013 N 185-D3)

14) ocymectBienune dapmakoHanazopa; (B pen. denepanbHoro 3akona oT 22.12.2014 N 429-3
(pen. ot 13.07.2015))

15) yyactue B MeXIyHapOAHOM COTPYIHUYECTBE;

16) nosyuenue 1o 3anpocamM yrnoJIHOMOYEHHOTO (e/iepanbHOro OpraHa UCIOJIHUTEIbHON BIACTH OT
OpraHOB HCIOJIHUTENBbHON BiacTu cyObekToB Poccuiickoit ®denepaiuu, a Takke OT CyObEKTOB
oOpalleHus JeKapCTBEHHbIX CPEACTB Ul MEAULMHCKOrO MPUMEHEHUs MH(GOpMALMU MO0 BOIPOCaM
YCTAHOBJIEHUS M IPUMEHEHHUS LIEH Ha JIEKAPCTBEHHbIE IPENaparbl U HaJ0ABOK K HUM,;

17) npumeHeHne Mep OTBETCTBEHHOCTH 3a HapyllIeHHe 3aKOHOIaTebcTBa Poccuiickoit deneparumn.

18) yTBepkIeHHE TpaBWJ HaJIeKalIed Ja0OpaTOpPHOW TMPAKTHKH, NPaBWI HaJIekKaIlei
KJIIMHAYECKOU MPAKTUKHU, IIPABUJI HAJUICKALLECH IIPOU3BOJACTBEHHON IIPAKTUKH, IIPABWII HAJIEXKAILECH
IIPAKTUKA XpPaHEHHs M IEPEBO3KM JIEKAPCTBEHHBIX IIPENApaTOB, IMPaBWI  HaJUIe)KalleH
TUCTPUOBIOTOPCKON TPAKTHKH, TPABHII HaJIKAIIed anTeuHOW NMPAKTHKH, MPaBHI HaJIeKallen
IPaKTUKK (hapMaKoHa(30pa JIEKAPCTBEHHBIX MPENapaToB JUIsl MEAULIMHCKOTO IPUMEHEHHUSI; (B pex.
denepanbroro 3akona ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

19) ycranoBiieHue nopsiaka GOPMUPOBAHUS PETUCTPAIIMOHHOTO JOChE HA JICKAPCTBEHHBIH Mperapar
u TpeOOBaHUN K JOKyMEHTaM B ero cocrtase; (B pen. denepanbHoro 3akoHa ot 22.12.2014 N
429-03 (pen. ot 13.07.2015))

20) yTBepiK/IeHHE MTPaBUII PALMOHAIIBHOTO BEIOOpAa HAMMEHOBAHUH JICKApPCTBEHHBIX MTPENapaToB s
MEAMIMHCKOrO mNpuMeHeHus; (B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

21) yTBepk/ieHHE IepeyHsl HAMMEHOBAHUN JIEKapCTBEHHBIX QopM; (B pel. DenepabHOTO 3aKOHA OT
22.12.2014 N 429-93 (pex. ot 13.07.2015))

22) myHKT yTpatui cuiy. (B pen. OeaepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

23) yTBepxkAeHHe TpeOOBaHMM K MHCTPYKIUHU MO MEAMIIMHCKOMY MPUMEHEHMIO JIEKapPCTBEHHBIX
IpenapaToB U K MHCTPYKLIUU 110 BETEPUHAPHOMY IPUMEHEHMIO JIeKapCTBEHHBIX IIPEnapaTos; (B pe.
denepanbHOro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

24) NpUHATHE PEUICHUM, SIBISIONUXCS OCHOBAHUAMHM ISl BKJIIOYCHHS JOMEHHBIX UMEH U (WJIN)
yKaszareleil CTpaHWIl CaliToB B HH(OpPMAIMOHHO-TEIEKOMMYHUKalMOHHON cetu "WHTepher", a
TaK)K€ CETEBBIX aJPECOB B €IMHYIO aBTOMAaTU3HPOBAaHHYIO MH(OpMalMOHHYIO cucteMy "EnuHbIi
peecTp JOMEHHBIX UMEH, yKazaTeJel CTpaHUI] CaiiToB B MH(GOPMaIMOHHO-TEIIEKOMMYHHKAITMOHHOM
cetu "UHTepHET" W CETEBBIX aAPECOB, TO3BOJSIONIMX HWACHTH(HUIIMPOBATH CAWTHI B
WH(OPMAIMOHHO-TEIICKOMMYHHUKAITMOHHON  cetn  "WHTepHer", coaepxkamme HHPOpPMAIIHIO,
pacmpocTpaneHue kKotopoi B Poccuiickoit denepanuu 3ampemnieHo", B OTHOIIEHWH WH(OpMAaInH,
cojiepXkaiieil mpeasioxKeHue 0 PO3HUYHOM TOProBiie JIEKAPCTBEHHBIMHM IpernaparaM, B TOM YHUCIIE
JTUCTAHIIMOHHBIM CITIOCOOOM, PO3HHYHAS TOPTOBJIS KOTOPHIMH OTpaHMYEHA WM 3alpelieHa B
COOTBETCTBUU ¢ HactosumMm DenepanbHbIM 3aKOHOM, W (W) HHPOPMAIMH, COJEpKaIleH
MpEeIOKEHHE O PO3HUYHOW TOProOBJI€ JIGKAPCTBEHHBIMH TIpemaparaMd, B TOM YHUCIE
JTUCTAHIIMOHHBIM CIIOCOOOM, JTUI[AMU, HE UMEIOIIMMHU JIMIICH3UH U pa3pelieHus] Ha OCYIIEeCTBICHHE
TaKOM  JCATENHHOCTH, €CIIM  TOJy4YeHHE JIMIEH3WH W  pa3pelieHdus  IPeayCMOTPEHO
3aKOHOJATENILCTBOM 00 OOpalieHuu JIeKapCTBEHHBIX CpelcTB; (B pea. demepanbHOro 3akoHa OT
03.04.2020 N 105-®3)
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25) BbIaua pa3peiieHuii Ha BBOJ B TPaKIaHCKUH 000pOT MIMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX
npenaparos. (B pen. @enepanbHoro 3akoHa ot 28.11.2018 N 449-03)

Crarps 5.1. Ilepenaua ocymecTBiaeHus: MOJHOMOYUN (erepabHbIX
OPraHoB MCIOJHHUTEIbHON BJIACTH NPHU 00pPAIleHUH JIEKAPCTBEHHBIX
CpeACTB OPraHaM MCIOJHUTEIbHOU BJIACTH CYObeKTOB Poccuiickoit
®denepanun (B pea. @eaepanbuoro 3akona ot 13.07.2015 N 233-D3)

[Tonmnomounst (enepanbHbIX OPraHOB HCIOJHUTEIBHON BIACTH MpH OOpallleHUuU JIEKapCTBEHHBIX
CPEACTB, MpPEeAyCMOTpeHHbIe HacTosmKuM DenepalibHbIM 3aKOHOM, MOTYT IepeAaBaThCs IS
OCYIIIECTBJICHUSI OpraHaM HCIOJHUTEIBHOM BIacTH CcyObekToB Poccuiickori  ®eneparuu
nocraHosieHussmu  IIpaBurensctBa Poccuiickonn @enepauuu B NOPSAKE, YCTAaHOBICHHOM
®denepanbHbIM 3aKOHOM OT 6 OokTA0psa 1999 rona N 184-D3 "O6 o0mux mpUHIUMIIAX OpPTaHU3aANUN
3aKOHO/ATENbHBIX (TIPEICTABUTENIbHBIX) W HMCIOJHUTEIBHBIX OPraHOB T'OCYJAapCTBEHHOM BIIACTH
cyonekToB Poccuiickoit denepanun’.

Crartbs 6. [Io1THOMOYHS OPraHOB UCHOJHHUTEIBLHOM BJIACTH Cy0ObeKTa
Poccuiickon Penepauuu npu oOpalieHUM JIEKAPCTBEHHbIX CPEACTB

K mnonHOMOuYMSIM OpraHoB HUCHOJHUTENBbHON BiacTH cyObekTa Poccuiickoit ®denepauuu npu
0OpalIeHNH JIEKAPCTBEHHBIX CPEJICTB OTHOCSTCS:

1) pa3paboTka u peanu3aiys peruoHaNIbHBIX MPOrpaMM OOECIeueHUs HaceNleHUs JIEKapCTBEHHBIMU
npenaparamu;

2) ycTaHOBJIEHHUE NpPE/IENbHBIX Pa3MEPOB OINTOBBIX HA/J0aBOK U MPEIEIbHBIX Pa3MEpOB PO3ZHUYHBIX
Ha710aBOK K (PaKTUYECKUM OTIYCKHBIM II€HaM, YCTaHOBJIEHHBIM NPOU3BOJUTEISIMH JIEKAPCTBEHHBIX
IpenapaToB, Ha JIEKAPCTBEHHbIE NpenapaThl, BKIIOUEHHBIE B NIEPEeUYEHb )KU3HEHHO HEOOXOIUMBIX U
BAKHEUILNX JICKAPCTBEHHBIX IIPENapaTos;

3) OCYyIIECTBIEHHE PETUOHAIBHOTO TIOCYJapCTBEHHOIO KOHTPOJS 3a IPUMEHEHHEM LEH Ha
JIeKapCTBEHHbIE Mpenaparhl, BKIIOUYEHHbIE B MEPEYEHb >KU3HEHHO HEOOXOIMMBIX U Ba)KHEHIIMX
JIEKapCTBEHHBIX IPENapaToB, OPraHU3alMSIMU ONTOBOM TOPTOBJIM JIEKAPCTBEHHBIMH CpPEJICTBAMHU,
anNTEYHbIMM OPraHU3alUsIMU, UHANBUAYAIbHBIMU NIPEANIPUHUMATENSIMU, UMEIOIIMMH JIMLIEH3UIO Ha
(bapMaleBTUYECKYIO JAESITENbHOCTh, MEAUIMHCKUMH OpraHu3alysIMH, UMEIOUIMMH JIMIEH3UI0 Ha
(bapMaleBTUYECKYIO JeSITEeIbHOCTb, U MX O0OCOOJEHHBIMU MOJpPa3/eNeHUsIMH (aMOyJIaTOPHIMH,
denpamepckuMu U (PenbAIIepcKO-aKyIepCKUMH ITYHKTaMU, HEHTpaMu (OTAeNeHUusIMU) oOIie
BpaueOHOW (ceMelHHON) MNpaKTHKH), PACHOJOKEHHBIMU B CEJIbCKUX HACEJICHHbIX IYHKTaX, B
KOTOPBIX OTCYTCTBYIOT allT€4yHble opraHu3auuu; (B pen. PenepalibHbIX 3aKOHOB OT 25.06.2012 N
93-@3, ot 27.12.2019 N 475-D3)

4) npuHATHE pelleHus 00 HUCHOJb30BaHUM Ha TeppuTopuu cyOwnekta Poccuiickoit denepanyu
HapsJy C pelenTaMM Ha JIeKapCTBEHHbIE MpemnapaTsl, 0QOpMICHHBIMH Ha OyMa)KHOM HOCHTEJE,
pELEeNTOB Ha JIEKapCTBEHHbIE MpenapaTsl, CHOPMUPOBAHHBIX B ()OpME 3IEKTPOHHBIX JOKYMEHTOB.
(B pen. ®enepanbHoro 3akoHa ot 29.07.2017 N 242-D3)

I'nmaBa 3. TOCYJAPCTBEHHAS ®APMAKOIIEA
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Crarps 7. Pazpa0dorka v u3JaHue rocyaapcTBeHHOU (papMaKkoIeu,
pa3MelleHue JAHHBIX 0 Hel

1. Tlox rocymapcTBeHHOW apmakoreeld MOHUMAETCS CBOJA OOMMX (apMaKOMEHHBIX CTaTed u
(dhapMaKOIeHHBIX CTATCH.

2. Pazpaborka oOmmx (apmMakoneHbIX craTeii W (apMakONEeWHBIX CTaTed, B TOM YHUCIE
dapmakoneldHbIX cTated Ha (QapMakomneiiHble CTaHIapTHbIE O00paslbl, U BKIIOUEHHUE WX B
rOCYJJapCTBEHHYIO (papMaKoIero OCYIIECTBIAIOTCA B MOPSAKE, YCTAHOBICHHOM YIOJTHOMOYEHHBIM
dbenepalbHBIM OpPraHoOM HCITOJIHMTENbHON BiacTH. (B pea. denepanbHOro 3akona ot 22.12.2014 N
429-D3 (pen. ot 13.07.2015))

3. Pa3pabotka apmakoneitHoii craTbil Ha peepeHTHBIN JeKapCTBEHHBIM Mpernapar U BKIIOYCHUE
€€ B roCyIapCTBEHHYIO (hapMaKoIiel0 B TeUEHUE CPOKa JEHCTBUS 3alUTHl HCKIIOYUTEILHOTO TIPaBa,
YIOCTOBEPEHHOTO MAaTeHTOM Ha pe(epeHTHBIA JIEKAPCTBEHHBIA MpEerapaT, OCYHIECTBISIOTCS C
cornacus ero paspadoruuka. (B pen. ®enepanbHoro 3akoHa oT 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

4. TocynapcrBennass (apmakomess HW3JaeTCs YHNOJIHOMOYEHHBIM (peiepaIbHBIM  OPraHOM
UCTIOJTHUTEIIHOW BJIACTH 33 CUET CPENCTB (peepaibHOTO OI0KETa U MOMISKUT MEePEU3IaHusIM He
pexxe 4eM OAMH pa3 B IMATh JIET, B MEPUOJ MEXKIYy KOTOPBIMH H3AAIOTCS MPHIOKEHUS K
rocyIapcTBeHHOW (hapmakoriee, conepkame oOmme (apMakomneHbple CTaTbd W (W)
dapmakornelHble CTaThbU, YTBEP:KJICHHBIE IOCIE W3AAHUS WU TEpeu3JlaHusl TOCyIapCTBEHHON
dbapmakoren.

5. YmnonHomMoueHHBI (enepalbHbIil OpraH HCIOJIHUTEIbHOM BIIACTH pa3MeElIaeT JaHHBIE O
rOCyJIapCTBEHHOM (hapMakoriee W MPUIIOKEHHUSIX K HEH Ha CcBoeM O(DUIIMAIIBHOM CaiiTe B CETH
"MHTepHeT" B yCTaHOBJIEHHOM UM HOPSJIKE.

I'masa 4. JUIHEH3UPOBAHUME ITPOU3BOACTBA
JEKAPCTBEHHBIX CPEJCTB U ®APMAILIEBTUUYECKON
JESATEJBHOCTHU, TOCYJAPCTBEHHBIA KOHTPOJIb
(HAJA30P) B COEPE OBPAIIEHUSA JIEKAPCTBEHHBIX
CPEJICTB (B pen. ®enepanbHoro 3akona ot 11.06.2021 N 170-®3)

Crarbs 8. J/IneHzupoBanue Npou3BoACTBA JIEKAPCTBEHHBIX CPEACTB U
(papmaneBTHYECKOM AEATEIbHOCTH

1. JluneH3upoBaHue MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEICTB U (PapMareBTUYECKON AESITEeNbHOCTU
OCYIIIECTBIISIETCS B COOTBETCTBHUH C 3aKOHOIATENLCTBOM Poccuiickoii denepariiu.

2. O0s13aTeNbHBIM YCIOBUEM MPEIOCTABIICHUS JTUIEH3UU HA IPOU3BOJICTBO JIEKAPCTBEHHBIX CPE/ICTB
SBIISICTCS TIPUIJIO’KEHHE K 3asBJICHUIO COMCKATEINs JIMIICH3UH TePeyuHs JIEKapCTBEHHBIX (HOpM U (UITH)
BUJOB (papMaleBTHUYECKMX CYOCTaHIMM, KOTOpble MPOU3BOAMUTENL JIEKAPCTBEHHBIX CPEACTB
HaMEpPEH IPOU3BOIUTD.

3. B ciyuae He0OXOAMMOCTH pAaCIIMPEHUsT MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB 32 CUET HOBBIX
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JIEKapCTBEHHBIX (DOpPM U BUIOB (PapMaleBTUUYECKUX CyOCTaHIMI MPOU3BOIUTEND JIEKAPCTBEHHBIX
CPE/CTB JIOJDKEH MOAaTh B JIMIICH3UPYIONIUI OpraH 3asiBJI€HHWE O BHECEHUU M3MEHEHHM B pEecTp
JUIIEH3WI Ha TIPOU3BOJICTBO JIEKAPCTBEHHBIX CpelcTB. (B pea. denepanpHbix 3akoHOB 0T 02.08.2019
N 297-®3, ot 11.06.2021 N 170-D3)

4. JIuueH3us Ha MPOM3BOJCTBO JIEKAPCTBEHHBIX CPeACTB ((hapMalleBTUYECKONW CyOCTaHIIMU CIIUPTa
STHJIOBOTO (3TaHOJIA) BBIAAETCS NPH YCIOBUU HAJIWYMSA Y OpraHMU3aLMU Ha IpaBe COOCTBEHHOCTH,
XO3SIICTBEHHOI'O BEJIEHUS WJIM OINEPATUBHOIO YINPABIEHHS OCHOBHOIO TEXHOJOTMYECKOTO
000py10BaHUs Il IPOM3BOJCTBA 3TUJIOBOIO CIUPTA, 3apErHCTPUPOBAHHOIO B COOTBETCTBUHU CO
cratbeil 14.1 ®enepanbHoro 3akoHa ot 22 Hos0psa 1995 roma N 171-®3 "O rocynapcTBeHHOM
peryJaupoBaHUU IPOU3BOJACTBA U 000POTAa STHJIOBOIO CIMPTA, AJIKOIOJIBHOM U CIIUPTOCOJEpKALICH
OPOAYKIMH U 00 OrpaHMYEHUH MOTpeOeHus (pacluTHsi) AIKOroJdbHOM mpoaykuuu". (B pen.
denepanbpHOro 3akona ot 27.12.2019 N 481-D3)

Crarps 8.1. Oco0eHHOCTH JIULIEH3UPOBAHMS IIPOU3BOACTBA
JIEKAPCTBEHHBIX CPeACTB (papManeBTHYECKON CYyOCTAHIMM CIIUPTA

3TUJIOBOIO (3TaHO0J1a) (B pea. PenepanbHOro 3akosa or 27.12.2019 N
481-d3)

1. JlelicTBue JMIIEH3UW Ha TPOM3BOJCTBO JIEKAPCTBEHHBIX CPEIACTB ((hapMarieBTHYCCKOU
CyOCTaHIIMM CIMPTa 3THJIOBOTO (3TaHOJA) MPUOCTAHABIMBACTCS B YAacTH MpPaBa Ha MPOU3BOACTBO
(dapMarieBTUYECKOH CYOCTaHIIMM CIIMPTAa STHIOBOrO (3TaHOJNA) JHMIICH3UPYIOUIMM OpraHoM B
CIIyJasix, OompeeNieHHbIX cratbeir 20 Depepanproro 3akoHa ot 4 mas 2011 roga N 99-®3 "O
JIMIICH3UPOBAHUM OTJIEIILHBIX BUJIOB JICATEILHOCTH', a TAKXKe Ha CPOK MPUOCTAHOBJICHUS JICHCTBHS
JUTICH3UU Ha TIPOU3BOJICTBO ITUIIOBOTO CITUPTA JUUISl IPOU3BOJICTBA (hapMAIEBTHUECKOM CYyOCTaHIINH
CIUpTa TUJIOBOTO (3TaHOJA), BHIIAHHON B COOTBETCTBUH ¢ DeepaabHbIM 3aKOHOM OT 22 HOAOpS
1995 rona N 171-®3 "O rocyaapCTBEHHOM DPETYJIHPOBAHUH MPOU3BOACTBA U 000POTA ITUIIOBOTO
CIUpTa, aTKOTOJIBHOW U CHHPTOCOAEpXkAalleld MPOAYKIMH U OO0 OrpaHMYECHUU TMOTPeOICHUS
(pactiuTust) aJIKOTOJIBHON MPOAYKITUN" .

2. JleiicTBHe JUIEH3UM Ha TPOU3BOJACTBO JIEKAPCTBEHHBIX CPEACTB ((papManeBTHUECKOM
CyOCTaHIIMM CHMpTa 3TWIOBOrO (3TaHOJIA) B YacTH IpaBa Ha MPOU3BOACTBO (apMalleBTUYECKON
CyOCTaHIIMM CIUPTa ATHJIOBOTO (3TAHOJIA) MPEKPAIIAETCs JUIEH3UPYIOIMIUM OPraHOM B CIyYasXx,
ompeneneHHeix cratheil 20 ®PepepanpHoro 3akona or 4 wmas 2011 roma N 99-®3 "O
JUIECH3UPOBAHUU OTJENbHBIX BHJAOB JESATENBHOCTH", a TakkKe C JaThl MpeKpalleHus WiIH
AQHHYJIMPOBAaHUS JEMCTBUS JMIEH3UU HA IPOU3BOJCTBO STUJIOBOIO CHOHUpPTA A IPOU3BOICTBA
dapmarnieBTHYeCKOl CyOCTaHLIMM CHOUpPTa ATUIOBOTO (STaHONA), BBIJAHHOH B COOTBETCTBUU C
®enepalibHBIM 3aKOHOM OT 22 Hos16psa 1995 roga N 171-®3 "O rocynapcTBEHHOM peryiMpOBaHUH
IPOM3BOJICTBA U 000POTA ITHIIOBOTO CHHMPTA, AJIKOTOJBHON U CIIUPTOCOAEpIKallel MPOAYKLIUU U 00
OTrpaHHYEHUU NOTpeOIeHHs (PAaCTIUTH) AJIKOTOJIBHOU MPOIyKIUH'".

Crarba 9. 'ocynapcTBeHHBIH KOHTPOJIb (HAA30P) B chepe oOpaleHnst
JIEKAPCTBEHHBIX cpeAcTB (B pea. PenepaabHoro 3akona or 11.06.2021
N 170-®3)

1. TocymapcTBeHHBIH KOHTpOJb (Hag30p) B cdepe oOpalieHUss JIEKapCTBEHHBIX CPENCTB
OCYIIECTBIISIETCSI MOCPEACTBOM (peiepaibHOTO TOCYIapCTBEHHOIO KOHTPOJs (Ham3opa) B cdepe



https://normativ.kontur.ru/document?moduleid=1&documentid=340869#l3
https://normativ.kontur.ru/document?moduleid=1&documentid=340869#l3
https://normativ.kontur.ru/document?moduleid=1&documentid=393776#l939
https://normativ.kontur.ru/document?moduleid=1&documentid=415978#l3171
https://normativ.kontur.ru/document?moduleid=1&documentid=351788#l29
https://normativ.kontur.ru/document?moduleid=1&documentid=351788#l29
https://normativ.kontur.ru/document?moduleid=1&documentid=351788#l29
https://normativ.kontur.ru/document?moduleid=1&documentid=415015#l591
https://normativ.kontur.ru/document?moduleid=1&documentid=415978#l2
https://normativ.kontur.ru/document?moduleid=1&documentid=415978#l2
https://normativ.kontur.ru/document?moduleid=1&documentid=415015#l591
https://normativ.kontur.ru/document?moduleid=1&documentid=415978#l3
https://normativ.kontur.ru/document?moduleid=1&documentid=393776#l939
https://normativ.kontur.ru/document?moduleid=1&documentid=393776#l939

oOpallleHusi JIEKapCTBEHHBIX CPEICTB U (perepaibHOTO TOCYIapCTBEHHOIO JIMIEH3UMOHHOTO
KOHTPOJIA ACATCIIbHOCTH 110 MMPOU3BOACTBY  JICKAPCTBCHHBIX CpCacTB, OCYHICCTBIIACMBIX
denepanbHbIMU OpraHaMHM HCIIOJIHUTEIBHOM BJACTH, YHOJHOMOYEHHbIMH [IpaBUTENBCTBOM
Poccuiickoit @enepanuu.

2. Ilpeamerom denepaabHOrO0 TOCYAApCTBEHHOTO KOHTpoJss (Ham3opa) B cdepe oOparieHus
JIEKaPCTBEHHBIX CPEJICTB SBJISIOTCSL:

1) cobnronenue o0s3aTeNbHBIX TpeOOBaHUHM B cepe oOpalieHus JIEKapCTBEHHBIX CPEACTB, B TOM
YHCIIe:

a) TpeOOBaHUN K JOKIMHUYECKUM HCCIEAOBAHUSM JICKAPCTBEHHBIX CPEJICTB, KIMHHUYECKUM
UCCJIEIOBAHMSIM JIEKAPCTBEHHBIX IIPENapaToB, W3TOTOBICHUIO, XPAaHEHMIO, IEPEBO3KE, BBO3Y B
Poccuiickyro ®enepanuro, OTHYCKy, pealu3alyy, Nepeaade, MpOoJaxe JIEKapCTBEHHBIX CPEJCTB,
IPUMEHEHUIO  JIEKAPCTBEHHBIX  IPENaparoB,  YHUYTOXKEHUIO  JIEKAPCTBEHHBIX  CPE/CTB,
YCTaHOBJICHUIO MPOU3BOJUTENSIMU JIEKAPCTBEHHBIX IIPENApaToOB LIEH Ha JIEKaPCTBEHHBIE IIpenaparsl,
BKJIIOUEHHBIE B [IEPEUEHb )KU3HEHHO HEOOXOUMBIX U BaKHEHIIINX JIEKAPCTBEHHBIX PENapaToB;

0) TpeOoBaHUN K COOTBETCTBUIO JIEKAPCTBEHHBIX CPEJCTB, HAXOAAIIUXCS B OOpalleHUH,
MOKa3aTelsiIM KadecTBa, 3(PQPEKTUBHOCTH W OC30MACHOCTH, YCTAHOBJICHHBIM B COOTBETCTBHH C
HacTosAuM DenepanbHbIM 3aKOHOM;

B) TpeOOBaHMI K COOJIOJCHUIO CyOBEKTaMH OOpalleHHs JICKAPCTBEHHBIX CPEICTB, YKAa3aHHBIX B
yactu 1 crateu 67.1 HacTosmero MenepanbHOrO 3aKOHA, OTPAaHUYCHUH, HAJTaraeMbIX cTaThsiMu 67.1
u 67.2 Hactosmero deneparbHOro 3aKOHA;

2) cobroicHHE JTUIICH3UOHHBIX TPEOOBAHUH K OCYIIECTBICHUIO (PapMaIieBTHICCKON e TeIIbHOCTH;

3) cobmroieHne TpeOOBaHMI K MPEIOCTABICHUIO CyObEeKTaMu OOpallleHHs JIEKApCTBEHHBIX CPEICTB
uH(pOpMaIIMU 0 IEKAPCTBEHHBIX CPEACTBAX U (WJIK) IEKAPCTBEHHBIX Mpernaparax, mpeayCMOTPEHHOM
cratbsamu 9.1, 52.1 u 64 Hacrosmero denepaabHOrO 3aKOHA.

3. Ilpu ocyuiecTBiaeHUH (eaepaTbHOro TOCYapCTBEHHOTO KOHTPOJIs (Haa30pa) B cdepe obparieHus
JIEKaPCTBEHHBIX CPEJICTB MPOBOIATCS CIAEAYIOUINE BUIbI KOHTPOJBHBIX (HAI30PHBIX) MEPOIPUSITHUIA:

1) nokyMeHTapHas MpOBEpKa;

2) BbI€3HAS TPOBEPKa;

3) BBIOOPOYHBIM KOHTPOJIb KaUECTBA;
4) KOHTpOJIbHAS 3aKyIIKa;

5) MHCTIEKITMOHHBIA BU3UT;

6) HaOmoJeHue 3a COOJNIIOJIEHHMEM O0s3aTeNbHBIX TpPeOOBaHUM (MOHUTOPUHT OE30MAaCHOCTH)
(bapmakonaazop).

4. Opranuzanusi ¥ OCyIiecTBICHHE (PeaeparbHOT0 roCy1IapCTBEHHOTO KOHTPOJIs (Ham3opa) B chepe
oOpalleHus JTEeKapCTBEHHBIX CPEACTB peryiupyorcs PenepanbHbM 3akoHOM OT 31 urons 2020 rona
N 248-®3 "O rocyaapCTBEHHOM KOHTpoJie (HaJ30pe) ¥ MyHHIIMTIAIILHOM KOHTpoJe B Poccuiickoit
Oepnepauun".

5. BHemiaHOBbIM BBHIOOPOYHBIH KOHTPOJIb KayecTBa IMPOBOAMUTCS B TOM YHCIE Ha OCHOBAHUU
IIPOrpaMMBbI IIPOBEPOK.
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6. [InanOBBIN BEIOOPOYHBIN KOHTPOJIh Ka4€CTBA HE TPOBOIUTCA.

7. Ilo pe3ynbraraM BHIOOPOYHOI'O KOHTPOJS KaueCTBa Hapsy C PEHICHUSIMH, MPEAyCMOTPEHHBIMU
OepnepanbubiM 3akoHOM OT 31 wmronst 2020 roma N 248-®3 "O rocynapCTBEHHOM KOHTpPOJIE
(Ham3ope) W MyHUIMIIAILHOM KOHTposie B Poccuiickoii denepanun”, denepanbHbIMH OpraHaMu
WCIIOJIHUTEJIbHOW BJIACTH, YMOJHOMOYEHHBIMH Ha OCYIIECTBICHHUE BBIOOPOYHOIO KOHTPOJIS
Ka4yecTBa, IPUHUMAIOTCS CIEAYIOLINE PELICHHUS:

1) o npanpHelnieM TIpakJIaHCKOM 000pOTE CepHUM, MAPTHUM COOTBETCTBYIOLIEIO JIEKAPCTBEHHOI'O
CpeAcTBa B Cilydae IOATBEP)KACHUS IO pe3yibTaTaM IPOBEIEHHBIX HCIBITAHUN COOTBETCTBUSA
Ka4ecTBa JIEKAPCTBEHHOTO CPEZCTBA YCTAaHOBJICHHBIM TPEOOBAHUSM;

2) 00 M3BATUU W3 TPAKIAHCKOTO 000pPOTa CEpUH, MAPTHUH COOTBETCTBYIOIMIETO JIEKAPCTBEHHOTO
CpelICTBAa B CiIy4yae BBIABICHUS IO pe3ylbTaTaM IPOBEICHHBIX HCIbITAHUI HECOOTBETCTBUSA
KauyecTBa JIEKAPCTBEHHOT'O CPEJICTBA YCTAHOBJIICHHBIM TPEOOBaAHUSIM;

3) o mepeBojAe JEKAPCTBEHHOTO CPEJICTBA HA MOCEPUIHBIA BBHIOOPOYHBIH KOHTPOJIb KadyecTBa
JIEKAPCTBEHHBIX CPEACTB B CIydae IIOBTOPHOTO BBISBJICHUS HECOOTBETCTBHS  KadecTBa
JICKaPCTBEHHOT'O CPEJCTBA YCTAaHOBIEHHBIM TpeOOBaHUSM M (IIPH HEOOXOAMMOCTH) O IMPOBEPKE
cyObekTa oOpaIeHus JIeKapCTBEHHBIX CPEACTB. Pacxo/ibl, CBA3aHHBIE C IPOBEJACHUEM TOCEPUIMHOTO
BBIOOPOYHOTO KOHTPOJISI, OIUIAYMBAIOTCS MPOM3BOAMUTENEM JIEKAPCTBEHHOTO CpeacTBa JH0o
JIeprKaTesIeM WIH BIIAJENbLEM PErUCTPALMOHHOIO YIOCTOBEPEHUSI JIEKAPCTBEHHOIO IIpernapara.

8. denepanbHblii roCyAapCTBEHHBIM JHUIIEH3UOHHBIN KOHTPOJb AEATEIbHOCTU IO IMPOU3BOJCTBY
JIEKapCTBEHHBIX CPEICTB OCYLIECTBISETCS B COOTBETCTBUM C 3aKOHOAATENLCTBOM Poccuiickoii
®denepauuu.

Crarps 9.1. Ilporpamma nposepok (B pea. @exepajbHOro 3aK0HA OT_
11.06.2021 N 170-®3)

1. B nensx opraHuzanyy BBIOOPOYHOTO KOHTPOJIS KayecTBa JEKapCTBEHHBIX CPeJICTB (hOpMUpYyeTCs
porpaMma poBepOK.

2. Jlna uenedt peanus3ali MPOrpaMMbl MPOBEPOK MPOU3BOAMTEIM JIEKAPCTBEHHBIX CPEICTB H
OpraHM3alyy, OCYLIECTBIIIOIINE BBO3 JIEKapCTBEHHBIX cpelacTB B Poccuiickyro denepanuto,
nNpeaoCTaBJIAIOT B OTHOHICHUW JICKAPCTBCHHBIX CPEACTB I MCEAUIMUHCKOTO MNPUMCHCHHSA B
YIOJHOMOYEHHBIN (hefiepalbHbI OpraH MCIIOJHUTEIBHON BJIACTH, OCYILECTBISIONIMNA (QYyHKIMU TO
KOHTPOJIIO M HAA30py B cdepe 3apaBOOXPAHEHHS, B OTHOIICHHH JICKAPCTBEHHBIX CPEACTB ISt
BETEpUHAPHOIO MPUMEHEHUS B YIOJIHOMOYEHHBIH (enepaabHblii OpraH HCIOJHUTENBbHON BIIACTH,
OCYILECTBIIIONIMH (PYHKIIMM IO KOHTPOJIIO M HAaA30py B cepe oOpallleHns JIeKapCTBEHHBIX CPEICTB
JUIsl BETEPUHAPHOTO NPUMEHEHHUs, CBEACHMS O CEpUsX, MapTUAX JIEKAPCTBEHHBIX CPEICTB,
MOCTYNAOUINX B IpaxaaHckuil obopot B Poccuiickoit denepanuu, B mopsake, cocTaBe U o0beMe,
YCTAHOBJICHHBIX YKa3aHHBIMHU (efiepabHBIMU OpraHaMH HCIIOJIHUTEIbHON BJIACTH B OTHOILEHUH
JICKAPCTBCHHEBIX CPCACTB IJII MCAUIWMHCKOI'O MPUMCHCHHUA U B OTHOIICHWH JICKAPCTBEHHBIX CPEACTB
JUIsl BETEPUHAPHOTO IPUMEHEHUS COOTBETCTBEHHO.

3. Ilporpamma mnpoBepok GopMupyeTcs Ha KaleHAapHbI Tox B cpok a0 30 mexabpst rona,
MPEIIIECTBYIONIETO TOAY MPOBEACHUS BBIOOPOUHOTO KOHTPOJIS.

4. B ciydae HacTymieHHs COOBITUH, yKa3aHHBIX B MOJAmyHKTax "0" u "B" myHkra 2 yactu 6
HACTOALIEH CTaThU, (erepaibHbIM OPraHOM HCIIOJIHUTEIBHON BIACTH, OCYIIECTBIISIFOIINM (PYHKIUH
0 KOHTPOJIO M HAA30py B cdepe 31paBoOXpaHeHHs, (erepaibHbIM OPraHOM HCIIOJIHUTEIbHON
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BJIACTH, OCYIIECTBIIAIOMINM (QYHKINHU MO KOHTPOJIIO U HA/A30py B cpepe oOpallieHus JeKapCTBEHHbIX
CPEICTB Ui BETCPUHAPHOTO MPUMEHEHHS, MPU HEOOXOIUMOCTH BHOCATCS COOTBETCTBYIOIIHE
M3MEHEHHUs B IPOrpaMMy MPOBEPOK.

5. B nporpaMMmy npoBepOK MOTYT BKJIFOUAThCS MEPOIPUATUS C yUETOM HApYLICHHH, BBISIBJICHHBIX B
pamMKax KOHTPOJIBHBIX (HaJ30pHBIX) MEPONPUITUHN 32 MPEAbIAYIINNA KaJIEHAAPHBINA IO,

6. IIporpamMmmMa npoBEpOK COACPIKUT:

1) nepedeHb JEKaPCTBEHHBIX CPEICTB, OTOOP 00pa3loB KOTOPHIX OYJIET OCYLIECTBISATHCA B paMKax
BBIOOPOYHOTO KOHTPOJS, (POPMUPYEMBIH C YYETOM pe3yJbTaToOB TOCYIAPCTBEHHOTO KOHTPOJIS
(Hamzopa) B cepe oOpalieHUs JIEKapCTBEHHBIX CPEACTB 3a KaJICHAAPHBIN T0J, MPeIIecTBY O
TOJly IPOBEIEHUS BHIOOPOYHOTO KOHTPOJIS;

2) yka3zaHHe Ha COOBbITME, HACTYIUIEHHE KOTOPOrO SBJIAETCSI OCHOBAHHMEM I OCYIIECTBICHUS
BbIOOPOYHOI'O KOHTPOJIS:

a) TIOJy4YeHHUE CBEJICHHM, MPEJICTABISEMBIX B COCTaBe M O0BEME, YCTAaHOBIICHHBIX (henepaabHbIM
OpPraHOM HCIOJIHHUTENbHOM BIACTH, OCYIIECTBISIONUM (PYHKIIMH MO KOHTPOJIO U HAA30py B cdepe
3/IpaBOOXpaHEHUs, (eIepaIbHBIM OPraHOM HCIIOJIHUTEIHHON BIACTH, OCYIICCTBISIONUM (PYHKITHH
0 KOHTPOJIO W Haa3opy B cdepe oOpamlieHHs JIEKapCTBEHHBIX CPEACTB IJs BETEPUHAPHOIO
MPUMEHEHHUS, O CEPUSIX, MAPTHUAX JCKAPCTBEHHBIX CPEJCTB, MOCTYIAIOIINX B TPaXIAHCKUNA 000pPOT B
Poccuiickoit @enepauuu, YyKa3aHHbIX B IIyHKT€ 1 HacTosdlled YacTH, OpraHU3alUsIMHU,
OCYIECTBISIFOUIMMH MPOU3BOJICTBO JIEKAPCTBEHHBIX cpelncTB B Poccuiickoit denepanuu U BBO3
JIEKapCTBEHHBIX cpeacTB B Poccuiickyto Penepanuio;

0) moJsy4eHHe MOCTYIAIIECH B MOPSIKE, YCTAHOBICHHOM cTaThed 64 HacTosimero denepanbHOTO
3aKOHa, WHPOpPMAIMM O TOOOYHBIX JEWCTBUAX, HEXKENATeIbHBIX PEAKIUIX, CEePhE3HBIX
HCXKCIATCIbHBIX PCEAKIUAX, HEINPCABUACHHBIX HCKCIIATCIIBHBIX PCaKIUAX IMpHU MPUMCHCHHUU
JIEKapCTBEHHBIX MpenapaTroB, 00 MHAUBUYaTbHON HEMEPEHOCUMOCTH, OTCYTCTBHH I(PHEKTUBHOCTH
JICKAPCTBCHHLIX IMPECIapaTroB, a TAaKKEe 00 HHBIX (1)aKTaX nu 06CTO$[TCJ'II>CTB21X, MMpEACTABIAIOIINX
yIpo3y JKU3HU WM 370POBBIO UeJOBEeKa IMOO JKUBOTHOTO MPH TNPUMEHEHHH JIEKapCTBEHHBIX
IIPEnapaToB U BBISABIEHHBIX HA BCEX 3Tarax oOpallleHus JeKapCTBEHHbIX NpenapaToB B Poccuiickoit
Denepanun U APYrux rocyaapcTpax;

B) IMOJIyueHHe B COOTBEeTCTBUU ¢ DenepanbHbIM 3akoHOM OT 31 mions 2020 roxa N 248-®d3 "O
rOCYJIJapCTBEHHOM KOHTpoOJie (Haa30pe) W MyHHUIIMIAIHLHOM KOHTpoisie B Poccuiickoit denepanun”
CBEJIEHUIl O MPUUMHEHNUHU Bpesla WK 00 yrpo3e NpUUMHEHHS BpeAa KU3HU, 3J0POBBIO IPaKIaH UM
KUBOTHBIX.

Crarbs 9.2. 'ocygapcTBeHHBIH KOHTPOJIb (HAA30pP) 32 peaju3anuen
OPraHaMM HUCIOJIHUTEJIbHOM BJIACTH Cy0ObeKkTOB Poccuiickoii
denepanyu MOJTHOMOYMH B cepe oOpameHusi JTeKAPCTBEHHBIX

CPeACTB AJIs MeIMIMHCKOro NpuMeHeHus1 (B pea. PeaepaiabHOro
3akoHa ot 11.06.2021 N 170-®3)

1. TocynapcTBeHHBII KOHTPOJb (HAI30p) 3a pealu3alueil opraHamMH HCIOJHUTENbHON BIACTH
cyonekToB Poccuiickoit ®denepannu noiHoMouuil B cgepe oOpalieHus JeKapCTBEHHBIX CPEACTB IS
MEAMIMHCKOTO NPHUMEHEHUsI OCYILECTBIISIETCS YNOJIHOMOYEHHBIM IlpaButensctBom Poccuiickoit
®denepalyii OpraHoOM HCIIOJIHUTEIBHOMN BJIACTH.
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2. [IpenMeTom rocyapcTBEHHOTO KOHTPOJIA (Haa30pa) 3a peain3alieid opranaMyi UCTIOTHUTETBHOM
BiacTu cyowrekToB Poccuiickoii Dexepannu monHoMouMid B cdepe oOpaliieHus: JeKapCTBEHHBIX
CPEACTB Al MEAMLMHCKOTO INPHUMEHEHMs SBISIETCS COONIOIEHUE YNOJIHOMOYEHHBIMU OpraHaMu
UCIIOJHUTENIbHON BiactTu cyObekToB Poccuiickoii ®denepaunu METOAMKM  yCTaHOBJIEHUS
IpEeJeNbHBIX PAa3MEpPOB OINTOBBIX HAJ0ABOK M INpEAEIbHBIX Pa3MEPOB PO3HUYHBIX HaA0aBOK K
(baKTHUECKUM OTITYCKHBIM LI€HaM, yCTaHOBJICHHBIM IIPOU3BOAUTEISIMU JIEKAPCTBEHHBIX MPENapaToB,
Ha JICKapCTBEHHbIE Mpenaparhl, BKIIIOUEHHbIE B NI€PEYEHb KU3HEHHO HEOOXOAMMBIX U Ba)KHEHIINX
JIEKapCTBEHHBIX IIPENAapaToB.

3. Ilpu ocymiecTBI€HUH TOCYJIapCTBEHHOIO KOHTpOJIsl (Haa30pa) 3a peanu3alueid OpraHamu
WCIIOJTHUTENIbHON BlIacTH CcyObekTOB Poccuiickoit deneparnuu moaHoMounii B cepe oOparmieHus
JIEKAPCTBEHHBIX CPEJCTB [UISl MEIUIMHCKOTO TPUMEHEHHS TPOBOJATCS CIEAYIOIIUE BHJIbI
MEpOIPHUATHI:

1) noKyMeHTapHbIE IPOBEPKH;
2) BBIE3/IHBIC TIPOBEPKH.

4. Opranuzanus ¥ OCYIIECTBICHHE TOCYJAapCTBEHHOIO KOHTpOJNA (HaA30pa) 3a peanus3alueit
OopraHaMy HCIIOJHUTEIBHOM BiacTH cyOBekToB Poccuiickoit dexepanuu mojHOMOUUN B cdepe
oOpallleHus JIGKAPCTBEHHBIX CPEACTB JUIS ~ MEIUIIMHCKOTO MPUMEHEHHSI PErylupyroTcs
®enepanbHBIM 3aKOHOM OT 6 okTs0pst 1999 ronma N 184-@3 "O6 o0mmx NMpUHIMIIAX OPTaHU3AINH
3aKOHOJATEIbHBIX (TPEICTABUTENbHBIX) W HCIOJHUTEIBHBIX OPraHOB TOCYJAPCTBEHHOH BIAcTH
cyobekToB Poccuiickoit @enepanun".

5. TlomoxeHue O TOCYAapCTBEHHOM KOHTpoJie (Haa30pe) 3a peajau3aluedl opraHaMu
UCIIONTHUTENIbHON BiacTu cyOwnekToB Poccuiickoii depepanuu nmomHoMounii B cepe oOpaiieHus
JICKAPCTBCHHLIX CPCACTB I MCIULIMUHCKOTO HNPHUMCHCHHA YTBCPKAACTCA HpaBI/ITeJII)CTBOM
Poccuiickoit denepanum.

Crartbs 9.3. PernoHaJbHBIN rOCYyAapCTBEHHBIH KOHTPOJIb (HaA30p) 3a
NpUMeHEeHHeM IIeH HA JIeKAPCTBEHHbIE NMPenapaThbl, BKJINYEHHbIE B
nepeyeHb KU3HEHHO HeOOXOAUMBIX U BAKHEHIIMX JIEKAPCTBEHHBIX
npenapatoB (B pea. Penepaannoro 3akona ot 11.06.2021 N 170-P3)

1. PernoHanbHbIN rocy1apcTBEHHBIH KOHTPOJb (HAA30p) 32 MPUMEHEHHEM IIeH Ha JIEKapCTBEHHBIE
npenaparsl, BKIIOYEHHbIE B IE€PEUEHb >KM3HEHHO HEOOXOAMMBIX U BaXKHEMIINX JIEKapCTBEHHBIX
IpenapaToB, OCYIIECTBIISIETCS OpPraHOM MCIOMHHUTENbHON BiacTu cyObekra Poccuiickoit
®denepanny, ynOJHOMOYEHHBIM BBICIIMM HCIIOJTHUTENIBHBIM OPraHOM TOCYJapCTBEHHOM BIIACTH
cyonexra Poccuiickoii @eneparui.

2. IlpeamMeToM PETHOHAIBHOTO TOCYNAapCTBEHHOTO KOHTPONS (Ham30pa) 3a MPUMEHEHHEM IIeH Ha
JIeKapCTBEHHbIE MpenapaTrhl, BKIIOUYEHHBIE B MEPEYCHb >KU3HEHHO HEOOXOIMMBIX W Ba)KHEHIINX
JICKAapCTBEHHBIX IPEIapaTroB, SBISIETCS COOJIOACHWE OpPTaHM3alUsSMH  ONTOBOW  TOPTOBJIH
JIeKapCTBEHHBIMU CpeAcTBaMH, anTeYHbIMU OpraHu3alUsIMH, WH/UBUTYaTbHBIMU
NpEANPUHUMATENISIMA,  WMCIONIMMH  JIMIIEH3WI0  Ha  (apMaleBTUYECKYIO  JESTEIhbHOCTD,
MEIUIUHCKUMH OpraHU3alysIMi, UMEIOIMMH JIMIEH3UI0 Ha (papMalleBTUUECKYIO JeSITelbHOCTb, U
ux 000CO0IEHHBIMU o/ipa3iesIeHusIMU (amOynaTopusiMu, GbenpaAmepCcKuMH u
(enpamepcko-akyepcKuMH MyHKTaMu, LIeHTpaMH (OTAeNeHUsIMH) o01eil BpaueOHO# (ceMelHOi)
NPaKTUKH), PACTIONOKEHHBIMA B CEJIBCKHX HACEJICHHBIX IYHKTaX, B KOTOPBIX OTCYTCTBYIOT
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anTeYHbIC OPTaHU3allUU, TIPU PeATH3alliy JIEKAPCTBEHHBIX MIPENapaToB TpeOOBAaHUN K IPUMEHEHHUIO
IIEH, ypOBEHb KOTOPHIX HE JOJDKEH TPEBBINIaTh CyMMYy (DaKTHUECKOH OTITYCKHOW IICHBI,
YCTAaHOBJICHHOM IPOU3BOJIUTEIEM JICKAPCTBEHHBIX IMpPENapaToB, M KOTOPbIE HE IMPEBBIIIAIOT
3apEruCTPUPOBAHHBIX TPEICIBHBIX OTIYCKHBIX II€H, W pPa3MEpPOB OINTOBBIX HAI0ABOK U (W)
pa3sMepoB PO3HUYHBIX HAJI0aBOK, HE MPEBBIIIAIONINX COOTBETCTBEHHO Pa3MEPOB MPEACIbHBIX
ONTOBBIX HAN0ABOK W (WJIM) pa3MepoB IMpPeNeiIbHBIX PO3HUYHBIX HAJ0aBOK, YCTAHOBICHHBIX B
cyonekTe Poccuiickoit denepanun.

3. OpraHuzanusi ¥ OCYIIECTBJICHUE PETHOHAIBHOTO TOCYJIApCTBEHHOIO KOHTpOJs (Haa3opa) 3a
NPUMEHEHHEM IIeH Ha JIEKapCTBCHHBIC TIperaparhl, BKIIOYCHHBIE B TEPEYEHb IKU3HEHHO
HEOOXOJUMBIX U BaXHEHUIIUX JEKApPCTBEHHBIX MpEnaparoB, peryiaupyrorcs degepanbHbIM 3aKOHOM
ot 31 utona 2020 roga N 248-®3 "O rocynapcTBEHHOM KOHTpoJie (HAA30p€) U MYHHULIUINATLHOM
KoHTpoJie B Poccuiickoit deneparun'.

4. IlonoxxeHre O perMoHaJIbHOM IOCYAapCTBEHHOM KOHTpoOJIe (Haa30pe) 3a MPUMEHEHHUEM LIEH Ha
JIeKapCTBEHHbIE Ipenaparhl, BKIIOUYEHHbIE B MEPEYEHb >KU3HEHHO HEOOXOIUMBIX U Ba)KHEHIIMX
JIEKapCTBEHHBIX NPENapaToB, YTBEPKIAETCs BBICIIUM UCIIOJHUTEIBHBIM OPTaHOM I'OCYJapCTBEHHOM
Biactu cyowrekra Poccuiickoii @eneparum.

Crarbs 9.4. @enepaiabHblil FOCYAAPCTBEHHBIA JTUIEH3UOHHBIH
KOHTPOJIb AeITEJIbHOCTH 10 NMPOU3BO/CTBY JIEKAPCTBEHHBIX CPEICTB
(B pea. ®enepaiabnoro 3akona ot 11.06.2021 N 170-®3)

1. ®enepasbHBII TOCYJAPCTBEHHBIN JIMIEH3UOHHBIA KOHTPOJIb JESTENIBHOCTH 10 MPOU3BOJACTBY
JIEKapCTBEHHBIX CPEJCTB OCYLIECTBISIETCS (elepaibHbIMM OpraHaMH HCIOJIHUTEIBHOM BIIACTH,
ynosiHoMo4eHHbIMU [IpaButenscTBoM Poccniickoit denepanun.

2. ®enepanbHbIi TOCYJIAPCTBEHHBIN JIMIIEH3MOHHBIA KOHTPOJIb JIEATENBHOCTH MO IPOU3BOJCTBY
JIEKaPCTBEHHBIX CPEICTB OCYILECTBISIETCS B COOTBETCTBUU ¢ DenepanbHbIM 3aK0HOM OT 4 mas 2011
rojga N 99-®3 "O nuueH3upoBaHUM OTAEIBHBIX BUJOB JeaTerabHocTU" 1 DenepaabHbIM 3aKOHOM OT
31 wmronsg 2020 roma N 248-®3 "O rocyJapCTBEHHOM KOHTpoJie (HaA30pe) M MyHHULIUIATbHOM
koHTpoie B Poccuiickoit deneparuu'. B pamkax ¢eaepanbHOro rocyapcTBEHHOTO JIMIICH3UOHHOTO
KOHTPOJISI AEATEIBbHOCTH 110 IPOU3BOJCTBY JIEKAPCTBEHHBIX CPEACTB IUIAHOBBIE KOHTPOJIBHBIE
(Ha30pHBIE) MEPOTIPUATHUS HE TPOBOASTCS, IPU ITOM MTPOBOIAUTCS MIEPUOINIECKOE ITOATBEPKICHHE
COOTBETCTBHUS JIMLEH3UATOB JIMLEH3UOHHBIM TpeOOBaHUSAM B COOTBETCTBUU C DenepalibHbIM
3axoHOM 0T 4 Mas 2011 roga N 99-®3 "O nuieH3upoBaHUM OTAEIBHBIX BUAOB JESITEIBHOCTH" .

I'naBa S. PASPABOTKA, JOKJIMHUYECKHUE UCCJIIEJOBAHUASA
JJEKAPCTBEHHBIX CPEJICTB, A TAK/KE KIMHUYECKHUE
NCCIEAOBAHUSA JIEKAPCTBEHHBIX ITPEITAPATOB JJI5A

BETEPUHAPHOI'O IPUMEHEHUA

Crarps 10. Pa3padoTka JieKapCTBEHHBIX CPEICTB

1. Pa3pa60TKa JICKApCTBCHHBIX CPCACTB BKJIIOYACT B ce0sl IOMCK HOBBIX (I)apMaKOJIOFI/I‘{eCKI/I
AKTUBHBIX BCIICCTB, IIOCICAYIOIICEC H3IYUCHHUC HX JICKAPCTBCHHBIX CBOf/iCTB, JOKJIIMHUYCCKUC
HUCCiIca0BaHusd, pa3pa60TKy TEXHOJIOT Uit MMpOU3BOACTBA (I)apMaI_ICBTI/I‘-ICCKI/IX CY6CTaHHHﬁ,
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pa3paboTKy COCTaBOB M TEXHOJIOTHI MTPOU3BOJICTBA JIEKAPCTBEHHBIX MTPETIapaToB.

2. ®uHaHCOBOE oOecnieueHue pa3padOTKU JIGKAPCTBEHHBIX CPEIICTB OCYIICCTBIISETCS 3a CUET:
1) cpencTB denepaibHOTO OOIKETA;

2) cpeAcTB pa3pabOTYMKOB JIEKAPCTBEHHBIX CPEICTB;

3) CpEICTB MIPOU3BOIUTENEH JIEKapCTBEHHBIX CpEICTB npu BBIMIOJIHEHUN
HAYYHO-HMCCIIEJOBATEIBCKUX PA0OT MO JIOTOBOPY MEXIY Pa3padOTYNKOM JIEKAPCTBEHHBIX CPEACTB U
MIPOU3BOIUTEIIEM JIEKAPCTBEHHBIX CPEJICTB;

4) WHBIX HE 3aIPEIICHHBIX 3aKOHOIATENIHCTBOM Poccuiickoit denepalinu HCTOYHHKOB.

3. IlpaBa pa3zpaboTyrKa JEKapCTBEHHOTO CPE/ICTBA OXPAHIIOTCS IPAXKTAHCKUM 3aKOHOIATEIIbCTBOM.

Cratba 11. JlokanHM4YecKoOe UCCIeT0BAHNE JJEKAPCTBEHHOI0 CPeACTBA
JIJISl METULIUHCKOT0 PUMEHEHUs

1. JIoKJIMHUYECKOE HCCIeI0BaHUE JIEKAPCTBEHHOTO CPEACTBA JUISI MEJAMIMHCKOTO MPUMEHEHHUS
NPOBOJUTCS IyTeM MPHUMEHEHHsS] HAYYHBIX METOIOB OIICHOK B LEJAX TOJYYCHHUS JOKa3aTelbCTB
0€30MacHOCTH, KauecTBa 1 3(PPEKTUBHOCTH JICKAPCTBEHHOTO CPEIICTBA.

2. JIOKIMHUYECKOE HCCIIEOBAaHUE JIEKAPCTBEHHOTO CPEACTBA JUISI MEAMIMHCKOTO TPUMEHEHUS
IPOBOAMTCS B  COOTBETCTBUM C IpaBUJaMH  Hajjexamed 1adopaTOpHOM  NpPaKTHUKH,
YTBEPKICHHBIMHA YIIOJIHOMOYECHHBIM (heepajbHbBIM OpPraHOM HCIOJHUTEIBHOW BIAcTU. (B pell.
denepanbroro 3akona ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

3. Jlnst opraHu3aiiy ¥ IpOBeNeHUs JOKIMHIYECKOTO UCCIIEOBAHUS JIEKAPCTBEHHOTO CPEICTBA IS
MEAWIIMHCKOTO TMPUMEHEHHs] pa3pabOTYMKH JIEKAPCTBEHHBIX CPEACTB MOTYT MPHUBIEKAThH
HAYYHO-HMCCIIEIOBATEIbCKUE OpPTraHU3ali, 00pa3oBaTeIbHbIE OPraHN3allu BBICIIIETO 00pa30BaHUS,
UMEIOIIIEe HEOOXOIMMYI0 MaTepHAIbHO-TEXHUYECKYI0 0a3y U KBaTU(UIMPOBAHHBIX CHEIUAIKCTOB
B COOTBETCTBYIOIIEH oOyiactu wuccienoBanusa. (B pen. dexepanphHoro 3akoHa oT 02.07.2013 N
185-d3)

4. JIOKJIMHUYECKOE HCCIIEIOBAaHUE JIEKAPCTBEHHOTO CPEACTBA I MEIUIIMHCKOTO TPUMEHEHUS
MPOBOAUTCA TO YTBEPKACHHOMY pPa3pabOTUMKOM JIEKapCTBEHHOTO CPEJCTBA IUIAHY C BEACHHEM
MPOTOKOJIA ATOTO UCCIIEOBAHUS U COCTABJICHUEM OTUETa, B KOTOPOM COJIEPIKATCS PE3YJIHTATHI ATOTO
UCCIEOBAHUS W 3aKIIOYEHUE O BO3MOXHOCTH MPOBEACHUSA KIMHUYECKOIO HCCIEIOBaHUS
JIEKapCTBEHHOTO Mpernapara Jjisi MeTUIIMHCKOTO TPUMEHEHHUS.

5. IIpoBenenue mpoBepoK COOIOAEHUS PABIII HaJyIeXkKalllel 1abopaTOpHON MPAKTUKU U TPAaBOBBIX
HOPM HCIIOJIb30BaHMs KUBOTHBIX IPU MPOBEACHUN JOKIMHUYECKUX UCCIIEI0BAaHUN JIEKAPCTBEHHBIX
CPEICTB Ul MEIULUHCKOTO MPUMEHEHHsI OCYIIECTBISIETCS YIOJIHOMOYEHHBIM (peepaabHbIM
OpraHOM MCIIOJIHUTENIBHOM BiacTu. (B ped. PenepanbHoro 3akoHa or 22.12.2014 N 429-P3 (pen. ot

13.07.2015))

6. Pe3ynbTarhl JOKIMHUYECKOTO HCCIEIOBAaHUS JIEKAPCTBEHHOIO CPEACTBA JJISl MEIULUHCKOIO
NPUMEHEHHUS MOTYT ObITh MpEACTaBIE€Hbl B  YINOJHOMOYEHHBIH (efepanbHbIi  OpraH
UCIIOJIHUTEIILHOM BJIACTH B YCTAHOBJIEHHOM IOPSAAKE B LEIAX TOCYJapCTBEHHON PEruCTpaluu
JIEKapCTBEHHOT'O TIpernapara.
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Crarps 12. JlokiIMHHYECKOE UCCIe0BAHME JIEKAPCTBEHHOI0 CPeACTBA
U KJIMHUYECKOe UCCIeI0BAHNE JIEKAPCTBEHHOI0 Npenapara s
BETEPUHAPHOI0 IPUMEHEHUSA

1. JIoKIMHMYECKOE HCCIIEJOBaHUE JIEKAPCTBEHHOIO CPEICTBA JUIsl BETEPUHAPHOTO IPUMEHEHUs
MPOBOAMUTCS IyTEM MPUMEHEHUS HAyYHBIX METOJOB OLICHOK B IIEJIAX MOJYUYEHHUS J0KA3aTeIbCTB
0e30macHOCTH, KadecTBa M 3()(HEKTUBHOCTH JIGKAPCTBEHHOTO CPEJCTBA, B TOM YHCIIE ONpPEIEICHUs
CPOKa €ro BBIBEJICHUS U3 OpraHM3Ma >KMBOTHOIO, B LIENAX oOecreyeHus: 0€30MacHOCTH MPOAYKIIUU
YKUBOTHOI'O ITPOMCXOXK/IEHHUS [10CJI€ IPUMEHEHUSI COOTBETCTBYIOILETO JIEKAPCTBEHHOT'O Tperapara.

2. JIOKNMHMYECKOE HCCIENOBAHUE JIEKAPCTBEHHOIO CPEACTBA M KJIMHMYECKOE HCCIIECIOBAHUE
JIEKapCTBEHHOTO TpenapaTa Jjsl BeTepUHAPHOTO MPUMEHEHUS, HCCIIeJ0BaHNE OMOIKBUBAIIEHTHOCTH
YKa3aHHOTO JICKAPCTBEHHOI'O Ipernapara IpOBOIATCA B  COOTBETCTBUM C  I[IPAaBUIIAMH,
YTBEP’KACHHBIMU YIIOJIHOMOUYEHHBIM (peiepaibHbIM OpPraHOM UCIIOJHUTENIBHOM BJIACTH.

3. JIOKJIMHHUYECKOE MCCIIEA0BaHUE JIEKapCTBEHHOIO CpEJICTBA U KIMHHUYECKOE MCCIIEI0BaHUE
JICKapCTBEHHOI'0 Tpemnapara Jisi BETEPUHAPHOTO MPUMEHEHUs MPOBOJATCSA IO YTBEPKICHHOMY
pa3paboOTYUKOM JIEKAPCTBEHHOT'O CPEACTBA IUIaHY C BEJECHUEM IPOTOKOJIOB 3TUX HCCIIEIOBaHUI U
COCTaBJICHHMEM OTYETOB, B KOTOPBIX COAEPKATCS PE3YJIbTATHI STUX UCCIECTOBAHUIA.

4. JIns opraHu3aiiyd U MPOBEACHHS JTOKIMHUYECKOTO HCCIIEIOBAHUS JIEKAPCTBEHHOTO CPEICTBAa U
KIIMHUYECKOTO HCCJIEIOBAaHUS JIEKQpCTBEHHOTO Ipernapara [Uisi BETEPUHAPHOTO MPUMEHEHHUS
pa3pabOTUMK  JIEKAPCTBEHHOT'O  CPEJCTBA MOKET IPHUBIIEKaTh OpraHU3alMH, HWMEIOIINe
HEOOXOUMYI0 MAaTepUaJbHO-TEXHUUECKYI0 0a3y U KBaJU(UIMPOBAHHBIX CIEIUAINCTOB B
COOTBETCTBYIOIIEH 00JIaCTH UCCIIEI0BAHUS.

5. KimHnueckue ucciaenoBaHUs JIEKQpCTBEHHBIX IMPENApPATOB Ui BETEPUHAPHOIO INPUMEHEHHUS
IIPOBOJATCS B BETCPUHAPHBIX OpPraHU3aLMAX M B OPraHU3aLUAX, OCYILECTBIAIOIIMX pPa3BEICHUE,
BBIPAIIMBAHUE U COJIEP)KAHUE )KUBOTHBIX, B LEJISIX:

1) YCTaHOBJICHHUA IICPECHOCUMOCTHU JICKAPCTBCHHBIX MPCTIapaTOB 310POBBIMHA ) KUBOTHLIMU

2) mombopa ONTHUMANBHBIX TO3UPOBOK JIEKAPCTBEHHBIX IMpENapaToB M Kypca JI€UYeHHs Ha
KOHKPETHOM TPYyIIIe )KUBOTHBIX C ONPECICHHBIM 3a00I€BaHNEM;

3) YCTaHOBJICHUA 0e30IMaCHOCTH U 3(1)(1)CKTI/IBHOCTI/I JICKApPCTBCHHOT'O IIpfIiapaTta, NpeAHAa3HAYCHHOT'O
IJi4 JICUCHUA OIPCACICHHBIX 3a00J1eBaHUM KHUBOTHBIX, HJIHN 3(1)(1)GKTI/IBHOCTI/I JICKAPCTBCHHOT'O
npenapara JaJis HpO(bHHaKTHKH 3a00JIeBaHUH 3A0POBBIX JKUBOTHBIX;

4) wu3yuyeHHS BO3MOXKHOCTEH pacCIIMpeHHs] TMOKa3aHWH K MPUMEHEHHUIO0 3aperucTpUPOBAHHOTO
JIEKapCTBEHHOTO TperapaTa 1 BhISIBJICHUS paHee HEM3BECTHBIX TOOOYHBIX JICHCTBUH.

6. Knuamueckoe HUCCIICAOBAHUC JICKAPCTBCHHOI'O IIpenapara IJid BETCPHUHAPHOI'O0 IMNPHUMCHCHUA
OCYHIECTBIIACTCA 3a CHET CPEACTB pa3pa60TqHKa JICKApCTBEHHOT'O CPpEACTBA.

7. Otuersl O pe3yabTaTaXx JOKJIMHMYECKOTO HCCIEAOBAaHUS JIEKAPCTBEHHOIO CpPEACTBA U
KIIMHUYECKOIO HCCJIEIOBAaHUS JIEKapCTBEHHOIO IIpenapara JUisli BETEPUHApPHOIO IPUMEHEHMS
COCTaBJIAIOTCS pa3pabOTUMKOM JIEKAPCTBEHHOIO CPEJACTBA € YYETOM 3aKJIIOUEHHMH OpraHU3alui,
NPUHUMABIIUX yYacTHE B OpraHU3alMU U MPOBEJCHUN ATUX UCCIICIOBAHUM.

8. Koutponp 3a mnpoBeieHHEM JOKIMHUYECKUX HCCIEOBAHUM JIEKAPCTBEHHBIX CPEACTB U
KIMHUYECKUX HCCIIEOBAaHUI JIEKAPCTBEHHBIX IIPENapaToB [UIsl BETEPUHAPHOIO IPUMEHEHHUS
OCYIIECTBIISIETCS YIIOJIHOMOUYEHHBIM (heJiepaibHbIM OpraHOM UCIIOJHUTENIBHO BIIaCTH.



I'1aBa 6. OCYIIECTBJIEHUE TOCYJAPCTBEHHOM
PEI'UCTPAIINU JIEKAPCTBEHHbLIX ITPEITAPATOB

Crares 13. 'ocynapcTBeHHAsi perucTPanus JeKapCTBEHHbIX
npenaparos (B pea. PeaepajbHoro 3akona or 22.12.2014 N 429-03
(pen. ot 13.07.2015))

1. B Poccuiickoii @enepanuu JOMYCKAIOTCS MPOU3BOJICTBO, M3TOTOBJICHUE, XpaHEHUE, TIEPEBO3KA,
BBO03 B Poccuiickyro @Penepaunro, BbBo3 u3 Poccuiickonn ®enepanuu, pekinama, OTILYCK,
peanuzauus, InepeAada, NPUMEHEHHE, YHHUYTOXKEHUE JICKapCTBEHHBIX IIPerapaTroB, €CIH OHHU
3aperucTpUpOBaHbI COOTBETCTBYIOILIUM YIOJIHOMOYEHHBIM benepanbHBIM OpraHoM
UCIIOIHUTENIbHOM BiaacTu. (B pea. PenepanpHoro 3akona ot 13.07.2015 N 241-P3)

2. 'ocynapcTBeHHOM perucTpaluy MojyiexKar:

1) Bce nexkapcTBEHHbIE Ipenaparbl, BIIEPBbIE IMOAJEXKAIIUE BBOLY B oOpamieHue B Poccuiickoit
®enepanuu;

2) J5eKapCTBEHHbIE Mpenaparbl, 3aperUCTPUPOBAHHBIE paHEe, HO IPOU3BEACHHbIE B JIPYTuX
JeKapCTBEHHbIX (OPMAX B COOTBETCTBUM C IEpEeYHEM HAMMEHOBAHUU JIEKapCTBEHHBIX (OpM, B
HOBOM JIO3UPOBKE IIPU JJOKA3aTEJIbCTBE €€ KIMHUYECKON 3HaUMMOCTH U 3((HEKTUBHOCTH;

3) HOBBIE KOMOMHAIIMY 3aPETHCTPUPOBAHHBIX paHee JIEKapCTBEHHBIX IPENapaToB.

3. 'ocynapcTBeHHass perucTpanus JIEKapCTBEHHBIX IPENapaToB OCYILECTBISAETCS 10 pe3yibTaTaM
AKCIIEPTU3BI JIEKAPCTBEHHBIX CPEJCTB, & TOCYAAPCTBEHHAs perucTpanus oppaHHbIX JEKaPCTBEHHbBIX
[IPEnapaToB OCYLIECTBIAETCA IO PE3YJbTATaM JKCIEPTU3Bbl JOKYMEHTOB, IPEACTABICHHBIX IS
ONpENETeHUsT BO3MOKHOCTM paccMaTpUBaTh JIEKAPCTBEHHBIM Ipenapar s MEIULIHHCKOTO
NPUMEHEHHUsS TIPU OCYUIECTBICHWU TOCYJapCTBEHHON perucrpauud B KadecTBe Op¢haHHOIO
JIEKapCTBEHHOI'O IIpernapara, v 1o pe3yJIbTaTaM 3KCIEPTHU3bI JICKAPCTBEHHBIX CPEJICTB.

4. T'ocynapCTBeHHAsT PETUCTpAIlysl JIEKAPCTBEHHOTO Iperaparta OCyIECTBIAETCS COOTBETCTBYOIINM
YIIOJTHOMOYECHHBIM (heZiepalibHbIM OPTaHOM MCIIOJTHUTEIBHOM BIIACTH B CPOK, HE TIPEBBIMIAIOIINN CTa
HIEeCTUACCATHU pa6OT-II/IX )IHCfI CO OHsA HpI/IHflTI/ISI COOTBCTCTBYIOHIE:FO 3agABJICHUA O FOCY]:[apCTBeHHOI\/'I
perucTpaiyu JICKapCTBEHHOTO Tpernapara. B yka3zaHHBIH CPOK BKIHOYAETCS BpeMs, HEOOXOAUMOE
JJISL HOBTOpHOFO HpOBe)IeHI/ISI 3KCHepTI/ISI)I HeKapCTBeHHOFO CpeI[CTBa B COOTBCTCTBHUU CO CTaTBeI\/'I 25
Hacrosimero @DenepanbHoro 3akoHa. CpOK TOCYIapCTBEHHOW PETHCTPAIllUU  JIEKAPCTBEHHOTO
npenapaTa HUCUHUCIIACTCA CO IOHA HpI/IHSITI/ISI COOTBeTCTBYIOH_[I/IM YHOJ'IHOMO‘-IGHHBIM Cbe}lepaHI)HBIM
OpPraHOM HCHOJHHUTEIBHOM BJIACTH COOTBETCTBYIOIIETO 3asIBIICHHS O TOCYAapCTBEHHOW PETUCTPaIUU
J'IeKapCTBeHHOFO HpenapaTa C HpI/IJ'IO)KCHI/IeM HeO6XOJII/IMI)IX )IOKYMGHTOB II0 OC€Hb BbIAAYU
PETUCTPAIIMOHHOTO  yJIOCTOBEPEHHS JIGKAPCTBEHHOTO Tpenaparta. Bpems, HeoOXxomumoe IS
HampaBJIeHUsT YIOJHOMOYEHHBIM (efepabHBIM OpPraHOM WCITOJHUTEIBHON BJIACTH 3ampoca o
NPEJCTaBJICHUN HEOOXOJMMBIX MaTepPHajOB M MPEICTABICHHS 3asBUTEIIEM OTBETa HA JIaHHBIN
3alpoc B COOTBETCTBUU cO cTarbsimu 16, 19 m 23 Hactosmero ®degepanpbHOro 3akoHa, HE
YUUTBIBAETCS MTPH UCUUCIICHUU CPOKA TOCYTAPCTBECHHOM PErUCTpaIiK JICKApCTBEHHOTO Mperapara.

5. T'ocynapcTBEHHOW pErucTpaluy He MOAJIeKAT:

1) JICKApPCTBCHHEBIC ITpe€rapaTthbl, MW3rOTOBJICHHBIC AITCUYHBIMU OpraHu3alusiMH, BETCPUHAPHBIMU
AlITCYHBIMU  OpTaHU3alUsIMH, HWHAUBUAYAJIbHBIMA  NOPCANPUHUMATCIIAMH, KOTOPBIC HUMCHOT
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JUIEH3UI0 Ha (hapMalleBTHUECKYIO AESTeIbHOCTb, MO pEeLenTaM Ha JIEKapCTBEHHBIE Ipernaparbl U
TpeOOBaHUAM MENULIMHCKUX OPraHU3alMi, BETEpPUHAPHBIX OPTaHU3ALNNT;

2) JleKapCTBEHHBIC TIperapaThl, MPUOOPETEHHbBIE (PU3NUECKUMHU JTUIIAMH 3a TipeenamMu Poccuiickoii
®Denepalliy U MpeHa3HAYCHHbIE AJIs TMYHOTO MCIIOJIb30BAHMUS,

3) nekapcTBEHHBIE TIpenaparthl, BBo3uMble B Poccuiickyro denepaliuio i oKa3aHUsT MEIUIIMHCKON
MIOMOIIA 1O >KU3HEHHBIM II0Ka3aHUSM KOHKPETHOI'O NIAlMEHTa HAa OCHOBAHUM pa3peuieHus,
BBIJIAHHOTO YIIOJIHOMOUYEHHBIM (heJiepabHbIM OPTraHOM UCTIOTHUTEIILHON BIIACTH;

4) nexkapCTBEHHbIE CpeICTBa, BBO3UMbIe B Poccuiickyto denepannio Ha OCHOBAHHWU BBIJAHHOTO
YIOJIHOMOYEHHbIM  (beflepaJibHbIM ~ OPraHOM  HCIOJHMTENbHOM  BIACTH  pas3pelleHuss U
IIPpEAHA3HAYEHHBIE Ul IIPOBEACHUS KIMHMYECKUX HCCIIENOBAHMM JICKAPCTBEHHBIX IIPENapaToB U
(M) MPOBENCHMS HKCHEPTU3Bl JIEKAPCTBEHHBIX CPEACTB ISl OCYILECTBIIEHUS TOCYIapCTBEHHOMN
PEruCTpaliy JIEKAPCTBEHHBIX IIPENApaTOB;

5) dbapmatieBTUYECKHE CYOCTaHIINH;

6) pa,Z[I/IO(l)apMaI_IeBTI/I‘ICCKI/IC JICKAPCTBCHHLIC IIpClaparbl, HM3TOTOBJICHHLIC HCIIOCPCACTBCHHO B
MCIUIMHCKUX OpraHu3aluAax B IOPAAKEC, YCTAHOBJICHHOM YIIOJIHOMOYCHHBIM Q)eﬂepaanmM
Opranom HUCIOJHUTEIbHOM BJIaCTH,

7) AeKapCTBEHHbIE IPEapaThl, IPOU3BOAUMBIE ISl SKCIIOPTA.
6. He nomyckaercs rocy1apcTBEHHasi perucTparusi:

1) JICKApCTBCHHBIX IMPCIIAPATOB, OTIWYAKOIHUXCA Apyr OT Jpyra KadeCTBCHHBIM COCTABOM
HeﬁCTBYIOIHHX BCIICCTB, IO OAMHAKOBBIM TOPTOBBIM HAMMCHOBAHUCM;,

2) OIHOrO JIEKapCTBEHHOIO Ipenapara, MPEeACTaBICHHOTO Ha TOCYJapCTBEHHYIO PErHCTPalUIO B
OTHOLIEHMH OJHOTIO M TOTO XK€ JepKarelsl WM Biajaeiblia PEerMCTPalMOHHOTO YJOCTOBEPEHHUS
JIEKapCTBEHHOI'0 Mpemnapara B BHUJE JABYX U OoJjiee JIEKapCTBEHHBIX MPENnaparoB IO pa3inuHbIMU
TOPrOBBIMH HaUMeHOBaHUsAMH. (B pen. DenepanbHoro 3akona ot 04.06.2018 N 140-D3)

7. Tlo 3ampocy (B SJEKTpOHHOW QopMe WM Ha OyMa)kKHOM HOCHTENE) CyOBheKTa oOpalieHus
JEKapCTBEHHbIX  CPEJICTB  COOTBETCTBYIOIMM  YIOJHOMOYEHHBIM  (elepajabHbIM  OpPraHoOM
UCIIOJTHUTENIbHOM BJACTH, OCYLIECTBIISIIOIIMM TOCYJAapCTBEHHYIO PErucTpaluio JIeKapCTBEHHBIX
IpenapaToB, B YCTAHOBJICHHOM UM IOPSAIKE OCYIIECTBIIETCS HAy4HOE KOHCYJIbTHPOBAaHUE IO
BOIIpOCaM, CBSA3aHHBIM C [POBEJEHUEM JIOKIMHUYECKUX MCCIEIOBAaHUM, KIMHUYECKUX
UCCIICIOBAaHUM JIEKapCTBEHHBIX IpenapaToB, SKCHEPTH3bl KauyecTBa JIEKAPCTBEHHBIX CPEICTB,
3¢¢peKkTUBHOCTH U 0€30IaCHOCTH, C  OCYIIECTBIEHHMEM TIOCYJIapCTBEHHOM  perucTpanuu
JIeKapCTBEHHBIX MpenapaToB. KoHCyIbTHpOBaHUE OCYIIECTBISETCS ¢ MpUBJIEUCHHEM (eepaabHbIX
rOCy/apCTBEHHBIX OIOXKETHBIX YUPEXKIEHUH, TOIBEJOMCTBEHHBIX IaHHOMY (pe/iepalibHOMY Oprany
UCTIOJIHUTENIbHOW BJIACTH M HE YYacCTBYIOLIMX B OpPraHU3allMM MPOBEIEHUsS SKCIEPTU3bl KauecTBa
JIEKapCTBEHHBIX CPEACTB B LENSIX OCYHIECTBIEHUS WX TOCYIapCTBEHHOM pPETrucCTpalud B
COOTBETCTBUM CO CTaTbeil 16 Hacrosimero denepalbHOrO 3aKOHA, B BHJE OTBETA B NMHCBMEHHOU
dbopMe yHOTHOMOYEHHOTO (heaepaJbHOr0 OpraHa HCIOJHUTENbHOM BIAaCcTH Ha 3ampoc. Pasmep
B3MMAaEeMOM C 3asBMUTENS IUIATHI ONPENEIAETCS B COOTBETCTBUU C 3aKOHOJATENBCTBOM Poccuiickoit
Qenepanii 00 OpraHu3alMi MPEJOCTaBICHUS TOCYJApPCTBEHHBIX WM MYHUIUNAIBHBIX YCIYT.
HNudopmanus 00 OCYIIECTBIEHMH HAYYHOTO KOHCYJIBTHPOBAHHs, B TOM YHCIE CTaThbH, 0030pHI,
CIPaBOYHBIE MaTepHallbl U UHas MH(opManus 00 OCYIIECTBIEHUU HAYYHOIO KOHCYJIbTHPOBAHMUS,
pasmenaercs Ha O(QUIIMATIEHOM CaiiTe yMOJIHOMOYEHHOro (he/iepanbHOro OopraHa MCHOJHUTEIbHOM
Biactu B cetu "MHTepHeT" ¢ coOMI0eHNEM OrpaHUYeHHH, YCTAHOBICHHBIX 3aKOHOJATEIbCTBOM O
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MePCOHAIIBHBIX TAHHBIX, KOMMEPUYECKOU U (MJIM) TOCYIapCTBEHHOM TaliHe.

8. T'ocymapcTBeHHass perucrpanus JIEKapCTBEHHBIX IIPENApaToB, KOTOPbIE NpEJHA3HAYEHBI UL
IIPUMEHEHUsT B YCJIOBHUAX BOCHHBIX JCUCTBUM, YPE3BbIYAWHBIX CHUTYallUH, MHpeAyNpexICHUSL
Ype3BbIYANHBIX CUTyalUd, NPOGUIAKTUKN U JeueHHs 3a00J1eBaHul, NPEeACTaBIAIONUX ONACHOCTb
JUI  OKPYXKAloIuX, 3a00J€BaHUNA W TMOPAKEHUH, TIOIYYEHHBIX B pE3yJIbTaTe BO3ACHCTBUSA
HEOJaronpusATHbIX XUMHMYECKMX, OHOJOIMYECKHX, paJuallMOHHbIX (aKTOpPOB, U KOTOpHIE
pa3paboTaHbl B TOM 4YHCIE MO 33JaHUI0 (eaepalbHbIX OpPraHOB HWCIOJIHHUTEIBHOM BIIACTH,
YIOJIHOMOYEHHBIX B 001acTH OOOpOHBI CTpaHbl U OE30MaCHOCTH TIOCYJapcTBa, a TakKxkKe
JIEKapCTBEHHBIX CPEJCTB B CiIydae uX Ae(eKTyphl UM PUCKAa BOZHUKHOBEHUS Ae(PEKTYphI B CBS3U C
BBEJeHHEM B OTHoweHun Poccuiickoni @Penepanuy OrpaHUYUTENBHBIX MEP JKOHOMHYECKOIO
XapakTepa OCYLIECTBIISIETCS B TOPSAAKE, ycTaHOBIEHHOM [IpaBurensctBom Poccuiickoit denepanum.
(B pen. Pepepanbubix 3akoHOB 0T 01.04.2020 N 98-D3, ot 08.03.2022 N 46-D3)

Crarbs 14. IIpyHIHUNBI 3KCNIEPTU3BI JIEKAPCTBEHHBIX CPEICTB (B pel.
®enepaiabHoro 3akona ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

1. 9KCHepTI/IBa JICKAPCTBCHHLIX CPCACTB OCHOBBIBACTCA HA IIPUHIOMUIIAX 3dKOHHOCTH, CO6J'II-OI[€HI/I$I
ImpaB " CBO60,Z[ YCJIOBCKA W I'paXKAaHWHA, IIpaB HOPUIAUYCCKOIO Jula, HC3aBUCHMMOCTH ISKCIICpPTa,
06’B€KTI/IBHOCTI/I, BCECTOPOHHOCTHU M IIOJIHOTHI I/ICCJIGI[OBaHI/If/'I, MMPOBOAMMBIX C HCIIOJIb30BAHHUEM
COBPCMCHHBIX )IOCTI/I)KGHI/Iﬁ HAayKHN U TEXHUKHU, OTBETCTBCHHOCTHU (beﬂepaJ'ILHOFO ToCyJapCTBEHHOI'O
6IOIDK€THOFO YUPCIKACHHUA 10 MPOBCACHUIO SKCIICPTU3BI JICKAPCTBCHHBIX CPEACTB M SKCIICPTOB 3a
MMPOBCACHUEC U KAYCCTBO SKCIICPTHUILI.

2. 3KCHepTI/I38 JICKAPCTBCHHLIX IIPCIIapaToB JJII MCAUIIMHCKOI'O IPUMCHCHHA BKIHOYACT B cebs:

1) sKcmepTU3y TOKYMEHTOB, TMPEACTABICHHBIX ISl OMpPENeNieHHUs BO3MOKHOCTH pPaccMaTpUBaTh
JIEKapCTBEHHBIN ITperapar sk MEIULIMHCKOTO IIPUMEHEHHUS TIPU OCYILECTBIEHUN TOCYJaPCTBEHHOM
pEerucTpaIyu B KauecTBe OpPaHHOTO JICKAPCTBEHHOTO Mperapara;

2) 9KCIepTU3Y MPEIOKEHHBIX METOA0B KOHTPOJIS Ka4eCTBa JIEKApPCTBEHHOTO CPEJICTBA M Ka4ecTBa
IpEeCTaBICHHBIX 00pa3I0B JEKapCTBEHHOTO CPEJCTBA C UCHOJIb30BAaHMEM ITHX METOAOB (Hajee -
IKCTIEPTH3a KaueCcTBa JEKAPCTBEHHOTO CPEJICTBA);

3) OKCIICPTU3Y  OTHOIICHUA 0XKHOAeMOH TOJb3bl K BO3MOXHOMY PpHUCKY NPHUMCHCHUA
JICKApCTBCHHOTO IIperiapara.

4) sKCHepTU3y PpEerucTpaloOHHOrO J0Ch€ Ha JIEKAPCTBEHHBIM Mpenapar B LEIAX OINpeAeseHUs
B3aMMO3aMEHSEMOCTH JICKApPCTBEHHBIX IpenapaToB s MEAMLUHCKOTO NpPUMEHEHHus. (B pen.
denepanbHOro 3akoHa ot 27.12.2019 N 475-®3)

3. 3KCHCpTI/I3a JICKApCTBCHHLIX IMPCIapaToB IAJId BETCPUHAPHOI'O NMPHUMCHCHUSA BKIHOYACT B ce0s
SKCIICPTU3Y Kadye€CTBa JICKAPCTBCHHOT'O CPCACTBA U OKCIICPTHU3Y OTHOILICHHA 0KHIAaeMOM IIOJIB3BI K
BO3MOXHOMY PUCKY ITPUMCHCHHS JICKAPCTBCHHOI'O IIpCIiapara.

Crarba 15. @eepajibHOE TOCYIAPCTBEHHOE 0I0/IKETHOE YUPeKIeHHe
10 MPOBEAEHUI0 IKCIEPTU3bI JIEKAPCTBEHHBIX CPEACTB

3KCHCpTI/I33 JICKApCTBCHHBIX CPCIACTB IMPOBOAHUTCA (bel[epaHLHBIM rocy1apCTBCHHBIM 610,[[)KCTHLIM
YUPEKACHUEM COOTBCTCTBYIOIICTO YIIOJIHOMOYCHHOI'O (benepam)Horo opraHa HCIIOJIHUTEILHOMN
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BJIACTH, CO3JIAHHBIM Ul 0OCECTIeUYeHHsI NCIIOIHEHHS TOJIHOMOYHMH 3TOTro (ellepalbHOTO OpraHa Io
BbIaa4yec pa3pemeHm"I Ha IMPOBCACHHUC KIIMHUYCCKUX I/ICCJ'IGI[OBaHI/If/'I JICKApCTBCHHBIX MNPCIapaToB U
(W) 1O TOCYNApCTBEHHOW PETUCTPALMK JIEKAaPCTBEHHBIX IIpEenapaTroB (jamee - SKCIEpTHOE
YUPEXKIEHUE).

Crarps 16. Oprannsanus npoBeeHNs: IKCINEPTU3bI JTEKAPCTBEHHbBIX
cpeacts (B pea. ®enepanabHoOro 3akosa or 22.12.2014 N 429-d3 (pen.
ot 13.07.2015))

1. DOkcmeprusa JEKapCTBEHHBIX CPEICTB IIPOBOAUTCS KOMHCCHEM DSKCIIEPTOB OJKCIEPTHOTO
YUpPEXKJEHUS, Ha3HAUEHHOW €ro pyKOBOJUTENIEM, Ha OCHOBAaHMM 3aJlaHUs HAa IPOBEICHUE
9KCHEPTU3bl JIEKAPCTBEHHOI'O CPEJICTBA, BBIJAHHOIO YIOJIHOMOYEHHBIM (eliepanibHbIM OpPraHoOM
UCIIOJIHUTENIBHOW BJACTH. PyKOBOAMTENb JKCHEPTHOrO YYpPEXKJIEHHs OOECIeUMBacT HaJJeKallee
IIPOBEJICHUE DKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBMM C 3aJaHUEM, BBbIJAHHBIM
YIOJTHOMOYEHHBIM (pe/lepaibHbBIM OPTaHOM HCIIOJHUTEIBHON BJIACTH, U OPTaHU3YET IMOATOTOBKY
CBOJIHOTO 3aKJIIYEHMs ITOH KOMHMCCHU. B cOCTaB 3TON KOMHMCCHHM IO PEUICHHIO PYKOBOIUTEISA
OKCHEPTHOTO YUPEKICHHUS MOTYT OBITH BKIIIOYECHBI B KA4€CTBE SKCIIEPTOB JIUIIA, HE padoTaromue B
JAHHOM SKCIEPTHOM YUPEKICHUHU, €CIIM MX CIIeLHalbHble 3HAHUS HEOOXOAMMBI JJIsi NMPOBEICHUS
AKCIIEPTU3BI U TAKUE IKCIEPTHI OTCYTCTBYIOT B IAHHOM 3KCIIEPTHOM YUPEKICHUH.

2. DKCIepToM MO TMPOBEACHUIO SKCHEPTHU3bI JICKAPCTBEHHBIX CPEACTB SIBISETCA aTTECTOBAHHBIN
pabOTHUK AKCIEPTHOTO YUPEKICHHsI, KOTOPBI MMEET BBICIICE MEIUIIMHCKOE, (hapMaleBTHUECKOE,
OMoornYeckoe, BETEPUHAPHOE WM XHUMHUYECKOe OOpa3oBaHME U TPOBOIHUT OKCHEPTH3Y
JICKApCTBCHHBIX CPEACTB B TOPSJIKE HCIOJHCHUS CBOMX JIOJDKHOCTHBIX OO0sI3aHHOCTEH (majiee -
JKCIIEPT).

3. Ilpu mpoBeneHUM SKCIEPTU3bI JIEKAPCTBEHHBIX CPEACTB HKCIEPT HE MOYKET HAXOIUTHCA B
KaKoOH-TM00 3aBUCHMMOCTH OT JIMLA, HA3HAYMBILETO Ty HKCHEPTU3Y, pa3padOTUYHKa JIEKaPCTBEHHOIO
CpeZCTBa WIN JAPYTHX 3aUHTEPECOBAHHBIX B Pe3ysIbTaTaX IKCIEPTHU3HI JINLL.

4. Tlpu mnpoBeoeHUHM DSKCIEPTU3BI JIEKAPCTBEHHBIX CPEICTB HE JAOMycKaercs HCTpeOoBaTh Y
3asBUTENST JTUO00 MHBIX JIMI MaTe€pualbl, H€O6XO}II/IMBI€ IJI1 TIPOBEACHUA OKCIICPTHU3BI. B ci1ydac
HEJOCTATOYHOCTH NPEICTABICHHBIX 3KCIEPTY MATEPHUANIOB ISl JauM 3aKIIOUYEHUS SKCHEPT CTaBUT
BOIIPOC O TPEJICTABICHUM €My HEOOXOAMMBIX MaTEPHAIOB Iepel] PYKOBOIUTEIEM 3KCIEPTHOTO
YUpEeXKIIEHUS, KOTOpBI oOpamiaercs ¢ COOTBETCTBYIOUIMM 3allpOCOM B  yIOJHOMOYEHHBIH
dbenepabHBIA OpraH MCHOJIHUTENTHFHON BIIACTH, BBIJABIIMN 3aJjaHUE Ha MPOBEICHUE DKCIEPTU3BI
JIEKapCTBEHHOTO CPEACTBa. YKa3aHHBIN (pelepalbHbIil OpraH HCIOJHUTEIBHON BIIACTH B TEYCHHE
IATH pabouux JHEH cOo JHS TOCTYIUIEHUS 3alpoca PYKOBOAMUTENS SKCIEPTHOTO YUPEKACHUS
HATPABIISET 3agBUTENIO 3alpoC O MPEJICTaBICHUM HEOOXOIUMBIX MaTepuainoB. [laHHBINA 3ampoc
MOX€ET OBITh nepeaad ynoJIHOMOYCHHOMY IMPCACTAaBUTCIIIO 3asABUTCIIA JIUYHO I10J] PACIHCKY,
HAlpaBlieH [0 TOYTe 3aKa3HbBIM TMCHBMOM WM TepelaH B DJIEKTPOHHOU Qopme 1O
TEJICKOMMYHHUKAIITMOHHBIM KaHaJIaM CBsI3M. B ciydae HampaBieHUs JaHHOTO 3ampoca Mo TOouTe
3aKa3HbIM ITUCHMOM OH CUMTAETCS MOJYYEHHBIM [0 MCTEYEHUU IIECTH THEW C J1aThl HaIllpaBJICHUS
3aKa3Horo nuckMa. (B pea. denepanpaoro 3akona ot 25.11.2013 N 317-D3)

4.1. 3asButens 00s3aH MPEICTAaBUTh OTBET Ha 3amMpoC YMOJIHOMOYEHHOTO (helepaibHOro OpraHa
WCIIOJTHUTEIIbHONW BJIACTU B CPOK, HE MPEBBIMIAIOIIMKA JEBSIHOCTAa padOYMX IHEW CO JHSA €ro
MOJTydeHusl. YTIOJIHOMOYEHHBIN (peiepallbHbIil OpraH UCTIOTHUTENHFHOW BIACTH, BBIIABIINIA 3aJaHHE
Ha TPOBEJICHNE JKCIEPTHU3bl JIEKAPCTBEHHOTO CPEJICTBA, B TEUCHHE IMATH pabOYMX JHEH CO JHS
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NOCTYIUICHHSI OT 3asBUTENII OTBETA HA JAHHBIM 3arpoCc HANpaBisieT TaKOW OTBET B JKCHEPTHOE
yupexjaeHue. B ciiydae HempeacraBieHHUs 110 UCTEUEHUHM JEBSHOCTA padOuYuX JHEW 3asBUTEIEM
OTBETa Ha JAaHHBIA 3alpoC YIOJIHOMOYCHHBIH (elepalbHBIi OpraH HWCIIOJHHUTEIBHOW BIIACTH,
BLII[aBH_II/Iﬁ 3alaHUC Ha IMMPOBCACHHUC OBKCICPTU3LI JICKAPCTBCHHOTO CpCACTBA, B TCUCHHUC IIATU
pabouMx JHEH HampaBiIseT B OKCIEPTHOE YYPEXKICHHE YBEIOMJICHHE O HEMpeICTaBICHUH
3asBUTEIIEM OTBETa HAa 3alpoC YKa3aHHOIO opraHa. Bpems co [HS HampaBieHUsS 3ampoca
9KCIEPTHOTO YUPEKICHHUS B YIIOJTHOMOYEHHBIN (ellepalbHbIi OpraH MCIIOJHUTEIFHON BIACTH JI0
JHS TIOJMYYEHHS OSKCIEPTHBIM YYPSKICHHMEM OTBETa Ha 3alpoc WJIM YBEJAOMICHHS O
HETIPEJCTABICHNH OTBETa Ha 3alpoC HE YYUTHIBACTCS NPU HCYUCICHHHM CPOKA IIPOBEACHUS
IKCIIEPTHU3BI JICKAPCTBEHHOTO cpencTBa. (B pea. denepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

4.2. Ecnu B cocTaBe PErvCcTpallMOHHOTO J0ChE Ha JIEKApCTBEHHBIN MIpenapar sl MEIUIIMHCKOTO
MIPUMEHEHUS COJIEPKUTCS MpeaycMOoTpeHHasi cratbed 18, ywactbto 1.1 crateu 30 u cratheir 34
Hacrosimero denepaabHOr0 3aKOHA KOMMS PELICHUS YHOJIHOMOYEHHOTO (elepaabHOro opraHa
WCIIOTHUTENIbHOM BJAacTH O TWPOBEACHUHM HMHCIEKTHPOBAHUS MPOU3BOAMUTENS JIEKAPCTBEHHBIX
CPEICTB, OJKCIEPTYy 10 OQOpPMIEHUS PpE3YyJbTaTOB 3KCIEPTU3bl JIEKAPCTBEHHOI'O CPENCTBA
MIPEIOCTABIISCTCS B MOPAJIKE U HA YCIOBUAX, KOTOPBIE MPEyCMOTpPEHbI YacTsaMu 4 u 4.3 Hacrosen
CTaThH, KOIHUS 3aKJIFOYCHHSI O COOTBETCTBUM MPOU3BOAUTENIS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUSIM
MPaBUJI HaJUIeXkKallel MPOU3BOJICTBEHHON MPAKTUKU, BBIIAHHOTO YIIOJIHOMOYEHHBIM (heepaabHbIM
OpraHoOM HCIIOJHHUTENIbHOM BiacTu. (B pea. PenepanbHoro 3akona ot 04.06.2018 N 140-D3)

4.3. 3agButens 00s3aH MPEACTaBUTHh B YIMOJTHOMOYEHHBINH (perepanbHblii OpraH MCHOTHUTEIBHOM
BJIACTHU KOITHMIO 3aKJIFOYCHUSA O COOTBCTCTBUU IMPOU3BOAUTCIIA JICKAPCTBCHHBIX CPCACTB Tpe6OBaHI/I$IM
MpaBuJl HaJJIekKalIel MPOU3BOICTBEHHON MPAKTUKU B CPOK, HE MPEBBIMIAIONINN CTa BOCBMUAECITH
paboumx JTHEH CO JHS MOTYYCHHS 3allpoca O €€ MPEIOCTABICHUH. Y TIOJTHOMOYCHHBIN (eiepaTbHbIN
OpraH UCIIOJIHUTEJIbHOM BJIACTH, BBIIABIIMM 3aJjaHUE HA IPOBEICHHUE SKCIEPTU3bI JIEKAPCTBEHHOTO
CpeacTBa, B TCUCHUC IIATHU pa6oq1/1x I[Heﬁ CO OHA MOCTYIUICHUA OT 3asABUTCIIA KOIMUHW 3aKIOYCHUA O
COOTBETCTBUU TMPOU3BOJUTENS JIEKAPCTBEHHBIX CPEICTB TpeOOBaHUSAM TMpaBHII HaJJIeKaIleH
MPOU3BOACTBCHHON TMPAKTUKH, HANpaBIsIET €€ B OJKCIEPTHOE YyupexkaeHwe. B  cioydae
HEMpPEACTABICHUS 3asABUTEIEM B YKAa3aHHbI CpPOK KONHMM 3aKJIOUYEHHUS O COOTBETCTBUM
MIPOU3BOJUTEINSI JICKAPCTBEHHBIX CPEJCTB TPEOOBAaHUSAM MPaBWI HaJJIeKaIeH MPOU3BOICTBEHHON
MPAKTUKH YIIOTHOMOYEHHBIH (eiepalbHbIi OpraH UCIIOTHUTENBLHOM BIIACTH, BBIIABIINI 3aaHHE Ha
MIPOBE/ICHUE DKCIEPTHU3BI JIGKAPCTBEHHOTO CPEJICTBA, B TEUEHHUE IMATH pabOUYMX JHEHW HAMpaBIseT B
HKCIIEPTHOE YUPEXKJCHHE YBEIOMJICHHUE O HEMPEICTABICHUM 3asBUTEIEM KONUHU 3aKIOUYEHUs O
COOTBETCTBUH TMPOU3ZBOAUTECIIA JICKAPCTBCHHBLIX CPCIACTB Tpe60BaHI/I$IM ImpaBuJI Haz[nencameﬁ
MIPOU3BOJCTBEHHON NMPAaKTUKUA. BpeMsi co IHSA HampaBieHHs 3alpoca SKCIEPTHOIO YUPEXKICHHS B
YIIOJITHOMOYEHHBIN (peiepabHbIil OpraH MCIOJHUTEIBHON BJIACTH JIO JHS MOTYYEHHUs SKCIEPTHBIM
YUPEKICHUEM KOIUU 3aKIOYEHUST O COOTBETCTBHM IPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB
Tpe6OBaHI/I$IM ImpaBuI Hazmencameﬁ HpOHSBOHCTBeHHOﬁ MMPAKTUKXU WX YBCIAOMIICHHA O €€
HEMpPEACTABICHUM HE YUYUTHIBAETCS NPU HMCUYMCICHUM CpPOKAa MPOBEACHHS  DKCIEPTU3bI
JIEKapCTBEHHOTO cpecTBa. (B pea. denepanbaoro 3akona ot 04.06.2018 N 140-D3)

5. Dkcnepr mHpu MNpPOBEJEHUM NOPYYEHHOW €My PYKOBOJMTENIEM 3JKCIEPTHOTO YUYPEKICHUS
HKCHEPTHU3BI JIEKAPCTBEHHOT'O CPEJCTBA 00s3aH:

1) mpoBecTH TOJHOE WCCIEIOBAHWE TMPEACTABICHHBIX €My OOBEKTOB, MaTepHajoB, JaTh
000CHOBaHHOE W OOBEKTMBHOE 3aKIIIOUEHUE IO TOCTABJICHHBIM TIepe]] HUM BONpOCaM WIH
MOTHUBHUPOBAHHOE 3aKJIIOUCHHE O HEBO3MOKHOCTH TPOBEACHUS WM JKCIEPTH3BI JICKAPCTBEHHOTO
Cpe/CTBa, €CIM IMOCTABJIECHHBIE BOMPOCHI BBIXOJAT 3a MpElesbl CHEUUaIbHbIX 3HAHUM SKCIIEepTa,
OOBEKTBI MCCIIEIOBAHUM W MaTepuaabl HENPUTOAHBI WM HEJOCTaTOYHBI IS IPOBEICHHS
WCCJICIOBAHUMA W Jauu 3aKIIOYEHHS MO0 COBPEMEHHBIM ypOBEHb PA3BUTHSI HAyKH HE IMO3BOJISIET
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OTBCTUTH Ha ITOCTABJICHHBIC BOIIPOCEHI,

2) He pasriamaTh CBEJEHUS, KOTOPHIE CTaJl €My M3BECTHBHI B CBSI3U C MPOBEJIEHUEM SKCIIEPTHU3BI
JIEKapCTBEHHOI'O CPEJICTBA, a TAKXKE CBEACHUS, COCTABIIAIOIINE IOCYIapCTBEHHYI0, KOMMEPYECKYIO
WM UHYIO OXPAaHSIEMYIO 3aKOHOM TaliHy;

3) obecrneunTh COXPAHHOCTH MPECTABICHHBIX O0BEKTOB HCCIEIOBAHUN U MATEPHAIIOB.
6. DKCIepT HE BIIpaBe:

1) mpOBOIUTH IKCHEPTU3Y JEKAPCTBEHHOI'O CPENCTBA IO OOPAILEHUIO HEMOCPEICTBEHHO K HEMY
OpraHu3ai UiIu GU3NICCKUX JIHII,

2) caMOCTOSITENILHO COOMPATh MaTePUATBI IJIsl IPOBEICHHSI SKCIIEPTU3HI JIGKAPCTBEHHOTO CPEJICTBA;
3) IpOBOAUTH IKCIIEPTU3Y JIEKAPCTBEHHOTO CPEACTBA B KAU€CTBE HErOCYIaPCTBEHHOT'O IKCIIEPTA.

7. B cmyyae He00X0AMMOCTH 3KCIEPT BIIPaBe X0JaTallCTBOBATh Mepe]l PyKOBOAUTEIEM IKCIIEPTHOTO
YUPEKICHUS O IPUBJICYCHHM K IPOBEACHUIO JKCIEPTU3Bl JIEKAPCTBEHHOI'O CPEIACTBA APYIMX
JKCIIEPTOB.

8. Kaxplii sKkcrept, BXOIAIUMNA B COCTaB KOMHCCHHM JKCIEPTOB, KOTOPOH MOPYYEHO IPOBEICHUE
3KCHEPTU3BI JIEKAPCTBEHHOTO CPEACTBA, HE3aBUCUMO U CAMOCTOSITEIBHO IMPOBOJIUT UCCIEAOBAHUSA,
OIICHUBACT PE3yJIbTAaThl, IOJYYCHHBIC UM JIMYHO U JAPYTUMHU dKCIEPTaMU, H (DOPMYITHPYET BHIBOIBI
OTHOCHUTEJIPHO IIOCTABJIEHHBIX BOIIPOCOB B MPEEIIaX CBOUX CIIELIMAIbHBIX 3HAHUM.

9. PeBy.TIBTaTbI OKCIICPTHU3bI JICKAPCTBCHHOI'O CpPCIACTBA O(bOpMJ'IHIOTCfI 3aKJIFOYCHUECM KOMMNCCHH
9KCIICPTOB. B 3akmoueHnn KOMHUCCUH OKCIICPTOB YKa3bIBAIOTCA IMCPCUCHDb HCCHCIIOBaHPIfI, 00BeM
MMPOBCACHHBIX Ka)XIbIM 3KCIICPTOM I/ICCJ'Ie,Z[OBaHI/II‘/'I, YCTAHOBJICHHBIC KaXIbIM M3 HUX (baKTbI n
CACIaHHBIC B PE3YJIbTATC I/ICCJ'ICI[OBaHI/Iﬁ BBIBOJbI. 3KCHepT, MHCHHUC KOTOpPOIrO HC COBIAAACT C
pCHICHUCM KOMHCCHUHN 3KCIICPTOB, BIIPABC BBIPA3UTh CBOC MHCHUC B MUChbMEHHOM (l)opMe, KOTOPOC
HpI/I06HIa€TC$I K 3aKJIFOUCHHUTIO KOMHUCCHUHN DKCIICPTOB.

10. DxcnepThl, BXOASIIME B COCTaB KOMMCCUH, MNPEAYNPEXIAOTCS 00 OTBETCTBEHHOCTH B
COOTBETCTBUU C 3aKOHOAATENbCTBOM Poccuiickoit denepanuu 3a nady 3aKiIOYEHUs, COJIEPIKAILEro
HEOOOCHOBaHHBIE WK (abCU(PUIIMPOBAHHBIE BBIBOBI, O UEM OHH JAIOT MOJAIHUCKY.

11. Onpenenenue ypoBHs Mpo(hecCHOHATBHON MOJTOTOBKH 3KCIIEPTOB M aTTECTAallUs UX Ha MPaBO
IPOBEJCHUS JKCIIEPTU3BI JIEKapCTBEHHBIX CPEICTB OCYILECTBIISIOTCS
HKCHEPTHO-KBATU(UKALMOHHBIMA KOMMCCUSIMH B TOpPSAKE, YCTAaHOBJIEHHOM COOTBETCTBYIOLIMM
YIOJHOMOYEHHBIM (heJiepaaIbHbIM OPTaHOM HCIOJHUTENBHON BIACTH. Y POBEHb MpodeccnoHalbHOM
MOJArOTOBKH KCIIEPTOB MOJJIEKUT NIEPECMOTPY YKa3aHHBIMU KOMUCCHUSIMU HE PEXE YEM OIMH Pa3 B
ST JIET.

12. IlpaBwia NpOBEAEHHUS SKCIEPTU3bI JIEKAPCTBEHHBIX CPEACTB M OCOOEHHOCTH SKCIEPTU3BI
OTJIENbHBIX BHJIOB JIEKAPCTBEHHBIX IMpernapaToB (pedepeHTHBIX JIEKapCTBEHHBIX IpernapaTos,
BOCIIPOM3BEICHHBIX JIEKAPCTBEHHBIX IMPENaparoB, OMOJOTMYECKUX JIEKApPCTBEHHBIX MpEnapaTos,
OroaHanoroBbix (0MONMOMOOHBIX) JIEKAPCTBEHHBIX IMpenapaToB (OMOaHAIOrOB), TOMEONATUYECKUX
JEKapCTBEHHbIX  MPEnapaToB, JIEKAPCTBEHHBIX  PACTUTENIBHBIX  IpernapaTroB, KOMOMHAIUA
JIEKapCTBEHHBIX IpenapaToB), (OPMbI 3aKIIOYEHUN KOMHCCHM JKCIEPTOB YCTAHABIMBAIOTCA
COOTBETCTBYIOIIUM YIIOJTHOMOUYEHHBIM (e/lepaIbHbIM OPraHOM HCIOJHUTENIBHOW BIAcTU. (B pen.
denepanbHOro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))
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Crarps 17. llogaya u paccMoOTpeHHUe 3asIBJICHUA 0 TOCYAaPCTBEHHOM
PErUCTPALIAH JIEKAPCTBEHHOT'0 MPENnapara /jisi BeTEPUHAPHOT 0
npuMeHenus (B pea. @eaepaiabHoro 3akona ot 22.12.2014 N 429-03
(pexn. ot 13.07.2015))

1. Jlid rocynapCTBEHHOW pPETMCTpallid JIEKAPCTBEHHOIO IIpenapara il BETEPHUHApPHOIO
IPUMEHEHUs pa3pabOTUMK TAaKOIro JEKApCTBEHHOI'O Iperapara WM YHNOJHOMOYEHHOE UM JApYyroe
IOPUJIMYECKOE JIMLO (Jajlee B HACTOALIEH CTaThe - 3asBUTEINb) MPEACTABISACT B yIOJIHOMOYEHHBIN
denepanbHBIN OpraH UCTIOIHUTEIBHON BIACTH, OCYIIECTBISIOUINHA TOCY/1apCTBEHHYIO PETUCTPAIIUIO
JIEKapCTBEHHBIX IPENapaToB [yl BETEPUHAPHOIO IMPUMEHEHHs, B 3JIEKTPOHHOW (opMmMe WU Ha
OyMa)KHOM HOCHTEJIE 3asBJICHUE O TOCYJAPCTBEHHOMN PErMCTpaluy JEKapCTBEHHOIO Ipenapara A
BETEPUHAPHOIO IPUMEHEHMs, a TaKkKe B IOPAJKE, YCTAaHOBJIEHHOM COOTBETCTBYIOLIMM
YIIOJTHOMOYEHHBIM (heZiepaibHbIM OPTaHOM MCIIOJTHHUTEIBHOM BIACTH, B 3JICKTPOHHOM (hopMe mitn Ha
OyMa)XHOM HOCHTEJEe HEOOXOIMMBbIE JTOKYMEHTBI, U3 KOTOPBIX (POPMHUpPYETCS PErucTpalioHHOE
JIOCBhE Ha JICKapCTBEHHBIN Ipernapar Il BETEpUHAPHOTO IPUMEHEHUS.

2. B 3asBiieHUN O TOCYJIapCTBEHHOMN perucTpaiuu JeKapcTBEHHOIo Ipernapara i BETEpUHAPHOTO
IIPUMEHEHU YKa3bIBAIOTCSA:

1) HauMeHOBaHHUE U aJpec 3asBUTENS, pa3padOTUMKaA U IMPOU3BOAUTENS JIEKAPCTBEHHOI'O Ipernapara
JUI BETEPUHAPHOI'O NMPUMEHEHUS U aJpec MecTa OCYIIECTBICHUS MPOU3BOICTBA JIEKAPCTBEHHOIO
npemnapara ajisi BETCPUHApHOTO NPUMCHCHUA (B CJIydac HAJIN4YHA HECKOJIbBKMX YYaCTHUKOB IMpoLECcCa
IPOM3BOJICTBA HEOOXOAMMO YKa3aTh KaXKJJ0T0 U3 HUX);

2) HauMEHOBaHHE JIEKAPCTBEHHOTO Mpernapara sl BETepUHAPHOTO MPUMEHEHHs (MEXIYHAPOTHOE
HEIMAaTeHTOBAHHOE, WJIH IPYIIUPOBOYHOE, WIHM XUMHUYECKOE U TOPIrOBOE HAMMEHOBAHUA);

3) NEpCHUCHb HeﬁCTBYIOHlHX U BCIIOMOTr'aTCJ/IbHBIX BCHICCTB, BXOJAAIINX B COCTAB JICKAPCTBECHHOI'O
nmpemnapara JJjis1 BETCPUHAPHOT0 MPUMEHCHU A, C YKAa3aHUCM KOJIMYUCCTBA KAXKAOT'O U3 HUX;

4) nexapcTBeHHas ¢opma, I03MPOBKA, CHOCOOBI BBEICHHS W TPUMEHEHHS, CPOK TOIHOCTHU
JIEKapCTBEHHOTO TIperapara Juisi BETepHHAPHOTO MPUMEHEHUS;

5) dapmakoTepaneBTHUECKasl FPYIa;

6) HE0OXOIMMOCTh MPUMEHEHHUS YCKOPEHHON MpOLEIyphbl AKCIEPTU3bI JIEKAPCTBEHHBIX CPENICTB B
LeJISAX TOCYIapCTBEHHOM PETUCTpaliu JIEKapCTBEHHOTO IIpernapara;

7) KOIIMK TOKyMEHTOB, IOATBEPKIAIOIIMNX YIIJIATy TOCYIapCTBEHHOM MOLUIUHBIL:

a) 3a IPOBEJCHHE SKCIEPTH3bl KauecTBa JIEKAPCTBEHHOI'O CPEJICTBA M AIKCHEPTHU3bl OTHOIICHHUS
0’KMJIaeMOM TMOJb3bl K BO3MOXXHOMY pHCKY IPUMEHEHUs JIEKapCTBEHHOIO IIpenapara Jis
BETEPUHAPHOI0 IPUMEHEHUS IIPHU €0 IOCYIapCTBEHHON PETNCTPAaLNH;

6) 3a BblAa4y PCruCTpaiuOHHOI0 YAOCTOBCPCHUA JICKAPCTBCHHOTO IIPLCIiapara,

8) HammumMe coryiacusi, MPETyCMOTPEHHOTO YacThlO 7 HACTOSIIEH CTaThbM, €CIM C MOMEHTa
peructpanuu peepeHTHOTO JEKapCTBEHHOTO Mpenapara JJisi BETepUHAPHOTO MPUMEHEHHSI TIPOIILIO
MEHee deM IecTh JieT. (B pea. Peaepanbroro 3akona ot 13.07.2015 N 241-P3)

3. PerucrpannoHHOE 10Che B LIENSAX KCIEPTU3bI JIEKAPCTBEHHOrO IMpernapara Jyuisl BETEPHHAPHOIO
npUMeHeHHs GOopMUpYyeTCs U3 CIEAYIONMX JOKYMEHTOB U CBeieHUH: (B pea. DenepanbHOro 3aKkoHa
ot 27.12.2019 N 478-93)
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1) cBemeHns 0 nate MPEAOCTABICHUS M PETHCTPALMOHHOM HOMEpE JIMIEH3WH Ha MPOHM3BOACTBO
JIEKapCTBEHHBIX CPEJACTB, MPEIOCTABICHHON MPON3BOAUTENIO0 PETHCTPUPYEMOTO JIEKAPCTBEHHOTO
npenapara Uil BETEPHHAPHOTO TPHMEHEHUS, JUIS POCCHHCKHMX Tpou3BomuTenedl; (B pen.
denepanbbix 3akoHOB 0T 04.06.2018 N 140-®3, ot 27.12.2019 N 478-D3)

2) cBeleHUsl O JaTe MPEIOCTaBICHUS U PETUCTPALMOHHOM HOMEpPE JIMIICH3WHU Ha MPOU3BOICTBO
JICKapPCTBEHHBIX CPEJCTB, IMPEIOCTABICHHON MPOU3BOIUTENIO (hapMalleBTHUECKONH CyOCTaHIuH,
BXOJSIIEH B COCTAaB PETUCTPUPYEMOIO JIEKApCTBEHHOTO Ipenapara JJis BETEPUHAPHOTO
MIPUMEHEHUS, TSI POCCHMCKUX Tpou3BoauTelei; (B pen. denepanbHbix 3akoHOB OT 04.06.2018 N
140-93, ot 27.12.2019 N 478-D3)

2.1) Komus OKYMEHTa, BBIJIAHHOI'O YIOJHOMOYEHHBIM OpPraHOM CTpPaHbl IMPOU3BOAUTEINS Ui
KQKJOW IPOU3BOJCTBEHHOM IUIOIIAAKU PETUCTPUPYEMOrO JIEKAPCTBEHHOrO Ipernapara Jyis
BETEPUHAPHOIO IPUMEHEHHUS U NOATBEPIKIAIOIIEr0 COOTBETCTBUE IPOU3BOIUTENS JIEKAPCTBEHHOIO
npenapara TpeOOBaHUSAM IpaBWJI HaJJIeXkallled MPOU3BOJCTBEHHONW MPAaKTUKU, U €ro MepeBoj Ha
PYCCKUH sI3bIK, 3aBEpEHHbIE B YCTAHOBJIEHHOM TIOpSIIKE, a TaKKe KOMHUS 3aKIIOYEHUs O
COOTBCTCTBUH IMPOU3ZBOAUTECIIA JICKAPCTBCHHBLIX CPCIACTB Tpe6OBaHI/I$IM IMpaBuJI Haz{nencameﬁ
IPOM3BOJICTBEHHON  MPaKTUKH, BBIJAHHOTO  YHOJHOMOYEHHBIM  (elepalbHbIM  OpPraHoM
WCIIOJHUTEIIbHOM  BJIACTH  JUI  KQKJIOW NPOM3BOJACTBEHHOW IUIOIIAJAKA PETHUCTPUPYEMOrO
JIeKapCTBEHHOTO MpenapaTa Julsl BETEPUHAPHOI0 IPUMEHEHHUs, JTUO0 KOMUs PeIIeHUs O IPOBEJCHUN
HHCIICKTUPOBAHUA TIPOU3BOJUTCIIA JICKAPCTBCHHBIX CPCACTB, IMPHUHATOTO YIIOJHOMOYCHHBIM
denepaabHbIM OPraHOM HCHOJIHMTENBHOM BIIACTH Ul KaKAOH NPOM3BOJCTBEHHOW IUIOLIAKU
PErucTpUpyeEMOro JIEKApCTBEHHOI'O Ipenapara JUis BETEPUHAPHOIO NPUMEHEHHA. YKa3aHHbIE
JOKYMEHTbl NPEACTaBISIIOTCS B Cllydae, €cClId IPOM3BOJACTBO JIEKAPCTBEHHOI'O IIperapara
ocyuiecTBisiercss 3a npenenamu Poccuiickoit ®enepauuun; (B pen. PenepaibHOro 3akoHa OT
04.06.2018 N 140-®3)

2.2) Komus JOKYMEHTa, BBIJAHHOTO YIOJIHOMOYEHHBIM OpPraHOM CTpaHbl IPOU3BOAUTEIIS
dapmaneBTUYECKON  CcyOCTaHIMM W TOATBEPXKAAIOIIEr0  COOTBETCTBUE  IPOU3BOJIUTENS
dapmanieBTUYeCKONH CyOCTaHIIMM, BXOAALIEH B COCTaB PETUCTPUPYEMOTO JIEKApCTBEHHOTO
mpernapata s BETEPUHAPHOTO  NPUMEHEHHs, TpeOOBaHMAM  MpaBWJI  HaJyIeKallen
IIPOU3BOJICTBEHHON IPAKTUKU, U €r0 NEPEBOJ HAa PYCCKUH S3BIK, 3aBEPEHHBIC B YCTAHOBICHHOM
HOpsiIKe, B Clydae, €ClIM IPOU3BOACTBO (apMalleBTUYECKON CyOCTaHLIMU OCYLIECTBISETCA 3a
npenenamu Poccuiickoit @eneparn; (B pea. Penepanproro 3akona ot 04.06.2018 N 140-D3)

3) OpoeKT HOPMAaTUBHOTO JOKyMEHTa Ha JIEKapCTBEHHBIM MpemapaTr il BETEPUHAPHOIO
IIPUMEHEHUS,

4) NOKYyMEHT, cojlepKalluii clenyrolyr HHpopMaluio o (apmaleBTHYECKOH CyOCTaHLIUU WM
(dapManeBTUYECKUX CYOCTaHIMSIX, BXOJSAIIMX B COCTAaB JIEKAPCTBEHHOrO Ipemapara s
BETEPUHAPHOTO IPUMEHEHHUS:

a) HauMeHOBaHue (hapMalleBTHUECKOM CcyOcTaHIIMU, €€ CTpyKTypa, oO0mmMe cBoicTBa (Tpu
rOCYJapCTBEHHOM  pEerucTpalud HMMMYHOOHMOJIOTUYECKUX JICKApPCTBEHHBIX IPENaparoB Ui
BETEPUHAPHOTO NMPUMEHEHHS TPECTABISIOTCS CBEACHUS O IITaMMe, BKIIIoYas €ro HauMEeHOBaHHUe,
UHPOPMALIMIO O TPOMCXOXKIEHUH, €r0 CBOMCTBAX, XapaKTEPUCTUKAaX M MECTe JECMOHUPOBaHU:A); (B
pen. ®enepansHoro 3akoHa ot 02.08.2019 N 297-D3)

0) HauMEHOBAaHME U a/IpeC MPOU3BOAUTENS;

B) TEXHOJOTUs MPOU3BOACTBA C ONUCAHWEM CTaaui MPOU3BOACTBA U METOAOB KOHTPOJISI HAa BCEX
CTaJIusIX MMPOU3BOJCTBA;
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r) wuHbopMarusi O TpuUMecsIX (HE TMPEACTaBIsAETCS TMPU TOCYJAPCTBEHHON pETHCTpaIuu
UMMYHOOMOJIOTUIECKHIX JIEKAPCTBEHHBIX MPEMapaToB i BETCPUHAPHOIO TpUMEHEHUs); (B per.
Ddenepanbpaoro 3akona ot 02.08.2019 N 297-D3)

1) crienuukanys Ha GapMaleBTHUECKYI0 CYOCTaHIUIO (HEe TPEACTaBISIETCs IPH TOCYIapCTBECHHOM
pEeTUCTpallid ~ MUMMYHOOHOJIOTMYECKUX  JIGKAPCTBEHHBIX  MpEmapaToB JJisi  BETEPHUHAPHOTO
MIPUMEHEHUS );

e) OMHUCAHUC MCTOAWK KOHTPOJIA Ka4uCCTBA,

) pe3ysibTaThl aHaluM3a cepuil ¢apMaleBTHYECKOW cyOcTaHmMMU (HE MPEACTABISIOTCS MpU
TOCYAAapCTBEHHOM PErHCTpallid HMMMYHOOHOJIOTHUECKHX JICKAPCTBEHHBIX IPENapaToB  JUIA
BETEPHHAPHOTO pUMeHeHus); (B pen. PenepanbHoro 3akona oT 02.08.2019 N 297-03)

3) epeYeHb CTAHJIAPTHBIX 00PA3IOB MJIM BEIIECTB, UCIOJIb3YEMbIX MPH OCYIIECTBICHUH KOHTPOJIS
Ka4yeCTBa;

1) OIMCAaHUE XapaKTEPUCTUK U CBOWCTB YIIAKOBOYHBIX MaTepUaIOB U YKYIIOPOUHBIX CPEJICTB;

K) JaHHblE O CTa0WIBHOCTH (HE TMPEACTaBISAIOTCS MpPH TOCYJapCTBEHHOW peructpanuu
MMMYHOOHMOJIOTUYECKHUX JIEKAPCTBEHHBIX MPEMapaToB Jisi BETEPUHAPHOTO MpUMEHEHHUs); (B pell.
denepanbpaoro 3axona or 02.08.2019 N 297-03)

J'I) CPOK IrOAHOCTH, YCIOBHUA XPAaHCHU,

5) ord4er o pe3yapTaTax JOKJIMHUYECKOTO WCCIECIOBAHUS JIEKAPCTBEHHOTO CpPEACTBa A
BETEPUHAPHOTO NPUMEHEHHUS, BKJIIOYAIONIMN ONKUCAHUE METOJOB OIpPENeiICHUs] OCTaTOYHBIX
KOJIMYECTB JICUCTBYIOIIETO BEIIECTBAa (IEHCTBYIONIMX BEIIECTB), JOCTUTAIOMIETO (JOCTUTAIOIINX )
CUCTEMHOTO KPOBOTOKA, B MPOAYKIHUU KHUBOTHOTO MPOMCXOXKIEHUS TOCIE MPUMEHEHHs] TaKoro
JIEKapCTBEHHOT'O CPEJCTBA, a TaKXXe JOKYMEHTAJIbHOE MOATBEpKIeHUE (Bamugaius) yKa3aHHBIX
MeTo10B; (B pen. PenepanbHoro 3akoHa ot 02.08.2019 N 297-D3)

6) oTuer O pe3ysibTaTax KIMHUYECKOI'O HCCIEOBAaHUS JIEKApCTBEHHOTO Mpemapara s
BETEPUHAPHOTO TPUMEHEHUS Yy KaXJIOro BHUJA JKUBOTHBIX, YKa3aHHBIX B HWHCTPYKLHU IIO
BETEPUHAPHOMY IIPUMEHEHUIO;

7) IPOEKT UHCTPYKIIUU 110 BETEPUHAPHOMY MPUMEHEHHIO JIEKAPCTBEHHOTO MperapaTa, CoJiepKaliei
CIIEIYIOIINE CBEICHMUS:

a) HAaNUMCHOBAHUC JICKAPCTBCHHOI'O IIpCIiapaTta i BETCPUHAPHOI'O0 IMPUMCHCHUA (MC)K)IYHaPOI[HOe
HECMMATCHTOBAHHOC, WX I'PYHITUPOBOYHOC, NI XUMHUYCCKOC U TOPTOBOC HaI/IMeHOBaHI/IH);

6) JICKApCTBCHHAs (I)opMa C YKa3aHUCM HAaMEHOBAaHUM U KOJIWYECTBEHHOI'O COCTaBa HeﬁCTBYIOHlHX
B€IICCTB U KAYECTBCHHOI'O COCTaBa BCIIOMOT'aTCIIbHBIX BEIICCTB,

B) OIMMCAHUEC BHCIIHETO B A JICKAPCTBCHHOI'O IpcIiapara AJisd BETCPUHAPHOTO ITPUMCHCHUS,

r) (hapmMakoTepaneBTHUECKasi TPyMIa JEeKapCTBEHHOTO Mpenapara Jjisl BETePUHAPHOTO IPUMEHEHHUS
WJIM yKa3aHHe "TOMEONaTuueCKU JIEKapCTBEHHBIN npenapar';

n)  dapmakoguHaMuka W (apMaKOKMHETHKAa (32  HUCKIIOYCHHEeM  (papMaKOKMHETHKHU
TOMEOTNaTHYECKUX JIEKAPCTBEHHBIX MPEMapaToB U PACTUTENBHBIX JIEKAPCTBEHHBIX MPENapaToOB) WIH
OTMMCaHNE UMMYHOOHUOJIOTHYECKUX CBOMCTB JICKAPCTBEHHOTO MIpernapara;

C) MOoKa3aHud JIs1 MIPUMCHCHUS


https://normativ.kontur.ru/document?moduleid=1&documentid=340869#l7
https://normativ.kontur.ru/document?moduleid=1&documentid=340869#l7
https://normativ.kontur.ru/document?moduleid=1&documentid=340869#l7
https://normativ.kontur.ru/document?moduleid=1&documentid=340869#l8

’K) IPOTUBOIIOKA3aHUS JJIsl IPUMEHEHUS;
3) MEpbI MPEAOCTOPOKHOCTH NMPU MPUMEHEHUH;

1) YKa3aHHe BO3MOYKHOCTH U OCOOEHHOCTEN IPUMEHEHUS y OEPEMEHHBIX JKUBOTHBIX, Y KMBOTHBIX B
[IEPUOJ JaKTALUH, Y IOTOMCTBA XKUBOTHBIX;

K) PEKUM JIO3UPOBAHHUA, CIIOCOO BBEJACHUS U NMPUMEHEHHUS, MPHU HEOOXOAMMOCTH BpeMsl Ipuema
JIEKapCTBEHHOIO Mpernaparta Jjisi BETepUHAPHOTO IPUMEHEHUS, TPOI0JKUTEILHOCTD JICUCHNUS,

J) BO3MOXKHBIE ITOOOYHBIE JCHCTBUS, HEKENaTeIbHbIe PEaKUU MPH MPUMEHEHUH JIEKapCTBEHHOTO
npenapara Jijisi BEeTepUHapHOro MPUMEHEHHS;

M) CUMIITOMBI IEPETO3UPOBKH, MEPBI IO OKA3aHUIO IOMOLLY IIPU EPETO3UPOBKE;
H) B3aUMOJICHCTBUE C IPYTUMH JIEKAPCTBEHHBIMU IperiapaTaMu U (Win) KopMaMu;
0) (hopMBI BBIITYCKA JIEKAPCTBEHHOTO Mpenapara JJisi BETEpUHAPHOTO IPUMEHEHHUS,

n) ykasaHue (MpH HEO0OXOAMMOCTH) OCOOCHHOCTEH IeHCTBHS JIEKAPCTBEHHOTO Npenapara Jyis
BETEpUHAPHOI0 IPUMEHEHHUS IPU IIEPBOM IIPUEME UJIU IIPH €r0 OTMEHE;

p) onucanue (Mpu HEOOXOAMMOCTH) ACHCTBHI crieruanucTa B 00JIaCTH BETEpUHAPUHU, BiaJleiblla
’KUBOTHOTO TIPU TPOITYCKE MpHUEMa OJHOW WJIM HECKOJbKHX 03 JICKAPCTBEHHOIO Ipemapara s
BeTepuHapHOoro npuMeHenus; (B pea. @enepansroro 3akona ot 02.08.2019 N 297-03)

C) CPOK TIOAHOCTH MW YKa3aHMUC Ha 3alpeT MNPUMCHCHHA JICKAPCTBCHHOI'O IMpfcrapara IJid
BCTCPUHAPHOTO IPUMCHCHHA 110 HCTCUCHHUU CPOKa 'OAHOCTH;

T) YCJIOBUS XpaHEHUS;

y) yKa3aHM€ Ha HEOOXOJUMOCTb XpaHEHHUs JIEKapCTBEHHOro Ipenapara AJii BETEPUHAPHOTO
IIPUMEHEHHUS B MECTaX, HEAOCTYIIHBIX Ul JETEH;

(1)) YKa3aHue (HpI/I HCO6XOI[I/IMOCTI/I) CIICHUAJIBHBIX MCEP MNPEAOCTOPOKHOCTHU IIPpU YHUYTOXKCHUUN
HCHUCITOJIB30BAHHBIX JICKAPCTBCHHBIX IIPEINApaToOB AJId BETCPUHAPHOIO NIPUMCHCHUA

X) CPOKH BO3MO>KHOT'O HCIOJIB30BAHUS MPOJYKIIMH KMBOTHOTI'O NMPOUCXOXKJICHHS MOCTE BBEICHMS
’KUBOTHOMY JIEKApCTBEHHOTO MperapaTa JJisi BETEpUHAPHOTO IPUMEHEHUS;

I1) YCIIOBUS OTITYCKa;

4) HAaWMEHOBAHMSI M ajJpeca MPOU3BOJCTBEHHBIX IUIOMIAJOK MPOU3BOAUTENS JIEKAPCTBEHHOTO
npenapara Jijisi BeTepUHaApHOTO MPUMEHEHHS;

II) HAaWMEHOBAaHWE, aJpeC OpraHW3allMH, YIOJHOMOYEHHOW JepKaTelieM WM BIaJeibleM
PETUCTPAIIMOHHOTO YJIOCTOBEPEHHUS JIEKAPCTBEHHOTO TMpenapara Ha MPUHATHE MPETEH3UH OT
MOTpeOUTeS;

8) IMPOCKTBI MAKCTOB HepBH‘{HOI‘;I YIIaKOBKHU U BTOpH‘lHOfI YIIaKOBKH JICKAPCTBCHHOI'O IIpCriapaTta aJid
BCTCPUHAPHOT'O ITPUMCHCHUS,;

9) cemyromue cBeACHUS O JEKapCTBEHHOM IIpenapare sl BETePHHAPHOTO IPUMEHCHHS:
a) ONMMCaHHUE U COCTaB JICKAPCTBEHHOT'O MpenapaTa /Ui BeTepUHAPHOTO IPUMEHEHHUS;
0) onucanue papMaleBTHUECKON pa3paboTKy;

B) OMNMCaHME MpoIecca MPOU3BOJCTBA U €0 KOHTPOJIS, TOANKMCAHHOE B MOPSIIKE, YCTAHOBJIEHHOM B


https://normativ.kontur.ru/document?moduleid=1&documentid=340869#l8

COOTBETCTBUHU C 4YacThio | Hacrosmied cratbu; (B pea. PemepanpHoro 3akona ot 02.08.2019 N
297-D3)

I) ONMCAHHWE KOHTPOJII KPUTHUYECKHX CTaJuil IMPOU3BOJACTBA M IPOMEKYTOUHOH IPOIyKLUH,
HOJIIIMCAHHOE B TOPSIIKE, YCTAHOBICHHOM B COOTBETCTBUH C 4acThio | HacTosimieil crathu; (B peil.
denepanbroro 3akona ot 02.08.2019 N 297-D3)

,I[) HAanMMCHOBAaHUA M aJpeca pa3pa60Tq1/H<a, ACPXKATCIIL WKW BJIaAaciabla PErucTpaquOHHOIO
YAOCTOBCPCHUA JICKAPCTBCHHOI'O IIpCriapara, IMPOM3BOACTBCHHBIX IUIOIIAJO0K IIPOU3BOAUTECIIA
JICKApCTBEHHOTI'O npcriapara JJIA BETCPUHAPHOI'O IIPUMEHECHUA C YKa3aHUuEM CTa,I[I/Iﬁ
TCXHOJIOTHYCCKOI'O rmpouncecca, OCYHICCTBIAACMBIX Ha IMPOU3BOJACTBCHHBIX IIomaakKax

NPOM3BOAUTENS JIGKAPCTBEHHOTO TIperapara Jjisl BETEPHHApHOIO IpHUMEHEHus; (B  per.
®enepanbhbix 3akoHOB 0T 13.07.2015 N 241-@3, ot 02.08.2019 N 297-D3)

€) (hapmareBTHUECKasi COBMECTUMOCTB;

) MUKPOOHOJIOTMYECKHE XapaKTEPUCTUKH;

3) MaTepuaibHbIil OalaHC JUId IPOU3BOACTBA CEPUM FOTOBOTO MPOIYKTA;

1) OIIMCaHUE XapaKTEPUCTHK U CBOWCTB YIIAKOBOYHBIX MATEPHAJIOB M YKYIIOPOUHBIX CPEJCTB;
K) JOKYMEHTaJIbHOE MOATBEPKACHUE (BAIMJAIMS) IPOLIECCOB U (MJIM) UX OLICHKA;

J) TpeOOBaHHMS K KaueCTBY BCIIOMOTATelbHBIX BemecTB (cepTudukar, cnenupukanus Ha
BCIIOMOTaTEJIbHBIE BEIIECTBA U UX OOOCHOBAHUE);

M) AHAIIUTUYCCKUC MCTOAWKH, HCIIOJB3YCMBIC IIPU OCYHICCTBIICHHMM KOHTPOJA KadceCTBa
BCIIOMOTI'aTCJIBbHBIX BCIICCTB,

H) JIOKyMEHTAJIbHOE MOATBEpXkACHUE (BaIMAIUsA) aHATUTUUYECKHX METOJUK, HCIOJIb3YEMBIX IpPU
OCYILECTBICHUN KOHTPOJI KaYeCTBA BCIIOMOTaTEIIbHBIX BEILIECTB;

O) I/IH(1)OpMaI_II/I${ 00 HCIOJIb30BAaHUU BCIIOMOTATEIbHBIX BCIICCTB YCIOBCUYCCKOI'O M KHMBOTHOI'O
MMPOUCXOKIACHUA,

1) TOAMYHKT. - YTpatui cuiy. (B pen. ®enepanproro 3akona ot 02.08.2019 N 297-D3)

p) TpeOoBaHMS K KauecTBY JIEKApCTBEHHOIO Ipenaparta sl BETEpUHAPHOIO IMPUMEHEHHS
(cepTudukar, cnenndukaiys Ha JEKapCTBEHHbIN Mpenapar ¥ uX 000CHOBaHUE);

C) AHAIIUTUYCCKUEC MCTOAUKH, HCIOJIb3YCMBIC IIPpU OCYHICCTBJIICHUU KOHTPOJA KadeCTBa
JICKApCTBCHHOTO Iperiapara JJIsd BETCPUHAPHOTO IPUMCHCHU A,

T) AOKYMCHTAJIbHOC MOJATBECPIKACHHUC (BaJ'II/I)]aHI/ISI) AHAIIUTUYCCKUX METOJUK, HUCIIOJB3YEMBIX IIPpH
OCYHICCTBJICHUU KOHTPOJIA Ka4YCCTBA JICKAPCTBCHHOI'O NIpCiapaTta aJjid BETCPUHAPHOT'O IIPUMCHCHUA

y) IOKYMEHT, MOJTBEP)KIAIONINI KadyecTBO JIEKAPCTBEHHOrO IMpernapaTa TpPeX MPOMBIIIIEHHBIX
cepuil (IIPOTOKOJ aHAJIM3a WK CEePTU(UKAT aHAIN3a), OHA CepUsi KOTOPOTo JIOJKHA COBIMAAATh C
cepueii oOpasia JIeKapCTBEHHOTO Mpenapara, oAaHHOT0 Ha perucTpaluio;

¢) xapakTepucTUKa MpUMecei;

X) NEepCUCHb CTAHAAPTHBIX 06pa3u013, HUCIIOJIb3YCMBIX IIPU OCYHICCTBJICHUW KOHTPOJISI KaucCTBa
JICKApPCTBCHHOTO Ipfriaparta JJIsd BETCPUHAPHOT'O IPUMCHCHU A,

11) JaHHBIE O CTA0MIIBHOCTH JIEKAPCTBEHHOI'O IIperapara Jyisi BETEpUHAPHOTO PUMEHEHUS;
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10) xomus TOKyMEHTa, couepikKamero WHGOPMAIMI0 O HaJW4YHH WIA 00 OTCYTCTBUU (DaKTOB
pEerucTpaly JIGKAPCTBEHHOTO TIperapara Jjs BETEPHHAPHOTO MPHUMEHEHHUs 3a MpeleIaMu
Poccuiickoit denepanuu;

11) cornacue B muChbMEHHOH (opme, MPEayCMOTPEHHOE YacThiO0 7 HACTOSINEH CTAaThH, B CiIydae
pPErUCTpaLlMM BOCIPOM3BEEHHOIO JIEKAPCTBEHHOTO Inpenapara; (B pea. denepanpbHOro 3akoHa OT
13.07.2015 N 241-®3)

12) xomus JOKyMEHTa Ha PYCCKOM SI3bIKE, 3aBEPEHHOTO B YCTAHOBJIICHHOM TOpSIKE |
MOJITBEPIKIAIOIIETO PAaBOMOYHOCTD 3asIBJICHHS O TOCYJIaPCTBEHHON PETUCTPAIUU JIEKAPCTBEHHOTO
npernapara Jyisi BETEpUHApPHOIO IPUMEHEHUS (JI0BEPEHHOCTb).

13) cBemeHuss O TOCYJAapCTBEHHOW PErHCTPAalMd TI'CHHO-HMHXCHEPHO-MOAM(PHUINPOBAHHBIX
OpPraHW3MOB, TpEIHA3HAYCHHBIX /ISl BBITYCKAa B OKPYXKAIOIIyIO0 cpeay (MpH TocyJapCTBEHHOM
perucTpany JEKapCTBEHHBIX NPEnapaToB Ui BETCPUHAPHOTO MNPUMEHEHHS, IOIYYECHHBIX C
NPUMEHEHHEM T'€HHO-WH)KCHEPHO-MOJU(PHUIMPOBAHHBIX OPraHU3MOB WM COJEPXKALIUX TaKhe
opranu3msl). (B pea. enepanproro 3akona ot 02.08.2019 N 297-D3)

4. Ilpu mnpoBeAeHUU YCKOPEHHOW MpOIEAypbl AKCIEPTHU3bl JIEKAPCTBEHHOI'O Ipenapara Jyis
BETEPUHAPHOTO TMPUMEHEHUsS B IEISIX €ro ToCyJapCTBEHHON pErucTpaimudd BMECTO OTYeTa
pa3paboTurMka O pe3yjibTaTax JOKIMHUYECKOTO HCCIIECOBAHMS JIEKAPCTBEHHOTO CPEICTBA IS
BETEPUHAPHOTO MPUMEHEHHUS MOXKET OBITh TMPEICTaBICH 0030p HAydHBIX pabOT O pe3ylbraTax
JOKJIMHUYECKOTO HCCIEeI0BaHUsl pe(epeHTHOro JEeKapCTBEHHOTO Mpernapara A BETEPUHAPHOTO
MPUMEHEHHUS, a BMECTO OTYeTa O pe3yjibTaTax KIMHUYECKOTO HCCICAOBAHUS JICKAPCTBEHHOTO
mpemapata s BETEPUHAPHOTO  MPUMEHEHHs OT4eT O  pe3yjbTaTax  HCCIEIOBaHHMA
OMOAKBUBAJICHTHOCTH BOCIPOM3BEICHHOTO JICKAPCTBEHHOTO TMperapaTa i BETEPUHAPHOTO
npumenenus. (B pea. Deaepanbproro 3akona ot 02.08.2019 N 297-D3)

5. Ha skcniepTu3y pas3nyHbIX JEKapCTBEHHBIX (POPM OJJHOTO U TOTO K€ JIEKAPCTBEHHOI'O Mpernapara
JUIl  BETEPUHAPHOIO IPUMEHEHUs  3asBUTEIb NPEICTABIACT  OTHACIbHBIE  3asBJICHUA U
pETUCTpallMOHHbIE JJOChE Ha KaXIyl0 JIeKapcTBeHHYI0 (opmy. Ilpu ycioBum oxHOBpEeMEHHOM
M0JIa4M Ha HKCIIEPTU3Y OJIHOM JIEKApCTBEHHOW (hOPMBI C pa3IMYHbIMU JTI03UPOBKON, KOHIIEHTpaIUEH,
00BEMOM 3asBUTENb HPEACTABISIET OJHO 3asBJIEHUE M PETUCTPALMIOHHOE J0ChE C MPHIOKECHHEM
MAaKeTOB IIEPBUYHOM yNAaKOBKM M BTOPWYHOM ymakoBKM. Ha Makerax NepBHYHOM YNAKOBKU M
BTOPUYHOM YMAKOBKM YKa3bIBalOTCS BCE IMPOM3BOAMMBIEC JO3UPOBKH, KOHIIEHTpAlWU, OOBEMBI U
KOJIMYECTBO JI03 B YIIAKOBKE JIEKAPCTBEHHOTO Ipernapara /i BETEpUHAPHOTO IPUMEHEHHUS. (B pell.
denepanbroro 3akona ot 02.08.2019 N 297-®3)

6. B cinyuae HenpezncTaBiIeHUs C 3asBIEHHEM O IOCYJapCTBEHHOM PErMCTpaluy JIEKapCTBEHHOI'O
mpenapara Ui BETEPUHAPHOTO  IPUMEHEHUs  JOKYMEHTOB, IOATBEPXKIAIOIUX  yIUIATy
rOCyJJapCTBEHHOM NOLIIMHBI M YKa3aHHBIX B IIYHKTE 7 4acTH 2 HACTOSLIEH CTaTbU, CBEICHUU O
JULEH3UAX, YKa3aHHbIX B IYyHKTaX | W 2 yacTu 3 HacTOsIIEH CTaTbH, a TaKKE BbIAABAEMBIX
(mpeaocTaBiIsieMblX) YIOJHOMOYEHHBIMU (efepalbHbIMU OpraHaMU HCIOJHUTENBHON BJIAacTU
JIOKYMEHTOB (CBEJIEHUI), YKa3aHHbIX B IMyHKTE 2.1 4acTu 3 HAcTOALIEH CTaTbH, YIOIHOMOYEHHBIN
benepanbHbI OpraH MCIOJHUTEIBLHON BIIACTH 3alpallMBacT yKa3aHHbIE JOKYMEHTHI (CBEIEHUS) B
HOpsi/IKE MEKBEIOMCTBEHHOTO MH(MOPMALIMOHHOTO B3auMoAencTBus. (B pen. denepanbHoro 3akoHa
ot 27.12.2019 N 478-93)

7. He pnomyckaercs HCIONb30BaHME B KOMMEpPUECKHMX LENsAX HHGOpMalnuMu o pe3yibpTaTax
JOKJIIMHUYECKUX HCCIENOBAHUM JIEKAPCTBEHHBIX CPEACTB M  KIMHUYECKUX HUCCIIEIOBaHUMN
JICKAPCTBCHHEBIX IPEIapaToB JJIsI BETCPHUHAPHOI0 IMPUMCHCHUA, Hpe)ICTaBHeHHOfI 3asABUTCIIEM [JIA
rOCyJJapCTBEHHON pErucTpalyy JeKapCTBEHHBIX MPenapaTroB, 0€3 ero corjacus B TEUEHHE IIECTH
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JeT C JAaTbl TOCYJapCTBEHHOW perucrpanuu pedepeHTHOro JEeKapCTBEHHOrO Ipenapara B
Poccuiickoit @enepanuu.

8. Jlepxkatenb WM BIIaJElel] PErUCTPALIMOHHOTO YJIOCTOBEPEHHUs JIEKAPCTBEHHOrO Mpernapara Jjis
BETCPUHAPHOTO TPHUMCHEHHUS TPEACTABISCT B  YIOJIHOMOYEHHBIM  (QefepalbHbIi  opraH
WCTIOJTHUTEIILHOM BJIACTH OTYET MO pe3ysibTaTaM (apMakoHaA30pa OJUH pa3 B IIECTh MECSIICB B
TEUEHHUE JBYX JIET MOCJIC TOCYJaPCTBEHHOM pEerucTpaIiuy JeKapCTBEHHOTO Ipenapara B Poccuiickoi
®denepainu, 3aT€M €XKErOJHO B TEUCHHUE MOCIEAYIOIIUX TPEX JET U B JajJbHEUIIIEM OJMH pa3 B TPU
roga. (B pex. denepanproro 3akona ot 02.08.2019 N 297-D3)

Crarps 18. Ilogaua u paccMoTpeHue 3asiBJICHUA 0 TOCYAapPCTBEHHOM
perucTpanuu JeKapCTBeHHOr 0 mpenapara JJjisi MeIHINHCKOr 0
npuMeHenus (B pea. @enepajabHoro 3akona ot 22.12.2014 N 429-d3
(pexa. or 13.07.2015))

1. Jlms TOCYZapCTBEHHOW pErUCTpali JICKApCTBEHHOTO Mpernapara Ui  MEJIUIUHCKOTO
MPUMCHCHHUS IOPUINYSCKOE JIUIIO, JESHCTBYIONIEE B COOCTBEHHBIX MHTEPECaX WM YIIOJTHOMOYECHHOE
NPECTABIISATh HHTEPECHI APYTOro IOPUINIECKOTO JIUIA U 3asBIISIONICE JICKAPCTBEHHBIN NpenapaT Ha
TOCY/IapCTBEHHYIO PETUCTPALMIO (Jlaiee B HACTOSAIICH CTaThe - 3asABUTEINb), MPEICTABISICT B
VIIOJIHOMOYCHHBI  ()efiepalibHbId  OpraH  HMCIOJHUTEIBHONH  BJIACTH,  OCYIIECTBIISIOLIHIA
TOCYapCTBEHHYIO PETUCTPALNIO JICKAPCTBEHHBIX MPENapaToB JUIsl MEAWIIMHCKOTO TPUMCHEHUS, B
AJIEKTPOHHOUW (opMe M Ha OyMa)KHOM HOCHUTENIC 3asBICHHE O TOCYIapCTBEHHOW PETUCTpaIH
JICKapCTBEHHOTO TIpernapara Jijisi MEIUIMHCKOTO TIPUMEHEHUS, a TAKXKE B TOPSIKE, YCTAHOBICHHOM
YIIOJTHOMOYECHHBIM (De/iepaIbHbIM OPraHOM HCIIOJIHUTEIILHOW BJIACTH, B DJIEKTPOHHOH (opMe u Ha
OyMa)XKHOM HOCHUTEJIC HEOOXOJWMBIC JOKYMEHTBI, W3 KOTOPBIX (HOPMHPYETCS PETHCTPAIMOHHOES
JIOCbe Ha JIEKapCTBEHHBIN Mpemnapar s METUIIMHCKOro mpuMmeHeHus. (B pen. deneparbHOro
3akoHa 0T 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

2. B 3asgBieHNM 0 TOCYJapCTBEHHON PErucTpaluy JIEKApCTBEHHOrO Mpenapara A MeAUIIMHCKOTO
npuMeHeHus ykasbiBatoTcsi: (B pen. denepanbHoro 3akoHa or 22.12.2014 N 429-®3 (pea. ot

13.07.2015))

1) HauMmeHOBaHMe, ajpec 3asiBUTEN U IPOU3BOAUTENS JICKAPCTBEHHOIrO Ipenapara s
MEAMIMHCKOTO MPUMEHEHHUs, CBEJEHHUS 00 MX pEerucTpaiuy B KauyecTBE HAJIOroIUIaTesbIIMKa B
CTpaHe perucTpauuu (JUisi POCCHUMCKMX IOPUAMYECKMX JIUI - HACHTH(QHUKAIMOHHBIM HOMep
Hanororarensiuka (MHH), ans uHOCTpaHHBIX IOPUAMYECKUX JIUI[ - CTpaHa perucTpainuu,
HAaUMEHOBAHME PErMCTPUPYIOLIETO OpraHa, PErUCTPallMOHHBIA HOMED, KOJl HaJOrOILIATENbINKA B
CTpaHe perucTpauud (MHKOPIOpAlUM) WIM €ro aHajor) U aJpec MecTa OCYILECTBICHUS
IPOM3BOJICTBA JIEKAPCTBEHHOIO IMpernapara (B ciyyae HaJMYUs HECKOJBKUX YYaCTHHMKOB IIpolecca
€ro IpOM3BOJICTBA HEOOXOJUMO yKa3aTh KaXJOr0 Y4aCTHUKA B COOTBETCTBHU C OCYIIECTBIIIEMOM
cTraauei mpou3BoaCcTBa); (B pen. PenepanbHoro 3akoHa ot 28.12.2017 N 425-03)

2) HauMEHOBaHHE JICKAPCTBEHHOTO TIperapara Juisi MEIUIIUHCKOTO MPUMEHEHUsT (MEeKIyHapOIHOE
HEMaTeHTOBAaHHOE, WM TPYNIHMPOBOYHOE, WIM XMMHUYECKOE M TOProBO€ HAaUMEHOBaHMs); (B pex.
denepanbHOro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

3) mepedeHb NEHCTBYIOMIMX W BCIOMOTATEIBFHBIX BEUIECTB, BXOJAIINX B COCTAaB JICKAPCTBEHHOTO
npernapara Juis MEIUIUHCKOTO NMPUMEHEHHUs, ¢ yKa3aHHeM KOJMYECTBa KaXKAO0To M3 HUX; (B pen.
denepanbHOro 3akona ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))
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4) nexapcTBeHHas ¢Gopma, ITO3UPOBKA, CIMOCOOBI BBEACHHS W TMPUMEHEHHS, CPOK TOJHOCTH
JICKapCTBEHHOTO TpemnapaTa A MEIUIIMHCKOTO NpuMeHeHus; (B pen. demepanbHOro 3akoHa OT
22.12.2014 N 429-®3 (pexn. ot 13.07.2015))

5) papmakoTepaneBTHUecKas rpymmna, KoJ aHaTOMO-TE€PareBTUYECKO-XUMUYECKON Kiaccupukaimm,
PEKOMEHJOBaHHOW BceMHUpHOW OpraHu3anued 3apaBOOXPAHEHUS, 3asBIAEMbIC IOKAa3aHUs JUIS
MPUMEHEHHUS JIEKapCTBEHHOI'0 Iperapara JUisi MEIUIIMHCKOTo npuMeHeHus; (B pea. deaepanbHOro
3akoHa oT 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

6) OTCYyTCTBHE HEOOXOJUMOCTH TIPEJOCTABICHUS OTYeTa O pe3ylbraTaX KIMHUYECKOIO
WCCJICIOBAHMSI, UCCIICOBAaHUS OWO3KBUBAJICHTHOCTH JICKAPCTBEHHOTO Tperapara, pa3peuieHHOro
JUIST. MEIUIIMHCKOTO npuMeHeHus B Poccuiickoit denepanuu Oosee IBaalaTH JIET, ¢ YKa3aHHEM
HOPMAaTUBHBIX IPABOBBIX AaKTOB, IMOATBEPXIAMOIINX JAHHBIH CpPOK MPUMEHEHHS;, (B pea.
®denepanbHOro 3akona ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

7) HeoOXoauMocTh OGOpMIICHHS pa3pelieHus Ha BBO3 B Poccuiickyto depepainiio KOHKPETHOU
NapTUM  3apETUCTPUPOBAHHBIX M (MJIM) HE3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPENCTB,
NpeJHAa3HAYCHHBIX  JUIi  TPOBEACHUS  JKCIEPTH3bl  JICKAPCTBEHHBIX CPEACTB B IEJIX
rocyJIapcTBeHHOM peructpainuu; (B pen. @enepanbuHoro 3akoHa ot 22.12.2014 N 429-d3 (pex. ot

13.07.2015))

8) HeoOXOIMMOCTh TPOBEICHUS SKCIIEPTU3bI JOKYMEHTOB, IMPEICTABICHHBIX IS ONPEACIICHUS
BO3MOXKHOCTH pPacCMaTpHBaTh JICKAPCTBEHHBIN Npenapar i MEAMIUHCKOTO MPUMEHEHUS TpU
OCYILECTBIICHUH TOCYJIAapCTBEHHOM pErucTpaldy B KadecTBe OpGaHHOTO JIEKapCTBEHHOTO
npernapara; (B pea. @enepaipHoro 3akona ot 22.12.2014 N 429-D3 (pexn. ot 13.07.2015))

9) HE0OXOAMMOCTh MPUMEHEHHSI YCKOPSHHOM MPOLEAYPhl SKCIEPTU3bI JICKAPCTBEHHBIX CPEICTB B
[EJISIX TOCYNapCTBEHHON PETUCTpPAlliU JICKApCTBEHHOTO Tpernapara; (B pea. DepepaibHOro 3aKoHa
oT 22.12.2014 N 429-®3 (pexn. ot 13.07.2015))

10) KomWH JIOKYMEHTOB, IOATBEPKAAIOIINX YILIATy TOCYAapCTBEHHOM IMONUTMHBL: (B pEl.
denepanbHOro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

a) 3a MPOBEAEHUE SKCIEPTU3bl JIOKYMEHTOB, MPEICTABICHHBIX Ul OINpeNeNeHUus] BO3MOXXHOCTU
paccMaTpuBaTh HCKapCTBCHHBIﬁ npemapar ajdd MCIUIMUHCKOTO NPUMCHCHUS IPH OCYIICCTBICHHUUN
rOCyJapCTBEHHOM perucTpanuu B KayecTBe Op(aHHOrO JIEKapCTBEHHOIO Ipemnapara; (B pei.
denepanbHOro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

0) 3a mpoBeleHHE SKCIEPTU3bl KayecTBa JIEKAPCTBEHHOI'O CPEJACTBA U HKCIEPTH3bl OTHOLICHHUS
OKUTaeMOW TONB3BI K BO3MOXKHOMY pHCKY TPUMEHEHHS JIEKapCTBEHHOTO TpemnapaTta,
pa3pelIeHHoro A1 MeAULIMHCKOro npuMeHeHus B Poccuiickoit @enepanuun 6osee nBaauaTu Jer,
IpU  OCYIIECTBIEHHH TOCYIApCTBEHHOM PpETrMCTpaluy JIEKapCTBEHHOrO IIpemapara; (B perl.
®enepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

B) 3a IIPOBEJEHHE JKCIEPTU3bl KAYECTBA JIEKAPCTBEHHOI'O CPEJCTBA M DKCHEPTHU3BI OTHOIICHHUS
0)KMJIAa€MOM TOJb3bl K BO3MOXHOMY PpHCKYy NPUMEHEHHUs JIEKapCTBEHHOIO Ipernapara s
MEIUIIUHCKOTO TPUMEHEHHUsI MpH €ro TOCYAapCTBEHHOM peructpauuu; (B pen. PenepaabHOro
3aKoHa ot 22.12.2014 N 429-@3 (pen. ot 13.07.2015))

1") 3a IMPOBCACHHUC SKCHCPTU3BI KA4YCCTBA JICKAPCTBCHHOI'O CPEACTBA U ISKCHCPTU3BI OTHOIICHUA
O)KHHaeMOﬁ IMOJIB3BI K BO3MOXHOMY PHCKY IPUMCHCHHA JICKAPCTBCHHOI'O IIpf€rapara i
MCIUIMHCKOT'O MPUMCHCHUA, B OTHOIICHHUH KOTOpPOro MIPOBCACHBI MCIKAYHAPOAHBIC
MHOTI'OLICHTPOBBIC KIIMHUYECKUEC HCCICAOBAHUA, YaCTb H3 KOTOPBIX IIPOBEACHA B Poccuiickoit
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desepannu, MpH OCYIICCTBICHUN TOCYAapPCTBEHHOW PETHUCTPAIlMK JICKAPCTBEHHOTO Tpenapara; (B
pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pexn. ot 13.07.2015))

11) namuuume coriacusi MPOU3BOJUTENSL JIEKAPCTBEHHOTO IIperapara, MPOU3BOJICTBO KOTOPOTO
OCYILECTBIISICTCST 3a mpenenamu Poccuiickoit dexepamnmu, Ha TPOBEJACHUE HHCIEKTHPOBAHUS
MPOU3BOJUTENII HAa COOTBETCTBHE TPEOOBAHUSM TMPABWIJI HAUICKAIICH IMPOU3BOJICTBEHHOM
npaktuk; (B pea. @enepanbraoro 3akona ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

12) Hanuuue coriacusi, IpeaycCMOTPEHHOro yacTbio 18 Hacrosmiel cratey; (B pen. denepanbHOro
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

13) yxa3zaHue BHJIa JIEKapCTBEHHOI'O Mpenapara, MpeICTaBICHHOr0 Ha peructpanuio (pedepeHTHbIN
JIEKApCTBEHHBIA Ipenapar, BOCIPOU3BEACHHBIA JIEKAPCTBEHHBIA IMpenapar, OUOJIOTrHYeCKUi
JIEKapCTBEHHBI  TIpemapar, OWOaHAJOTOBBIH  (OMOMOMOOHBIN)  JICKAPCTBEHHBIM  Mperapar
(Omoanasior), TOMEONATHYECKHH JIEKAPCTBEHHBIH TIperapar, JeKapCTBEHHBIH pPAaCTUTEIbHBIN
npemnapar). (B pea. ®enepanbHoro 3akona ot 22.12.2014 N 429-03 (pex. ot 13.07.2015))

3. PeructpanuoHHoe [0che Ha JIEKAPCTBEHHBIM Mpenapar Uil MEAMIMHCKOrO IPHUMEHEHUs
npefocTaBisieTcst B (popMe 0OILIEro TeXHUYECKOro JOoKyMeHTa. (B pea. dexepalbHOro 3akoHa OT
22.12.2014 N 429-®3 (pex. ot 13.07.2015))

4. Paznien MOKyMEHTAIMH aIMAUHUACTPATUBHOTO XapakTepa BKItodaeT B ceos: (B pea. denepanbHOro
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

1) 3asBieHHE O rOCYJapCTBEHHOMH pPETrMCTpaluy JIEKApCTBEHHOI'O IMpenapara JUisi MEAUIIMHCKOIO
PUMEHEHHUS B 3JIEKTPOHHOU Popme u Ha OymakHOM Hocutene; (B pea. DeaepanbHOro 3aK0HA OT
22.12.2014 N 429-®3 (pex. ot 13.07.2015))

2) KOIHWI0 JIOKyMEHTa Ha PYCCKOM S3BIKE, 3aBEPEHHOrO0 B YCTAaHOBICHHOM IIOPSIIKE H
MOJATBEPXKJIAIONIETO MPABOMOYHOCTh 3asBUTENS TOJaBaTh 3asBICHHE O TOCYAapCTBEHHOM
pETHCTpaIH JICKAPCTBEHHOTO Mpemnapara Uik MEIUIIUHCKOTO IPUMEHEHUs (JIOBEPEHHOCTH); (B pe/.
denepanbHOro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

3) cBedeHUs O JaTe MPEIOCTABICHUS U PETUCTPAIMOHHOM HOMEpE JIMIICH3WHM Ha MPOU3BOICTBO
JIEKAPCTBEHHBIX CPEACTB MJIM CBEAEHUS O JaTe NPEeJOCTaBICHUS U PErUCTPALMOHHOM HOMeEpe
3aKIIIOYCHUA O COOTBETCTBHUM IIPOU3BOAUTCIIA JICKAPCTBCHHBIX CPCIACTB Tp€60BaHI/I$IM IMpaBUI
HaJJIeXalleld MPOU3BOACTBEHHON MPAKTUKH, BBIIAHHBIX (MPEAOCTABICHHBIX) YIOJTHOMOUYEHHBIM
q)eﬂepaJ'II)HBIM OopraHom WCIOTHUTEIbHON BJIACTH B OTHOIICHHUH HpOI/I3BOI[CTB€HHOI>'I TIJIOIIa KN
PETUCTPUPYEMOTrO JIEKAPCTBEHHOI'O Mpernapara, B ciydae, €Clid IPOMU3BOACTBO JIEKAPCTBEHHOI'O
npenapara ocymectBisercss B Poccuiickoii ®eneparnuu; (B pen. DenepaqbHBIX 3aKOHOB OT
22.12.2014 N 429-@3 (pex. ot 13.07.2015), ot 04.06.2018 N 140-D3, ot 27.12.2019 N 478-D3)

4) KOMUIO0 TMPEJOCTAaBICHHOW YIOJTHOMOUYEHHBIM OPraHOM CTpaHbl MPOU3BOIUTENS JHIICH3UH Ha
MIPOM3BOJICTBO JICKAPCTBEHHOTO IMpernaparta W e¢ IepeBOJl Ha PYCCKHH S3BIK, 3aBEPCHHBIC B
YCTAaHOBJICHHOM TIOPSIZIKE, a TaKXKe KOIMUI0 3aKIIOYEHUS O COOTBETCTBHHM IPOU3BOIUTEINS
JICKaPCTBEHHBIX CPEJICTB TPEOOBAHWSAM TMPaBWJI HAJUICKAIICH TMPOW3BOACTBCHHONH MPAKTHKH,
BBIJIAHHOTO YTOJHOMOYEHHBIM (eepalbHBIM OPraHOM HCIIOJIHUTEIHHONW BIACTH B OTHOIICHHUH
MIPOM3BOJICTBEHHONW IUIOMIAJIKM PETUCTPUPYEMOTO JIGKAPCTBEHHOTO TIpernapara, WIH KOIHIO
pellleHus] yMOJTHOMOYEHHOTO (eAepalbHOrO OpraHa HCIOJHUTEIBHOW BJIACTH O TPOBEIACHHUH
WHCTIICKTUPOBAHUS TIPOU3BOIUTEINS JICKAPCTBEHHBIX CPEICTB, B CiIy4ae, €CJIIH IPOU3BOJICTBO
JIEKapCTBEHHOTO Tperapara OCYIIeCTBIseTcs 3a mpenenamu Poccuiickoir ®denepauuu; (B pen.
®denepalibHBIX 3aKOHOB OT 22.12.2014 N 429-®3 (pen. ot 13.07.2015), ot 04.06.2018 N 140-D3, ot
27.12.2019 N 478-D3)
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5) mPOEKT MHCTPYKIUHU MO0 METUIIMHCKOMY MPUMEHEHUIO JIEKApCTBEHHOTO TpernapaTa, coiepsKaiiei
ciaenyromue cpenenus: (B pea. denepaibHoro 3akoHa or 22.12.2014 N 429-®3 (pea. or

13.07.2015))

a) HaUMEHOBaHME JIEKAPCTBEHHOro Ipernapara (MeXIyHapOJHOE HENAaTeHTOBaHHOE, WU
IrPYIIIMPOBOYHOE, WIM XMMHUYECKOE U TOProBO€ HaUMEHOBaHus); (B pelx. denepanbHOro 3aKoHa OT
22.12.2014 N 429-d3 (pen. ot 13.07.2015))

0) nekapcTBeHHas opma ¢ yKazaHHEM HAUMEHOBAHHMI M KOJMYECTBEHHOTO COCTaBa JICHCTBYIONINX
BEIIECTB M KAYeCTBEHHOIO COCTaBa BCIIOMOTATENIbHBIX BeEHIECTB (IMPH  HEOOXOIUMOCTH
KOJIMYECTBEHHOTO COCTaBa BCIIOMOTaTeNIbHBIX BelIecTB); (B pea. DeaepalibHOrO 3aKoHA OT

22.12.2014 N 429-93 (pen. ot 13.07.2015))

B) OIIMCAaHUE BHEUIHErO BU/A JICKAPCTBEHHOT'O Ipernapara il MEAUIMHCKOTO IPUMEHEHus; (B pell.
denepanbHoro 3akona ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

r) QU3HKO-XUMHUYCCKHE CBOMCTBA (11 paguodapMarieBTUYECKUX JEKapCTBEHHBIX MpernapaToB); (B
pen. deaepanbhoro 3akoHa ot 22.12.2014 N 429-P3 (pen. ot 13.07.2015))

o) ¢apMakoTeparneBTHUeCKas Tpylmna, KOJ JICKAPCTBEHHOTO IMpermapara JIss METUIIUHCKOTO
NPUMEHEHHUS T[I0 aHaTOMO-TEPareBTUYECKO-XUMHUECKON KacCU(PHUKAIUU, PEKOMEHIOBAHHOM
BcemupHoii opranuszanuend 3ApaBOOXpaHEHUs, WK yKa3aHUE "TOMEONaTHYECKUN JIEKapCTBEHHBIN
npenapar"; (B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

e) papmakogrHamuKa 1 (papMaKOKMHETHKA (32 UCKITIOYCHHEM (DapMaKOKWHETHKH TOMEOITATHICCKUX
JICKApPCTBEHHBIX MPENapaToB U PACTUTEIbHBIX JEKAPCTBEHHBIX MpenaparoB); (B pea. deaepaabHOro
3ak0Ha oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

) TOKa3aHus JUIs npuMeHeHus; (B pen. denepanbHoro 3akoHa or 22.12.2014 N 429-03 (pen. ot

13.07.2015))

3) NPOTUBOIIOKa3aHUs JJsl puMeHeHus; (B pea. denepanbHoro 3akoHa oT 22.12.2014 N 429-@3
(pexn. ot 13.07.2015))

M) Mepbl MPEJOCTOPONKHOCTH MpHU IpuMeHeHuu; (B pen. DenepanbHoro 3akoHa ot 22.12.2014 N
429-903 (pen. ot 13.07.2015))

K) YyKazaHHE BO3MOXKHOCTH M OCOOEHHOCTEH IpHMEHEHHs JEeKapCTBEHHOro mpernapara s
MCIUIUHCKOI'0 TPUMCHCHUA 6CpeM€HHI>IMI/I KCHINMHAMH, JKCHIOWMHAMU B IEpHUOA TPYAHOTO
BCKapMJIMBaHMs, JETbMH, B3pPOCIBIMH, HMMEIOIUMH XpOHUYECKHe 3abojeBaHus; (B pen.
denepanbHOro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

J) peXUM JO3UPOBaHUs, CIIOCOOBI BBEACHUS U MPUMEHEHHs, IPU HEOOXOAUMOCTH BpeMs IpHema
JIEKapCTBEHHOIO Ipenapara Juisi MEAUIUHCKOTO IPUMEHEHUS, IPOJOJIKUTEIIBHOCTD JICYEHHUS], B TOM
4yucie y JieTed 0 U mociie ogHoro rojaa; (B pea. denepanpHoro 3akoHa ot 22.12.2014 N 429-03
(pen. ot 13.07.2015))

M) BO3MOXXHbIE HEXellaTeldbHble peaklUUu IMpu NPUMEHEHHH JIEKapCTBEHHOrO IIpernapaTta Jis
MEIUIUHCKOro npuMeHeHus; (B pen. dexepanpHoro 3akoHa or 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

H) CHUMIITOMBI TI€PEIO3UPOBKH, MEPHI IO OKa3aHWIO TIOMOIIM MpH Tepeao3upoBke; (B per.
®enepanbroro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

0) B3aMOJICICTBHE C IPYTUMH JIEKAPCTBEHHBIMU ITpenapaTamMy U (WIH) MUIIEBBIMU TPOIYKTaMH; (B
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pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

1) (GopMbI BBITTyCKa JIeKapCTBEHHOTO mpenaparta; (B pen. denepanpHoro 3akoHa ot 22.12.2014 N
429-D3 (pen. ot 13.07.2015))

p) yka3zaHue (IIpu HEOOXOJMMOCTH) OCOOEHHOCTEH JEUCTBHUS JICKapCTBEHHOIO Ipenapara s
MEAMIIMHCKOTO TPUMEHEHUS TP TEPBOM TpHEeMEe WM Ipu ero oTMmeHe; (B pex. demepanibHOTrO
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

¢) onmcanue (Mpu HEOOXOIUMOCTH) IeUCTBUH Bpava ((enpamiepa) v (MIK) MalMeHTa MPU MPOITYCKe
npreMa OJTHOM MM HECKOJBKUX 103 JIEKAPCTBEHHOTO MperapaTa JUisi MeAUIIMHCKOTO TPHUMECHEHUS;
(B pen. depepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

T) BO3MOXHOE BIHMSHHE JICKAPCTBEHHOTO IMpermapara Jyuisi MEAWIIMHCKOrO TPHUMEHEHUs Ha
CIIOCOOHOCTh YNPaBJIATh TPAHCHOPTHBIMU CpeICTBaMHU, MexaHm3mamu; (B pen. demepanbHOro
3ak0Ha oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

y) CpPOK TOAHOCTM M YKa3aHUE Ha 3alpeT IPUMEHEHHUs JIEKapCTBEHHOrO Mpenapara Jyis

MEIUIUHCKOTO NMPUMEHEHUs] MO0 MCTEYEHUHU CpoKa rofgHocTH; (B pen. denepanbHOro 3akoHa OT
22.12.2014 N 429-®3 (pex. ot 13.07.2015))

¢) ycnoBusi xpanenus; (B pen. PemepanbHoro 3akoHa or 22.12.2014 N 429-®3 (pex. or

13.07.2015))

X) YyKazaHMe Ha HEOOXOJUMOCTh XpaHEHHUsS JICKApCTBEHHOI'O Tperapara il MEIUIMHCKOTO
NPUMEHEHUS B MECTax, HeIOCTYIHBIX I feTeil; (B pen. DenepanbHoro 3akoHa ot 22.12.2014 N
429-®3 (pex. ot 13.07.2015))

I[) ykazaHue (Mpu HEOOXOAMMOCTH) CIICHUAIBHBIX MEp MPEAOCTOPOKHOCTH TMPH YHHUTOXKCHUU
HEUCIIOJb30BaHHBIX JICKAPCTBEHHBIX IMPEMapaToB I MEJAMIIMHCKOTO TPUMEHEHHs, (B pej.
denepanbHOro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

1) ycIoBHs OTITycKa; (B pen. PenepanpHoro 3akona ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

1) HAaWMMEHOBAaHMS M ajpeca MPOU3BOACTBEHHBIX IUIOMIAIOK MPOU3BOIUTENS JIEKAPCTBEHHOTO
npenapara; (B pea. @exepanapaoro 3akona ot 22.12.2014 N 429-D3 (pexn. ot 13.07.2015))

1) HAaUMEHOBAaHHUE, aJpec OpraHu3alluH, YIOJIHOMOYEHHOW Jep)kaTelleM WM BIaJelbleM
PEruCTPaIMOHHOTO0 YJOCTOBEPEHHUS JIEKAPCTBEHHOIO IpernapaTta Al MEIUIUHCKOTO IMpPHUMEHEHUs
Ha MPUHATHE MpeTeH3ull oT norpedutens; (B pea. PenepanbHoro 3akoHa ot 22.12.2014 N 429-P3
(pexn. ot 13.07.2015))

6) MHCTPYKLHUIO 10 METUIIMHCKOMY NMPUMEHEHHUIO WM KPaTKYI0 XapaKTEePUCTHKY JIEKapCTBEHHOTO
npernapara, yTBep>KJIeHHbIe B CTpaHe npousBoautes; (B pea. GenepanpHoro 3akoHa ot 22.12.2014
N 429-®03 (pex. ot 13.07.2015))

7) IPOEKTHI MAKETOB NIEPBUYHOMN YIIAKOBKM M BTOPUYHOM YIIaKOBKH JIEKAPCTBEHHOI'O IIpenapaTa s
MEAMIMHCKOro MpuMeHeHus; (B pen. denepanbHoro 3akoHa or 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

8) TPOEKT HOPMATHBHOW JOKYMEHTAIlMM WM HOPMATHBHOTO JOKYMEHTa Ha JIEKapCTBEHHBIN
npenapar sl MEIUIMHCKOTO MpUMEHEHHs Ju00 yKa3aHHEe COOTBETCTBYIOIIEH (apMakomnelHon
cratb; (B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

9) moxyMeHT, cojaepxanuii WHQOpMaIMI0 O HAMYUU WU 00 OTCYTCTBUU (PAKTOB PErHCTPAINH
JEKapCTBEHHOI'0 Tpemnapara s MEIUIMHCKOTO TPUMEHEHHs 3a npenenamu Poccuiickoit
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Ddeneparun; (B pea. PenepanpHoro 3akona ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

10) xomuu JOKYMEHTOB, 3aBEPEHHBIX B YCTAHOBJICHHOM IMOPSAJIKE U MOATBEPKAAOIIUX (HaKT
perucTpaluy JIEKApCTBEHHOTO IMpernapara B MHOCTPAHHBIX T'OCYJapcTBaX B KadecTBe OpdaHHOTO
JIEKapCTBEHHOTO Tmpenapara; (B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-d3 (pen. or

13.07.2015))

11) mnman ympaBiaeHUS pHUCKaMU JUIS OWOJOTMYECKHUX JIEKAapCTBEHHBIX IPENapaToB Ui
MEAMLMHCKOr0 NpuMeHeHus; (B pen. PenepanbHoro 3akoHa or 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

12) nokyMeHT o cucreMe (papMakoHaa30pa JepKaTess WIM BiaJeiblla PETUCTPALMOHHOTO
YAOCTOBEpPEHUsl JIEKapCTBEHHOro rmnpenapara; (B pea. denepaibHoro 3akoHa oT 22.12.2014 N
429-03 (pen. ot 13.07.2015))

13) nOKyMEeHT, MOATBEPXKIAIOUIMNA KAdeCTBO JIEKAPCTBEHHOTO Mpernapara TpPeX POMBIIUICHHBIX
cepuii (IPOTOKOJ aHalM3a WU CepTU(UKAT aHAIKM3a), OJHA CEPHsl KOTOPOro JOHKHA COBMAAAThH C
cepueli o0pasLa JeKapCTBEHHOr 0 Mpernapara i MEJULMHCKOTO IPUMEHEHUS, IPEACTaBIEHHOr 0 Ha
roCy/IapCTBEHHYIO peructpanuio. (B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-P3 (pen. ot

13.07.2015))

5. Pa3nen xumunueckoil, papmaneBTH4UECKOH M OMOJOTMYECKONW JOKYMEHTAllUU BKJIIOYAET B ceOs
JOKYMEHTBI, cojlepskaniue uHpopmanuio o QapManeBTUYecKol CyOCTaHIIMM U JIEKAPCTBEHHOM
npenapare AJii MEIULIUHCKOTO MPUMEHEHHUs, MPOLECcCe €ro MPOM3BOACTBA U METOJaX KOHTPOJIA
KauecTBa, B ToM umcine: (B pen. denepampHoro 3akoHa ot 22.12.2014 N 429-®3 (pea. ot

13.07.2015))

1) KOmHIO TOKYMEHTA, COJICPIKAIIETO CICIYIOITY0 HHPOPMAIUIO 0 (hapMaleBTHIECKOH CyOCTaHIINN
i (papMareBTHICCKUX CyOCTaHIUAX, BXOMAIIMX B COCTaB JICKApPCTBEHHOTO IIpermapara, 3a
UCKITIOYeHHeM uHpopmanmu o papMaleBTUYECKUX CyOCTaHIIMAX, BKIIOYEHHBIX B TOCYIapCTBEHHBIH
peecTp JEKapCTBEHHBIX CPEJICTB B COOTBETCTBUMU CO cTaThel 34 HacTosmiero denepaibHOTO 3aKOHA:
(B pen. denepanbHbIX 3aKOHOB 0T 22.12.2014 N 429-®3 (pexn. ot 13.07.2015), ot 27.12.2019 N
462-D3)

a) HaMMEHOBaHME (apMaIleBTUUYECKONW CyOCTaHIIMHU, €€ CTPYKTypa, oOmue CBOWCTBa; (B pel.
denepanbHOro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

0) HaMMEHOBaHUE U ajpec mpousBoauTels; (B pea. enepanpHoro 3akoHa oT 22.12.2014 N 429-D3
(pem. ot 13.07.2015))

B) TEXHOJIOTHS MPOU3BOJCTBA C OMUCAHHWEM CTaJWN MPOU3BOJCTBA M METOAOB KOHTPOJIA Ha BCEX
cTaauax mnpousBojacTBa; (B pen. denepampHoro 3akona ot 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

') oNKCcaHue pa3paboTKH Mpolecca Mpous3BoacTBa; (B pen. denepanpHoro 3akona ot 22.12.2014 N
429-03 (pen. ot 13.07.2015))

1) OIIMCaHue KOHTPOJISI KPUTHUECKUX CTAIHMH MPOU3BOACTBA U MPOMEKYTOUHON MPOAYKLUH; (B pe.
denepanbHOro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

€) JOKyMEHTaJIbHOE IOATBEP)KICHHUE (BadUAALUs) MpOIEeccoB M (WJIM) HX OIeHKa; (B pei.
denepanbHOro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

’K) CBOICTBa U CTPYKTypa AeMCTBYIOLIUX BellecTs; (B pea. PenepanbHoro 3akoHa ot 22.12.2014 N
429-®3 (pex. ot 13.07.2015))
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3) XapakTepucTthka npumeceit; (B pea. denepanpHoro 3akona ot 22.12.2014 N 429-®3 (pexn. ot

13.07.2015))

n) crenudukanms Ha (hapMaleBTHUECKYIO CyOCTaHIMIO U ee o0ocHOBaHue; (B pen. DeaepanbHOroO
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

K) aHaJUTHYECKHE METOAWKH, HCIOIb3YEeMbIe TMPU OCYIIECTBICHUH KOHTPOJSI KadecTBa
dapmarneBTHueckor cyocranmuu; (B pea. denepanbHoro 3akoHa ot 22.12.2014 N 429-D3 (pen. ot

13.07.2015))

J) MOKYMEHTAIbHOE MOATBEPXKIACHUE (BATHIAIUS) AHATUTUYCCKUX METOJUK, HUCIOJIb3YEMbIX IpH
OCYIICCTBJICHUU KOHTpPOJIA KadecTBa (apMarieBTHdeckoi cyOctanuuu; (B pea. DemepanbHOro
3ak0Ha 0T 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

M) pe3ysbTaThl aHajau3a cepuil ¢apmaieBTuyecKoil cyocranuuu; (B pen. deaepanibHOro 3aK0Ha OT
22.12.2014 N 429-d3 (pen. ot 13.07.2015))

H) MepeUeHb CTaHJAPTHBIX 00PA3I[0B MJIM BEUIECTB, UCIOJIB3YEMBIX IPU OCYIISCTBICHUH KOHTPOJIS
KadecTBa; (B pexa. emepanbroro 3akoHa ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

0) OMHCAHHE XAPAKTCPUCTHK M CBOWCTB YIAKOBOYHBIX MATEPHAIOB M YKYIIOPOYHBIX CPEJICTB; (B
pen. ®enepansHoro 3akoHa ot 22.12.2014 N 429-d3 (pen. ot 13.07.2015))

1) JaHHbIE O CTa0WJIBHOCTH (apmaleBTU4YeCKOil cyOctanumu; (B pen. denepanbHOro 3akoHa OT
22.12.2014 N 429-d3 (pen. ot 13.07.2015))

p) cpok roanocty; (B pexa. deaepansroro 3akoHa or 22.12.2014 N 429-03 (pen. ot 13.07.2015))

1.1) B oTHOmeHHH (apMalleBTUUECKUX CyOCTaHIMHA, BXOAAIIMX B COCTaB JIEKaPCTBEHHOTO
npemnapara U BKIOUYCHHLIX B FOCYI[apCTBeHHBIﬁ peECTp JICKAPCTBCHHLBIX CPCACTB B COOTBETCTBHUH CO
cratbedl 34 Hacrosmero denepaabHOro 3aKOHA, - KOMUS JOKYMEHTA, COJACPXKAIIEro CIEIYIOLIYI0
uHdopmarmio: (B pen. PenepanbHoro 3akona ot 27.12.2019 N 462-D3)

a) HauMCHOBaHHME (DapMalleBTUYECKOW CyOCTaHIMU, €€ CTPYKTypa, oOIIHue CBOWCTBa; (B pel.
denepanbpHOro 3akona ot 27.12.2019 N 462-D3)

0) HaMEeHOBaHUE | ajpec nmpousBoauTes; (B pea. PenepanbHoro 3akona ot 27.12.2019 N 462-D3)

B) pe3yJIbTaThl aHaiIM3a cepuil (apmareBTHUECKOW cyOcTaHuuy; (B pen. denepanbHOro 3aKoHa OT
27.12.2019 N 462-D3)

T) cpok rogHocTH; (B pea. DenepanbHoro 3akona ot 27.12.2019 N 462-D3)

2) IOKYMEHT, COAEp KAl ClIeyIoNue CBEACHH O JIEKApCTBEHHOM Iperapare sl MeIULIMHCKOTO
npumeneHust: (B pea. PenepanpHoro 3akoHa ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

a) OINMCaHWe W COCTaB JICKAPCTBEHHOTO IMperapara JUisi MEIUIIMHCKOTO TNPUMEHEHUs; (B pel.
®enepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

0) onucanue (papManeBTHIECKON pa3padoTku (060CHOBaHKE BEIOOPA COCTAaBA, IEPBUYHON YITAaKOBKH
U nHOTO); (B pen. denepansHoro 3akoHa ot 22.12.2014 N 429-03 (pex. ot 13.07.2015))

B) TEXHOJIOTHS MPOM3BOJCTBA C OMUCAHHWEM CTaJWN MPOU3BOJCTBA M METOAOB KOHTPOJIA Ha BCEX
cTaausx mnpousBojacTBa; (B pen. denepampHoro 3akona ot 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

I) ONuCaHUe KOHTPOJS KPUTHUYECKMX CTaAWi TMpoliecca MPOU3BOJACTBA M MPOMEKYTOUHOM
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npoaykiuu; (B pea. ®enepanpaoro 3akona ot 22.12.2014 N 429-D3 (pex. ot 13.07.2015))

1) HAUMEHOBAaHUE M aJpec MeCTa OCYIIECTBICHUS IMPOU3BOJCTBA JEKAPCTBEHHOTO IpernapaTa Juis
MEJIUIIMHCKOTO MPUMEHEHHS (B Clydae HaJU4usl HECKOJIbKMX YYaCTHHUKOB MpoOIlecca MPOU3BOACTBA
HE0OXOAMMO yKa3aTh Kaaoro u3 Hux); (B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-03
(pen. ot 13.07.2015))

e) dapmareBTUUECKasi COBMECTUMOCTh; (B pen. denepanpHoro 3akona ot 22.12.2014 N 429-®3
(pen. ot 13.07.2015))

) MUKPOOHMOJIOTHUYECKUE XapaKTEPUCTHKH; (B pea. PenepanbHOro 3akona ot 22.12.2014 N 429-D3
(pexn. ot 13.07.2015))

3) MaTepHalbHBIA OamaHc JUIsi MPOM3BOACTBA CEPUU TOTOBOIO MPOIYyKTa; (B ped. DemaepaabHOro
3akoHa oT 22.12.2014 N 429-®3 (pexn. ot 13.07.2015))

W) ONHMCAaHUE XAPAKTEPUCTHK M CBOWCTB YIMAKOBOYHBIX MATEPHAJIOB W YKYINOPOYHBIX CPEACTB; (B
pen. denepanbhoro 3akoHa ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

K) IOKyMEHTaJIbHOE TOATBEPKACHHE (BaTUAIMs) MPOIECCOB MPOU3BOACTBA U (WJIM) UX OIICHKA; (B
pen. deaepanbhoro 3akoHa ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

J) TpeOOBaHMA K KauecTBY BCIIOMOTATeNbHBIX BemecTB (ceprudukar, cnenuduranus Ha
BCIIOMOTaTEJIbHBIE BEIIECTBA M MX 000CHOBaHME); (B pen. DeaepanbHOro 3akoHa ot 22.12.2014 N
429-D3 (pen. ot 13.07.2015))

M) QHAJIMTUYECKHE METOIUKH, HCIIOJIb3yeMble TIPH OCYIIECTBICHUH KOHTPOJS KadecTBa
BCIIOMOTaTeNbHbIX BellecTs; (B pea. PenepasibHoro 3akoHa or 22.12.2014 N 429-03 (pen. ot

13.07.2015))

H) AOKYMCHTAJIbHOC TTOATBCPIKIACHUC (BaJ'II/I,I[aI_[I/IH) AHAIIUTUYCCKUX MCETOJUK, HUCIIOJBb3YCMBIX ITPU
OCYHICCTBJICHNH KOHTPOJIA Ka4€CTBA BCIIOMOTaTCJIbHBIX BCIICCTB, (B pea. q)ez[epaHLHoro 3aKOHa OT

22.12.2014 N 429-93 (pen. ot 13.07.2015))

0) uHdopmaius 00 HCHOJb30BAaHUU BCIIOMOTATEIHHBIX BEIIECTB YEIOBEUYECKOTO U KHUBOTHOTO
npoucxoxaeHus; (B pex. @enepanbHoro 3akona ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

n) uHpopMalus 00 HCIOIB30BAaHWU HOBBIX BCIIOMOTATENBbHBIX BeliecTB; (B peln. demepanbHOrO
3ak0Ha oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

p) TpeOoBaHMS K KauecTBY JIEKQpCTBEHHOIO IIpernapara JUuisl MEIUIMHCKOIO IMpPUMEHEHHs
(ceptudukar, cnenuduKanus Ha JEKapCTBEHHbIM mpernapar M uX 0OOCHOBaHME); (B pen.
denepanbHOro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

C) AQHWINTUYECKUE METOAMKH, HCIOJIb3yEMBIE IIPH OCYLIECTBIEHHU KOHTPOJSA KadecTBa
JIEKapCTBEHHOI'0 IpernapaTa Al MEIUIUMHCKOro NMpuMeHeHus; (B pen. denepanbHOro 3akoHa OT
22.12.2014 N 429-®3 (pex. ot 13.07.2015))

T) AOKYMEHTaJIbHOE MOJATBEPKICHHE (BaluAalMsl) aHATUTHUYECKUX METOJUK, MCIOJB3YEMBIX MpPH
OCYILIECTBIICHUH KOHTPOJIS KauecTBa JEKapCTBEHHOTO Ipernapara JUisi MEAMIMHCKOTO MPUMEHEHHUS;
(B pen. deaepanbHoro 3akona ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

y) pe3yabTaThl aHAJM30B CEPUH JICKAPCTBEHHOTO Tpemnapara Uisi MEIUIIMHCKOTO TpUMEHEHus; (B
pen. @enepanbHOro 3akoHa oT 22.12.2014 N 429-®3 (pexn. ot 13.07.2015))

¢) xapakrepuctuka npumeceii; (B pea. denepanbHoro 3akona ot 22.12.2014 N 429-®3 (pen. ot



https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l705
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l705
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l705
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l705
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l705
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l705
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l705
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l705
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l705
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l705
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l705
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l705
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l705
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l705
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l705
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l705
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l705
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l705
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l705
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l705
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l705
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l705
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l705
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l705

13.07.2015))

X) INEePCUCHb CTAHIAPTHBIX 06pa3u0B, HCIIOJIB3YEMBIX IIPHU OCYHICCTBJICHHUHU KOHTPOJISA Kad€CTBa

JIEKApCTBEHHOI'0 Ipernapara Jjsi MEAUIIMHCKOTOo npuMeHeHus; (B pen. deaepanbHOro 3aKOHa OT
22.12.2014 N 429-®3 (pexn. ot 13.07.2015))

1) JJaHHBIE O CTAOMJIBHOCTH JIGKAPCTBEHHOTO Tpernapara Jisi MEIUIIMHCKOTO MPUMEHEHHs. (B pejl.
denepanbpHOro 3akona or 22.12.2014 N 429-03 (pen. ot 13.07.2015))

6. Paznen dapmakosornyeckoil, TOKCUKOJIOTHUECKON TOKyMEHTAllUU BKIIIOYAeT B ce€0sl OTYETHI O
pesyibTaTax JOKIMHUYECKUX HCCICAOBAHUN JIEKAPCTBEHHOIO CpPEACTBa ISl MEIUIIMHCKOTO
npuMeHeHus, B ToM uucie: (B pen. denepanbHoro 3akona ot 22.12.2014 N 429-®d3 (pen. or

13.07.2015))

1) oTuer o (hapMakoIMHAMHUECKUX HCCIe0oBaHUAX; (B pea. DeaepanbHoro 3akoHa ot 22.12.2014 N
429-D3 (pen. ot 13.07.2015))

2) otueT 0 apMaKOKMHETHUCCKHUX UCCIenoBanmsX; (B pen. denepansHoro 3akona ot 22.12.2014 N
429-®3 (pen. ot 13.07.2015))

3) OoTYeT O TOKCHUKOJOTHYECKUX HCClieoBaHuAX. (B pea. DenepanpHoro 3akona ot 22.12.2014 N
429-@3 (pen. ot 13.07.2015))

7. Paznmen KIMHUYECKOW TOKYMEHTAIMW BKIIOYAET B ce0S OTYETHI O pe3yJibTaTax KIMHUYCCKHX
WCCJICIOBAHMM JICKAPCTBEHHOTO TIperapara JJisi MEANIIMHCKOTO MPUMCHEHHS, B TOM 4ucie: (B pe.
DdenepanbpHOro 3akona or 22.12.2014 N 429-03 (pen. or 13.07.2015))

1) oruersl 00 WUCCIIEIOBAaHHUIX OHOJOCTYITHOCTH ¥ OWOJIKBUBAJICHTHOCTH, WCCIICIOBAHUSIX,
YCTaHABJIMBAIOIINX KOPPEISAIUIO PE3yJIbTAaTOB, MOIYUYEHHBIX B YCIOBHX IN VItro u in vivo; (B pe.
denepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

2) oT4eThl 0 (papMaKOKMHETUYECKUX UCCIIeoBaHUsIX; (B pel. PeaepanbHOro 3akoHa ot 22.12.2014
N 429-®3 (pen. ot 13.07.2015))

3) oTueTsl 0 papMaKOJMHAMHUECKUX HCCIIe0BaHUsX; (B pel. PenepaibHOro 3akoHa ot 22.12.2014
N 429-®3 (pen. ot 13.07.2015))

4) oT4eTHI O KITMHUYECKHX UccleqoBaHusIX 3¢ hekTuBHOCTH U Oe3omacHocTy; (B pen. denepanbHOro
3ak0Ha oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

5) OT4eT O MOCTPETUCTPALIMOHHOM OMbBITe MpUMEHeHUs (mpu Hamuuuu). (B pen. DeaepanbHOTO
3ak0Ha oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

8. TpeboBanus k 00beMy HH(GOPMAITUH, TIPEIOCTABISIEMON B COCTaBE PETUCTPAITMOHHOTO J10CHE, JJIs
OTJIEIbHBIX BUJIOB JIEKAPCTBEHHBIX NPENApaToB Il MEAULIMHCKOIO IPUMEHEHHS YCTAHABINBAIOTCA
YIOJHOMOYEHHBIM (eiepaibHbIM OpraHOM HCIIOJHUTENBHOM BiacTu. (B pel. denepanbHOro 3aKkoHa
ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

9. B oTHOMIEHNH NIEKApCTBEHHBIX MPEMAPATOB, PA3PEUICHHBIX ISl MEIMIIMHCKOTO NMPUMEHEHHUS B
Poccwuiickoit deneparuu 6oee BaANATH JET U B OTHOLICHUH KOTOPHIX HEBO3MOXKHO MPOBEICHHE
WCCJICIOBAHNN WX OMOIKBHUBAJIEHTHOCTH (32 WCKIIOUYEHHEM OHMOJOTHYECKUX JIEKAPCTBEHHBIX
mpemapaToB),  JOMyCKaeTCs  BKJIIOYEHHE B coctaB  pasnmena  (apMaKOJIOTHYECKOMH,
TOKCHKOJIOTHYECKOW JIOKYMEHTAllUM W pa3jefia KIWHWUYECKOW JIOKYMEHTAllUh BMECTO OTYeTa
pa3paboTuMka O pe3yJabTaTax COOCTBEHHBIX JIOKIMHUYECKHX WCCICIOBAHUA JIEKapCTBEHHBIX
CPEICTB W KIMHUYECKUX HCCIEJOBAaHUN JIEKAPCTBEHHBIX IMPEnapaToB JUIsi METUIIMHCKOTO
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NpUMEHEHHUs 0030pa HaydHbIX paboT o pe3yibTaTaXx JOKJIMHUYECKUX HCCIETOBaHUM
JIEKAPCTBEHHBIX CPEJICTB M KIMHUYECKUX MCCIICIOBAaHUN JTAHHBIX JIEKAPCTBEHHBIX IpEnapaToB, B
TOM YHCJIE BKIIFOUYAsl OMBIT UX MOCTPETUCTPALIMOHHOTO MpuMeHeHus. (B pell. DenepabHbIX 3aKOHOB
or 22.12.2014 N 429-®3 (pen. ot 13.07.2015), ot 27.12.2019 N 475-03)

10. Ilpu rocymapCTBEHHON pEruUCTpallMi BOCIPOU3BEACHHBIX JICKAPCTBEHHBIX MPENapaTroB Uit
MEAMIIMHCKOTO TPHUMEHEHUsl JIOMYyCKaeTcs BKIIOYEHHE B COCTaB pasjena (hapMakoJIOTHYECKOM,
TOKCHKOJIOTHYECKOM JIOKYMEHTAallUM M pa3jiefia KIMHUYECKOW JIOKYMEHTAallUh BMECTO OTYeTa
pa3zpaboTuMka O pe3yJbTaTaXx COOCTBEHHBIX JOKIMHUYECKHX HCCIEIOBAaHUN JIEKapCTBEHHBIX
cpeacTB 0030pa Hay4yHBIX pabOT O pe3ylbTaTax MOKIMHUYECKHX HCCIEJOBaHUN pedepeHTHOro
JICKapCTBEHHOI'0 Mpemnapara U NPeACTaBICHHE BMECTO KIMHMYECKUX HCCIEIOBAaHUI B IOJHOM
00beMe, YCTAaHOBJIGHHOM pa3/iesioM KIMHUYECKOM JOKyMEHTAllMd, OT4eTa O pe3yJbTaTax
UCCJIEIOBAaHUM  OMOAKBUBAJIEHTHOCTH BOCIIPOM3BEJICHHOTO JIEKAPCTBEHHOI'O Ipernapara Jyis
MEIUIIMHCKOro npuMeHeHus. He TpeOyercs mpencraBieHrue oTyeTa O pe3yjibTaTaxX HCCIEeIOBaHUM
OMOSKBUBAJICHTHOCTH BOCIPOU3BEIEHHOTO JIEKAPCTBEHHOI'O TMpemnapara Mg MEIUIIMHCKOTOo
NPUMEHEHHUS, €CIU PErUCTPUPYIOTCS BOCIPOHM3BE/ICHHBIE JICKAPCTBEHHBIE IMpenaparsl IS
MEAMIIMHCKOTO MpUMEHeHHUsI, koTopele: (B pen. PeaepanbHoro 3akoHa ot 22.12.2014 N 429-®3
(pen. ot 13.07.2015))

1) mpenHa3HaueHBl IS MApEHTEPATBHOTO (MOAKOKHOTO, BHYTPUMBIIIEYHOTO, BHYTPUBEHHOTO,
BHYTPHUIJIA3HOTO, BHYTPHUIIOJIOCTHOTO, BHYTPHUCYCTaBHOTO, BHYTPUKOPOHAPHOTO) BBEACHUS U
MPEJICTaBISIIOT cO00M BOJIHBIE pacTBOpPHL; (B pen. PexepanbHoro 3akona ot 22.12.2014 N 429-03
(pen. ot 13.07.2015))

2) npeAcTaBIAOT cO0O0M pacTBOPHI JUIs NIEPOPAILHOTO NpUMEHEHMUS; (B pel. DenepaibHOTO 3aKOHA
oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

3) mpousBeneHbl B (hopMe MOPOUIKOB WM JIMOGUIN3ATOB JUIsl IPUTOTOBJIEHUSI PacTBOPOB; (B pea.
denepanbHOro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

4) sensoTest razamu; (B pea. MepepanbHoro 3akona ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

5) SABIAIOTCS YITHBIMU WJIM TJIA3HBIMU JICKAPCTBEHHBIMU TIperapaTaMu, TPOU3BEICHHBIMHU B opMe
BOJHBIX pacTBOpOB; (B pen. PenepanbHoro 3akona ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

6) mpenHa3HAuYEHBI IJI1 MECTHOTO MPUMEHEHHUS U MPUTOTOBICHHI B (pOpME BOJIHBIX PacTBOPOB; (B
pen. denepanbhoro 3akoHa ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

7) mpenCTaBISIIOT COOOM BOJHBIE PACTBOPHI ISl UCIOIB30BAaHUS B (DOpME MHTANSIIHIA C TOMOIIBIO
HeOyIaif3epa WM B Ka4eCTBE HA3aIbHBIX CIIPEEB, TPUMEHSIEMBIX C IOMOIIBIO CXOIHBIX YCTPOMCTB.
(B pea. deaepanbHOro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

11. Jdns ciy4aeB, yka3aHHbIX B nyHktax | - 3, 5 - 7 wactm 10 HacTosmed craThy,
BOCIPOM3BEICHHBIN JIEKapCTBEHHBIN Mpenapart A MEAUIIMHCKOTO PUMEHEHHUS JOJHKEH COIePKaTh
TaKMe >K€ BCIIOMOTaTeNbHbIE BEIIECTBA B TaKUX JKE€ KOJMYECTBAX, KaKk U pedepeHTHHIH
JIeKapCTBEHHBIN mpenapar. Eciau cocTaBbl BCIIOMOTraTeNbHBIX BEIIECTB Pa3iMualOTCs, 3asBUTENb
JOJDKEH TPEACTaBUTh JI0Ka3aTelIbCTBA TOTO, YTO HCIIOJIb3YyEMbIE B JAHHBIX KOHIEHTpPALUAX
BCIIOMOTaTEJIbHBIE BEIECTBA HE BIMSIIOT HAa 0€30MacHOCTh U (1K) 3)PEeKTUBHOCTD JIEKAPCTBEHHOTO
npenapara Juisi MEAULMHCKOTO NPUMEHEHHd. B ciyuae, ecinu 3asiBUTENb HE MOXET NPEACTABUTH
TakMe J0Ka3aTelbCcTBa M (WJIM) HE HMMEEeT JOCTYNa K COOTBETCTBYIOLIUM JAaHHBIM, OH JOJIKEH
IIPOBECTU COOTBETCTBYIOLIUE HCCIECJOBAHMS IJI JI0KA3aTEIbCTBA OTCYTCTBHUS BIIMSHHS Pa3HbIX
BCIIOMOTaTENbHBIX BEIIECTB WJIM BCIIOMOTATENbHBIX YCTPOHCTB Ha 0€30HacHOCTh U (WJIM)
3 PEKTUBHOCTH JIEKAPCTBEHHOI'O Mpernapara A MEeIUIMHCKOIO MPUMEHEHHS B COOTBETCTBUU C
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aKTaMH, COCTABJISIOIMMH TIpaBO EBpa3uiickoro 3KOHOMHYECKOTO coro3a. (B pen. deaepalibHBIX
3akoHOB OT 22.12.2014 N 429-®3 (pen. ot 13.07.2015), ot 22.12.2020 N 444-D3)

12. ITpu Trocy1apCTBEHHOHN pEerucTpauyd KOMOWHAIMI paHee 3aperuCTPUPOBAHHBIX JICKAPCTBEHHBIX
penaparoB Uil MEAMIMHCKOIO NPUMEHEHHs JOMYCKAaeTCs BKJIOYEHHME B COCTaB pasziena
(hapMaKoIOTHIECKON, TOKCUKOJIOTHIECKON JTOKYMEHTAIIMH U pa3/ielia KIMHUYEeCKOH TOKyMEHTAIUN
BMECTO OTuYeTa pa3padoTyhMKa O pe3ylibTaTaXx COOCTBEHHBIX JOKIMHUYECKHX HCCIEIOBAHUM
JICKapCTBEHHBIX CPEACTB 0030pa HAydHBIX pabOT O pe3yibTaTaxX MOKIMHHYECKUX HCCIICTOBAHHIMA
pedepeHTHBIX JIEKAPCTBEHHBIX IPENapaToB, BXOIAUIMX B COCTaB KOMOWHAIMM JIEKaPCTBEHHbIX
npernapaToB, u 00 OTCYTCTBHM WX B3aWMOJICUCTBUS B OJHOW JIEKapCTBEHHOU ¢opme. (B pen.
®denepanbHOro 3akona ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

13. Ha »kcnepTu3y pa3lWYHBIX JIEKAPCTBEHHBIX (OPM OJHOTO M TOTO JK€ JIEKAPCTBEHHOTO
npenapara Juisi MEIUIMHCKOTO NPUMEHEHHs 3asBUTEIb IPEICTaBIISCT OTICIbHBIC 3asBICHUS H
pETUCTpAIIIOHHBIE JTOChEe Ha KaXIYyI0 JeKapcTBeHHYI0 (opmy. Ilpu ycioBum 0IHOBpEMEHHOM
NOJa4YM Ha SKCIEPTU3Y OJHOU JIEKAPCTBEHHON ()OPMBI C Pa3IMYHBIMHU JO3UPOBKOW, KOHIICHTpAIHEH,
00bEMOM 3asBUTENb IPEACTABISACT OJHO 3asABICHUE U PETHCTPALMOHHOE JOCHhE C MPHIIOKECHUEM
MaKeTOB YIMAaKOBOK Ha KaXIYIO JO3UPOBKY, KOKIYI KOHIEHTPALMIO, KXKIBIH O0BbEM M KaXI0e
KOJIMYECTBO /103 B ymnakoBke. (B pea. denepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

14. Ilpu rocymapCTBEHHOW perucTpanuyd OpQaHHOTO JIEKAPCTBEHHOIO Npernapara 3asBHTENb
npeAcTaBIsieT WHPOpManuioo, HEoOXomuMmyro Ui (GOPMHUPOBAHMSA pas3liena KIMHHYECKOU
JOKyMEHTAallMK, B 0O0bEMe, YCTaHOBJICHHOM YIOJIHOMOYCHHHIM (elepaabHbIM OpraHoM
UCIIOJHUTENbHON BiacTu. (B pen. denepanpHoro 3akoHa or 22.12.2014 N 429-®3 (pex. ot

13.07.2015))

15. Ilpu peructpauuu OHOJOTHYECKOIO JIEKAPCTBEHHOI'O IIpernapara, IMOJy4eHHOTO M3 KpOBH,
IUIa3Mbl KPOBHM YEJIOBEKA, B COCTaBE PErMCTPALlMOHHOIO JIOCHE HA JIEKAPCTBEHHBIN IIperapar Juis
MEAMIMHCKOTO PUMEHEHUS JTOJIKHBI ObITh MPEJICTaBICHbI JOMOJIHUTENLHO: (B pell. PeaepanbHOro
3aKkoHa 0T 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

1) B pa3gene JOKyMEHTAlMM aIMUHHMCTPATUBHOIO XapakTepa JOKYMEHT, COAEpKallui
uH(pOpMaLI0 0 CyObeKTax OOpalleHHs] TOHOPCKOM KpOBU M (WJIM) €€ KOMIIOHEHTOB, O TOM, TJ€
ObLy1a OCyIIecTBIeHA HOHAIMS (KPOBH U (UJIH) TIa3MbI KPOBH), & Tak)Ke JaHHbIE 00 MH(EKIIMOHHBIX
3a00JIeBaHUAX, MEPENAIOUINXC MapeHTepaIbHbIM IyTeM, MH(poOpMalus O cyObeKTax oOpalleHus
JIOHOPCKOM KpOBM U (WJIM) €€ KOMIIOHEHTOB, B OTHOIIEHUH KOTOPBIX OCYLIECTBISIETCS KOHTPOJb
JIOHOPCKOW KpOBH W (WU) ee KOMIOHEHTOB; (B pen. denepanbHoro 3akona or 22.12.2014 N
429-®3 (pen. ot 13.07.2015))

2) B pazmene XUMHUYECKOHM, (apMaleBTHUECKOH U OHOJOTMYECKOW JOKyMeHTauuu: (B peq.
®enepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

a) KpUTEPUU M CHOCOOBI 0TOOPA, TPAHCIIOPTUPOBAHUS U XPAHEHUS JJOHOPCKOH KpOBM M (MIH) ee
KOMITOHEHTOB; (B pea. DenepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

0) pe3yNbTaThl UCCIEIOBAaHUN OTOOpPAHHBIX JTOHOPCKOM KPOBU U (WIIM) TJIa3Mbl KPOBU U MYJIOB Ha
Hajgu4re BO30yauTenedl wHGEKIMi, BKIoYas WHOpManuio 00 HCHOJb30BaHHBIX METOJIMKAX
UCCJEIOBAHUI M B CIIy4yae MCCIEIOBAaHUS IYJOB IJIa3Mbl KPOBU PE3YyJbTaThl JTOKYMEHTAJIbHOTO
MOJATBEPXKJIEHUS (BalMJallMM) MCIOJIb30BaHHBIX MeToauk; (B pen. denepanbHOoro 3akoHa OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

B) TEXHUYECKHE XapaKTEPUCTUKU YIAKOBKH JUIs OTOOpa TOHOPCKOM KPOBH U (MJIM) IUIa3Mbl KPOBH,
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BKJItOYasi HMH(OOPMAILIHIO 00 MCIOJIh30BAHHBIX PACTBOPAX aHTHKOAryJITHTOB. (B pea. demepambHOro
3ak0Ha 0T 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

16. Kiinauueckue uccienoBaHMs JICKAPCTBEHHOTO Ipemnapara Jjis MEIUIMHCKOTO NMPUMEHEHUs B
LeNAX €ro rocyIapCTBEHHOW peructpaiuu npoBojarcs B Poccuiickoir denepanuu B mopsike,
YCTaHOBJICHHOM cTaThsiMu 38 - 44 nHacrosimiero demepanbHOro 3akoHa. OTY4ET O MPOBEICHHBIX
WCCIICIOBAHUSAX BKJIIOYAETCA B COCTaB paszjieia KIMHUYECKON TOKYMEHTAllMM PEruCTPallMOHHOTO
JIOCh€ Ha JIEKAPCTBEHHBIM IMpemnapaTr i MEAUIMHCKOro NpuMeHeHus. [l JeKapCTBEHHBIX
MpENapaTroB g MEAUIMHCKOIO NMPUMEHEHHS, B OTHOIIEHUU KOTOPBIX B PE3YJIbTATE KCIEPTU3BI
JIOKYMEHTOB, MPEICTAaBICHHBIX ISl ONMpeIeSieHUss BO3MOXHOCTH pPAacCCMaTpPUBATH JIEKAPCTBEHHBIN
npenapar Juisi MEIUIIMHCKOTO NMPHUMEHEHHS B KadecTBe Op¢aHHOTO JICKApCTBEHHOTO Iperapara,
Takasi BO3BMOXXHOCTh MPU3HAHA U B OTHOILIEHUU KOTOPBIX MPOBEICHBI KIMHUYECKUE MUCCIICAOBAHMUS,
BBINIOJIHEHHBIE 3a npeaenamu Poccuiickoit denepainy B COOTBETCTBUM C MPaBUJIaMM HaJIeKallle
7abopaTOpHOM MPAKTUKKA M TpaBUIaMU HaJJIeKalled KIMHUYECKON TMPAKTHKH, OMYCKaeTCs
BKJIIIOYEHHME B COCTaB pasjeiia KIMHUYECKOW JTOKYMEHTAalUU BMECTO OT4YeTa O pe3yJibTarax
KJIIMHUYECKUX WCCJIEIOBAHUM JIEKAPCTBEHHOI'O TIpernapara Jyisi MEIUIMHCKOTO TMPUMEHEHHUS,
npoBeieHHBIX B Poccuiickoil @enepannu, oT4eTa O pe3yjbTaTax KIMHUYECKUX HCCIEAOBAHUM,
BBITIOJIHEHHBIX 3a mpenenamu Poccuiickoit ®enepamuu. (B pea. denepanbHOro 3akoHa OT
22.12.2014 N 429-@3 (pex. ot 13.07.2015))

17. B cnyuyae HempeacTaBlIEHUS C 3asiBICHUEM O TOCYAapCTBEHHOM PETrHCTpaliuu JIEKapCTBEHHOTO
mpemapata A8 MEAUIIMHCKOTO  TMPUMEHEHHS  JOKYMEHTOB, MOATBEPXAAMOIIUX  YIJaTy
rOCYJJapCTBEHHOM TMONUIMHBI M YKa3aHHbIX B MyHKTe 10 yacTu 2 HacTosIeH CTaThbu, a TaKKe
BbI/IaBa€MbIX (TPEOCTaBISEMBIX) YIIOJTHOMOYEHHBIMH (pelepabHBIMU OpraHaAMU UCTIOTHUTEIbHOM
BJIACTU JOKYMEHTOB (CBEJIEHUI), yKa3aHHbIX B NyHKTaX 3 u 4 yacTu 4 HAcTOsIIEH CTaTbH,
YIOJTHOMOYEHHBIN (elepanbHblii OpraH HWCHOJHUTENBHON BIACTH 3alpalliuBaeT yKa3aHHBIC
JIOKYMEHTHI (CBEJIEHUSI) B TOPSAKE MEKBEJOMCTBEHHOTO WH(OPMAIMOHHOTO B3aUMOJIEHCTBUS. (B
pen. ®enepanpHoro 3akoHa ot 27.12.2019 N 478-D3)

18. He pmomyckaercst HCIONB30BaHME B KOMMEpPYECKHMX MLEIsIX HHGOpPMAaLUU O pe3yjbTarax
JOKIMHHUYECCKUX I/ICCHG}IOBaHI/Iﬁ JICKAPCTBCHHLBIX CPCACTB HW  KIIMHUYCCKHUX I/ICCJ'ICZ[OBaHI/II\/’I
JIEKapCTBEHHBIX MpPENnapaToB Uil MEAMIIMHCKOTO NMPUMEHEHUs, MPEICTaBICHHON 3asBUTENEM JUIs
TOCYAAapCTBEHHOM PErucTpaluy JIEKapCTBEHHOTO Ipernapara, 0e3 ero corjacus B TEUCHHE HIECTH
JeT ¢ JaTbl TOCYAApCTBEHHOM perucTpanuu pedepeHTHOro JIEKAapCTBEHHOro Ipernapara B
Poccuiickoit ®enepanuu. (B pea. depepanbHoro 3akoHa or 22.12.2014 N 429-®3 (pen. or

13.07.2015))

19. JlepkaTenp WM BIAAENEl] PErHCTPALMOHHOIO YIOCTOBEPEHHUs JIEKApCTBEHHOIO Ipernapara Ha
OMOTEXHOJOTMYECKU WM opdaHHBIA JEKapCTBEHHbIM mpenapaT o0sf3aH MpPeJOCTaBIATh Ha
BO3ME3HON OCHOBE 00paslbl pedepeHTHOro JEKapCTBEHHOTO IpenapaTta 3asBUTENAM Ui
NpOBEIEHUS KIMHUYECKUX HccienoBaHuil. CTouMocTh o0pas3la peepeHTHOro JeKapCTBEHHOTO
npernapara, BKJIIOUYEHHOTO B MEpeYeHb XU3HEHHO HEOOXOJUMBIX M BaXKHEHMIINX JIEKapCTBEHHBIX
IIPEnapaToB, HE JOJDKHA IPEBBINIATH 3aPETUCTPUPOBAHHYIO IPENEIbHYIO OTIIYCKHYIO ILIEHYy Ha
pedepeHTHBIM JIeKapCTBEHHBIN Mpenapar WIM IeHYy Ha JIEKapCTBEHHBIM IpermapaT B CTpaHe
npousBoautens. (B pen. @enepansHoro 3akoHa ot 22.12.2014 N 429-@03 (pen. ot 13.07.2015))

20. 3asBI€eHHE O TOCYJApPCTBEHHON PETUCTPALMU BOCIPOU3BEIEHHOIO JIEKAPCTBEHHOIO Mpernapara
JUISL METUIIUHCKOTO TPUMEHEHHUSI MOXET OBITh MOJAaHO B YIOJHOMOYEHHBIN (efepaibHbIi OpraH
UCIIOJIHUTEIIBHOM BJIACTH, OCYIUECTBIIAIOIIMN TOCYJapCTBEHHYIO DPETUCTPALUIO JIEKAPCTBEHHBIX
[penapaToB, MO0 MCTEYEHUHM YEThIpeX JIET C JaThl TOCYJapCTBEHHON perucrTpanuu peepeHTHOro
JekapcTBeHHOro mnpenapata B Poccuiickoit ®enepanmu. (B pen. denepanbHOro 3akoHa OT
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22.12.2014 N 429-d3 (pen. ot 13.07.2015))

21. 3asBiaeHWe O TOCYJApCTBEHHOW  peTrHCTpaliud  OWoaHasoroBoro  (O6momomoOHOTO)
JIEKapCTBEHHOTO Ipernapara (0roaHagora) MOXKeT ObITh IOJJAHO B YIIOJIHOMOYEHHBIN (peaepanbHbIi
OpraH  HUCHOJHUTENIbHOM  BJIAcTH,  OCYIIECTBISIOUIMII  TOCYJapCTBEHHYIO  PETUCTPALUIO
JIEKapCTBEHHBIX IIPENapaTroB, [0 HUCTEUYEHUU TPEX JIET € JaThl T'OCYJApPCTBEHHON perucrpanuu
pedepenTHOTO JIeKapcTBeHHOro mnpemnapara B Poccuiickorr ®enepanuu. (B pen. denepaibHOTO
3akoHa oT 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

22. JlepxaTellb WM BJaJeJCI] PETHCTPAIMOHHOTO YJIOCTOBEPSHUS JIEKAPCTBEHHOrO Iperapara
NPEICTaBIsIeT B YIOJTHOMOYEHHBIM  ()eiepalibHBIi  OpraH  HCIOJHUTEIBHOW  BIACTH,
OCYIICCTBIIAIOMUN (YHKIIUM [0 KOHTPOJIO W Haa30py B cdepe 3ApaBOOXpPAaHEHHUS, OTYET II0
pe3ynbrataM (¢apMakoHag30pa OJWH pa3 B IIECTh MECSIEB B TEUCHHWE JBYX JIET TOCHe
rOCyJapCTBEHHOW PErMCTPAIMK JCKApCTBEHHOTO mpernapara B Poccuiickoit denepanuu, exeroHo
B TCUYCHHUE TOCIEAYIONNX TPEX JIET U B JaJbHEHIIEM OJUH pa3 B IATh JeT. (B pen. DeaepanbHOro
3akoHa 0T 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

Crartba 19. IIpuHsaTHe penieHUus 0 BblIa4ye IKCIEPTHOMY YUYPeKIACHUI0
3a/IaHUSA HA NMPOBeJAeHMe IKCIEPTH3bI JIEKAPCTBEHHOI0 CpeACcTBA (B
pen. @eaepaabHOro 3akona ot 22.12.2014 N 429-®3 (pea. ot
13.07.2015))

1. B Teuenue necatu pabouux JHEH CO JAHS NPUHATHUSA 3asBJICHUS O TOCYJApPCTBEHHOMN perucTpanuu
JEKapCTBEHHOTO  Ipernapara COOTBETCTBYIOUIWI  yHOJIHOMOYEHHBIH  (enepaiabHblii  OpraH
WCIIOJIHUTENIBHOM BJIACTH INPOBOAUT IPOBEPKY IIOJHOTBL, JOCTOBEPHOCTHM M IPABHIBHOCTH
oopMIIeHHs TIPEICTaBIEHHBIX JIOKYMEHTOB PETMCTPAIL[MOHHOIO JOCh€ Ha JIEKapCTBEHHBIN
Ipenapar ¥ MIpUHUMAET PELICHHUE O BbIIAa4Ye 3a/IaHUsI HAa IPOBECHUE:!

1) OKCIICPTHU3BI JOKYMCHTOB, NPCACTABJIICHHBIX JIsI OHNPCACICHHUA BO3MOXHOCTH pacCMaTpuBaTb
J'IeKapCTBeHHI)II\/JI npenapar ajad MECIUIUHCKOTrO MPpUMEHCHUS ITPHU OCYIICCTBIICHUU FOCYI[apCTBeHHOI}'I
perucTpanu B Ka4€CTBC Op(I)aHHOFO JICKApCTBCHHOTO IIpCIiapara;

2) OKCIICPTHU3BI JICKAPCTBCHHOI'O CPEACTBA B YaCTHU 3KCIICPTU3BI KAYECTBA JICKAPCTBCHHOI'O CPEACTBA
N OKCIICPTHU3BI OTHOLICHUA O)KHI[aeMOﬁ IMOJIB3bI K BOSMOXHOMY PUCKY IIPUMCHCHUA JICKAPCTBCHHOT' O
npenapara JJjis1 MCAUIUHCKOT'O IPUMCHCHUA

3) BKCHepTH3bl JEKAPCTBEHHOT'O CPEACTBA B YACTH SKCIIEPTU3bI KAYECTBA JIEKAPCTBEHHOTO CPECTBA
Y DKCIIEPTU3bI OTHOLIECHHUS 0KUAAEMOM 036l K BO3MOKHOMY PUCKY IIPUMEHEHHS JIEKAPCTBEHHOT'O
mnpenapara Uil MEIUIHUHCKOTO NPUMEHEHUS B MOPSAKE YCKOPEHHOM NpPOLEAypbl 3KCHEPTH3bI
JIEKaPCTBEHHBIX CPEJICTB B COOTBETCTBUU CO CTaThel 26 HacTosiero denepalbHOIO 3aKOHa;

4) HSKCHepTH3Bl JICKAPCTBEHHOTO CpEACTBA B OTHOIICHHWH JICKAPCTBEHHOTO Tperapara s
BETEPUHAPHOTO IPUMEHEHUSI.

2. Y1oIHOMOYEHHBIN (peepanbHblii OpraH MCIOJHUTEIBHON BIACTH YBEIOMIISIET B 3JIEKTPOHHOM
dbopMe nian Ha OyMaKHOM HOCHUTEJIE 3asBUTENS U SKCIIEPTHOE YUPEKIECHUE O MPUHSATOM PEIICHUH O
BbIJIaY€ 33JaHUN HA IPOBEICHME DKCIIEPTHU3, IPEAYCMOTPEHHBIX YacThlO0 | HACTOSAIIEH CTaTbH, U B
clly4ae HEOOXOAMMOCTH O BblJaue paspelieHus Ha BBO3 B Poccuiickyro @enepanuio KOHKPETHOM
NapTUH, CEPUHN 3aPETUCTPUPOBAHHBIX U (WJIN) HE3aPETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB WIIN
00 OTKa3e B MMPOBEACHNHU IMPEAYCMOTPEHHBIX OKCIICPTHU3 C YKAa3aHUEM IIPUYNH TAKOI'O0 OTKa3a.
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3. B cinydae BbIsiBIEHUS OTCYTCTBUSI WM HEIOCTOBEPHOCTH HH(MOpPMAaLUM, coAepkalleics B
MPEJCTAaBICHHBIX  3asBUTENIEM  JIOKyMEHTaX,  yIOJHOMOYEHHBIH  (emepanpHblii  Opras
MCIIOJTHUTEINIHOM BJIACTH HANPABIISET 3asIBUTEIIO 3apoc 00 YTOUHEHUHU 3TON nHbopMaluu (nanee -
3aMmpoc yIoJTHOMOYEHHOTO (hefiepaibHOr0 OpTraHa HCIIOJTHUTEIBHON BIIACTH), KOTOPBIH MOXKET OBITh
nepesaH ynoJIHOMOUYEHHOMY MPEICTAaBUTEINIO 3asBUTEIS JIMYHO IO/ PACIHCKY, HAIIPABIIEH MO 1M0YTe
3aKa3HBIM THCHbMOM WJIHM TEPEJaH B 3JCKTPOHHOW (PopMe MO TEICKOMMYHHKAIMOHHBIM KaHalaMm
cBs3H. B ciyuae HampaBieHHs 3ampoca yInoJIHOMOYEHHOTO (pelepajbHOro OpraHa UCIOIHUTEIbHOM
BJIACTU MO TOYTE 3aKa3HBIM MHCHbMOM OH CUUTAETCS MOJYYCHHBIM MO UCTEUEHUHU IIECTH AHEH C
JaThl HAPaBIIEHUS 3aKa3HOTO MUChMA.

4. 3asBurenb 00s3aH INPEJICTaBUTh OTBET Ha 3alpoc YINOJIHOMOYEHHOro (elepalbHOro opraHa
UCTIOJIHUTENIHOW BJACTH B CPOK, HE MPEBBIAIONIMKA JEeBSHOCTa pabouumx THEH co IHS ero
nosydyeHus. Cpok, yKasaHHBId B 4acTH | HacTosAmied CTaTbd, IPHUOCTAHABIMBACTCA CO JHSA
HAlpaBJICHUS 3asSBUTENIO 3alpoca YIOJIHOMOUYEHHOro (heaepaabHOro OpraHa HCHOJIHUTEIbHOM
BJIACTH JIO JHS IIOJYy4YEHUS UM COOTBETCTBYIOLIETO OTBETA.

5. OcHoBaHueM JUIsl OTKa3a B OPraHU3allUUd AKCIEPTU3, MPEAYCMOTPEHHBIX YacThio 1 HacTosIIen
CTaTbH, SIBISIETCA MPEICTAaBICHWE HEOOXOIUMBIX ISl MPOBEIACHHS MPEIyCMOTPEHHBIX JKCIEpPTHU3
JIOKYMEHTOB B HEIOJHOM OOBEME WM HENpEACTaBICHUE 3asBUTEJIEM B YCTAHOBJIEHHBIM CPOK
OTBETa Ha 3alpoC YHNOJHOMOYEHHOTO (elepallbHOr0 OpraHa HCIOJTHUTEIbHOW BIIACTH, a TaKXKe
MPEACTABICHHE JIOKYMEHTOB, HE COJEPXKAIIUX HCYEPIBIBAIOMICTO TMEpPEUHs] HEOOXOAUMBIX
CBEICHU.

6. [Ipu oTka3e B opraHu3allMu SKCIEPTHU3BI, MPEIyCMOTPEHHON MyHKTOM 4 yactu 1 HacTosiein
CTaThH, JTOKYMEHTBI, BXOJSIIUE B COCTaB PETUCTPAIMOHHOTO JIOChE HA JIEKAPCTBEHHBIN Mpernapar
JUIsL BETEPUHAPHOTO TMPUMEHEHHs, MOTYT OBITh BO3BpAIlCHbl 3asBUTEII0 HAa OCHOBAaHUU €T0
MMCbMEHHOTO 3aMpoca, HAIPABJICHHOTO B YIIOJTHOMOYEHHBIN (he/iepalibHbIA OPTaH UCTIOJHUTEIBLHON
BJIACTH B TE€UEHHUE TPUIUATH PaOOUYMX JHEWU CO JHSA MPUHATHS YIOJIHOMOYEHHBIM (perepanbHbIM
OpraHOM MCIIOJIHUTENILHON BJACTH peIlIeHHs 00 OTKa3e B OpraHu3alliud TaKOW JKCIEPTHU3HI.
YrnonHoMoueHHBIH  (enepanbHblii OpraH HCIOJHUTEIBHOW BIIACTH BO3BpAIlaeT 3asBUTEINIO
yKa3aHHbIE IOKYMEHTHI B T€UEHHUE JECATH padouux AHEH CO JHS MOJYyYEHUsS] COOTBETCTBYIOIIETO
3ampoca 3asButens. (B pea. eaepanaproro 3akona ot 02.08.2019 N 297-D3)

Crarbs 20. JxcnnepTr3a 10KyMEHTOB, NPEACTABJICHHbBIX IS
onpeeeHusi BO3MOKHOCTH PACCMATPHUBATH JIEKAPCTBEHHBIN
npenapar AJs MeIUIHHCKOI0 IPUMEHEeHH NPH OCYLIEeCTBICHUN
rocyAapCTBEHHON perucTpauvu B KauecTse op(paHHOIro
JIEKApPCTBEHHOI0 npenapara (B pea. ®@exepajbHOro 3aK0Ha 0T
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

1. Dkcneprr3a AOKYMEHTOB, NPEICTABIECHHBIX I ONPEACIICHHS BO3MOXHOCTH pAaccMaTpHUBaTh
JIEKapCTBEHHBIN Ipernapar Uil MEIULUHCKOTO IPUMEHEHHUS IIPU OCYILECTBIEHUN I'OCY1apCTBEHHON
perucrpanMi B KadecTBe OP(AHHOIO JIEKAPCTBEHHOIO IIpernapara, COCTABICHHE KOMMCCHUEH
JKCIIEPTOB 3aKJIIOYEHUS O BO3MOXXHOCTH MM HEBO3MOXXHOCTH PacCMaTpPUBATh JIEKAPCTBEHHBIN
npenapar Ui MEAUIMHCKOrO MPUMEHEHHS PU OCYIIECTBIECHUN TOCYAapCTBEHHON PErUCTpali B
KadecTBe Op(aHHOrO JIEKAapCTBEHHOTO IIpernapara M HaNpaBiICHUWE JIAHHOTO 3aKIIOueHHs B
YIOJTHOMOYEHHBIN (efepanbHbIi OpraH HCIOJIHUTEIbHOW BIIACTH OCYIIECTBISIOTCS B CpPOK, HE
NPEBBIMIAIOIINN TPUAATH PAOOUYUX JHEW CO JIHS MOJYYEHHS SKCIEPTHBIM YUPEXKJACHUEM 3a/1aHUs
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YIOJHOMOYEHHOTO (eiepaibHOro OpraHa UCIOJHUTEIHHON BJIACTH U B JIEKTPOHHOM (opMe WK Ha

yactu 7 crtatbu 18 Hactosiero deaepaibHOro 3aKoHa.

2. JIOKyMEHTBI, COJep Kalluecs B PErUCTPAllMOHHOM JIOCh€ Ha JIEKApCTBEHHBIM Ipemnapar U
MOCTYNUBIIHE Ha OyMaXHBIX HOCHUTENISIX B JKCHEPTHOE YYPEXKICHUE I OCYIICCTBICHUS HX
SKCIEPTHU3bl JUISl OIpeleeHHs] BO3MOXKHOCTH paccMaTpUBaTh JIEKApCTBEHHBIM mpenapar Jyis
MEJMIIMHCKOTO TPUMEHEHUS B KadecTBe Op(aHHOro JIEKAPCTBEHHOIO TMpernapara, MOAJIexKar
BO3BpaTy B YIIOJHOMOYEHHBIH (enepaibHblii OpraH HMCIOJIHUTEIBLHOW BIACTH OJHOBPEMEHHO C
3aKJTIOUYEHUSMH COOTBETCTBYIOIIUX SKCIIEPTH3.

Crarba 21. PemieHue 0 BO3MOKHOCTH PACCMATPUBATH JIEKAPCTBEHHBIN
npenapar npM ocylmecTBJICHUU rOCyIapCTBEHHOM PerucTpanuuu B
KayecTBe OpQaHHOIO JIEKAPCTBEHHOI'0 penapara (B pea.
®denepanbHoro 3axkona ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

1. B cpok, He IpeBbIIAOINN TATH padOYMX AHEH CO JIHSA MOJyYEHUs 3aKJIFOUEHUS, YKa3aHHOIO B
yacty 1 cratbu 20 Hacrosmero denepaibHOro 3aKoHa, YNOJHOMOYEHHBIN (enepalnbHbIii OpraH
VCIIOJIHUTENIbHOM BJAcTHU OCYLIECTBIIET OLIEHKY MOJYYEHHOrO 3aKJIIOYEHMsS JJIsl ONPEIENICHUsl €ro
COOTBETCTBUS 3a/IaHUIO Ha MTPOBEJICHUE COOTBETCTBYIOLIEH DKCIEPTU3BI U YBEIOMIIAET 3asIBUTEIIS B
DIIEKTPOHHON (popMe MM Ha OyMa)KHOM HOCHTENIE O pe3yJbTaTax MPOBEACHHOW JKCIIEPTHU3HI C
OPUIOKEHHEM KOIMHM O3KCIEPTHOTO 3aKJIIOYEeHHs (C COXpaHEHHEeM KOH(UICHIHATbHOCTU
uH(pOpMallMd O COCTaBE OKCIEPTHOW KOMHUCCHMM) U O BO3MOXHOCTUM WJIM HEBO3MOKHOCTU
paccMaTpuBaTh JIEKApCTBEHHBIN Ipenapar i MEAULMHCKOrO NPUMEHEHMs NPU OCYIIECTBICHUU
roCy/1apCTBEHHOW PETUCTPALIMU B KaUueCTBE OpPaHHOTrO JEKAPCTBEHHOI'O IIpernapara.

2. Ilpyu BbIHECEHMM KOMMCCHUEH OJKCIEPTOB 3aKJIIOUYEHHUS O BO3MOXHOCTH pPaccMaTpUBAaTh
JIEKapCTBEHHBIN IIpenapaT A MEIULUHCKOTO IPUMEHEHHUS IIPU OCYIIECTBICHUN FOCYAapCTBEHHOU
perucTpaiyy B KauecTBe OppaHHOIro JEKapCTBEHHOrO Mpernapara yIoJIHOMOYEHHbIN (eaepalbHbII
OpraH MCIOJHHUTEIbHOH BIACTH B CPOK, HE MPEBBIMIAIOIINN MATH paboYuX JTHEH CO JTHS MOTyYeHHs
JAHHOTO 3aKJIIOYEHMs, NMPUHUMAET pelIeHHe O BblJadye 3aJaHHsl Ha IMPOBEACHUE SKCIEPTHU3BI
KaueCTBa JIEKapCTBEHHOI'O CPEJCTBA U AKCIIEPTU3bI OTHOLIEHUS OKUIAEMOU OJIB3BI K BO3MOKHOMY
PUCKY TNpPUMEHEHHs JIEKApCTBEHHOrO Mpenapara JJs MEIUIMHCKOr0 NPUMEHEHUsS B MOpsIKe
YCKOPEHHOM MPOLEAYypPbl IKCIEPTU3BI JIEKAPCTBEHHOI'O CPEACTBA B COOTBETCTBUHU CO CTaTbeW 26
Hacrosero dexepaibHOro 3aKoHa.

3. B ciyuae npuHATHS peuieHusi 0 HEBO3MOXXHOCTH pacCMaTpUBaTh JEKAPCTBEHHBIN Ipenapar Juist
MEAMIIMHCKOTO TPUMEHEHMs] TMpU TOCYJapCTBEHHOW pErucTpallud B KadecTBe Op(aHHOro
JIEKapCTBEHHOTO TIperapara YIOJTHOMOUYEHHBIH (efepanbHblii OpraH HCIOJHUTENHHOW BIACTH
MpeKpalaeT npoueaypy rocyJapCTBEHHON perucTpaluy JIEKApCTBEHHOrO Mpernapara. 3asBUTENb
BIIpaBe OOpATHTHCS B PETUCTPUPYIOIIMNA OpPraH C 3asBICHHEM O TOCYAapCTBEHHOW PErucTparfu
YKa3aHHOTO JIEKapCTBEHHOTO IMperapara B COOTBETCTBUU CO cTaThel 18 HacTosimero deaepaibHOTO
3aKOHa.

Crarbs 22. - YTpaTtuia cuiy. (B pea. @enepajbHOro 3aK0Ha 0T _
22.12.2014 N 429-®3 (pen. ot 13.07.2015))
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Crarps 23. JkcnepTU3a Ka4uecTBa JIEKAPCTBEHHOI0 CPeICTBA U
IKCIMEPTHU3A OTHOLICHUA 0KMAAEeMOH MO0JIb3bl K BO3MOKHOMY PUCKY
NPUMEHEHHUS JIEKAPCTBEHHOI0 Npenapara JIJs MeIuIHHCKOr 0
npuMeHenus (B pea. @enepanabHoro 3akona ot 22.12.2014 N 429-d3
(pea. ot 13.07.2015))

1. DkcnepTu3a KayecTBa JEKapCTBEHHOIO CPEACTBA U DKCIEPTHU3a OTHOLICHUS 0XKMIA€MOU IOJIb3bI
K BO3MOXXHOMY PHUCKY IIPUMEHEHUS JIEKapCTBEHHOI'O IIpenapara JJis MEAUIMHCKOIO IPUMEHEHMS,
COCTaBJICHUE KOMHCCUSMHU 3KCIIEPTOB 3aKIIOYEHHH IO PE3yJbTaTaM IPOBEICHHBIX JKCIEPTU3 H
HaNpaBJICHUE 3TUX 3aKIIOYCHUN B YIIOJIHOMOYEHHBIN (heaepanbHblii OpraH UCTIONHUTEILHON BIACTH
OCYILECTBIISIFOTCS B CPOK, HE IMPEBBILIAIOIIMN cTa JecaTh pabodyux THEH cO JAHA MOIy4eHUs
HKCHEPTHBIM YUPEKACHUEM COOTBETCTBYIOIIETO 3a/1aHUs YIIOJIHOMOYEHHOTO (eiepaIbHOro oprana
UCIIOJIHUTENILHOW BJIACTH M HEOOXOAMMBIX JOKYMEHTOB B 3JIEKTPOHHON (hopMe MM Ha OyMakKHBIX
HOCHUTEJISIX.

2. B TeueHue AeBSAHOCTA JHEH €O JHS IMOJyYEHHs] PELICHHs YMOJIHOMOYEHHOIo (enepaabHOro
OopraHa MCIIOJIHUTEIbHOW BJIACTH O TMPOBEAECHUU OKCIEPTU3, NPEIYCMOTPEHHBIX dYacTbio 1
HACTOALUEH CTaTbU, 3asABUTENb MPEACTABIAET B DSKCIEPTHOE YYPEXKICHUE M IPOBEICHUS
AKCIEPTU3bl KayecTBa JIEKAPCTBEHHOI'O CpelicTBa oOpas3lpl JIEKapCTBEHHOI'O IIpernapara Jyis
MEIUIUHCKOIO  NPUMEHEHHs,  IMPOU3BEIEHHOIO B  COOTBETCTBUM C  TpeOOBaHMUAMHU
OTBITHO-IIPOMBIIIIJIEHHOTO U (UJIM) IPOMBILUIEHHOTO PETIAMEHTOB, YTBEPKICHHBIX PYKOBOJAUTEIEM
IPOM3BOJUTENS JICKAPCTBEHHBIX CPEJACTB, a TaKKe B COOTBETCTBYIOLIMX CIy4asxX oOpa3Libl
(dapMarieBTHYeCKOi CyOCTaHIIMH, TECT-IITaMMa MHKPOOPTaHU3MOB, KyJIbTYPHl KJIETOK, OOpa3Ilbl
BELIECTB, NIPUMEHAEMBIX IJI KOHTPOJISI KaueCcTBa JIEKAPCTBEHHOI'O CPEICTBA IIyTEM CPABHEHHS C
HUMH  HCCJIEyEMOIO JIEKAPCTBEHHOTO CpPEJCTBA, B  KOJUYECTBAX, HEOOXOJUMBIX  JUIS
BOCIIPOM3BEEHUS METOZ0B KOHTPOJISI Ka4eCTBa.

3. Tlpu monyudeHun oOpa3MOB JIEKAPCTBEHHOrO Tpernapata U (papMareBTUYECKON CyOCTaHIINHU
AKCIIEPTHOE YUPEKICHUE BBIIAET 3aABUTENIO IOKYMEHT, MOJITBEPA AU MOJYyUYeHUE YKA3aHHBIX
00pas1oB, U B CPOK, HE MPEBBIMIAIOIINN TPeX pabounux THEW, YBEIOMIISIET B JIEKTPOHHOU (hopme
WM Ha OyMa)XKHOM HOCHUTENe 00 3TOM YIOJHOMOYEHHBINH (enepanbHblii OpraH MUCHOIHUTEIbHOM
BIIACTH.

4. Yka3aHHbIE B YacTsIX 2 M 3 HACTOALIEH cTaTbu CPOK JUIsl MPEACTABICHUS 3asiBUTENIEM 00pa3loB
JIEKapCTBEHHOTO NpenapaTa U (apMaleBTHUECKOW CyOCTaHIIMM M CPOK YBEIOMIIEHUS 3KCIEPTHBIM
yupexxJeHueM 00 3ToM Ha OyMaXHOM HOCHUTENIe YIOJHOMOYEHHOIro (QelepalibHOro opraHa
VCIIOJIHUTENIBHOM BJIACTH HE BKIIIOYAIOTCA B CPOK IPOBENEHUS JKCHEPTU3, IPENLyCMOTPEHHBIX
YacThIO | HACTOSIIEN CTATHU.

5. JIOKyMeHTBI, TOCTYNHMBIIME B OKCIEPTHOE YUPEXKICHHE JUIsl TMPOBEIEHUS SKCIEepPTHU3,
MPETYCMOTPEHHBIX YacThi0 | HACTOSIIEH CTaThM, TOJJIEKAT BO3BPATy B YIOJHOMOYCHHBIN
denepanbHBI OpraH UCIOJIHUTEIHHON BIACTH OJHOBPEMEHHO C 3aKIIOYCHUSMHU, TIOTYYSCHHBIMU 10
pe3yJibTaTaM COOTBETCTBYIOIIUX SKCIIEPTH3.

Crarbs 24. JkcnepTuU3a Ka4yecTBa JIEKAPCTBEHHOI0 CPeICTBA U
IKCMEPTHU3A OTHOLICHUS 0KMAAEMOH M0JIb3bl K BO3MOKHOMY PUCKY
NMPUMEHEHHUS JIEKAPCTBEHHOI0 Mpenapara J1Jisi BeTepUHAPHOI0
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INPUMCHCHUSA

1. DkcnepTu3a KayecTBa JEKapCTBEHHOIO CPEACTBA U DKCIEPTHU3a OTHOLICHMS 0XKMIA€MOU IOJIb3bI
K BO3MOXXHOMY PHUCKY IIPUMEHEHHUs JIEKapCTBEHHOIO IIpernapara Uil BETEPUHAPHOTO IIPUMEHEHUS,
COCTaBJICHUE KOMHMCCHSMM DJKCIEPTOB 3aKIIOUYEHUN IO pe3ysibTaTaM YKa3aHHBIX O3KCIEPTU3 H
HaNpaBJICHUE TAKUX 3aKJIIOYCHUI B YIIOJHOMOYEHHBIH (QenepaiabHbIlii OpraH HCIOJHUTEIHHON
BJIACTH OCYIIECTBIIAIOTCSA B CPOK, HE MPEBBILIAIOMUI cTa JecATH padouux AHEH cO JHS MOJIyYeHUs
OKCHEPTHBIM YUPEKJACHUEM 33JaHUsl YIIOJIHOMOYEHHOTO (ellepalbHOT0 OpraHa HCIOJIHUTEIBHOU
BJIACTH C JOKYMEHTaMH, yKa3aHHbIMU B yacTu 3 ctatbu 17 Hactosuiero denepaibHOro 3akoHa. (B
pen. @enepanbHbix 3aK0HOB OT 22.10.2014 N 313-P3, ot 13.07.2015 N 241-D3)

2. B redenwme TpuanaTé pabouyuxX JTHEH CO JHS TOJYYCHUS PEIICHUS YIIOJTHOMOYEHHOTO
denepanbHOro OpraHa HUCIOJHUTEIBHON BIIACTH O MPOBEICHUM yKa3aHHBIX B 4yacTu 1 Hacrosiel
CTaThU OKCIEPTU3 3asBUTENb TMPEACTABISIET B OSKCHEPTHOE YUPEKACHUE MJisi MPOBEACHUS
9KCIIEPTH3bl KauecTBa JIGKAPCTBEHHOTO CpEACTBa 00paslibl JIEKAapCTBEHHOTO IIpermapaTra Uit
BETEPUHAPHOTO MPUMEHEHHUS, TPOU3BEIACHHOTO B COOTBETCTBUH C TPEOOBAHUSIMHU TEXHOJIOTHYECKUX
PErJaMeHTOB, YTBEPKICHHBIX PYKOBOJUTENEM MIPOU3BOIUTEINS JIEKAPCTBEHHBIX CPE/ICTB, a TAKXKE B
COOTBETCTBYIOIIUX CIydasX TECT-IITAMMbl MHUKPOOPTaHU3MOB, KYJIBTYpPbl KIETOK, 0Opasibl
dapmaiieBTUUECKON cyOcTaHnuu, 0Opa3lbl BEIIECTB, MPHUMEHSEMbIE s KOHTPOJISI KadecTBa
JIEKApCTBEHHOT'O CPEJICTBA, B KOJWYECTBAX, HEOOXOAMMBIX [JII BOCIPOM3BEICHUS METOJIOB
KOHTpOJIs KauecTBa. (B pea. deaepansroro 3akona ot 02.08.2019 N 297-D3)

3. Ilpu monyuyeHuwm 0O0pa3OB JICKAPCTBEHHOTO Ipemapata W (apMaleBTUYSCKOW CyOCTaHIIUN
JKCIIEPTHOE YUPEKIACHUE BBIJACT 3asIBUTEIO JOKYMEHT, IOATBEPKIAIOIIUHI TOTYYEHUE YKa3aHHBIX
00pa3oB, U B CPOK, HE MPEBHIIAOIINN TPEeX padOUYHnX AHEH, yBEJOMIISIET B MUCbMEHHOH (hopme 00
3TOM YIIOJIHOMOUYEHHBIH (pe/iepanbHblil OpraH UCIOJIHUTEIBHON BIACTH.

4. Cpox s TpeNCTaBICHHUS 3asBUTENEM 00pa3lloB JIEKapCTBEHHOIO Mpernapara W
dapmareBTUUECKOW CyOCTaHIIMM W CPOK YBEJAOMJICHHUS JKCIEPTHBIM YUPEXKICHHEM 00 STOM B
NUCbMEHHOW (QopMe  YMOTHOMOUYEHHOTO (eAepalbHOrO OpraHa HUCIHOJHUTENBHON BIACTH,
yKa3aHHbIE B 4acTAX 2 U 3 HACTOSIIEH CTaThU, HE BKIIOYAIOTCSA B CPOK MPOBEIEHUS YKa3aHHBIX B
yacTH 1 HacTOsIIEH CTaThbU KCIEPTHU3.

5. JIoKyMeHTbI, MOCTYNMBILINE B SKCHEPTHOE YUPEKICHHUE AJIsl MPOBEIEHUS YKa3aHHBIX B 4yacTu |
HACTOSIILEH CTaTbM HKCHEpPTH3, IMOJUIekaT BO3BpATy B YIOJIHOMOYEHHBIH (QelepanbHblil opraxn
MCIIOJTHUTENIbHOM BJIACTH OJJHOBPEMEHHO C 3aKJIFOUEHUSIMU TI0 Pe3yJibTaTaM YKa3aHHBIX dKCIIEPTH3.

Crarps 25. IloBTOpHOE IpOBeIeHUE IKCIIEPTHU3HI JIEKAPCTBEHHbBIX
cpeacts (B pea. @enepanbHoro 3akona ot 22.12.2014 N 429-d3 (pen.
ot 13.07.2015))

1. B cnyyasx HenocTaToOuyHONH 00OCHOBAaHHOCTH WMJIM HEMOJIHOTHI 3aKJIFOYEHHUS] KOMUCCHU SKCIEPTOB,
HaJIM4YUsl B HEM IPOTHUBOPEUYUBBIX JaHHBIX, PaIbCU(PUKAIUN BBIBOJIOB SKCIIEPTHU3BI JIEKAPCTBEHHOTO
CPEICTBA, COKPBHITHUS OT YIOJHOMOYEHHOro (eaepanlbHOr0 OpraHa HCIOJIHUTENBHOW BIIACTH
OCHOBaHMH JUIsl OTBOJA DJKCIEpTa BCIEACTBUE €ro 3aMHTEPECOBAHHOCTU B  pe3yjbTaTax
COOTBETCTBYIOIIEH HKCHEPTU3bl, HAJTMUUS JAHHBIX O MPSMOM JIMOO KOCBEHHOM BMEILATENILCTBE B
MIPOLIECC COOTBETCTBYIOIIEH SKCIEPTHU3BI JIUIL, HE YYaCTBYIOIIUX B €€ MPOBEICHUH, HO OKa3aBIINX
BIMSIHAE Ha MPOIECC U pe3yJbTaThl €€ MPOBEACHMS, YIOJIHOMOYEHHBIM (ellepalbHbIM OpPraHOM
WCIIOJTHUTENIbHOM BJIACTH Ha3HAYaeTCsl MOBTOPHAS SKCIEPTH3a JIEKAPCTBEHHOTO CPEACTBA U (WJIH)
aTHuYecKas oskcreptusa. (B pen. denepanpHoro 3axkoHa or 22.12.2014 N 429-®@3 (ped. ot
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13.07.2015))

2. TloBTOpHast AKCIEpTU3a JICKAPCTBEHHOTO CPEACTBA MPOBOJUTCS C YYETOM DPE3YJIbTaTOB paHee
MPOBEJICHHOW 3KCIEPTU3bl B CPOK, YCTAHOBJICHHBIM YIOJHOMOUYEHHBIM (eIepalibHBIM OpPraHOM
UCTIOJIHUTEIIFHOW BJACTH W HE TPEBBINIAOIIMN TpUAUATH pabOYUX JHEH CO JHSA TOJYYCHHUS
OKCIIEPTHBIM YUYPEKACHUEM 3aJlaHUsl Ha MPOBEICHHWE TOBTOPHON 3KCHEPTU3BI JICKAPCTBEHHOTO
cpeactsa. (B pea. @emepanbroro 3akoHa ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

3. duHaHCOBOE OOCCIiCUeHUE BBHITIONHEHUS 3a/laHUsl HAa TPOBEACHHUE ITOBTOPHON OSKCIIEPTHU3BI
JIEKapCTBEHHOT'O CpelcTBa He ocyiecTBiseTcs. (B pea. denepanpHoro 3akoHa oT 22.12.2014 N
429-D3 (pen. ot 13.07.2015))

CraTbs 26. YCcKOpeHHas NPoueaypPa IKCHEePTU3bI JIEKAPCTBEHHBIX
CpPeACTB

1. VYckopeHHas mnpolenypa 3KCHEpTU3bl JIEKAPCTBEHHBIX CPEICTB B LEISAX TIOCYIapCTBEHHOMN
perucTpanuy JeKapCcTBEHHBIX MpenapaToB NPUMEHSETCS B OTHOIIEHUU Op(aHHBIX JIEKaPCTBEHHBIX
IIpenaparoB, IEPBBIX TPeX JIEKAPCTBEHHBIX IIPENapaToB, pETrUCTpUpyeMblXx B Poccuiickoin
@denepali B KayeCTBE BOCIPOMU3BEACHHBIX JIEKAPCTBEHHBIX MPENApaToOB, OYEPEIHOCTH KOTOPBIX
OIpPENENAETCS B COOTBETCTBUM C HOMEPOM M JAaTOM BXOJSIIMX 3asBICHUN O IOCYJapCTBEHHOMU
PETUCTPALIMK JIEKAPCTBEHHBIX NIPENApaTOB B paMKaX OJHOIO MEXKIyHApOJHOIO HENAaTEHTOBAHHOIO
HaVMEHOBAHMsI JIEKAPCTBEHHOTO IIpenapara Wik rpynnupoBOYHOIO HAMMEHOBAHUS JIEKAPCTBEHHOTO
npernapara, U JEKapCTBEHHBIX IIPENapaToB, MPEIHA3HAUYEHHBIX MCKIIOYUTEIBHO U PUMEHEHUS
HECOBEPIICHHOJIETHUMHU TpakaaHamu. (B pel. PenepanbHbIX 3akoHOB oT 22.12.2014 N 429-P3
(pem. ot 13.07.2015), ot 13.07.2015 N 241-®3)

2. YckopeHHas TpOIeaypa 3KCHEPTU3bl JIEKAPCTBEHHBIX CPEJICTB B IEJIAX TOCYIapCTBEHHOM
pEerucTpaluy JIeKapCTBEHHBIX MpENapaToB He MPUMEHseTcs B oTHolIeHuu: (B pea. denepambHOro
3ak0Ha oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

1) OwuoanamoroBbix (OMOMOMOOHBIX) JEKAPCTBEHHBIX IIpenapartoB (OmoaHamoros); (B penl.
denepanbHOro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

2) pedepeHTHBIX JIEKApCTBEHHBIX MpErnapaTroB (3a HCKIOYEHHEM Op(aHHBIX JEKAPCTBEHHBIX
npenaparoB); (B pea. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3 (pex. ot 13.07.2015))

3) BOCHPOM3BENEHHBIX JIEKAPCTBEHHBIX TIpEmapatoB (3a HMCKIIOYEHHEM TMEpPBBIX Tpex
peructpupyeMbix B Poccuiickoit ®denepanyimi B KayeCTBE BOCHPOM3BEACHHBIX JIEKAPCTBEHHBIX
IIPENapaToB U JEKAPCTBEHHBIX MpPENapaToB, MPEIHA3HAYCHHBIX UCKIKOYUTEIBHO JUISl IIPUMEHEHHUS
HECOBEPIICHHOJETHUMHU TpakaaHnamu); (B pen. DeaepanmbHoro 3akona ot 22.12.2014 N 429-®3
(pen. ot 13.07.2015))

4) HOBBIX KOMOWHAIWMI 3apeTUCTPHUPOBAHHBIX paHee JICKapCTBEHHBIX NpenapatoB; (B pei.
®enepanbroro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

5) nexapCTBEHHBIX NPENapaToB, 3apETrHCTPUPOBAHHBIX paHee, HO IPOU3BEIEHHBIX B JAPYIHX
JIEKApCTBEHHBIX ()OPMax B COOTBETCTBHUU C NMEPEYHEM HAMMEHOBAHWH JIEKapCTBEHHBIX (opM U B
HOBO# 103upoBKe. (B pen. enepanbHoro 3akona ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

3. VYckopeHHas mnpoueaypa SKCIEPTHU3bl JIEKAPCTBEHHBIX CPEICTB MNPOBOJUTCA 10 PEIICHUIO
COOTBETCTBYIOIIETO YIMOJIHOMOYEHHOr0 (hefepalbHOTO OpraHa HCIOJHHUTENbHOM BJIacTH Ha
OCHOBaHUU 3asBJICHUS 3asBUTENsI B CPOK, HE MPEBBIIAIOUINI BochMuAecsITH padouux maHeil. [lpu
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9TOM JKCHEpPTH3a JOKYMEHTOB, COJEPI)KAIIUXCS B PETHCTPAIlMOHHOM JI0OChE€ Ha JIEKAPCTBEHHBIH
mperapar, MPOBOJUTCS B CPOK, HE MPEBBIMAIONINN AecATH paboumx JHEH, HSKCIEepPTH3a KavyecTBa
JICKApPCTBEHHOTO CPEJICTBA M AKCIEPTHU3a OTHOILICHUS OXKUIAAEMOW TOJB3bI K BO3MOXKHOMY PHCKY
MPUMEHEHHUS JICKQPCTBEHHOTO IperapaTa MPOBOASTCS B CPOK, HE MPEBBIIAOINIMNA IIECTUACCITH
pabouux auei. (B pea. PenepanbHoro 3akona ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

3.1. B otHOIIEeHNH opdaHHBIX JEKAPCTBEHHBIX MIPENapaToOB MOTYT ObITh MPEICTABICHbI PE3YIbTaThI
JOKJIMHUYECKUX HCCIEOBAaHUN JIEKAPCTBEHHBIX CPEACTB U  KIMHUYECKUX HUCCIIEJOBaHUM
JICKapCTBEHHBIX IMpenapaToB JUIsi MEIUIUHCKOTO NPUMEHEHUS, BBINOJHEHHBIX 3a MpeleIaMu
Poccuiickoit @enepanuu B COOTBETCTBUU C NpaBUIIAMM HaJuiexkalled J1abopaTOpHOW NPAKTUKU U
MpaBUJIaMU HaJJIekKaIeH KIMHUYECKON npakTuku. (B pea. denepanpHoro 3akoHa ot 22.12.2014 N
429-D3 (pen. ot 13.07.2015))

4. YckopeHHas TpOIEAypa SKCIEPTH3bl JIGKAPCTBEHHBIX CPEJICTB IPOBOAMTCS B IOPSIKE,
ycTaHoOBJIeHHOM cTaThsiMu 17 - 20, 23 u 24 nacrosimero denepanbHOro 3aKoHa, U HE O3HAYACT
CHIDKEHUS TpeOOBaHUH K 0€30MaCHOCTH, KauecTBY U 3()()EKTUBHOCTH JIEKAPCTBEHHBIX MTPEIapaToB.

Crarbs 27. PelieHue 0 rocyJapCcTBEHHON perucrpauuu
JIEKAPCTBEHHOI'0 Npenapara

1. B cpok, He IpeBbILAIOLINNA AeCATH pabOUYMX THEH CO JIHS MOJSyYeHMs 3aKIHOUYEHUN KOMHCCUU
JKCIIEPTOB II0 pe3yJIbTaTaM OJKCIEPTHU3bl KadyecTBa JIEKAPCTBEHHOTO CPEACTBA M 3KCIEPTU3bI
OTHOLICHHS OKUIAEMOM IOJIb3bl K BO3MOXXHOMY PUCKY IIPMMEHEHHs JIEKAPCTBEHHOI'O IIpernapara,
COOTBETCTBYIOIIUN YIIOJIHOMOUYEHHBIH (eepalibHbIil OpraH MCIOJIHUTEIbHOW BiacTu: (B pex.
denepanbHOro 3akona or 22.12.2014 N 429-03 (pen. or 13.07.2015))

1) pasmemaer Ha cBoeM oduIMaIbHOM caiiTe B ceTu "MHTepHeT" COOTBETCTBYIONIHME 3aKIFOUCHHUS
KOMMCCUHU JKCIIEPTOB M OCYIIECTBISET UX OLEHKY JUIl ONpeAeTeHHUs COOTBETCTBUS 3aJaHHUIO Ha
IpoBeJeHNe 3TUX 3Kcneptus; (B pen. denepanbHoro 3akoHa or 22.12.2014 N 429-®3 (pea. ot

13.07.2015))

2) mpUHHMAET pElIeHHWE O TOCYJapCTBEHHOW PETUCTpAallMy JIEKApCTBEHHOTO Mpernapara Win 00
OTKa3e B TOCYJIapCTBEHHOM perucTpaluy JIEKapCTBEHHOTO Mpernapara;

3) BHOCUT NpU NPUHATHU PEIIEHHs] O TOCYJapCTBEHHON perucTpanuy JIEKapcTBEHHOIO IMperapara
JaHHBIE O 3apPETUCTPUPOBAHHOM JIEKApPCTBEHHOM IIperapare, B TOM 4YHcie O (papMaleBTUYECKOM
cyOCTaHIIMM, BXOJALIEW B COCTAaB JIEKAPCTBEHHOrO IpernapaTa, B TOCYAAapCTBEHHBIH peecTp
JIEKapCTBEHHBIX CPEACTB M BBIJACT 3aSBUTEII0 PETUCTPALMOHHOE yIOCTOBEPEHHUE JIEKAPCTBEHHOTO
npenapara, (GopMa KOTOpPOrO yTBEpXKJIAeTCs YHOJIHOMOYEHHBIM  (elepalbHbIM OpPraHoM
UCIIOJTHUTENIbHOM  BJIAaCTH, COIJIACOBAHHBIE HOPMATHBHYIO JOKYMEHTAIlMIO0, HOPMAaTUBHBIN
JOKYMEHT, WHCTPYKIMIO IO NPUMEHEHHIO JICKApCTBEHHOI'O NpenapaTa M MaKeTbl MEepBUYHOM
YIOAaKOBKM W BTOPUYHOM (MOTpeOMTENbCKOM) YINAKOBKM C yKa3aHMEM Ha HHUX HOMepa
PETUCTPAIIMOHHOTO YAOCTOBEPEHHUs JIEKapCTBEHHOI'O Ipernapara ¥ JaThl €ro TOCYAapCTBEHHOM
pPEruCTpallud WIM B Ciy4yae NPHUHATHS peEleHUs 00 OTKa3e B TOCYJapCTBEHHOW perucTpaiuu
JIEKapCTBEHHOTO Iperapara yBeAOMIIAET B MUCHbMEHHOHN (hopMme 3asBUTENS 00 3TOM C yKa3aHUEM
MPUYMH TaKOrO OTKa3a. 3a BhlJauy PErucTPalliOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOIO Mpernapara
B3MMaeTCs TOCYJapCTBEHHas IMOLUIMHA B COOTBETCTBUM C 3aKOHOAATENbCTBOM Poccuiickoii
®denepannn 0 Hasorax u cobopax. (B pen. denepanpHoro 3akona ot 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

2. OcHoBanuem JJI OTKa3a B FOC}’,Z[&pCTBCHHOﬁ perucTpaiu JICKAPCTBCHHOI'O0 Ipfriapara IJIsd
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MEIUIIMHCKOTO TPUMEHEHUS SBISETCS 3aKIIOYCHHE COOTBETCTBYIOUIETO YHMOJIHOMOYEHHOTO
¢denepanbHOrO OpraHa MCIOJHUTEIBHOW BJIACTH O TOM, YTO KadecTBO M (win) 3((eKTuBHOCTH
PETHCTPUPYEMOTO JIEKAPCTBEHHOTO Ipenapara Uil MEJUIUHCKOTO IPUMEHEHHS HE TTOATBEPIKICHBI
MMOJIYYCHHBIMU HOAHHBIMU HJIM YTO PHUCK HNPUYUHCHUA BpCla 3A0POBBIO UYCIIOBCKA BCIICACTBUC
npueMa JISKapCTBEHHOTO Tperapara Uil MeIUIMHCKOTO MPUMEHEHHUs TpeBbimaeT 3G QekTHBHOCTD
ero npumenenwus. (B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

3. TloBTOpHOE WpPEACTAaBICHHE B COOTBETCTBYIOIIMK YIOJIHOMOYEHHBIH (enepaabHblii OpraH
VCIIOJIHUTEJIBHOM BJIACTH JIEKAPCTBEHHOI'O IIPENapara, B OTHOLIEHUH KOTOPOIO IOJIy4eH OTKa3 B
rOCy/JapCTBEHHOW PETUCTPALlUM M KOTOPBIM BIOCIEICTBUU MOJBEPICs M3MEHEHHUIO B 4YaCTU €ro
COCTaBa, pacCMaTpUBACTCA KakK MPEICTABICHUE HOBOIO JIEKapCTBEHHOIO IIpenapara Ha €ro
rOCY/IapCTBEHHYIO PETUCTPALIMIO HE3aBUCUMO OT COXPAHEHMs €ro MEPBUYHOIO HAaUMEHOBAHHUS. (B
pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

4. Ilpu npenocTaBieHMM 3asBUTEIEM B COCTABE PETHMCTPALMOHHOIO JIOChE Ha JIEKApCTBEHHBIN
mpemnapar A BETEPUHAPHOTO MPHUMEHEHHUS KOMUU PElIeHUs YMOJIHOMOUYEHHOro (eaepaibHOro
opraHa HWCIIOTHUTEIBHOM BJIACTH O MMPOBCACHNHN MHCIICKTUPOBAHHWA TPOU3BOJUTEIIA JICKAPCTBCHHBIX
CPEICTB CPOK MPUHATHS PEHICHHUS] O TOCYIapCTBEHHOW PETUCTPALMU JIEKApCTBEHHOTO Mpernapara
AJI1 BETCPUHAPHOTO MPUMCHCHU A MTPUOCTAHABIMBACTCA CO JHSA MOJTYYCHUA 3aKJIIO‘-IeHI/II7I, YKa3aHHBIX
B yacTd | Hacrosied cTaTb, O IHS MPUHATUS YIOJTHOMOYEHHBIM (eepaabHbIM OpraHOM
HWCIIOTHUTEIBHOHN BIACTH peICHUA O BbLAAYC WA 00 oTKa3ze B BbIIa4€ 3aKJIFOUYCHUA O COOTBETCTBHUU
MIPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TPeOOBAHMSIM MpPaBHI HaJJiexalleld MPOU3BOJICTBEHHOM
MPaKTUKH, HO HE 00JIee YeM Ha CTO BOCEMBJAECAT pabouux aHel. (B pen. denepaibHOTO 3aKOHA OT
04.06.2018 N 140-®3)

5. OcHoBaHMeM JuIsl OTKa3a B IOCYIJApCTBEHHOH perucrpanuu JIEKApCTBEHHOrO Ipernapara s
BETEPUHAPHOTO TPUMEHEHUS SBJIAETCS 3aK/II0UYEHUE YIOJHOMOYEHHOIo (eaepasbHOro opraHa
UCTIOJIHUTENIBHOW BJIACTK O TOM, 4YTO KadecTBO U (Wiau) 3((PEKTUBHOCTH PETUCTPHUPYEMOTO
JIEKapCTBEHHOI'0 Ipemnapara Jijisi BETEPUHAPHOTO MPUMEHEHMs] HE IMOATBEPIKIEHBI MOJyYEHHBIMU
JaHHBIMH WJIM 4YTO PHUCK NPUYMHEHHUS BpEAAa 370pPOBBI0 JKMBOTHOIO BCIEJCTBUE IIpHEMaA
JIEKapCTBEHHOI'0 Tpemnapara Jyisi BETEpUHAPHOTO NPUMEHEHHUs MpeBblaeT 3(p(EeKTUBHOCTh €To
IPUMEHEHHs, 0TKa3 YIOJHOMOUYEHHOTo (hefepalbHOTO OpraHa MCHOJHUTENbHOM BIAaCTH B Bblgaue
3aKJIIOYEHHUS O COOTBETCTBHM IPOU3BOJAUTEINS JIEKAPCTBEHHBIX CPEACTB TPeOOBaHUSAM IpaBUII
HaJJIeXKalled INPOU3BOJACTBEHHONW MPAKTUKUA JUId  KaXJI0M NPOM3BOACTBEHHOM  IUIOIIAJKH
PErucTpUPYyEMOro JIEKApCTBEHHOrO Mperapara Jjisi BETEpUHApPHOTO NPUMEHEHHUs B Cllydae, e€Ciu
IIPOU3BOJICTBO JIEKAPCTBEHHOIO Ipemnapara A BETEPHUHAPHOIO NMPUMEHEHHUS OCYIIECTBISETCS 3a
npenenamu Poccuiickoit @enepanuu, UM OTCYTCTBHUE TaKOro 3akitodeHus. (B pen. degepanbHOro
3akoHa oT 04.06.2018 N 140-D3)

Crarps 27.1. B3auMo3aMeHs1€MOCTD JIEKAPCTBEHHBIX MPENapaToB sl

MeIMUMHCKOro npuMeHenus (B pea. @eaepajbHOro 3aK0Ha 0T
27.12.2019 N 475-®3)

1. B3samMo3aMeHSIEMOCTH JICKApPCTBCHHEBIX  IIpCrapaTtoB IJd MCIUOHUHCKOroO IIPUMCHCHUA
ONpCACIIACTCA YHIOJHOMOYCHHBIM (I)eI[epaJILHLIM OpraHomMm HUCIIOJIHUTEIbHOMN BJ1aCTu,
OCYHICCTBIAIOIIUM TOCyJapCTBEHHYIO pErucCTpanurro JICKApPCTBCHHBIX npemnaparon JJIsL
MCIAUIIUHCKOI'0 TIPUMCHCHHUA, B paMKax OJHOIro MCKIAYHAPOAHOTO HCIATCHTOBAHHOI'O (I/IJ'II/I
XHUMHUYECKOro, HIH prnHHpOBO‘IHOFO) HaMMCHOBaHHWsA Ha OCHOBC 3aKJIIFOUCHHSA KOMHCCUU
9KCIICPTOB ISKCICPTHOTO YYUPCIKACHUA O B3aUMO3aAMCHACMOCTH JICKAPCTBCHHOI'O IIp€riapara IJIsd
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MEJIUIIMHCKOTO TPUMEHEHHS JMOO O TOM, YTO JICKApCTBEHHBIM Mpemapar sl MEIUIIUHCKOTO
MPUMEHEHUSI HE SBISETCS B3auMoO3aMeHseMbIM. [lopsaok ompeneneHus B3aMMO3aMEHSEMOCTH
JIEKApCTBEHHBIX TPENapaToB Jis MEIUIIMHCKOTO MPUMEHEHHS W (popma 3aKIIFOUYCHHS KOMHUCCUHU
AKCIEPTOB AKCIEPTHOIO YUYPEKAEHUS O B3aMMO3AMEHAEMOCTH JIEKAPCTBEHHBIX IPEMApaTOB ISt
MEJIUIIMHCKOTO TPUMEHEHHS JMOO O TOM, 4YTO JICKApCTBEHHBIM Mpemapar I MEIUIIUHCKOTO
MPUMEHEHHUS HE SIBISETCS B3aMMO3aMEHsEMbIM, ycTraHaBiauBaroTcs [IpaBurenbctBom Poccuiickoii
denepanuu.

2. KoMmuccus 3KCrepToB SKCHEPTHOIO YUPEKICHUS JaeT 3aKII0UEHHE O B3aMMO3aMEHSIEMOCTU
JIEKapCTBEHHOTO IMpernapara Ui MEIUIMHCKOTO NMPUMEHEHHUs J00 O TOM, YTO JIEKapCTBEHHBIH
npenapar A8 MEAULIUHCKOrO IPUMEHEHMsI He SBISEeTCS B3aMMO3aMEHsSIEMbIM, Ha OCHOBAaHWUHU
CIIEIYIOIINX KPUTEPUEB (XapaKTEPUCTHUK):

1) okBuBaieHTHOCTh (Mg OWoOaHAIOrOBhIX (OMOMOMOOHBIX) JIGKAPCTBEHHBIX IpErnapaToB
(OnoaHanmoroB) - CONOCTaBUMOCTb) KA4ECTBEHHBIX UM  KOJMYECTBEHHBIX  XapaKTEPUCTHUK
dbapmaneBTUYECKUX  CyOCTaHUIMHA WJIM  CONOCTaBUMOCTh AQHTUTEHHOTO  COCTaBa  BaKIIMH.
Hcnonp30BaHue pa3ivyuHbIX coJied, 3PUPOB, KOMILJIEKCOB, U30MEPOB, KPUCTAIUIMUECKUX (HOPM H
JIPYTHUX MPOU3BOJHBIX OJHOTO U TOTO € JCHCTBYIOIIETO BEIIECTBA HE SBISETCS MPENATCTBUEM IS
OTIpeNIeNICHUs] B3aMMO3aMEHSEMOCTH JIEKAPCTBEHHBIX MPENapaToB, €CIM TIPH TMPOBEICHUU
UCCIIeIOBaHMUsI ~ OMOIKBUBAJICHTHOCTH  JICKAPCTBEHHOTO  Mpemapara WIM  UCCIIEJOBAaHUA
TEpaneBTHYECKONW SKBUBAJICHTHOCTH JIEKAPCTBEHHOTO Mperapara JI0Ka3aHO OTCYTCTBUE KIMHUYECKH
3HAYUMBIX pPa3anduii (hapMakKOKUHETUKH U (WIH) 3P(HEKTUBHOCTH U 0€30MMaCHOCTH JIEKAPCTBEHHOTO
npernapara Juist MeAMIUHCKOTO TPUMEHEHHS;

2) SKBUBAJIEHTHOCTH JIEKapCTBEHHON (opmbl. [log SKBHBaIEHTHBIMHU JIEKaPCTBEHHBIMH (OpPMaMU
HOHUMAIOTCS pa3Hble JIEKapCTBEHHbIE (POPMBI, UMEIOIINE OJMHAKOBbIE CIIOCO0 BBEAECHUS U CIOCOO
NpUMEHEeHHs, O00JaNalomne COMOCTABUMBIMUA (PAPMAKOKHHETHYECKUMHU XaPaKTEPUCTUKAMU |
(bapMakoIOrH4ecKuM JIeiicTBUEM M o0ecledyuBalolue TakkKe JOCTHXKEHHE HeoOXOIUMOro
KiuHU4eckoro 3¢ dexra. Pasznuuus nexapcTBEHHbIX (OpPM HE SBISIFOTCS NPENATCTBUEM JJIs
ONpEICIEHUsI B3aUMO3aMEHIEMOCTH JIEKAPCTBEHHBIX IIPENapaToB, €CIUM IpU IPOBEICHHUH
UCCIIEIOBaHUsI ~ OMOSKBUBAJIEHTHOCTH  JIEKAPCTBEHHOI'O  Mpenapara WIM  UCCIIEJOBAHUSA
TEPaNeBTUUECKON SKBUBAJIEHTHOCTH JIEKAPCTBEHHOIO Mpernapara JOKa3aHO OTCYTCTBUE KIIMHUYECKH
3HAUMMBIX pa3auuuii papMakOKMHETUKU U (UK) 3PPEKTUBHOCTH U OE30MaCHOCTH JIEKAPCTBEHHOTO
npenapara Juisi MEIULMHCKOTO IPUMEHEHUS;

3) 9KBHUBAJIEHTHOCTh WJIM COIMOCTABUMOCTH COCTaBa BCIIOMOTATEIbHBIX BEIIECTB JIEKAPCTBEHHOTO
npenapara ajis MEIUIMHCKOTO TpUMEHEHMs. Pa3znuuus cocTaBa BCIOMOTAaTENbHBIX BEIECTB
JIEKapCTBEHHOTO TIpenapara He SIBISIOTCS MPEMSITCTBHEM JIJIsi ONPEEICHHUS B3aUMO3aMEHIEMOCTH
JIEKapCTBEHHBIX IMpPEMapaToB, €CIM TMpPU TMPOBEACHUU UCCIEIOBaHUS OHWOIKBUBAJICHTHOCTH
JEKapCTBEHHOTO  TIpermapara  WJIM  HWCCJICJAOBAHHMS  TEPANeBTUUECKOW  DKBHBAJICHTHOCTH
JEKApCTBEHHOI'O0  Mpernapara  JI0Ka3aHO  OTCYTCTBHME  KIMHUYECKH 3HAUYUMBIX  pa3Inuuid
dbapmakokuHeTHKH W (Win) 3¢PGEKTUBHOCTH M O€30MAaCHOCTH JICKAPCTBEHHOTO Tperapara s
MEAUIIMHCKOTO MpuMeHeHus. [Ipy HamMuny KITMHUYEeCKH 3HAYUMBIX pa3nuiuii papMakOKUHETUKU U
() »ddexTuBHOCTH € 0E30MACHOCTH JIEKAPCTBEHHOrO Tpemapara JUisi MEIUIIUHCKOTO
MPUMEHEHHUS B3aMMO3aMEHIEMOCTh OINPEACINIEeTCS C YKa3aHUEeM Ha UCKIIOYEHHE OTIEIbHBIX TPy
MaIleHTOB;

4) UAEHTUYHOCTD CIloco0a BBEACHUS U CII0OC00a MPUMEHEHUS,

5) COOTBCTCTBUC IMPOU3BOAUTECIIA JICKAPCTBCHHOTO CPCACTBA TpC6OBaHI/I$IM paBUJI HaJjIexKaIen
HpOHSBOHCTBeHHOﬁ IIPaKTHUKH.



3. OmnpeneneHue B3aMMO3aMEHSEMOCTH BOCIIPOM3BEACHHBIX JIEKAPCTBEHHBIX IpErapaToB JIs
MEJIUIIMHCKOTO PUMEHEHUS, yKa3aHHbIX B yacT 10 cratbu 18 HacTosimero deaepanibHOro 3aKOHa,
OCYIIECTBIIsIeTCS 0€3 HEOOXOIMMOCTH J0KA3aTeIbCTBA UX OMOIKBUBAJICHTHOCTH.

4. OcobeHHOCTH ONpeAeTIeHNs B3aUMO3aMEHSIEMOCTH OMOJIOTHYECKUX JIEKAPCTBEHHBIX IIPENaparos,
KOMOWHHUPOBAHHBIX JICKAPCTBEHHBIX IMPENaparoB (coaepkamux KOMOMHAIMIO JBYX U Ooiee
JNEHCTBYIOIIMX BEIIECTB), JIEKAPCTBEHHBIX MPENapaTroB Jjs IapeHTEpaJbHOrO MHMTAHUS MU
HEJIO3UPOBAHHBIX JIEKAPCTBEHHBIX IIpenapaToB ycra”aBiuBaroTcs IIpaBurensctBoM Poccuiickoit
denepanuu.

5. Onpe):[eneHHe B3aUMO3aMCHACMOCTU HEC OCYHICCTBIACTCA B OTHOHICHUHU JICKAPCTBCHHBIX
PaCTUTCIIBHEBIX IIPp€IIapaToB, rOMCOIIATHYCCKUX JICKAPCTBCHHBIX IIPEIIapaToB.

6. ®opMHpOBaHUE NEPEUHS B3aMMO3AMEHSAEMBIX JIEKAPCTBEHHBIX IPENapaToB A MEIULUHCKOIO
NPUMEHEHHUS  OCYLIECTBISIETCS  OKCIEPTHBIM  YUPEKACHHUEM  IOCPEICTBOM  OOBEIUHEHUS
JICKapCTBEHHBIX IIPENApaTOB B OTACIBbHBIE TIPYIIbI, B KaXIOW M3 KOTOPBIX JIEKAPCTBEHHBIE
IIpenaparsl ABISIOTCS B3aUMO3aMEHIEMBbIMH.

7. B ciydyae BKIIOYEHHS B HWHCTPYKLUHUIO IO MEIUIIMHCKOMY MPHUMEHEHHUIO JIEKapCTBEHHOI'O
npernaparta Ha OCHOBAaHUM pE3yJbTaTOB COOTBETCTBYIOLIUX HCCIIEIOBAaHUM IOKa3aHUW AJis
NPUMEHEHHUS, KOTOpbhle OTJIMYAIOTCS OT MOKa3aHWM s MPUMEHEHUs JPYTHX JIEeKapCTBEHHBIX
IpernapaToB W3 TIPyHIbl B3aUMO3aMEHSEMBIX JIEKApCTBEHHBIX IIpernaparoB, B IEpeUHE
B3aMMO3aMEHSAEMbIX JICKaPCTBEHHBIX MPENapaToB A MEAMIMHCKOTO MPUMEHEHHUs JOJKHA OBITh
yKa3aHa COOTBETCTBYIOIIAs HH(OpMALIHSL.

8. IlepeueHp B3aMMO3aMEHSAEMBIX JIEKAPCTBEHHBIX MPENapaTroB s MEIWLUHCKOIO INPUMEHEHUs
pasMmelaercs  YINOJHOMOYEHHBbIM  (peepanbHbIM  OPraHOM  HCIOJHMTENBHOM  BJAcTH,
OCYLIECTBIISIIOIMM ~ TOCYJAapCTBEHHYIO  PETHUCTPALMI0  JIEKAPCTBEHHBIX  IPENapaToB IS
MEIUIIUHCKOTO NMPUMEHEHHs], Ha cBoeM o¢uimansHoM caiite B cetu "HHtepHer". MHpopmarus B
NepeyHe B3aMMO3AMEHSEMbIX JIEKAPCTBEHHBIX IIPENapaTroB JUIsl MEAULHUHCKOTO IMPUMEHEHUS
OOHOBIISIETCS yKa3aHHBIM (hefepalibHbIM OpPraHOM HCIIOJIHUTENBHOW BJIACTH € Y4Y€TOM HOBBIX
3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB JJsl MEAMIIMHCKOTO NMPUMEHEHHS] 1 BHECEHHBIX
W3MEHEHUH B JIOKYMEHTBI, COAEpXKAIMECs B PETHUCTPALMOHHBIX JOChE Ha 3apEerMCTPUPOBAHHBIC
JIEKapCTBEHHBIE Mpenapathl ISl MEIUIIUMHCKOTO IPUMEHEHUS.

9. opsnok ucnonb30BaHus WH(OPMAIIMK O B3aMMO3aMEHSEMBIX JIEKAPCTBEHHBIX Mpernaparax ais
MCIUIUHCKOIr0 NMpUMCHCHUA U HOPAAOK Adadun paBT)SICHeHI/II\/'I Mo BOIpOCaM B3aUMO3aMCHIACMOCTU
JIEKAPCTBEHHBIX MpPENapaToB Il MEIUIMHCKOrO MPUMEHEHUs1 ycTaHaBiauBarTcs [IpaBuTenscTBOM
Poccuiickoit @enepanuu.

Crarba 28. PerncTtpaninoHHoe y10CcToOBepeHHe JIeKAPCTBEHHOTO
npenapara

1. PerucrpanmoHHOE yIOCTOBEpEHHE JIEKApCTBEHHOIO Ipenapara ¢ yKa3aHHEM JIEKapCTBEHHBIX
dopM U JO3MPOBOK BBIAAETCS OECCPOYHO, 33 MCKIIOYEHHEM PETHUCTPALMOHHOTO YAOCTOBEPEHUS
JIEKapCTBEHHOI'0 Tperapara, BBIJaBa€MOr0 CO CpPOKOM JEHCTBHS MATH JI€T, Ha BIIEpPBbIC
peructpupyemsle B Poccuniickoii @enepanyy J€KapCTBEHHBIE PENapaThl.

2. Ilo ucreyeHmm yKa3aHHOTO B YacTH | HACTOSIIEW CTaTbU CpPOKa BBIAECTCA OeccpoyHOe
PErUCTPALlMOHHOE YJOCTOBEPEHUE JIEKAPCTBEHHOI'O IIpernapara IMpu YCIOBUU IOATBEPKICHUSA €0
rOCYJJapCTBEHHOM pPETUCTpaLUy.
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3. B ciyyae BHeceHHsl B cOOTBETCTBHU cO cTaThsiMu 30 u 31 Hacrosimero denepanbHOTO 3aKOHA
M3MEHEHUH B COJIEpKAILIMECS B PETUCTPALIMOHHOM JIOChE Ha 3apEeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIN
mpernapar  JAOKYMEHTBI, 3aTparuBarollMX  CBEJCHHS, OTPaKEHHbIE B  PETUCTPALIMOHHOM
YJAOCTOBEPEHUU  JICKAPCTBEHHOTO  IpemapaTta,  YIOJIHOMOYEHHBIM  (eliepalibHbIil  OpraH
UCIIOJTHUTENIbHOM BJAacTH BBIAAET HOBOE PErHCTPAIMOHHOE YJOCTOBEPEHHE JIEKapCTBEHHOIO
Ipernapara, COJEpJKallleeé BHECEHHbIE B HEro H3MeHeHus. (B pen. PenepaJbHOrO 3aKoHa OT
22.12.2014 N 429-®3 (pex. ot 13.07.2015))

4. B cnydae yTpaThl WIHM TOBPEXKIEHUS PETUCTPALMOHHOTO YJIOCTOBEPEHUS JIEKApCTBEHHOTO
mperapara 1Mo 3asBICHHUIO B MUCBMEHHOW (opme nepikarensl WM BIAJeNblla PErUCTPAIIMOHHOTO
YAOCTOBEpPEHUS JIEKAPCTBEHHOIO Mperapara WId YIOJIHOMOYEHHOTO UMH JPYTroro pHUINYECcKOro
JUIa O BBIJAYe AyOJIMKaTa PETUCTPAMOHHOTO YIOCTOBEPEHHs JIEKaPCTBEHHOIO TIperapara
YIOJHOMOYEHHBIN (efepalbHblii OpraH HCIOJHUTENBHON BJIACTU B CPOK, HE MPEBBIIIAOIIMMA
JEeCATH PadouuX JHEW CO JHS TIOCTYIUICHHUS 3asiBICHHS, BBIAACT JYyOIUKAT PErHCTPAIIHOHHOTO
YAOCTOBEpEHUSI JIEKapCTBEHHOI'O Tpermapara. 3a Bblgady JyOnuKaTta perucTpanruoHHOTO
YAOCTOBEPEHUS JIEKAPCTBEHHOTO TMperapara B3MMaeTCs rOCy/1apCTBEHHAS MOILJIMHA B COOTBETCTBUU
¢ 3akoHoAarenscTBOM Poccuiickoit @eaeparnuu o Hasorax u cobopax. (B pen. denepaibHOr0 3aKOHA
o1 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

Crarbs 29. [loarBep:xaeHue rocyiapcTBeHHON perucrpaumnu
JIEKAPCTBEHHOI 0 npenapara (B pea. @exepajbHOro 3aK0HA OT_
22.12.2014 N 429-®3 (pea. ot 13.07.2015))

1. TloaTBepkaeHHE TOCYIAPCTBEHHOW PErMCTPallUM JIEKAPCTBEHHOrO Ipernapara OCYIIECTBIAETCS
IpH BBIJA4Ye OCCCPOYHOTO PETUCTPANMOHHOTO YIOCTOBEPEHHUS JICKAPCTBEHHOTO IIperapara B
clyyae, yKa3aHHOM B 4Yactu 2 crtatbu 28 Hacrosimero denepanbHOro 3akoHa, B CpOK, HE
HpeBI)IHIaIOHII/II\/'I MECTUACCATU pa60tn/1x I[HCI\/'I CcO JHA MOJIyYCHH A COOTBCTCTBYIOIIIUM
YIOJTHOMOYEHHBIM (pe/iepallbHbIM OPraHOM HCIIOJHUTENBHON BJIACTH 3asBICHUS O MOATBEPKICHUH
rOCYJIJapCTBEHHOM pEeTrHUCTpaIiy JIEKapCTBEHHOTO mpernaparta. He ocyiiecTBisieTcsi moATBepKIeHUE
rOCYJapCTBEHHOM pPETUCTpalliid B OTHOLUEHUH JIEKAPCTBEHHOTO Ipernapara, He HaxOJMBIIETOCs B
obpamenun B Poccuiickoit denepaniu B TeUEHHE Tpex M Oojiee JIET, a TaKkKe B OTHOIICHUH
JIEKapCTBEHHOTO CPEJCTBA, MMPOU3BEACHHOTO C HapyIIeHHEeM TPpeOOBaHUS, YCTAHOBICHHOTO YacThiO
3.7 crarbm 71 HacTosimero denepaibHOTO 3aKOHA.

2. 3asBieHuEe O MOATBEPXKIEHUH T'OCYJApCTBEHHOM PErucTpaluu JeKapCTBEHHOTO Ipernapara s
MEIUIIUHCKOTO  TPUMEHEHUS  TPEACTaBISETCS B COOTBETCTBYIOIIMH  YIOJIHOMOYEHHBIN
(denepanbHBI OpraH HCIOJHUTENHLHON BJIACTH HE paHee 4YeM 3a CTO BOCEMBJAECAT JHEH M0
UCTEUCHHS CPOKA JIEHCTBHSI PErHCTPAIMOHHOTO YIOCTOBEPEHHUsS JIEKApCTBEHHOTO Iperapara JJis
MEIUIIMHCKOTO TprMeHeHus. (B pen. @enepansHoro 3akoHa oT 02.08.2019 N 297-03)

2.1. 3asBieHHE O MOATBEPKICHUH TOCYAApPCTBEHHOW perucTpaluu JIEKapCTBEHHOrO Mpemnapara Jjist
BETCPUHAPHOTO  TMPUMEHEHMsI  TMPEACTABISETCS B COOTBETCTBYIONIUWA  YIMOJTHOMOYEHHBIN
dbenepanbHBIE OpraH WCIOTHUTENIHHOM BJIACTH HE paHEe YeM 3a CTO BOCEMbBJAECAT IHEH 0
WCTEUYEHUSI CPOKa JCWCTBUS PETUCTPAIMOHHOTO YJAOCTOBEPEHUS JIEKApCTBEHHOTO Iperapara Jis
BETEPUHAPHOTO MPUMEHEHUS U HE TO03/IHee OKOHYAHUs CpoKa ero AeicTBus. (B pen. deaepanbHOTO
3akoHa ot 02.08.2019 N 297-03)

3. HOZ[TBCp)KI[CHI/IC FOCY,[[apCTBeHHOf/'I peructpanuu JICKApCTBECHHOI'O IIPCIiapaTa OCYLICCTBIIACTCA
Mo pe3yjibTaTaM SKCICPTHU3bI OTHOIICHUA O)I(H)IaeMOﬁ IIOJIB3bI K BO3MOXXHOMY PHUCKY IMPHUMCHCHUA
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JIEKapCTBEHHOI'0 IIpernapara Ha OCHOBAaHHWU pPE3YyJIbTaTOB MOHUTOpUHTAa 3((EeKTUBHOCTH U
0€30MacHOCTH  JIEKApCTBEHHOI'O IIpernapara, IPOBOAMMOIO Jep)KaTeleM WU  BIAJeNblEM
PETUCTPALIMOHHOTO YAOCTOBEPEHHS JIEKAapCTBEHHOI'O IMpernapara Ju00 YHOJTHOMOYEHHBIM HMH
IOPUMYECKAM JIMIIOM, & TaKXe COOTBETCTBYIOIIMM YIIOJIHOMOUYEHHBIM (elepabHBIM OpraHOM
MCIIOJTHUTENIbHOM BJIaCTU B COOTBETCTBUU C TpeOoBaHMsAMH cTaTbil 64 Hactosimero denepanbHOro
3aKOHA.

4. K 3asBIEHUIO O TOATBEPKICHUN FOCYJaPCTBEHHOM perucTpaliy JIEKapCTBEHHOIO Mpenapara s
MEIUIIMHCKOTO TpuMeHeHus mpwmiaratorcs: (B pen. denepanbHoro 3akoHa or 04.06.2018 N
140-D3)

1) HOKyMEHTBI, cOJepKallhe pe3yJbTaThl MOHHUTOPUHTa H3(PPEKTUBHOCTH U OE30MACHOCTH
JIEKApCTBEHHOI'0 Tpernapara i MEIUIMHCKOTO MPUMEHEHHUs, MPOBEICHHOIO JepXaTeleM WU
BJIAJIEJIBIIEM PErMCTPALIMOHHOIO YJIOCTOBEPEHMS JIEKAPCTBEHHOI'O Ipenapara il MEIULHUHCKOrO
NPUMCHCHUS JHOO YIOJTHOMOYCHHBIM WM FOPUAMYECKHM JIMIIOM, 1O (opMe, YTBEPKICHHOM
YIOJTHOMOYEHHBIM (eiepabHbIM OPraHOM HCTIOIHUTENbHOU BiacTy; (B pen. deaepaabHOro 3aK0Ha
ot 04.06.2018 N 140-®3)

2) cBeleHUsl O JaTe MPEIOCTaBICHUS M PETUCTPALMOHHOM HOMEpPE JUIEH3UH Ha MPOU3BOJICTBO
JIEKAPCTBEHHBIX CPEACTB MJIM CBEIACHUS O JaTe IPEJAOCTaBICHUS W PErUCTPAIIMOHHOM HOMEpEe
3aKJTFOYCHUST O COOTBETCTBHH IPOU3BOJIUTEIIS JICKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM IPABUIT
HaJJIeXKalleld MPOU3BOJCTBEHHON MPAKTHKHU, MPEJOCTABICHHBIX YIOJIHOMOYEHHBIM (eepaibHbIM
OpraHoOM HCIOJIHUTEIHHON BJIACTH B OTHOIICHUH MPOW3BOJCTBEHHOW IJIOMIAIKH JIEKAPCTBEHHOTO
mpermapata Il MEAMLIMHCKOTO TMPHUMEHEHHUs, TOCYJapCTBEHHAs perucrpamus KOTOpOro
MOATBEPKIAETCS B Clydae, €Clid MPOM3BOJCTBO JICKAPCTBEHHOTO Ipernapara Uisi METUIIMHCKOTO
npuMeHeHus ocyulectBisiercsi B Poccuiickoit ®denepauuu; (B pen. PenepanbHbIX 3aKOHOB OT
04.06.2018 N 140-®3, or 27.12.2019 N 478-D3)

3) xomus NpPEJOCTaBIEHHOW YIMOJHOMOYEHHBIM OPraHOM CTpaHbl MPOM3BOIUTENS JIMIEH3MHM Ha
MIPOM3BOJICTBO JIEKAPCTBEHHOIO MpernapaTra A MEIUIUHCKOrO IMPUMEHEHMs U €€ IEepeBOoJl Ha
PYCCKHMH SI3bIK, 3aBEPEHHBIE B YCTAaHOBJICHHOM IIOpSAJKE, a TaKXKe KONUSA 3aKJIIOUEHUs O
COOTBETCTBUU IPOU3BOJAUTEINS JIEKAPCTBEHHBIX CPEJACTB TpeOOBaHUSAM MpaBWJI HaJJIeKallen
NPOU3BOJICTBEHHON  MPakTUKH, BBIJAHHOTO  YHOJHOMOYEHHBIM  (ellepalbHbIM  OpPraHoM
VCIIOJTHUTENIbHOM BJIACTH B OTHOIIEHUHU MPOU3BOACTBEHHOH IJIOLIAAKHU JIEKAPCTBEHHOI'O Mpernapara
JUIsl MEIULIMHCKOTO MPUMEHEHHUS], TOCYJApCTBEHHAs! PETUCTPALMS KOTOPOrO MOATBEPKAAETCS, WIH
KOIUS pelIeHUs] YIIOJTHOMOUYEHHOTro (he/iepaaIbHOr0 OpraHa UCIOIHUTENbHOM BIaCTH O MPOBEACHUU
WHCIEKTUPOBAHUS IPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEACTB B CIy4yae, €CIM IIPOU3BOJCTBO
JEKapCTBEHHOTO Ipenaparta Ajas MEIULUHCKOrO IPHUMEHEHHUs OCYLIECTBISIETCS 3a MpeesaMu
Poccuiickoii @enepanuu. (B pea. PenepanbHbix 3akoHOB 0T 04.06.2018 N 140-PD3, ot 27.12.2019 N
478-D3)

4.1. B oTHOLIEHNH OMOJIOTHYECKUX JICKAPCTBCHHBIX MperapaToB I MCAUIIUHCKOI'O IMPUMCECHCHUA
3asiBUTEIIb JOTIOJIHUTEIBHO IPEJICTABISIET PE3YJIbTaThl MEPONPUATHI, NMPEAYCMOTPEHHBIX IIAHOM
yIIpaBIE€HUA pUCKaMu, YTBEPKIECHHBIM YIIOJITHOMOYEHHBIM (benepanbHbIM OpraHoM
VCIIOJIHUTENIBHOM BJIACTU IPU OCYIIECTBICHUM TOCYAAPCTBEHHOW PpErucTpanuu JIEKapCTBEHHOTO
mpenapara Jis MeTUUUHCKOro mnpumeHeHus. (B pea. denepanpHoro 3akona or 04.06.2018 N
140-93)

4.2. K 3asBJI€HUIO O TOATBEPKIECHUHM TOCYIAPCTBEHHOM PETUCTPALMU JIEKAPCTBEHHOrO Mpenapara
JUIsi  BETEPUHAPHOTO TMPUMEHEHUsS NPUIIAraloTcs JOKYMEHTBI, COJAEpXkallhue pe3yJbTaThl
MOHUTOpUHTA 3(PPEKTUBHOCTH U 0€30MAaCHOCTH JIEKAPCTBEHHOTO Mpernapara Jyisi BETEPUHAPHOTO
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MPUMEHEHHUS, MPOBOAMMOIO JepKaTelieM WM BIAJENbLIEM PErHCTPALlMOHHOTO YJIOCTOBEPEHUS
JICKapCTBEHHOTO TMpemnapara Ui BETCPUHAPHOTO MPUMEHEHHS JHOO YIOJTHOMOYEHHBIM WM
IOPUAMYECKUM JIMIOM, 1O (opme, YTBEP)KIECHHOW YIOIHOMOYEHHBIM (eaepalbHbIM OpraHoOM
WCTIOJTHUTEIILHOM BJIACTH, M IOKYMEHTBI, yKa3aHHbIC B myHKTax 1, 2 - 2.2, monmynkrax "a", "6", "k",
"n" nynkta 4 wyactu 3 crarbu 17 Hactosimero ®enepanbHOro 3akoHa. B oTHomeHuu
MMMYHOOHOJIOTUYECKUX JICKAPCTBEHHBIX TMIPEMapaToB jii BETEPUHAPHOIO MPUMEHEHUs He
MPEJCTABIISIIOTCS CBEJCHUSI, YKa3aHHbIE B MOJANYHKTE "K" myHKTa 4 yactu 3 crarbu 17 HacTOSIIEro
®enepanbHOro 3akoHa. B OTHOIIEHWM JIEKAPCTBEHHBIX IMIPEMapaTroB Ui BETEPUHAPHOIO
MPUMEHEHHUS, MOJyUYEHHBIX C MPUMEHEHUEM T€HHO-HH)KEHEPHO-MOIU(UIIMPOBAHHBIX OPraHU3MOB
WM COJEpPKAIUMX TaKUE OPraHU3Mbl, JOMOJHUTEIBHO MPEICTaBIAIOTCS CBEACHUS, YKa3aHHBIC B
nyHkte 13 gactu 3 crateu 17 Hacrosmmero denepanbHOro 3akoHa. (B pen. denepanbHbIX 3aKOHOB
o1 04.06.2018 N 140-P3, ot 02.08.2019 N 297-D3)

4.3. 3asgBuTenb BIpaBe IMPEACTaBUTH C 3asBICHUMEM O MOATBEPXKJIEHUU TOCYAapCTBEHHON
perucTpalMy JIEKapCTBEHHOI'O Ipernapara KOMHI0 JOKYMEHTa, MOJTBEP)KIAIOIIEro YIUIaTy
roCy/1apCTBEHHOW MOLUIMHBI 32 MOATBEPKICHUE I'OCYAAPCTBEHHOW PETUCTPALUU JIEKAPCTBEHHOTO
npenapara, a TakKXke BblJaBaeMble (IPEAOCTaBIsEMbIE) YIOJIHOMOYEHHBIMU (henepanbHbIMU
OpraHaMM HCIIOJIHUTEIbHON BJIACTH JIOKYMEHTHI (CBEJIEHHUS), YKa3aHHbIE B NMyHKTax 2 u 3 yactu 4
HacTosiled craThbu. B ciaydae MX HeNpeICTaBlICHHs YIOJIHOMOYEHHBIH (enepanbHblii Opra
UCIIOJHUTENIbHOM BJIACTHM  3alpallluBaeT yKa3aHHbIE JOKYMEHTbl (CBEAEHHS) B IOPSJKE
MEXBEJJOMCTBEHHOTO HMH(OPMALMOHHOIO B3auMozAeucTBus. (B pea. denepaqbHOro 3akoHa OT
27.12.2019 N 478-D3)

5. B Tteuenue pgecatu paboumx JHEH CO [JHS TNPUHATUS 3asABICHUS O MOATBEPXKICHUU
rOCYJJapCTBEHHON pETUCTpallMu JICKAPCTBEHHOTO TIpernapara M JOKYMEHTOB, COJEpKallux
pe3ynbTaThl MOHUTOPUHTA dA(PQPeKTUBHOCTH U OE30MacCHOCTH JIEKAPCTBEHHOIO Ipernapara,
IPOBOAMMOIO JepKaTeIeM WU BIAJENbLIEM PETUCTPALMOHHOIO yIOCTOBEPEHUS JIEKAPCTBEHHOIO
npenapaTa Ju00 YMOJTHOMOYEHHBIM MMM IOPUAMYECKUM JIUIIOM, YIIOJTHOMOYEHHBIH (enepanbHblii
OpraH UCIMOJHUTEIILHON BIACTH:

1) mpoBOIUT MPOBEPKY IOJHOTHl CBEACHUN, COIEPIKALIUXCA B MPEACTABICHHBIX 3asBUTEIEM
JIOKyMEHTax;

2) mpUHUMAET pelIeHHuEe O MPOBEICHHHM WU 00 OTKa3e B MPOBEACHUU DKCIEPTHU3BI OTHOIICHUS
0’KMJIa€MOM TOJIb3bl K BO3MOKHOMY PUCKY NPUMEHEHHMS! JIEKapCTBEHHOIO MpernapaTa Ha OCHOBAHUU
pe3yabTaToB MOHHTOpWUHTA HA(P(GEKTUBHOCTH H 0O€30MaCHOCTH JICKAPCTBEHHOIO IIpernapara,
MPOBOJIUMOI0 JEP/KATEIEM WM BIIAJIEIbLEM PETUCTPALMOHHOTO YJIOCTOBEPEHHUS JIEKAPCTBEHHOTO
Impemapara 100 YHOOJIHOMOYCHHBIM UMH IOPUIUYCCKUM JIMIIOM, a TaKXKC q)enepam,HHM OopraHomMm
WCTIOTHUTENILHOM BJIaCTH B COOTBETCTBUU C TpeOoBaHMAMH cTaThil 64 Hactosimero denepanbHOro
3aKOHa;

3) yBemomusieT B DJEKTPOHHOM (OpMe WIM MHCHhbMEHHOW (opMe 3asBUTENST M IKCIEPTHOE
yUpeXKJIEHUE O MPHUHITOM PEIIeHUH TUO0 B ClIydae MPUHSATHS PEIIeHUs 00 OTKa3e B MPOBEICHUU
IKCIIEPTU3HI YKA3bIBACT MPUYHUHBI TAKOTO OTKA3a.

6. B ciydae BbIsIBIEHUS HEIOCTOBEPHOCTH U (MJIM) HEAOCTATOUHOCTH MH(OPMAIIUH, COepIKaIIencs
B NPEJCTaBICHHBIX 3asBUTENIEM JOKyMEHTaX, YIOJHOMOYEHHBIH (enepaibHblii  opras
UCTIOJIHUTENILHOW BJIACTH HANpPABISIET 3asiBUTENIO 3alpOC 00 YTOYHEHHMHU yKa3aHHOH MH(OpMaIuu.
3anpoc ynoJHOMOUYEHHOTro (efepalbHOr0 OpraHa HCIOJHUTEIbHON BIIACTH MOKET OBITh MepeaaH
YIIOJIJHOMOYEHHOMY IIPEACTaBUTEIIO 3asBUTEN JIMYHO II0J PACIKMCKY, HANpPaBJICH II0 II04YTe
3aKa3HbIM NMHCHMOM WM MEpellaH B IJIEKTPOHHOW (QopMe MO TeIeKOMMYHHKAllMOHHBIM KaHalaMm
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cBs3M. B ciyuae HampaBieHUs 3ampoca YIoJHOMOYEHHOTO (elepaibHOTO OpraHa UCTIOIHUTEIbHOM
BJIACTH MO TOYTE 3aKa3HBIM MHCHbMOM OH CUUTAETCS MOJYYCHHBIM MO UCTEUEHUHU ILIECTH AHEH C
JaThl HAIPaBIEHUS 3aKa3HOTO MUChMA.

7. 3asBuTenb 00s3aH NPEACTaBUTh OTBET HA 3alpOC YIOJHOMOUYEHHOIO (efepalbHOro OpraHa
UCIIOJIHUTENIbHOM BJIACTU B CPOK, HE MPEBBILIAIOLIMI JAEBSHOCTAa pabouuMx JOHEH €O JHA €ro
nosydyeHus. Cpok, yKa3aHHBId B 4acTH S5 HAacTOSALICH CTaTbM, IPHUOCTAHABIMBACTCA CO JIHSA
HAlpaBJICHUS 3asBUTENIO 3alpoca YIOJIHOMOUYEHHOro (heaepaabHOro OpraHa HCHOJIHUTEIbHOM
BJIACTH 0 IHS IOJIyYEHHS MM COOTBETCTBYIOLLIEIO OTBETA M HE YYMTHIBAETCS IIPU MCUUCICHHUH
CpOKa IOATBEPKACHUSA TOCYAAPCTBEHHONW PErCTPally JIEKAPCTBEHHOIO IIperapara.

8. OcHOBaHMEM [UIsl OTKa3a B IPOBEACHHM DKCIEPTHU3bl OTHOIICHUS OXHAAEMOH IOJB3BI K
BO3MOXKHOMY PpHUCKY IPUMEHEHHs JIEKAPCTBEHHOI'O IIpenapara SBISETCS IPEICTaBICHUE
JOKYMEHTOB, COAEp)KalIMX pPe3yJbTaThl MOHUTOPUHra HPQPEKTUBHOCTH U  0€30MaCHOCTH
JIEKapCTBEHHOI'0 Ipernapara, U (Win) B OTHOIIEHWU OMOJOTMYECKHX JIEKapCTBEHHBIX IpENapaToB
pE3yJIbTaTOB OCYILIECTBICHUS MEPONPUATHN B COOTBETCTBHU C IIJJAHOM YIIPAaBJIICHHs DPHUCKaMH,
YTBEPKACHHBIM  YIIOJIHOMOYEHHBIM  (eiepalbHbIM OpPraHOM HCIOJHUTEIBHOW BJIAcTU MpU
OCYILECTBIICHUH T'OCYAAPCTBEHHOM PEerucTpaluy JeKapCTBEHHOr0 IpenapaTa, B HElOJIHOM o0beMe,
OTCYTCTBHE HWH(pOpPMANWHU, NOATBEpKIAIOMed (aKT yIuiaTtel TOCYAapCTBEHHOW TOMUIMHBI 32
HNOATBEPXKJEHUE  TOCYJapCTBEHHOM  perucrpalMy  JIGKApCTBEHHOI'O  Ipemnapara,  JInOo
HENPECTaBICHNE 3asBUTEIIEM B YCTAHOBJICHHBIN CPOK OTBETA HA YKa3aHHBIM B yacTU 6 HacTosIIeH
CTaThbU 3alpoc YHOJHOMOYEHHOIo (heepalbHOro opraHa WCIOJIHMTENbHOM BIACTH, a TakKxke
OTCYTCTBHE B YKa3aHHBIX JJOKYMEHTaX WH(OpPMAIMH, KOTOPas TOJKHA OBITh B HUX OTpaKeHa.

9. Dkcnepru3a OTHOLUEHUS OKHUJAEMOW IOJIb3bl K BO3MOXKHOMY PHUCKY IPUMEHEHUs
JEKapCTBEHHOIO  IIpernapara B LENIX IOATBEP)KIEHUS TOCYJAapCTBEHHOM  perucrpanuu
JIEKapCTBEHHOI'O Iperapara MpOBOAUTCSI KOMUCCHUEN 3KCIEPTOB IKCIEPTHOTO YUPEKIACHUS B CPOK,
HE MPEBBIIAIOLINI cOpoka pabouux JHEH.

10. B cimyyae HEJOCTaTOUHOCTH MPEACTABIEHHBIX SKCIEPTY MATEpPHANIOB Ul Jayd 3aKJIIOUEHUs
JKCHepT oOpamaercs K PYyKOBOAMTENIO SKCHEPTHOIO YUPEXKICHHS O MPEJOCTaBICHUH €My
HEOOXOJUMBIX  MaTepuajoB. PyKoBOOUTENb SKCHEPTHOTO  YUpeKIEHHs  oOpamiaercs C
COOTBETCTBYIOIIUM 3aIIPOCOM B YIOJIHOMOYEHHBIH (hefiepaibHbli OpraH UCHOJHUTEIbHOM BIIACTH,
BbIIaBIIMH 3a/laHu€ Ha MPOBEJIEHUE SKCIEPTU3bl OTHOIICHUS OXHIaeMOM MOJB3bl K BO3MOKHOMY
PUCKYy NPUMEHEHHs JIEKApCTBEHHOIO IIpernapaTa Ha OCHOBAHMM JOKYMEHTA, COJEpPIKaIlEro
pe3yabTaThl MOHUTOPUHTA 3()PEKTUBHOCTU U OE30MTACHOCTH JICKAPCTBEHHOTO Ipenapara. B Teuenue
naTH paboumx JHEW CO JAHA MOCTYIJIEHHs 3ampoca PYKOBOAUTENS HKCHEPTHOIO YUPEKICHHS
yKa3aHHbIN (pelepanpHblii OpraH HUCHOJHUTENBbHOM BIACTH HANpPaBisSeT 3asiBUTENIO 3alpoc O
NpEeJCTaBICHUN HEOOXOAMMBIX MaTepHalioB, KOTOPBIH MOXKET OBITh NEpefaH YHOIHOMOUYEHHOMY
MIPEJICTAaBUTEINIO 3asBUTENS JIMYHO O] PACIUCKy, HAMpaBJieH IO MOYTEe 3aKa3HbIM MHCbMOM WM
nepefaH B DJIEKTPOHHOH (opMe MO TeIeKOMMYHHUKAI[MOHHBIM KaHajlaM CBA3M. B ciydae
HaIpaBJIEHUS 3allpoca YIOJIHOMOYEHHOTO (eIepalbHOr0 OpraHa UCIOJHUTENBHOMN BIACTH MO 1MOYTe
3aKa3HbIM IIMCBMOM OH CUMTAETCs MOJyYEHHBIM IO MCTEYEHHMM ILIECTH AHEW C AAaThl HalpaBICHUS
3aKa3HOTO MHUChMA.

11. 3asBuTenp 00s3aH MPENCTaBUTh OTBET Ha 3alpoOC YIMOJIHOMOYEHHOTO (eAepaabHOTO OpraHa
UCTIOJIHUTENIBHOW BJAaCTH B CPOK, HE MPEBBILAIONIMNA MIECTHAECATH padouyux AHEH co JHA
MOJTyYEHHUsl YKA3aHHOTO 3ampoca. YOJTHOMOUYEHHBIN (peiepaabHblii OpraH UCIOJHUTENbHOM BIIacTH,
BBIZIABIINHI 33JaHUE HA MPOBEJACHUE DKCIEPTU3bl OTHOLIECHUS OKUIAEMOM IOJb3blI K BO3MOKHOMY
PUCKY TIPUMEHEHUs JIEKapCTBEHHOIO IpernapaTa Ha OCHOBAaHMU JOKYMEHTA, COJEpIKaIIero
pe3yJbTaThl MOHUTOPUHTA 3PPEKTUBHOCTH U O€30MaCHOCTH JIEKAPCTBEHHOI'O Mperapara, B TeUeHHe



NATH pabouyux JHEH cOo AHS TMOCTYIUICHHs OT 3asBUTENS OTBETa Ha 3alpoc YMOJIHOMOYEHHOIO
denepanbHOTO OpraHa UCIIOTHUTEIHFHON BIACTH HAIIPABIISIET STOT OTBET B AKCIEPTHOE YUPEKICHHUE.
B cinydae HempencraBieHHUS MO UCTEUEHUHU LIECTUIIECATH pabouMX IHEH 3asBUTENIeM OTBETa Ha
YKa3aHHBIN 3ampoc YIOJIHOMOYCHHBIH (eAepaibHBIi OPraH WCIOJHUTEILHON BIIACTH, BBIIABIIHIA
3a/laHH€ Ha IPOBEACHUE SKCIEPTU3bl OTHOLICHHUS OKMUIAEMOH IOJIb3bl K BO3MOKHOMY PHCKY
MIPUMEHEHUS JICKAPCTBEHHOT'O IIpErapara Ha OCHOBAaHUM JIOKYMEHTA, COAEPKAIIErO Pe3yJibTaThbl
MOHHUTOpUHTa 3(PGEKTUBHOCTH M 0€30MacHOCTH JIEKApCTBEHHOTO Ipernapara, B TEUYEHHE MATH
pabouux JAHEH HampaBisieT B OKCHEPTHOE YUPEKICHUE YBEAOMIICHHE O HENPEeACTaBICHUU
3asBUTEJIEM OTBETAa Ha 3alpoC YKAa3aHHOrO opraHa. Bpems co AHS HampaBiieHHs 3ampoca
OKCIIEPTHOTO YUPEKJICHUS B YIOJIHOMOYCHHBINH (peiepalibHbI OpraH MCIOJHUTEIBHON BIACTH 0
JHS IIOJIy4eHUs OKCIEPTHBIM YUYpPEKJIECHHEM OTBE€Ta Ha 3alpoc WIA YBEJOMIIEHHS O
HEINPEJICTABIEHUA OTBETA HA 3alpOC HE YUYUTHIBAECTCA MPU HMCUHUCIEHUU CpOKa IPOBEIACHHUS
SKCHEPTU3bl OTHOIICHUS OKUJAEMOM IMOJIb3bl K BO3MOKHOMY PHUCKY NPHUMEHEHUS JIEKaPCTBEHHOIO
npenapara Ha OCHOBAaHUU JIOKYMEHTA, COJIEPIKAIIET0 pe3yJbTaTbl MOHUTOPUHTA 3((HEKTUBHOCTH U
0€30MacHOCTH JIEKapCTBEHHOT'O Mpernapara.

12. B CPOK, HEC HpeBBII_HaIOH_II/Iﬁ JCCATHU pa60‘II/IX I[Heﬁ CO OHA HOJYYCHHUA 3aKIIIOYCHHUA KOMHCCUU
SKCIICPTOB IO pPE3yJIibTaTaM SKCICPTHU3bl OTHOLICHUS 0XKHIAcMOM ITOJIB3BI K BO3MOXXHOMY PHUCKY
MNPUMCHCHHA JICKAPCTBCHHOI'O IIp€liapara, COOTBGTCTBYIOIHI/Iﬁ yr[OJ'IHOMO‘lCHHBIfI Q)CﬂepaHBHHﬁ
opra”n HCIIOJIHUTEILHOM BIIACTH:

1) ocyliecTBIsET OLEHKY ATOrO 3aKJIIOUEHUS JUIsl OMpEENIeHUs €r0 COOTBETCTBUS 3aJaHUI0 Ha
MIPOBEICHUE YKa3aHHOMW IKCIIEPTHU3HI;

2) OpUHMMAET pELIEHUE O MOATBEPXKJIEHUH TOCYJapCTBEHHOH perucTpanuu JeKapCcTBEHHOIO
npenapara win o0 OTKa3e B NOATBEPXKIEHUM TOCYAAPCTBEHHOW PErMCTpaliM JIEKapCTBEHHOIO
npenapara;

3) BHOCUT TMpH HPUHATHM PEUIEHUS O MOJATBEPKAECHUN TOCYJapCTBEHHOH perucrpaunuu
JIEKapCTBEHHOI'0 Iperapara CBEACHHUS B TOCYIapCTBEHHBIH PEECTp JIEKapCTBEHHBIX CPEICTB U
BBIJIA€T 3aBUTENIO0 OECCPOYHOE PETUCTPALMOHHOE YI0OCTOBEPEHHE JIEKAPCTBEHHOTO MTpernapara.

13. OcHOBaHueM I OTKa3a B MOATBEPKACHUU I'OCYNAapCTBEHHON PETMCTPALMU JIEKAPCTBEHHOTO
npernapara sBJSETCS 3aKJIIOYEHHE COOTBETCTBYIOIIETO YIOJHOMOYEHHOIO (eepalbHOro OopraHa
VCIIOJIHUTENIBHOM BIACTH O TOM, YTO PUCK MPUYMHEHMS BPEa 340POBbIO YEJIOBEKA MU KUBOTHOIO
BCJIE/ICTBHE MIPHEMa JIEKAPCTBEHHOIO Mpernapara MpeBblIaeT 3pPEeKTUBHOCTh €ro MpUMEHEHUS. (B
pen. ®enepansHoro 3akoHa ot 04.06.2018 N 140-D3)

14. B mnepuon mnpoBeAeHHUS MpOUEAYphl MOATBEPKICHHUS TOCYAapCTBEHHOM perucTpanuu
JIeKapCTBEHHOTO Npernapara ero obpaiienue B Poccuiickoit @enepaninu He IpUOCTaHABINBACTCS.

15. Homyckaercs oOpalieHHe JeKapCTBEHHBIX MpermapaToB J0 HCTEYCHHS] CpPOKa TOJHOCTH,
MMPOU3BCIACHHLIX B TCYCHUC CTa BOCBMHUJCCATH KaJICHAAPHBIX }IHeﬁ IMOCJIC JaThl MNPHUHATHUA
YIOJTHOMOYEHHBIM (pe/iepalbHBIM OPraHOM HCTIOJHUTENBHOW BIACTH PEIICHUS O TMOATBEPKICHUH
rOCy/IapCTBEHHOW PETUCTpAllMU, B COOTBETCTBUU ¢ MHGOpMaIuel, coiepkauieiicss B JOKyMeHTax
PETUCTPAIIMOHHOTO JIOChE€ Ha JICKApPCTBEHHBIM Mpemnapar A0 JAaThl NPUHATHS TAKOTO pelieHus. (B
pen. ®enepansHoro 3akoHa ot 02.08.2019 N 297-D3)

Cratbs 30. BHeceHue M3MeHEeHUH B TIOKYMEHTBI, CO/Iep Kaluecs B
PerncTpauMoOHHOM J0Che HA 3apPerucTPUPOBAHHBIN JIeKAPCTBEHHBbII
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npenapar it MEANIMUHCKOIo IPUMCHCHUA

1. B mensix BHECEHHsS M3MCHCHHMH B JOKYMEHTBI, COJACPIKAIIMECS B PErHCTPAIMOHHOM J0ChE Ha
3apEruCTPUPOBAHHBIN JICKAPCTBEHHBIN MpenapaT s MEIUIIUHCKOTO MPUMEHEHUS, IepKaTeNlb WK
BJIQJICJICI] PETUCTPAIMOHHOIO YIOCTOBEPEHHUsS JICKAPCTBCHHOI'O IMpernapara Wid YIOJIHOMOYCHHOE
UM JIpyroe IOpHIMYEecKoe Mo (Jaliee B HACTOSIICH CTaThe - 3asABUTENb) IMPEACTABISET B
YIOJHOMOYCHHBIN (DeiepabHblii OpraH WCHOJHUTEIBLHOM BIACTH 3asBIICHUE O BHECCHHH TaKUX
U3MEHEHWH 10  (opme, yCTAaHOBJICHHOW  YIOJTHOMOYEHHBIM  (beepambHBIM  OpPraHOM
WCIIOJTHUTEIILHOM BIIACTH, M NpHUJIaraeMble K HEMy M3MCHCHHS B YKa3aHHBIC JOKYMEHTBI, a TaKXKe
JOKYMEHTBI, TIOATBEPKIAIONINE HEOOXOAMMOCTh BHECEHUS TaKMX W3MEHCHHH. (B  peq.
DdenepanpHOro 3akona ot 04.06.2018 N 140-D3)

1.1. Ilpu HEOOXOIUMOCTH BHECEHHsI B JJOKYMEHTBI, COAEpAIIMUECs B PErUCTPAMOHHOM JOChE Ha
3aperuCTPUPOBAaHHBIN JIEKAPCTBEHHBIM Ipenapar Ajds MEIULMHCKOIO NPUMEHEHMs, U3MEHEHUH,
YKa3aHHBIX B MYHKTE€ 3 4YacTW 2 HACTOSAMIEH CTaThbl U TPEOYIOIIMX MPOBEACHHUS SKCIEPTU3BI
KauyecTBa JIEKAPCTBEHHBIX CPE/CTB, 3asBUTENb JIONOJHUTEIBHO NPEICTABISIET B YIIOJIHOMOYEHHBIN
denepanbHBIE  OpraH  HCIONHUTEIBHOW BJIACTH CBEIEHUS O Jare MPEeAOCTaBICHHS U
pPEerucTpaliOHHOM HOMEpPE JIMLIEH3UMH Ha IPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJCTB WIIM CBEACHUS O
JaTe MPelOCTaBICHUSI U PETUCTPAMOHHOM HOMEpE 3aKIIOYEHHS O COOTBETCTBUU IMPOU3BOIUTEIS
JIEKapCTBEHHBIX CPEACTB TPEOOBAaHUSAM IpaBWJ HAJJIeKallel NPOU3BOACTBEHHONM NPAKTHKH,
BBIIaHHBIX (IIPEIOCTABICHHBIX) YIOJIHOMOYEHHBIM (elepaibHbIM OpPraHoOM HCHOJHUTENbHOM
BJAaCTU B OTHOUIEHMM W3MEHEHHOW M (WJM) JONOJHEHHOW MPOU3BOJACTBEHHON IUIOLIA/IKU
JIEKapCTBEHHOIO IpemapaTa, B Cly4ae, €ClIM HPOM3BOACTBO JIEKAPCTBEHHOIO Iperapara
ocymectBisiercs B Poccuiickoit ®enepanuu, MO0 CBEAEHUS O JaTe MPEIOCTABICHUS W
PETUCTPALIMOHHOM HOMEpE BBIJAHHOM YIOJHOMOYEHHBIM OPraHOM CTPaHbl MPOU3BOAUTENS
JUIEH3UU Ha TPOU3BOJACTBO JIEKAPCTBEHHOrO Ipenapara M €€ IMEepeBOJ Ha PYCCKUM S3BIK,
3aBEpEHHbIE B YCTAHOBJIEHHOM TIOpSAKE, a TaKK€ CBEIEHUS O JaTe MpPENOCTaBICHUS H
pPEerucTpalioHHOM HOMEpE 3aKJIIOUEHHUSI O COOTBETCTBUU IMPOU3BOJIUTENS JIEKAPCTBEHHBIX CPENICTB
TpeOOBaHUAM IMpPaBUJ HAJIEKAIIEH MPOU3BOJCTBEHHON NMPAKTHKH, BBIJAHHOTO YIOJIHOMOYEHHBIM
(benepanbHBIM OpPraHOM HCIIOJIHUTENBHON BJIACTH B OTHOIIEHWU MU3MEHEHHOM M (MJM) TONOJTHEHHON
IIPOU3BOJICTBEHHOMN IUIOIIAJKHU JIEKAPCTBEHHOTO IIpenapaTa, WA CBEACHUs O JaTe NMPEAOCTaBICHHUS
U PErucTpPalMOHHOM HOMEpE PELICHHUS] YIOJHOMOYEHHOIO (eepalbHOI0 OpraHa UCIOIHUTEIbHON
BJIACTH O MPOBEACHUM MHCIEKTHPOBAHMS NPOU3BOIUTEINS JIEKAPCTBEHHBIX CPEACTB B Cllydae, €Clu
IIPOM3BOJCTBO  JIEKAPCTBEHHOI'O Mperapara OCYIIECTBIAETCS 3a mpexnenamu  Poccuiickon
denepanuu. (B pen. PenepanbHbix 3akoHOB 0T 04.06.2018 N 140-D3, ot 27.12.2019 N 478-D3)

1.2. [Ipn HEOOXOAUMOCTH BHECEHMS B JIOKYMEHTHI, COJIEpPKAIIMECs] B PETUCTPAIMOHHOM JI0ChE Ha
3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIM Npenapar Al MEIULUHCKOrO NPUMEHEHMs, U3MEHEHU,
YKa3aHHbIX B MYHKTe€ 4 4YacTW 2 HACTOSIIEH CTaTbU W TPEOYIOIIUX MPOBEICHUS SKCIEPTHU3BI
KauecTBa JIEKApCTBEHHBIX CPEJCTB, 3asBUTEND JONOJHUTEIBHO NPEICTABISIET B YIOJTHOMOYEHHBIN
dbenepaqbHBIE  OpraH WCHOJHUTEIBLHON BJIACTU CBEIEGHUS O Jare TMPEeAOCTaBICHUS W
PETUCTPALIMOHHOM HOMEpE JIMLIEH3UHM Ha MPOU3BOACTBO JIEKAPCTBEHHBIX CPEJCTB WM CBEACHHS O
JaTe MpelOCTaBIEHUSI U PETUCTPALMOHHOM HOMEpE 3aKIIOYEHHS O COOTBETCTBUU IMPOU3BOIUTEIS
JIEKapCTBEHHBIX CpPEACTB TPEeOOBAaHUSAM MpaBWJI HAMJIEKAIIEH MPOM3BOJICTBEHHON IPaKTHKH,
BbIIaHHBIX (IIPEIOCTABIIEHHBIX) YIOJIHOMOYEHHBIM (elepaibHbIM OpPraHoOM HCHOJHUTENbHOM
BJIACTH B OTHOLUEHUM NPOM3BOICTBEHHON IUIOIIAAKH JIEKAPCTBEHHOI'O Ipemnapara, B clydae, eCiy
MIPOM3BOJICTBO JIEKAPCTBEHHOI'O IpernapaTta ocyiuecTsisiercss B Poccuiickoit ®eneparuu, Jmbo
CBEICHMsI O JaTe IPEJOCTaBIEHUS M PETUCTPALMOHHOM HOMEPE BBIJIAHHOW YIIOJIHOMOUYEHHBIM
OpraHOM CTpaHbl NMPOU3BOAUTENS JHMIEH3UM Ha NMPOU3BOJCTBO JIEKAPCTBEHHOI'O Ipemnapara U ee
NIEPEBOJ] HA PYCCKHUH SI3bIK, 3aBEPEHHBIE B YCTAHOBJIICHHOM IIOpSJKE, & TAK)KE CBEICHHUS O Jare
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IPEOCTABICHUST W PETUCTPALMOHHOM HOMEpPE 3aKIIOYCHHS O COOTBETCTBHM IPOW3BOAUTEI
JICKapCTBEHHBIX CPEACTB TPEeOOBAHUSAM TPABWII HAMISKALICH MPOU3BOJACTBEHHON MPAKTUKH,
BBIJJAHHOTO YITOJTHOMOYEHHBIM (peZiepaibHBIM OPraHOM HCIIOJHHUTENBHONW BJIACTH B OTHOLICHUH
HpOHSBOHCTBeHHOﬁ IJIo0HaAKK JICKAapCTBCHHOI'O IIperiapaTa, Wik CBCACHUA O JAaTC MPCAOCTABICHUA
U PETHCTPAIIMOHHOM HOMEpE PEHICHHs YITOJTHOMOYEHHOTO (heIepaibHOTO OpraHa UCHOJIHUTEIHLHOM
BJIACTH O MPOBEJCHUN MHCIIEKTUPOBAHUS MPOU3BOIUTES JIEKAPCTBEHHOTO CPEJICTBA B CIydae, eCcliu
IPOM3BOJCTBO  JIGKAPCTBEHHOI'O TIperapara OCYLIeCTBIAETCS 3a mpenenamu  Poccuiickoit
®enepannu. (B pen. PenepanbHbix 3akoHOB 0T 04.06.2018 N 140-D3, ot 27.12.2019 N 478-D3)

1.3. TlpuHaTHE pelIeHHs O BHECEHWW WM3MECHEHHU WM 00 OTKa3e BO BHECCHHM W3MCHCHUN B
JIOKYMEHTBI, COJIepKalllUecs] B PErUCTPALIMOHHOM JI0Ch€ HA 3apEruCTPUPOBAHHBIN JIEKAPCTBEHHbBIN
npemnapar JUisi MEJIMIIMHCKOTO TPUMEHEHUS, B Cllydae HEOOXOJMMOCTH MPOBEICHUS SKCIICPTH3BI
KauyecTBa JIEKAPCTBEHHBIX CPEACTB M (WJIM) DKCIEPTHU3bl OTHOIICHUS OXXKUJAEMOU TMOJIb3bI K
BO3MOXHOMY PHUCKY IPUMEHEHUS JICKAPCTBEHHOIO Ipenapara Uisi MEIUIMHCKOTO IMPUMEHEHHUS
OCYIIECTBIISIETCS. B CPOK, HE MPEBBIIAIONINI JAEBIHOCTA pabounX JHEH, a B OCTaJbHBIX CIIy4asx B
CpPOK, HE TMPEBBIMNAONINN TpUANATH padOYMX JTHEH CO JHSA TNPUHITHS YIIOJHOMOYEHHBIM
denepanbHBIM OPraHOM HMCIIOJHUTEIHHON BIACTH 3asBICHUS O BHECEHUM TaKHX U3MEHEHUU. (B pell.
®denepanpHoro 3akona ot 04.06.2018 N 140-D3)

1.4. VoaHOMOYEHHBIH (eaepalbHblii OpraH HCIOJHUTEIBHON BJIACTH C YYETOM pPe3yJIbTaTOB
dbapmakoHag30pa M TMPOBEPOK COOTBETCTBHUS JICKAPCTBEHHBIX CPEACTB, HAXOASAIIMXCS B
IPaKIAaHCKOM 000pOTE, YCTAHOBJIEHHBIM TPEOOBAHUAM K UX KAyeCTBY B TE€UEHHE JICCATH PabOuMX
JHEW CO JTHS MOCTYIUICHHsI COOTBETCTBYIOIIEH WH(pOpPMALMK pa3MeIiacT Ha CBOEM O(HINATBHOM
caiite B cetr "MHTepHET" CBEIeHHS O HEOOXOJMMOCTH BHECCHUS B HHCTPYKIIMIO 110 MEAUIIMHCKOMY
HpI/IMeHCHI/IIO JIeKapCTBeHHOFO HpenapaTa I/I3M€HCHHI>1 B OTHOIIICHUU CBGIICHI/Iﬁ O IMIOKa3aHUuAX IJIs1
NPUMEHEHHMS U NPOTUBOIOKA3AHUAX U IPUMEHEHHs JIEKAPCTBEHHOIO IIpenapaTa, BbISBIEHHBIX
HO60‘-IHBIX I[CI\/JICTBI/ISIX, HCIKCIIATCIIbHBIX peaKHI/IFIX HpI/I HpI/IMeHCHI/II/I J'IeKapCTBeHHOFO HpenapaTa nu
yBEeIOMJIIET 00 3TOM B 3JIEKTPOHHOM (opMe MM MUChbMEHHON (opme (Ha OYMaKHOM HOCHTEIE)
JiepIKaTeNsl WM BJaJelblla PErMCTPAIIMOHHOTO yIO0CTOBEPEHHs JEKaPCTBEHHOTO Ipernapara (Wi
YIIOJTHOMOYEHHOE MM JPYroe IOPUAMYECKOe JIHI0), a TaKKe Jep)Kareledl WIH BIaJC/bICB
peFI/ICTpaIII/IOHHI)IX y,I[OCTOBepeHI/Iﬁ J'IeKapCTBeHHI)IX npenapaTOB (I/IJ'II/I yrIOJ'IHOMOLICHHBIX HUMHN
JPYTHX FOPUANYECKUX JIHI[), KOTOpPbIE SBJIAIOTCS B3auMo3aMeHseMbIMHU. (B pea. DemepaabHOTO
3ak0Ha oT 27.12.2019 N 475-®3)

1.5. Jlepkarenb WK BIIaJieNel] PErUCTPAMOHHOIO YAOCTOBEPEHHUS JIEKApCTBEHHOrO Mpenapara, a
TaK)Ke JepKaTeIu WK BaJelblibl PETUCTPALIMOHHBIX YAOCTOBEPEHUN JI€KAPCTBEHHBIX MIPENapaToB
(MM yNOJIHOMOYEHHBIE MMM JpyrHe  IOpUIMYECKHE  JIMLA), KOTOpble  SIBJISIOTCSA
B3aMIMO3aMEHSEMbIMH, OOs3aHBl TPEJCTAaBUTh B YIOJIHOMOYEHHBIH (enepalbHbIil Opran
WCIIOTHUTENbHON BJIACTH 3asABJIEHHS O BHECEHWHM W3MCHCHWI B JOKYMCHTBI, COACpXKaIIUCCI B
PErUCTPALIMOHHBIX JIOChE Ha 3apErMCTPUPOBAHHBIE JIEKAPCTBEHHBIE MTPENaparsl AJisi MEIUIIMHCKOTO
MMPUMCHCHHUA, B OTHOLLICHUH CBeHeHHﬁ, YKa3aHHBIX B HHCTPYKIMU IO MEAUILIUHCKOMY IIPUMCHCHHIO
JIEKapCTBEHHBIX TMpenaparoB, B TEYEHHE COpoka padouux JMAHEH co JHS pa3MelieHUs
YIOJHOMOYEHHBIM (eiepaibHbIM OpPraHOM MCIIOJHUTEIBHOW BJIACTH MH(pOpMAIUH, YKa3aHHOW B
gactu 1.4 Hactosmeit cratebu. J[aHHOE TpeOoBaHHME HE PACHpPOCTPAHSETCS Ha CIlydad BHECCHHS B
HHCTPYKIIUIO II0 MCAWUINUHCKOMY TPHUMCHCHHIO JICKAPCTBCHHOI'O Ipfrapara N3MEHEHUH B
OTHOILLIEHUM HOBBIX TMOKa3aHUM [Jii NPUMEHEHHUs JIEKAPCTBEHHOIO IMpenapara Ha OCHOBaHUU
PE3yIBTATOB COOTBETCTBYIOIIMX HcchenoBaHuil. (B pen. denepanbHoro 3akona ot 27.12.2019 N

475-®3)

2. BKCHepTI/ISa JICKAPCTBCHHBIX CPCJACTB B YaCTH SKCIICPTUILI KAYECTBA JICKAPCTBCHHOI'O CPEACTBA U
(I/IJ'II/I) OKCIICPTHU3bI OTHOILICHUA OXCHHaCMOﬁ MOJIb3bI K BO3MOXHOMY PUCKY JMPUMCHCHUA
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JIEKapCTBEHHOI'0 Mpernapara s MEIUIUHCKOTO MPUMEHEHHsS] MPOBOAMTCA B Clyyae BHECEHUS
W3MEHEHUN B JIOKYMEHTBI, COJEpKAIllUeCs B PErHUCTPAIMOHHOM JOCh€ Ha 3aperuCTPUPOBAHHBIN
JIEKapCTBEHHBIN TIpemnapar, B oTHomeHuu: (B pea. DeaepanbHoro 3akoHa oT 22.12.2014 N 429-03
(pen. ot 13.07.2015))

1) cBeneHui, yKa3aHHBIX B HMHCTPYKIUU 110 MEAUIMHCKOMY TPHUMEHEHHUIO JIEKapCTBEHHOTO
npenaparta: (B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-D3 (pex. ot 13.07.2015))

a) JIeKapCcTBeHHas (opMa C yKa3aHHEeM HAaMMEHOBAaHUN M KOJIMYECTBEHHOTO COCTaBa JICHCTBYIOMINX
BEIIECTB M KAYeCTBEHHOIO COCTaBa BCIIOMOTATENIbHBIX BeEHIECTB (IMPH  HEOOXOIUMOCTH
KOJIMYECTBEHHOTO COCTaBa BCIIOMOTaTeNIbHBIX BelIecTB); (B pea. DeaepanbHOro 3akoHa OT

22.12.2014 N 429-93 (pen. ot 13.07.2015))

0) dapmakoguHamMuka W ¢dapMaKOKMHETHMKa (32  HCKJIOYeHHeM  (papMaKOKWHETHKH
TOMEOTIATHYECKUX JICKAPCTBEHHBIX MPENapaToB M PACTUTEIBHBIX JIGKAPCTBEHHBIX IMPEmapaToB); (B
pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

B) IOKa3aHus i npuMmeHeHus; (B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-03 (pen. ot

13.07.2015))

I') IPOTUBOIMOKAa3aHus i npuMeHeHus; (B pea. denepanpHoro 3akona ot 22.12.2014 N 429-®3
(pen. ot 13.07.2015))

J1) MEpbl IPEIOCTOPOKHOCTH NMpU NpuMeHeHuu; (B pea. DenepanbHoro 3akoHa ot 22.12.2014 N
429-D3 (pen. ot 13.07.2015))

€) YyKa3aHHe BO3MOXXHOCTH M OCOOCHHOCTEH NpHMEHEHHs JIEKapCTBEHHOTO IIperapara Jyis
MEIUIUHCKOTO TPUMCHEHUS OCPEMECHHBIMU JKCHIIMHAMH, S>KCHIIMHAMH B TEPHOA TPYIHOTO
BCKApMIIMBAHUS, JCTBMH, B3pPOCIBIMH, WMCIOIIMMH XpOHHUYECKHE 3aboneBanus; (B pen.
denepanbHOro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

) pPeXHUM J03UpPOBaHUS, CIIOCOObI BBEJCHHUS U MPUMEHEHHUs, [IPH HEOOXOAMMOCTH BpeMs IpuemMa
JIEKapCTBEHHOTO Ipenapara, MpOJODKUTENILHOCTh JIEYEHUs, B TOM 4YMCie y JeTed 10 U Tocie
onHoro roja; (B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

3) BO3MOXKHBIE MOOOYHBIE JEHCTBUS U HEXKENATeIbHbIE PEaKIMU TPU MTPUMEHEHUN JICKAPCTBEHHOTO
npenapara; (B pea. @enepanpHoro 3akona ot 22.12.2014 N 429-D3 (pexn. ot 13.07.2015))

M) CHMIITOMBI TIEPEIO3UPOBKH, MEphl IO OKA3aHWIO TOMOINM TpPH TMEPEeIOo3UpPOBKe; (B peil.
denepanbHOro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

K) B3aMOJICHCTBHE C JPYTHUMH JIEKAPCTBEHHBIMU IIpenapaTaMu U (WJIK) MUIIEBBIMU POAYKTaMU; (B
pen. @eaepansHoro 3akoHa ot 22.12.2014 N 429-3 (pen. ot 13.07.2015))

7) GopMbI BBIITyCKa JIEKApCTBEHHOro Npenapata; (B pen. denepanbHoro 3akoHa ot 22.12.2014 N
429-903 (pen. ot 13.07.2015))

M) ykazaHue (Tpu HEOOXOJAMMOCTH) OCOOCHHOCTEHW IEHCTBUS JIEKAPCTBEHHOI'O Mpemapara MpHu
NepBOM NpHEME WM IIpU ero otMeHe; (B pel. deaepanbroro 3akoHa ot 22.12.2014 N 429-P3 (pen.
ot 13.07.2015))

H) CBEJICHUS O BO3MOXXHOM BIJIMSIHUU JIEKAPCTBEHHOTO TpenapaTa Ui MEIUIUMHCKOTO PUMEHEHHUS
Ha CIIOCOOHOCTH YIPaBIIATH TPAHCIIOPTHBIMH CPEACTBAMHU, MeXaHu3MaMu; (B pea. PemepaabHOro
3ak0Ha oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

0) CPOK I'OAHOCTU U YKA3aHUC HaA 3allpCT IMPUMCHCHUA JICKAPCTBCHHOI'O Ipfrapara o UCTCUCHUU
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cpoka rogHoctH; (B pea. @enepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

n) ycinoBus xpanenws; (B pen. denmepanmpHoro 3akona or 22.12.2014 N 429-®3 (pen. or

13.07.2015))
p) ycioBus otiycka; (B pea. deaepanbHoro 3akona ot 22.12.2014 N 429-03 (pen. or 13.07.2015))

2) cocTaBa JICKapCTBEHHOI'O Iperapara JUisi MEIUIMHCKOro npuMeHeHus; (B pea. dexepanbHOro
3ak0Ha 0T 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

3) u3MeHeHHs1 MecTa MPOU3BOJICTBA JIEKAPCTBEHHOTO IperapaTa i MEIUIIMHCKOTO TPUMEHEHHS;
(B pen. denepanbHoro 3akona ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

4) u3MCHEHHUs MTOKA3aTeNeil KauecTBa JICKAPCTBEHHOTO MperapaTa Uil MEIUIUHCKOTO TPHMEHEHHS
¥ (W) METOJOB KOHTPOJIS KaUeCTBa JIEKAPCTBEHHOTO Tperapara [uisi MeJUIIHHCKOTO IPHMCHCHUSL;
(B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

5) U3MEHEHHUsI CpOKa TOJHOCTH JIGKAPCTBEHHOTO Mperapara JJjis MEIUIIMHCKOrO NpUMEHEHUs; (B
pen. denepanbhoro 3akoHa ot 22.12.2014 N 429-P3 (pen. ot 13.07.2015))

6) cBeleHUI O HEOOXOTMMOCTH BHECEHHUS WHBIX M3MEHEHHWH B HMHCTPYKIHIO TI0 MEAMIHUHCKOMY
MIPUMEHEHHUIO JIEKapCTBEHHOT'O IIpenapara, a TakKe B MHbIE JIOKYMEHTBI, COJEpXkallhecs B
PErucTpaliOHHOM JIOChE Ha 3apernucTpUpOBaHHbBIN JIEKapCTBEHHBIN Mpenapat. [Ipu 3Tom perienue o
MPOBEJCHUHN SKCIEPTU3bl KauecTBa JIEKAPCTBEHHBIX CPEACTB W (MJIM) HKCIEPTH3bl OTHOIICHUS
OKUJAEMON TMOJb3bl K BO3MOXHOMY pHCKY INPHUMEHEHHUs JIEKapCTBEHHOIO IIpernapaTta MAJis
MEIULUHCKOrO MPUMEHEHUSI NPUHUMAETCA B COOTBETCTBUU C YTBEPKICHHOW YIOJIHOMOYEHHBIM
denepaibHBIM OpPraHOM WCIOJHUTEIBFHOW BJIACTH KiIacCH(UKAIUEH W3MEHEHWH, BHOCHMBIX B
JOKYMEHTBI, COJIepKalllUecs] B PErUCTPALIMOHHOM J1I0Ch€ Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHbBIN
npenapar. (B pea. @enepanpHoro 3akona ot 22.12.2014 N 429-P3 (pen. ot 13.07.2015))

3. 3asBUTENb BIIpaBe MPEICTAaBUTH 110 COOCTBEHHOW MHHUIIMATHBE BMECTE C 3asBICHHUEM O BHECEHUU
W3MEHEHUN B JIOKYMEHTBI, COJIEP)KAIIUeCS B PETHCTPAIIMOHHOM JIOChE€ Ha 3aperHMCTPUPOBAHHBIN
JEKApCTBEHHBIM  Tpemapar A MEAUIMHCKOrO  MPUMEHEHHUs, KOMNWU  JOKYMEHTOB,
MOATBEPKIAIOIINUX YIUIATY TOCYIapCTBEHHOM MOIUIMHBI 32 BHECEHHE B JIOKYMEHTHI, COJIEPKAIIHECs
B PETUCTPAIMOHHOM J0Ch€ Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar uisi MEIUIUHCKOTO
MPUMEHEHUS, U3MEHEHUHN, TPEOYIOMMX MPOBEACHUS IKCIIEPTU3HI JIEKAPCTBEHHBIX CPEACTB B YACTH
HKCIIEPTU3Bl KAauecTBa JICKAPCTBEHHOTO CPEACTBA M (MJIU) SKCHEPTU3bl OTHOIIECHHUS O0XKUIAEeMOU
MOJIb3bI K BO3MOXXHOMY PHCKY MPHUMEHEHHUS JIEKapCTBEHHOTO Tperapara isi MEIUIIMHCKOTO
NPUMEHEHHUs, TOCYJapCTBEHHOM TMOUUIMHBI 3a BHECEHHWE B JOKYMEHTBHI, CoOJep)Kallhecs B
PETUCTPAIIMOHHOM J0Ch€ Ha 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIM TMpenapar il MEIUIIMHCKOTO
MPUMEHEHUS, U3MEHEHUI, He TPeOYIOIUX MPOBEIEHUS SKCIEPTU3HI JIEKAPCTBEHHOTO CPEJCTBA, a
TaKkKe BbIaBacMble  (MIPEJOCTABIIIEMbIC)  YIOJIHOMOYCHHBIMH  (peiepadbHbBIMU  OpraHaMu
WCIIOJIHUTENIbHON BJIACTU JOKYMEHTHI (CBEJIEHUs), yKa3aHHble B yacTsax 1.1 u 1.2 Hacrosel craThu.
B cnydyae ux HempeacTaBieHUs YMOJIHOMOYEHHBIH (efepaibHbli OpraH HCHOJIHUTEIbHOM BIAcTH
3ampamMBaeT — yKa3aHHbIE ~ JOKYMEHTHI  (CBEICHHS) B  TOPSAKE  MEXBEIOMCTBEHHOTO
UHGOPMAIIMOHHOTO B3auMoaeicTBHsL. (B pea. denepanbHoro 3akona ot 27.12.2019 N 478-03)

4. B Tedenne aecsaTH pabodux JHEH CO AHS MOCTYIUICHUS YKA3aHHOTO B YacTH | HACTOSIIECH CTaThu
3asIBJICHUS U HEOOXOAUMBIX JOKYMEHTOB YIOJTHOMOYEHHBIN (heepanbHblii OpraH UCIOTHUTEIBHOM
BJIACTH:

1) MMPOBOAUT MPOBEPKY MNOJHOTHI U TOCTOBCPHOCTU CBC)ICHHﬁ, COACPpIKAIIUXCA B MPECACTABICHHBIX
3asABUTCIIEM MaTepuajiax;
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2) npUHUMAET pellleHre O MPOBEACHUN YKa3aHHBIX B YACTH 2 HACTOSIIEH CTaThbH COOTBETCTBYIOIINX
AKCIIEPTH3 JIEKAPCTBEHHOT'O CPEJICTBA WM 00 OTKa3€ B UX MPOBEICHUU;

3) yBenoMJiIsieT B AJIEKTPOHHOW WMJIM NMHCbMEHHOU (popMe 3asBHUTENSI O MPUHATOM PELICHUH WM B
cllydae TPUHSTHUS pelIeHus] 00 OTKa3e B MPOBEACHUHN COOTBETCTBYIOIICH AKCIIEPTU3BI C yKa3aHUEM
IPUYMH Takoro orkasza. (B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pexn. ot

13.07.2015))

4.1. B cnyuyae BbISIBIICHHS HEAOCTOBEPHOCTH CBEICHUM, COACpKAIIMXCS B MPEACTaBICHHBIX
3asgBUTENIEM MaTepHajiaX, YINOJIHOMOYEHHbIM (denepaiabHbli OpraH MCHOJHUTENBLHOM BIACTH
HATPABIISET 3asABUTEINIO 3aMpoc 00 YTOUHEHUU YKAa3aHHBIX CBEACHMIA. JlaHHBIN 3aIIpoc MOXKET OBITh
NepeaH YIOIHOMOYEHHOMY MPEICTABUTENIO 3asBUTENIS IMYHO M10J] PACIHUCKY, HAIIPABJIEH MO I1OYTE
3aKa3HBIM THCHbMOM WJIHM TEpPEeAaH B DJEKTPOHHOW (GopMe MO TEICKOMMYHUKAIMOHHBIM KaHajJam
cBs3U. B ciydyae HampaBileHHMs JAHHOTO 3ampoca IO IOYTE 3aKa3HbIM IUMCBMOM OH CUMTAETCS
MOJIyYEHHBIM 110 WCTEYCHHM IIECTH IHEH C JaThl HalpaBiCHUs 3aKa3HOTO MHUCbMa. (B pe.
denepanbpHOro 3akona or 25.11.2013 N 317-03)

4.2. 3asBuTenb 0053aH MPEICTABUTh OTBET HA 3alpPOC YIMOTHOMOYCHHOTO (heepalibHOro opraHa
HCITIOJTHUTEILHON BJIACTH B CpOK, HC HpeBBIHIaIOHII/Iﬁ JCBSIHOCTA pa60‘-H/IX [[Hef/'l CO OHA IOJYy4YCHUA
nanHoro 3ampoca. Cpok, yKa3aHHbBI B 4acTH 4 HACTOSIICH CTaThU, NPUOCTAHABIMBACTCS CO JIHS
HalpaBJICHUs 3asBUTEIIO 3alpoca YHOMHOMOYECHHOrO (eepaabHOro OpraHa HCIOJIHUTEIBHOM
BJIACTH JIO JIHS TIOJYYCHUS UM OTBETA Ha JIAHHBIN 3aIIPOC U HE YYUTHIBACTCS [IPU MCYHCIICHUH CPOKa
MPpUHATHA PCIICHHUA O BHCCCHHUU U3MCHEHUU B AOKYMCHTBI, COACPKAIIHUECA B PErUCTpaliliOHHOM
JI0ChE Ha 3apeTHCTPUPOBAHHBIN JIEKAPCTBEHHBIN TPenapaT IJisl MEUIIMHCKOTO IPUMEHEHUSL. (B pel.
denepanbroro 3akona or 25.11.2013 N 317-®3)

5. OcHoBaHMeM JUIsl OTKa3a B NPOBEACHUM YKa3aHHBIX B YacCTH 2 HACTOALICH CTaTbU IKCIEPTHU3
ABIIIETCS TPEJCTABICHUE IOKYMEHTOB, MEPEUMCICHHBIX B 4acTsaX | u 3 Hacrosimieid cTaThH, B
HEMOJIHOM 00beMe, HEIPEICTaBICHUE 3asBUTENIEM B YCTAaHOBJICHHBIM CPOK OTBETa Ha yKa3aHHBIN B
yacTu 4.1 Hacrosiel CTaTbM 3alpoC YIOJIHOMOYEHHOro (hefepaibHOro OpraHa MCHOJHUTEIbHOU
BJIACTH, a TaK)K€ OTCYTCTBHE€ B MPEACTABICHHBIX JOKYMEHTaX JOCTATOYHBIX CBEICHMI,
MOJATBEPXKJAIOIIUX HEOOXOAMMOCTh BHECEHHMS HW3MEHEHMH, WM OTCYTCTBUE HH(pOpMaIuH,
noATBepkKaatoed (akT yriaTel rocyIapCTBEHHBIX MOLUIMH, YKa3aHHBIX B 4acTH 3 HacTosIIen
cratbu. (B pea. PenepanbHbIX 3aKk0HOB OT 25.11.2013 N 317-P3, ot 22.12.2014 N 429-D3 (pen. ot

13.07.2015))

6. YKazaHHbIE B YaCTU 2 HACTOSIIIEH CTaThbU SKCHEPTU3BI MPOBOAATCS B MOPSAIKE, YCTAHOBICHHOM
cratheit 23 Hacrosero deaepanbHOro 3aK0Ha.

7. B cpok, HE MPEBBIMAIONIUN AecATH pabouux THEH cO JHS MONTyYeHHs 3aKIIIOUEHUN KOMHUCCHUIN
AKCIIEPTOB IO pe3yIbTaTaM YKa3aHHBIX B YACTH 2 HACTOSIICH CTAaThU SKCIEPTU3, YIIOJTHOMOYCHHBIN
denepanbHBI OpraH UCHOTHUTENbHOUW BiacTu: (B pea. denepampHoro 3akoHa or 22.12.2014 N
429-D3 (pex. or 13.07.2015))

1) mpyuHMMAaeT pellleHne O BHECEHUH U3MEHEHUH B IOKYMEHTBHI, COepKalliecs B PErUCTPallMOHHOM
JI0ChE Ha 3aperuCTpUpPOBAHHbIN JIEKApCTBEHHBIN Mpenapat JUisi MeJUIIMHCKOTO IPUMEHEHUs, i1 00
OTKa3€ BO BHECEHUU TaKUX U3MEHEHUI;

2) BHOCUT B FOC}’,[[&pCTBCHHBIfI peecTp JICKAPCTBCHHBIX CPCACTB HAa OCHOBAHUU PCIICHHUA O
BHECEHMH W3MCHCHHM B JOKYMCHTBI, COJACpKaIeCd B PETUCTpAIMOHHOM JOChE€ Ha
3aper HCTpHpOBaHHBIﬁ HCKapCTBeHHLIﬁ npenapar sl MEAUIUHCKOI0 NpUMCHCHUA, HeO6XOIII/IMBIe
HN3MCHCHHUA U BO3BPAINACT UX 3asABUTCIIIO.
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3) BBIOACT 3asBUTENI0O HOBOE PETHCTPAIMOHHOE YAOCTOBEpEHHE JIEKapCTBEHHOrO Iperapara B
cllyuyae U3MEHEHHMs CBEICHUH, coaepkauuxcs B HeM. (B pen. denepanbHoro 3akona ot 22.12.2014
N 429-®3 (pen. ot 13.07.2015))

8. OcHoBaHMeM Ui OTKa3a BO BHECEHHMM MW3MEHEHHMH B JOKYMEHTBHI, COJAEpXKalluecs B
PETUCTPAIIMOHHOM JO0Ch€ Ha 3aperuMCTPUPOBAHHBINA JIEKAPCTBEHHBIN IMpernapar Jisi MEAULUHCKOTO
NPUMEHEHHS, SBISIETCS 3aKIIOYCHUE YHMOJIHOMOYEHHOTO (eepaqbHOro OpraHa HCIOJTHUTEIbHOU
BJIACTH O BO3MOXKHOCTH CHIDKEHHUS O€30MacHOCTH, KadecTBa, 3(P(HEKTUBHOCTH JIEKAPCTBEHHOTO
CpE/ICTBa B ClTy4ae BHECEHHSI TAKMX U3MEHEHUI.

9. Jlomyckaercsi oOpalieHHE JIEKAapCTBEHHBIX NpENaparoB s MEIUIIUHCKOTO MPUMEHEHHS IO
HCTEYEHUsI CpOKa TOJHOCTH, MPOU3BEICHHBIX B TEYEHUE CTAa BOCBMMJECATH JHEH IOCIE JaThbl
NPUHITHS YIOJTHOMOYECHHBIM (eepaTbHBIM OPraHOM HCIIOTHHUTEIBHOW BIACTH PEIICHUS O
BHECEHMH W3MEHEHUH B JJOKYMEHTBI, COJIEPKAIINECS B PETUCTPALIMOHHOM JI0ChE, B COOTBETCTBUU C
uHopmanmen, coaepKamieiicss B JOKYMEHTaX PErUCTPAIlMOHHOTO JOChE€ Ha JIEKapCTBEHHBIN
npenapar 10 AaThl NPUHATHSA Takoro pemeHus. (B pen. denepanpHoro 3akona ot 22.12.2014 N
429-D3 (pen. ot 13.07.2015))

10. IlpaBurtennbctBo Poccuiickoii @enepanuu BIpaBe YCTaHOBUTh OCOOEHHOCTH BHECEHUS
M3MEHEHUH B JTOKYMEHTBI, COJAEp)KAIllMecss B PErHCTPAIIOHHOM JO0ChE€ Ha 3aperucTpUpPOBAHHBIH
JICKapCTBEHHBIM TpenapaTr s MEAWIHWHCKOTO TPUMEHEHHUs, B ciydae Ae(eKTyphl WU pHCKa
BO3HUKHOBEHHUS N1e(DEeKTypbl JIEKAPCTBEHHBIX IPENapaToB B CBA3M C BBEJACHHEM B OTHOIICHHUH
Poccuiickoit ®enepanuii  OTpaHUYUTEIBHBIX MEp JKOHOMHYECKOTO Xapakrepa. (B  pel.
Ddenepanbaoro 3axkona ot 08.03.2022 N 46-D3)

B nopaoke, ycmanosnennom cmamoeit 30 deporcamenu unu 61a0envlybl peucmpayuoHHbIX
yoocmoeepeHuii 1eKapcmeeHHbIX RPEenapamos Mozyn nooams 3aa6;1eHus 00 onpeoeneHuu
63AUMO3AMEHAEMOCHU IEKAPCHIEEHHBIX NPENAPAMOE 0N MEOUUUHCKO20 NPUMEHEHUSA 00
31.12.2016 (nyukm 2 cmamou 3 ®@eoepanvrozo 3akona om 22.12.2014 N 429-®3 (peo. om
13.07.2015))

Crartbs 31. BHeceHre H3MEHEHUI B JOKYMEHTBI, COAePKALIUecs B
PErucTPalMOHHOM J0Che HA 3apPerucTPUPOBAHHBIN JIEKAPCTBEHHbIN
npenapar AJi BeTEPHMHAPHOI0 NPUMEHECHUA

1. B mensix BHECEHHs M3MEHEHMH B JOKYMEHTBI, COIEpXAIMECs B PErMCTPALlMOHHOM JOChE Ha
3apEeruCTPUPOBAHHBIN JICKAPCTBEHHBIN IIpenapar A1 BETEPUHAPHOTO IPUMEHEHUS, IepKATENb NN
BIIAJICJICL] PETUCTPALMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOI'O Ipenapara WM YIOJIHOMOYEHHOE
UM JIpyroe IOpHIMYEecKoe JMLO (Jajiee B HACTOALIEH cTaThbe - 3asBUTENb) MPEACTaBISET B
YIOJTHOMOYEHHBINH (enepaibHblil OpraH MCIOJHUTENbHON BIACTH 3asBlIEHHE O BHECEHUH TaKUX
U3MEHEHHH 1o  (Qopme, yCTaHOBJIEHHOW  YIOJIHOMOYEHHBIM  (eepaJbHBIM  OpPraHOM
VCIIOJIHUTEJILHON BJIACTH, W INpUJIaraeMble K HEMY M3MEHEHMs B yKa3aHHBbIE JOKYMEHTBI, a TaK¥Ke
JIOKYMEHTBI, TIOATBEPKAAI0IINE HE0OOX0IMMOCTh BHECEHUS TaKUX M3MeHeHui. [Ipu HeobxonumocTu
BHECEHHMS M3MEHEHMM B JOKYMEHTBI, COZEp)Kaluecs B PETUCTPALlMOHHOM JIOChE Ha
3apEruCTPUPOBAHHBIN JIEKAPCTBEHHBINM Ipenapar Juisi BETEPUHAPHOIO INPHUMEHEHMS, B CIydasx
U3MEHEeHU U (UJIHM) JOMOJIHEHUS IPOU3BOJICTBEHHOM IJIOIIA KU JIEKAPCTBEHHOTO CPEJICTBA, a TAKKE
M3MEHEHUS NTOKa3aTelleld KayecTBa JIEKApCTBEHHOIO Mpenapara Jijisi BETEpUHAPHOTO MPUMEHEHHUS U
(M7M) METOJIOB KOHTPOJISl KayecTBa JIEKAPCTBEHHOIO Iperapara JUlsi BeTepUHAPHOTO MPUMEHEHHUS
3asgBUTENb  JIOTIOJIHUTENBHO  MPEJACTaBIseT B  YINOJIHOMOYEHHBIM  (QenepanbHbI  Opran
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HCIIOJTHUTENIbHOM BIIACTH CIIEAYIOIINE JOKyMEHTHI (cBeleHus): (B pea. denepanbHbIX 3aKOHOB OT
04.06.2018 N 140-®3, ot 27.12.2019 N 478-®3)

1) cBeneHus o gare MPENOCTABICHUS U PETUCTPALlMOHHOM HOMEpPE JIMLIEH3MM Ha IPOU3BOJCTBO
JICKapCTBEHHBIX CPEICTB, NPENOCTaBICHHON NPOM3BOIAUTENIIO JIEKAPCTBEHHOIO IIpernapara Uit
BETEPUHAPHOTO IPUMEHEHUS, Ul POCCUMCKUX Mpou3BoAUTENEH; (B pell. DenepanbHbIX 3aKOHOB OT
04.06.2018 N 140-®3, ot 27.12.2019 N 478-D3)

2) cBeleHUsl O JaTe MPEIOCTaBICHUS U PETUCTPALMOHHOM HOMEpPE JIMIICH3WHU Ha MPOU3BOICTBO
JIEKapCTBEHHBIX CPEACTB, MPEIOCTABICHHOW IPOM3BOIUTENIO (hapMaIleBTUUECKON CyOCTaHIINH,
BXOJISIIIIEN B COCTaB JIEKAPCTBEHHOIO Mperapara Jjisi BETEPUHAPHOTO MIPUMEHEHUS, JIJIsl POCCUICKUX
npousBoauTenei; (B pen. denepanbHpix 3akoHOB 0T 04.06.2018 N 140-P3, or 27.12.2019 N
478-D3)

3) xomusi IOKYMEHTa, BBIJAHHOTO YIIOJTHOMOYEHHBIM OPraHOM CTpaHbl IPOU3BOAUTENS I KaXKI0M
MPOM3BOJICTBEHHON TIUIOIIAAKU JIEKAPCTBEHHOI'O IpermapaTa AJisi BETEPUHAPHOTO MPUMEHEHUS U
MOATBEPK/IAIOIIET0 COOTBETCTBUE MPOU3BOJUTENS JIEKAPCTBEHHOTO Tpenapara TpeOOBaHUSIM
MpaBWJI HAAJIEXKAIEH MPOU3BOICTBEHHOM MPAKTHKH, U €r0 MEePeBOJ HA PYCCKUMN SI3bIK, 3aBEpPEHHBIC
B YCTAaHOBJICHHOM TIOpSJKE, a TaKKe KOIMMs 3aKIOYEHUS O COOTBETCTBUHM IPOU3BOIUTEINS
JICKapCTBEHHBIX CPEACTB TPEOOBAaHUAM TMpaBUJ HaAJEXKallell MPOM3BOACTBEHHON MPAaKTHKH,
BBIJJAHHOTO YIOJHOMOYEHHBIM (PeAepaabHbIM OPraHOM HCIIOJHUTEIBLHOM BIACTH JUISI KaXKI0M
MIPOU3BOJICTBEHHON MIIOMIAKU JIEKAPCTBEHHOTO Mpernapara Ajisi BETEpUHAPHOTO MPUMEHEHHUSI, JIN00
KOIUSI PEIIEHUS O TMPOBEACHUU WHCIICKTUPOBAHUS MPOU3BOIUTENS JICKAPCTBEHHBIX CPEICTB,
MPUHITOTO YIOJHOMOYEHHBIM (peiepalibHbIM OpPraHOM HCIOJIHUTENBHOM BJIACTU AN KaKIOU
MPOU3BOJICTBEHHON IUIONIAJKK JICKAPCTBEHHOI'O IIpenapara Jjisi BETEPUHAPHOTO NPUMEHEHUSI.
VYka3aHHble JOKYMEHTBHl MPEICTABISIOTCS B Cllydae, €CJIM IPOU3BOJCTBO JIEKAPCTBEHHOTO
nperapara i BETEPUHAPHOIO NPUMEHEHUS OCYUIECTBIAETCS 3a Impenenamu Poccuiickoit
Ddenepanny; (B pen. Penepanproro 3akona ot 04.06.2018 N 140-D3)

4) KOIIMg OOKYMCHTA, BBIJAHHOI'O YIIOJIHOMOYCHHBIM OpraHoOM CTpaHbl TPOU3BOAUTEIIA
dapmanieBTHYeCKOH ~ cyOCTaHIMM M HOJATBEPXKJAIOIIETO0  COOTBETCTBHE  IPOM3BOJIUTENS
dapmarieBTHYeCKOH CyOCTaHIIMM, BXOISIIEH B COCTaB JIEKAPCTBEHHOTO Tpemapara s
BETEpUHAPHOIO NPUMEHEHHUs, TpeOOBaHUAM IPaBUI Ha/JeKallled MpOU3BOJACTBEHHONW NMPAaKTUKHU, U
€ro TepeBOJ] Ha PYCCKUH S3BIK, 3aBEPEHHBIC B YCTAHOBICHHOM TIOPSIKE, B Clydae, €cClid
IPOM3BOJICTBO (papMalleBTUUECKON CyOCTaHIIMM OCyLIeCTBIseTcd 3a mpenenamu Poccuiickoit
®denepanuu. (B pen. PenepanbHoro 3akona oT 04.06.2018 N 140-D3)

1.1. B cnyyae u3MeHeHUs UM (MJIM) AOIOJIHEHUS MPOU3BOJCTBEHHOM IUIOIIAJKU JIEKAPCTBEHHOIO
CPEICTBA JOKYMEHTHI, YKa3aHHbIE B 4acTU | HAcCTOALIEH CTAaTbU, NMPEICTABIIAIOTCS 3asSBUTEIEM B
OTHOLIEHUH HU3MEHSEeMOW U (WMJIM) JOMOJHSAEMOW NMPOU3BOACTBEHHOM IUIOIIAJIKU JIEKAPCTBEHHOIO
cpencrsa. PenieHue o BHECEHMM M3MEHEHMM B JOKYMEHTBI, COAEPKAIUECS B PETHCTPALlUOHHOM
JIOChE HA 3apErMCTPUPOBAHHBIN JICKAPCTBEHHBIM Ipernapar Ml BETEPUHAPHOTO NMPUMEHEHUS, WIN
00 OTKa3e B WX BHECEHMM NPUHHMAETCS B Cllyyae HEOOXOAMMOCTH IPOBEICHMS HKCHEPTH3BI
JIEKapCTBEHHOI'O CPEACTBAa B CPOK, HE MPEBBIIAIOUINI JEBIHOCTa pabOuMX THEH, a B OCTAJIbHBIX
Cllydasix B CPOK, HE MPEBBIAIONINNA TPUALATH pabouuX JHEH O JHS MPUHATHS YIOJIHOMOYEHHBIM
denepanbHBIM OPraHOM HUCIIOJIHUTEIBHON BJIACTH 3asBJICHUS O BHECEHUM TaKMX U3MEHEHUH. (B pell.
denepanbroro 3akoHa ot 04.06.2018 N 140-D3)

1.2. B ciywyae peopraHusanuu Aep:Karess WINM BIAAEiblla PErHCTPALMOHHOTO YIOCTOBEPEHMS
JIEKapCTBEHHOTO MpernapaTa JJIsi BEeTepUHAPHOTO MPUMEHEHUs, pa3paboTuuKa UM MPOU3BOJUTEIN
JIEKapCTBEHHOTI'0 Mpenapara Jyisi BETEpUHAPHOTO IPUMEHEHUS B 3asBJICHUU O BHECEHUU U3MEHEHMH
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B JIOKYMEHTBI, COJIEpPKAIIHUECS B PETUCTPALIMOHHOM J0ChE Ha 3apErUCTPUPOBAHHBIN JIEKaPCTBEHHBII
npenapar A1 BETEpUHApHOIO0 IPUMEHEHUs, YKa3bIBAIOTCS JaHHbIE JOKYMEHTA, TOATBEPKIAIOIIETO
BHECEHHE COOTBETCTBYIOIIMX M3MEHEHUU B ENUHBIN rOCYyIapCTBEHHBIN PEECTp IOPUIUUYECKUX JIHI]
(11 opraHu3anui, 3aperucTPUPOBAaHHBIX Ha Tepputropun Poccuiickoit denepainuu), Wi UHOIO
JOKYMEHTa, IOATBEPXJAIOIIEr0 pPEOpPraHu3alMI0 OPUIUYECKOro JMla (Uisi OpraHu3aluii, He
3apEeTUCTPUPOBAHHBIX Ha Tepputopuu Poccuiickoit ®enepanuu). 3asBleHHE O BHECEHUU
W3MEHEHUN B JIOKYMEHTBI, COJEP)KAIKUECS B PErMCTPALIMOHHOM JOCh€ HA 3apEeruCTPUPOBAHHBIN
JIEKApCTBEHHBIN Ipenapar s BETEPUHAPHOIO IIPUMEHEHUs, U IPUIAraeMble K HEMY JTOKYMEHTBI
MPEJICTABIISIIOTCS. B YIIOJIHOMOYEHHBIN (hefiepaibHblii OpraH MCHOJHUTENbHON BJIACTH HE IMO37HEE
4yeMm uepe3 TpuauaTh pabouyux JHEW CO JHS BHECEHHUS COOTBETCTBYIOIIMX M3MEHEHWH B EaunbIi
TrOCY/IapCTBEHHBIA pEeecTp IOPUAMYECKUX JHIl (Ui OpraHu3aluid, 3aperucTpUpPOBaHHBIX Ha
tepputopun Poccuiickoil ®enepanuu) wiM co AHS HNPHUHIATHS COOTBETCTBYIOIIETO JOKYMEHTA,
MOJATBEPXKJAIOLIETO  PEOPraHMU3alMI0  IOPUAMYECKOro  juua (i OpraHu3aluii,  He
3apEeTUCTPUPOBAHHBIX Ha Tepputopun Poccuiickoit @Pepepauun). B ciydyae peopranuzanuu
JiepKaTesss Wiad BIaJelblia PEruCTPALMOHHOIO YAOCTOBEPEHUsl JIEKapCTBEHHOI'O Ipemnapara ajs
BETEPUHAPHOI0 NPUMEHEHHsI 3asBJICHUE O BHECEHWH U3MEHEHHMM B JOKYMEHTBI, COJEp KAILHUECs B
PErUCTPAllMOHHOM JIOChE Ha 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIN MpenapaT sl BETEPUHAPHOTO
IIPUMEHEHUS, NTOJACTCS IOPUINYECKUM JIMLIOM, KOTOPOMY B XOJI€ PEOpraHU3alMM IEPEIaHO IIPaBoO
BJIQ/ICHUS TAaKUM PETUCTPALIMOHHBIM yA0CTOBepeHueM. (B pea. @enepanbHoro 3akona ot 02.08.2019
N 297-03)

2. B ciyyae BHeceHUS M3MEHEHMH B JIOKYMEHTBI, COJEPKAIIMECS B PETUCTPAIMOHHOM JIOChE Ha
3aperuCTPUPOBAHHBIN JICKAPCTBEHHBIM Ipenapar Uil BETCPUHAPHOTO NMPUMEHEHUS, B OTHOIICHUH
CBEJICHUH, yKa3aHHBIX B moamyHktax "e", "x", "k", "a1", "", "c¢", "x" mynkra 7 wactu 3 cratbu 17
Hacrosimero denepaabHOrO 3aKOHA, HM3MEHEHHMS HW  (WJIW) JOIOJHCHHUS IPOU3BOACTBEHHOM
MJIOIIAJKA JICKAPCTBEHHOTO CPEICTBA, a TakXKe B Clydae HW3MEHEHHUsS IOKa3aTejed KadecTBa
JIEKapCTBEHHOTO Mpemnapara Jisi BETEpUHAPHOTO MPUMEHEHHUs U (M) METOJJ0B KOHTPOJISI KadecTBa
JIEKAapCTBEHHOT'O0  Tperapara Uil BETEPUHAPHOTO TPUMEHEHUS] TPOBOJUTCS  OIKCIEpTHU3a
JIEKapCTBEHHOTO CPEJICTBA JIsl BETEPUHAPHOTO MPUMEHEHHs. B ciiydae HEOOXOAUMOCTH BHECEHHUSI
WHBIX W3MEHEHMH B  JIOKYMEHTBI, COJEpXKallhecss B  PETHCTPAlMOHHOM  JIOChe Ha
3apEeTUCTPUPOBAHHBIA JIEKAPCTBEHHBIN Mpenapar i BETEPUHAPHOIO NPUMEHEHUs, SKCIEepTH3a
JIEKapCTBEHHOT'O CPEJICTBA ISl BETEPUHAPHOTO NMPUMEHEHHs He TpoBOoAUTCS. (B pen. DenepaibHbIX
3akoHOB 0T 22.10.2014 N 313-®3, or 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

3. 3asgBuUTENb BIpPaBE MPEICTABUTH 110 COOCTBEHHON MHUIIMATUBE BMECTE C 3asBJICHHEM O BHECEHUU
W3MEHEHUN B JOKYMEHTBI, COAEpKAIIUEeCs B PETUCTPALIMOHHOM JOChE Ha 3apEerMCTPUPOBAHHBIN
JIEKapCTBEHHBIM  Mpemapar ISl  BETEPUHAPHOIO  MPUMEHEHHUs, KONHU  JIOKYMEHTOB,
MIOATBEPKIAIOIINX YIUIATy TOCYJapCTBEHHOM MOLIJIMHBI 32 BHECEHUE B JOKYMEHTBI, COJIEpKALUECS
B PETUCTPALMOHHOM JIOChE Ha 3apErUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar Jjisi BETEPUHAPHOTO
MPUMEHEHUS, U3MEHEHUH, TPeOYIOMMUX MPOBEICHUS IKCIEPTU3bI JEKAPCTBEHHOTO CPENICTBA, WIIH
W3MEHEHUH, He TPeOYIOmUX TMPOBEACHHUS HKCIEPTU3Bl JIEKAPCTBEHHOTO CpeAcTBa. B ciydae
HEOOXOJUMOCTH W3MEHEHHS] CBEICHHI, COJEp)KAlIMXCSd B PETUCTPAIMOHHOM YyJIOCTOBEPEHHUH
JIEKapCTBEHHOTO Mpemnapara JJjisi BETEpUHAPHOTO MPUMEHEHUSI, C 3asIBJICHHEM, YKa3aHHBIM B 4acTu 1
HACTOAIIEH CTaThbU, 3asBUTENh BIPaBe MPEACTABUTH 10 COOCTBEHHONW WHHIIMATHUBE KOIUIO
JIOKYMEHTA, MTOATBEPKIAIOIIETO YILIATy TOCYIapCTBEHHOM MOLIJIMHBI 34 BbIAa4y PErHCTPALIMOHHOTO
YJIOCTOBEPEHUS JIEKAPCTBEHHOTO TMpermapaTa. 3asBUTENb BIIPaBe MPEACTaBUTH MO COOCTBEHHOM
VHUIIMATUBE CBEICHUS O JIMIEH3USX, YKa3aHHbIE B MyHKTax 1 u 2 yacTu | Hacrodiiei cratbu, a
Tak)Ke BbIJaBacMble YIOTHOMOYEHHBIMU (DeepadbHbIMU OpTraHaMU HCIOIHUTENBHON BIACTH
JIOKYMEHTBI, YKa3aHHble B NMyHKTe 3 4dacTh | Hacrosmeil craTteu. B ciiyyae HempenctaBieHUs
YKa3aHHBIX JIOKYMEHTOB (CBEICHHUI) YIOJTHOMOUYEHHBIH (enepanbHblii OpraH HCHOTHUTEIbHOM
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BJIACTH 3allpallMBacT yKa3aHHbIC JOKYMEHTH (CBEACHHUS) B TOPSAKE MEXKBEIOMCTBEHHOTO
UH(pOpPMAIIMOHHOTO B3anMoieiicTBusl. (B pen. PenepanbHoro 3akoHa ot 27.12.2019 N 478-03)

4. B cpok, HE TPEBBIIAIONINNA 1eCATH PAadOUMX JHEH CO JIHS MOCTYIUICHHS YKa3aHHOTO B 4acTH |
HACTOALIECH CTaThbU 3asBJICHUA M HEOOXOTUMBIX JIOKYMEHTOB, YIMOJHOMOYEHHBIN (enepanbHblii
OpraH UCIOJHUTEIBHOM BIIACTH:

1) IIPOBOAUT ITPOBEPKY IOJIHOTBEI KU NTOCTOBECPHOCTHU CBC,Z[CHPII;'I, CoACpKAIUXCA B IMPECACTABICHHBIX
3asABUTCIICM JOKYMCHTAX;

2) NpUHUMAET pEeUICHUE O MPOBEICHUN HKCIIEPTU3BI JIEKAPCTBEHHOTO CPEJICTBA /1JIsi BETEPUHAPHOTO
MPUMEHEHHUS WK 00 0TKa3e B €€ MPOBEACHUH;

3) yBenomisieT B MUCbMEHHON (popMe 3asiBUTENS] O MPUHSATOM PEIICHHH MM B CIIydae MPUHSATHS
pewieHUss 00 OTKa3e B IPOBEAECHUM SKCHEPTH3bl JIEKAPCTBEHHOI'O CPEACTBA Ul BETEPUHAPHOIO
IIPUMEHEHHUS C YKa3aHUEM IIPUYMH TaKOr0 OTKAa3a.

4.1. B cityuae BBISIBIIGHUSI HEJIOCTOBEPHOCTH M (HMJIM) HEJOCTATOUHOCTH CBEJICHUM, COACPIKAIITUXCS B
MPEJCTABICHHBIX  3asgBUTENIEM  JIOKyMEHTaX,  yIOJHOMOYEHHBI  (enepanpHblii  opran
WCTIOJTHUTEIIGHON BJIACTH HAIPABIIICT 3asBUTEIIO 3alpoC 00 YTOYHCHWW YKA3aHHBIX CBEICHHI.
3anpoc MOXeT ObITh NepeJaH YMOJTHOMOUYEHHOMY IIPEACTABUTENIO 3asBUTENsl IOJ PACIHUCKY,
HAmnpaBJieH II0 TIOYTe 3aKa3HbIM TMCHBMOM WM TIepelaH B DJIIGKTPOHHOH (opme 1o
TEJIeKOMMYHUKALIMOHHBIM KaHallaM CBSI3U. B ciyuyae HampaBiieHus 3ampoca 00 yTOYHEHHH
YKa3aHHBIX CBEJCHUN IO MOYTE 3aKa3HBIM MHUCHMOM OH CYHMTAETCS TMOJYYEHHBIM I0 HCTEUEHUU
IIECTH JHEH C JaThl HAIPABJICHHS 3aKa3HOro nucbMma. (B pea. deaepanbHoro 3akona oT 04.06.2018
N 140-®3)

4.2. 3asBuTenb 00s3aH MPEACTABUTH OTBET HA 3aMpoC YHOJIHOMOUYEHHOro (hefepajibHOro OpraHa
HACIOJIHUTEILHON BJIACTU B CpOK, HE HpeBI)IIHaIOHII/Iﬁ JACBAHOCTA pa60‘-H/IX Z[HeI\/'I CO IHA MOJTYy4YCHUA
nanHoro 3ampoca. CpokH, ykasaHHble B yacTd 1.1 HacToOSIIEH CTaThH, IPUOCTAHABIUBAIOTCS CO JHSI
HAIPABJICHUST 3asBUTEIIO 3alpoca YIOJHOMOYEHHOTO (eqepaTbHOr0 OpraHa HCIOJHUTEIbHON
BJIACTH JIO JIHS TOJyYeHHsI OTBETa Ha JAHHBIN 3apPOC M HE YYUTHIBAOTCS MPH UCUUCICHUH CPOKa
MNPUHATHA PCIICHHUA O BHCCCHHUU N3MEHEHUN B JOKYMCHTBI, COACPKAIHUECA B PErUCTPAllMOHHOM
JIOChE Ha 3apPEerMCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar i BETepUHAPHOTO MPUMEHEHUSL. (B pel.
®denepanpHOro 3akona ot 04.06.2018 N 140-D3)

5. OcHoBaHMeM [uisi OTKa3a B TIPOBEACHHUU OKCIEPTHU3bl JIEKAPCTBEHHOI'O CpEACTBA s
BETEPUHAPHOTO NPUMEHEHUS SBJISETCS NPEACTABICHUE JOKYMEHTOB, YKa3aHHbIX B dacTax 1 m 3
HACTOALIEH CTaTbU, B HEIMOJHOM OObEME WM OTCYTCTBHE B MPEACTABIECHHBIX JOKYMEHTaX
JIOCTaTOYHBIX CBEJIEHHH, MOATBEPKIAIOIIUX HEOOXOAMMOCTh BHECEHUS H3MEHEHuH, a1bo
HENpPEJCTaBICHUE 3asBUTENIEM B YCTAHOBJICHHBIII CpPOK OTBETa Ha YyKa3aHHbIM B dactu 4.1
HACTOSIILEH CTaThU 3allpOC YIOJHOMOUYEHHOTO (heiepajibHOrO OpraHa MCHOJIHUTENbHOM BIIACTH. (B
pen. ®enepansHoro 3akoHa oT 04.06.2018 N 140-D3)

6. DKcrepTusa JIEKapCTBEHHOTO CPEJICTBA I BETEPUHAPHOTO NMPUMEHEHUsS B LIEJIAX BHECEHMS
W3MEHEHUN B JIOKYMEHTHI, COJEP)KAIIMECS B PErMCTPAlMOHHOM JIOChE€ HAa 3apErMCTPUPOBAHHBIN
JIEKApCTBEHHBIM TIpenapar Juisi BETEPUHAPHOIO MPUMEHEHHUs, OCYIIECTBISIETCS B MOPSJKE,
YCTaHOBJICHHOM CTaTbeil 24 HacTosero deaepaibHOro 3aKoHa.

6.1. B cpok, HE TPEBBIIAIOIINNA 1ECATH PAOOUUX JTHEH CO JTHS MOJYYCHUS 3aKITFOYCHHUS KOMUCCHU
AKCIIEPTOB MO pe3yjbTaTaM YKa3aHHOM B YacTU 2 HACTOSALIEH CTAaTbU  AKCIEPTHU3BL,
YIIOJITHOMOYCHHBINA (heiepalibHbI OpTaH WCIOJHUTENBbHON BiacTu: (B pen. denepanbHBIX 3aKOHOB
or 22.10.2014 N 313-®3, ot 02.08.2019 N 297-D3)
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1) mpuHMMAaeT pelleHrue O BHECEHUU U3MEHEHUH B JJOKYMEHTBI, COJIEPIKAIIUECS B PETUCTPALIMOHHOM
JIOChE Ha 3aperUCTPUPOBAHHBIN JIEKAPCTBEHHBIM Mpenapar AJjisi BETEPUHAPHOTO MPUMEHEHHS, WU
00 0TKa3e BO BHECCHHMH TaKuX U3MeHeHHit; (B pea. denepanbroro 3akona ot 22.10.2014 N 313-03)

2) BHOCHUT B TOCYNApCTBEHHBIH pPEECTp JIEKapPCTBEHHBIX CPEJICTB HAa OCHOBAHUHM PEIICHUS O
BHECEHUM HW3MEHEHMH B JIOKyMEHTBI, COJEpXaluecs B PErHCTPALIMOHHOM JIOChEe Ha
3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN Ipenapar Ui BETCPHHAPHOTO NMPUMEHEHUs, HE0OXOIUMbIC
M3MEHEHHUS U BO3BpAIlaeT 3TH JOKYMEHTHI 3asBUTENIO0. (B pel. PenepasibHOro 3akoHa ot 22.10.2014
N 313-®3)

3) BBLIACT 3asBUTEI0 HOBOE PErMCTPAIIMOHHOE YIIOCTOBEPEHHE JIEKAPCTBEHHOTO Iperapara s
BETCPUHAPHOTO MPUMEHEHHs B Cllydac HEOOXOAMMOCTH M3MEHEHHs CBEICHHI, COJCPKAIIUXCS B
HEM, C COXpPaHCHHEM HOMEpa paHee BBIJAHHOIO PETHUCTPAIIMOHHOTO  yJIOCTOBEPEHHUS

JICKapCTBEHHOI'0 MperapaTa Jjsi BeTepUHApHOro npuMeHeHus. (B pen. denepalibHOrO 3aKOoHa OT
02.08.2019 N 297-®3)

6.2. B ciiyuae BHeceHUs U3MEHEHHUI B JOKYMEHTBI, COJIEPKALIUECS] B PETUCTPALIMOHHOM JIOChE Ha
3apeTrUCTPUPOBAHHBIN JICKAPCTBCHHBIM Ipernapar il BETCPUHAPHOTO TPUMEHEHHUsS, B YaCTH,
Kacalomeﬁcsl U3MCHCHHUSA U (I/IJII/I) JOIIOJTHCHUA HpOI/IBBOIICTBCHHOfI IIomaaAKu JICKApCTBECHHOTI'O
npernapara, MpHy MPEICTABICHUH 3asSBUTEIEM B COOTBETCTBHH C IyHKTOM 3 4acTu | HacTosuien
CTaThbWl KOIMU PEIICHUS YIIOJHOMOYEHHOTro (hefepaibHOr0 OpraHa WCIOJHUTEIHLHOW BJIACTH O
NPOBE/ICHUN WHCIICKTUPOBAHMSI TIPOM3BOIUTEIIS JICKAPCTBEHHBIX CPEACTB CPOK, YKa3aHHBIH B YaCTH
6.1 HaCTOﬁmeﬁ CTaTbu, MMPUOCTAHABIMBACTCA CO JHA MOJYUCHUA 3aKIIIOUYCHUA KOMHUCCHUHN SKCIICPTOB
JI0 JIHS TIPUHSATHS YIIOJTHOMOYEHHBIM (he/IepaibHbIM OPraHOM HCIIOJIHUTEIBHON BJIACTH PELICHHS O
BbIJa4yec WU 06 OTKa3€¢ B BbLIJAYC 3aKIIOYCHHA O COOTBCTCTBHU IMPOU3BOAUTCIIA JICKAPCTBCHHBIX
CpeACTB TPeOOBAHUSM TIPABUIT HAJISKAIICH TPOU3BOACTBEHHON IPAKTUKHU, HO HE 0oJiee ueM Ha CTO
BOCEMbJeCAT paboumx jaHei. (B pea. denepanbHoro 3akona ot 04.06.2018 N 140-D3)

7. OcHOBaHHWEM nJs OTKa3a BO BHECEHHMH H3MEHEHUN B JIOKyMEHTBHI, COJEp)Kalluecs B
PErUCTPALIMOHHOM JI0ChE€ Ha 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIN MperapaT Uil BETEPUHAPHOTO
NPUMEHEHHUS, B CIIyYasX, He TpeOYIOUIMX MpPOBEACHUS JKCHEPTU3Bl JIEKAPCTBEHHOTO CPE/CTBA,
ABJIACTCA MPEACTABICHHUEC JOKYMCHTOB, YKAa3aHHBIX B HaCTAX 1u3 HaCTOSIHICI\/’I CTaTbu, B HCIIOJIHOM
o0BeMe UM OTCYTCTBHUE B MPEJICTABICHHBIX JOKYMEHTaX CBEACHMIA, KOTOPbIE JOKHBI OBITh B HUX
OTPaKCHBI, TUOO HETPEACTABICHUE 3asABUTEIEM B YCTAHOBJICHHBIM CPOK OTBETa HAa yKa3aHHBIA B
yactu 4.1 HacTosIIed cTaThU 3ampOC YMOJIHOMOYEHHOTO (eAepaibHOr0 OpraHa UCHOTHUTEIbHOM
Biactu. (B pea. PenepaabHoro 3akona ot 04.06.2018 N 140-D3)

7.1. OcHoBaHMeM [uId OTKa3a BO BHECEHMHM HU3MEHEHUH B JIOKYMEHTBI, COJEp)Kaluecs B
PETUCTPALIMOHHOM JIOChE Ha 3aperMCTPUPOBAHHBINA JIEKAPCTBEHHBIN Npenapar JUisi BETEPUHAPHOTO
IPUMEHEHHUs, B CIy4asX, TpPeOYIOLIUX IPOBEIEHUS HKCHEPTU3bl JIEKAPCTBEHHOIO CpEACTBA,
SBIISICTCA 3aKIIOYEHHE YIOJHOMOUYEHHOTO (elepalbHOr0 OpraHa HCIHOJIHMUTENBHOM BIacTu o
BO3MOKHOCTH CHWIKEHHUsI 0€301acHOCTH, KadecTBa, 3()(PEKTUBHOCTU JIEKAPCTBEHHOTO MperapaTa
BCJIE/ICTBUE BHECEHUS M3MEHEHUII B YyKa3aHHbIE JIOKYMEHTBI, OTKa3 YIOJHOMOYEHHOIO
denepanbHOrO oOpraHa WCIOJHUTENBHONM BJIAacTH B Bblau€ 3aKJIIOYEHUS O COOTBETCTBUU
NPOU3BOIUTENS JIEKAPCTBEHHBIX CPEACTB TPeOOBaHMSAM IMpPaBUJ HaJyIexalleil Mpou3BOJICTBEHHOM
NpPaKTUKA B ClIy4yae M3MEHEHUS U (WJIu) JIONOJHEHUS MPOU3BOACTBEHHON IUIOMIAJIKU
JIEKapCTBEHHOI'O Ipenapara, €ciu MPOU3BOJCTBO JIEKApCTBEHHOIO Ipemnapara JUisi BETEPUHAPHOTO
IIPUMEHEHNs OCYILIECTBIsIeTCA 3a mpexaenaMu Poccuiickorn Penepanuu, WM OTCYTCTBHE 3TOTO
3akmroueHus. (B pea. @enepanpHoro 3akona ot 04.06.2018 N 140-D3)

8. JomyckaeTcsi oOpallleHue JeKapCTBEHHBIX IMpenaparoB Ui BETEPUHAPHOIO MPUMEHEHMS 0
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UCTEYEHHs] CPOKA TOJHOCTH, NPOU3BEAECHHBIX B TEYEHHE CTAa BOCHMHUJIECATH IHEH IIOCIE JAThI
HPUHATHSA  YIIOJIHOMOYEHHBIM  (pefiepabHbBIM OPraHOM HCIIOJHHUTEILHONM BIACTH PELICHUS O
BHECEHMH U3MEHEHUM B JJOKYMEHTHI, COIEPIKAIINECS B PETUCTPALIMOHHOM I0ChE Ha JIEKAPCTBEHHBIM
npernapar, B COOTBETCTBUH ¢ HH(OpPMAILUCH, COAEpIKalIecss B JOKyMEHTaX PETrHCTPAIHOHHOIO
JOChE Ha JIEKApCTBEHHBIM Ipermapar 10 JaThl IPUHATUS Takoro perrenus. (B pex. denepaibHOro
3akoHa o1 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

Cratbsa 32. OTMeHA rocy1apCTBEHHOH PEruCTPAlUM JIEKAPCTBEHHOI 0
npemnapara

Pemenne 06 oTMeHe rocynapCTBEHHON PETHCTpPAIlMH JIEKAPCTBEHHOTO Iperapara U UCKIIOYEHHH
JIEKapCTBEHHOI'O IIperapaTa U3 rocylapCTBEHHOIO peecTpa JIEKapCTBEHHBIX CPEACTB IPUHUMAETCS
YIOJHOMOYEHHBIM (heiepaibHbIM OPTaHOM HCTIOIHUTENILHOW BIACTH B CIyYae:

1) mpencraBiIeHns COOTBETCTBYIOMIMM YIIOJTHOMOYEHHBIM (heZiepaibHbIM OPTraHOM HCTIOHUTEIbHON
BJIACTH 3aKJIOYEHUS O PUCKE MIM 00 yrpo3e 310pOBbIO, JKU3HU YEJIOBEKA WJIM KMBOTHOIO IPH
NPUMEHEHUH JICKApCTBEHHOTO TpernapaTa, MPEBHINAINHMX ero 3PQEeKTHBHOCTD, MO pe3yJibTaTaM
OCYILECTBIIIEMOI0 UM MOHUTOPUHIa OE€30IIaCHOCTH JIEKAPCTBEHHOTO IIpenapara;

2) mojayu Jep)KaTeieM WM BIIAJENIbLIEM PETUCTPALMOHHOIO YJIOCTOBEPEHMS JIEKAPCTBEHHOIO
mpernapata WiIM YIOJIHOMOYEHHBIM MM JAPYTUM HOPUIUYECKUM JIMIIOM 3asBICHHUS OO0 OTMEHE
rOCy/1JapCTBEHHOW pErucTpaluy JIEKapCTBEHHOro Ipenapata; (B peld. denepalbHOTO 3aKOHa OT
22.12.2014 N 429-®3 (pex. ot 13.07.2015))

3) HemoATBEPXKIECHUSI TOCYJIaPCTBEHHOM PETrHCTpally JIEKAPCTBEHHOIO IperapaTra Mo MCTEUCHUU
CpPOKa JEUCTBUS PETUCTPALIMOHHOTO YAOCTOBEPEHUS, BbIIAHHOT'O HA IISATh JIET;

4) HenpeaCTaBIeHU 3asBUTEIEM MH(OPMAIMK, KOTOpast MOXKET MOBJIeYb 32 COOON HE0OX0AUMOCTh
BHECEHUS W3MEHEHMM B JIOKyMEHTBHI, COJAEp)KalllMecss B PETUCTPALlMOHHOM JOChE Ha
3aperuCTPUPOBAHHBIN JIEKApCTBEHHBIM MpenapaT, B TEYEHUE TpUALATH pabouux AHEH co JH
HACTYIUJICHUSI 3TUX U3MEHEHU;

5) oCylUIeCTBIIEHHS TOCYJapCTBEHHOW pPETHUCTpally JEKApCTBEHHOIO IMpermapaTa MOoJ TOPTrOBBIM
HAaMMCHOBAHUEM 3apCruCTPUPOBAHHOIO paHee Ioq 3TUM TOProBbIM HAaMMCHOBAHUEM
JIEKapCTBEHHOTO Mpemnapara, OTINYaroIerocs KaYeCTBEHHBIM COCTaBOM JICHCTBYIOIINX BEIIECTB; (B
pen. denepanbhoro 3akoHa ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

6) OCYyIECTBIICHNUS TOCYTAPCTBEHHON PErUCTpaliy OJHOTO U TOTO XK€ JIEKapCTBEHHOTO Mpenapara B
OTHOILEHUM OJIHOTO M TOTO JK€ JepKaTeis WM BIaJesblla PETUCTPALIMOHHOTO YJOCTOBEPEHHUS
JIEKApCTBEHHOTO TIperapara B BUAE JBYX M 0oJee JIEKapCTBEHHBIX IMPENapaToB MOJ Pa3IMIHBIMU
TOPrOBBIMH HaMMEHOBaHUAMH; (B pen. PenepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

7) BBIHECEHHMSI CYJIOM PELEHHUsS O HapyIIEeHUU MpaB MpaBooOiaaTenss 00beKTOB HHTEIUIEKTYaIbHON
COOCTBEHHOCTH MPH 0OpaIlleHNH JIEKApPCTBEHHBIX CPECTB.

8) OoTCyTCTBUS JEKapCTBEHHOTO Npernapara B oOparienuu B Poccuiickoit denepannu B TeueHHe Tpex
u OoJee niet; (B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

9) HCBBIITOJTHCHHU A ACPIKATCIIEM N BJIaaCIbLICM PErUCTPAIOHHOT'O YAOCTOBCPCHUSA
JICKApCTBCHHOT'O IIpfrapaTra h11%(e16) YIOOJIHOMOYCHHBIM HMHU [JPYTMM OPUJIUYCCKHUM JIMIOM
MepOHpI/IHTI/Iﬁ Mo oOecCIeUYeHn0 OC30IMacHOCTH JICKApCTBCHHBIX IMIpCHapaTroB, YCTAHOBJICHHBIX
YIOOJIHOMOYCHHBIM (i)e)]epa.m)HmM Oopranom HCITOJIHUTEILHOM BIIACTH B COOTBETCTBHUM C YACTSIMU 3 n
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4 crarpu 64 Hacrosimiero denepaabHOTO 3aKOHA, B paMKax OCYIIECTBICHHS (papmakoHam30pa; (B
pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

10) oTka3za nep)karedass WM BIAJAEIbLA PErHMCTPALMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOI'O
npenapara Ju00 yIoJHOMOYEHHOTO UMH JPYToro IOPHINYECKOrO JIMIA OT BHECEHUS N3MEHEHUH B
MHCTPYKIHIO TI0 IPUMEHEHUIO JIEKAPCTBEHHOT'O Mperapara, KacaloMXCsl HOBBIX MOATBEPKICHHBIX
JaHHBIX O TOM, YTO PHUCK NMPUYMHEHHS BpeJa 370POBBIO UYEIOBEKA WIIM YKMBOTHOTO BCIIEACTBHUE
nprueMa JIEKapCTBEHHOrO Iperapara mpeBblmaeT 3()(EeKTUBHOCTh €ro npuMeHeHus. (B pen.
DdenepanbHOro 3axona ot 22.12.2014 N 429-03 (pen. or 13.07.2015))

Cratbs 33. I'ocynapcTBeHHBIH peecTp JIeKAPCTBEHHBIX CPEICTB

1. T'ocynmapcTBeHHBIM pPEECTP JIEKAPCTBEHHBIX CPEACTB COAECPKUT IEPEUEHb JIEKAPCTBEHHBIX
[pEenapaToB, MPOLICAIINX TIOCYJapCTBEHHYIO pErucTpaluio, IepeueHb (papMaleBTUYECKUX
cyOcCTaHIIMi1, BXOAAIIUX B COCTAB JIEKAPCTBEHHBIX MPEMApaTOB, U CIEAYIONIYI0 HH()OPMALIUIO:

1) B OTHOIIEHUH JIEKAPCTBEHHBIX MPENapaToB:

a) HAaMMEHOBAaHME JIGKAPCTBEHHOTO Ipemnapara (MEXIyHAapOJHOE HEMAaTeHTOBAaHHOE, WU
TPYNIUPOBOYHOE, WIM XMMHYECKOE U TOProBoe HauMeHoBaHus); (B pen. denepanbHOro 3aKoHa OT
22.12.2014 N 429-d3 (pen. ot 13.07.2015))

0) nexapcTBeHHas opMa C yKa3aHHEM JO3HPOBKH JIEKAPCTBEHHOTO Tperapara u ero KOJIM4ecTBa B
NOTPEOUTENHCKOM YIIaKOBKE;

B) HAUMEHOBAHUE JIEpKaTeld WU BiaJeiblia PEruCTPallMOHHOIO YJIOCTOBEPEHUS JIEKAPCTBEHHOIO
mpernapata M CBEIEHUS O PETUCTpAlMM JEepKaTesld WM BIAJENblia  PETUCTPALIMOHHOIO
YJOCTOBEPEHUSI JIEKapCTBEHHOTO IIpernapara JUisi MEIWLUHCKOrO IPUMEHEHHS B KadyecTBe
HaJIOrOIUIaTENbIIMKAa B CTpaHE perucrpauuu (s PpOCCHHCKMX  IOPUIMYECKUX JIML[ -
UACHTU(PUKAIIMOHHBIN HoMep Hanoromuatenbiuka (MHH), 11 nHOCTpaHHBIX IOPUINYECKUX JIULL -
CTpaHa PETruCTpalyy, HAMMEHOBAaHUE PETUCTPUPYIOLIEr0 OpraHa, pEerMCTPAallMOHHBI HOMEpP, KOA
HaJIOrOIUIaTeNbIIMKAa B CTpaHE perucTpauuy (MHKOPIOpAalMU) WIM €ro aHaior); (B pen.
denepanbHOro 3akoHa ot 28.12.2017 N 425-D3)

I') HAUMEHOBAHUE U aJipec MPOU3BOIUTENS JIEKAPCTBEHHOI'O Mpernapara U CBEIEHUS O PETUCTpaluu
MPOU3BOJUTENS JIEKAPCTBEHHOI'O IIpernapaTa s MEAMIMHCKOIO IPUMEHEHHs B KadyecTBe
HaJIOrOIUIaTENbIIMKAa B CTpaHE perucrpauuu (s PpOCCHHCKMX  IOPUIMYECKUX JIML[ -
UACHTU(PUKAIIMOHHBIN HoMep Hanoromatenbiuka (MHH), 11 nHOCTpaHHBIX IOpUINYECKUX JIUIL -
CTpaHa PETruCTpalyy, HAMMEHOBAaHUE PETHMCTPUPYIOLIErO OpraHa, pPerMCTPAalMOHHBIN HOMEp, KOJ
HAJIOTOIUIATEINbIIMKA B CTpaHE perucTpanuu (MHKOPIIOpAllMK) WM €ro aHajuor); (B pen.
denepanpHOro 3akoHa ot 28.12.2017 N 425-D3)

) dapmakoTepaneBTHUECKAs rpyIma, KOJ JIEKAPCTBEHHOTO npenapara o
aHaTOMO-TEPANeBTUYECKO-XUMHUECKOM  KJIacCUpHUKAIMM,  PEKOMEHJO0BaHHOH  Bcemuphoii
opraHusanueil 3npaBooxpanenus; (B pen. PenepanbHoro 3akoHa oT 22.12.2014 N 429-D3 (pen. ot

13.07.2015))

e) IMMOKa3aHUA U IIPOTHUBOIIOKAa3aHW K IPUMCHCHHIO JICKAPCTBCHHOI'O IIpC€Iiapara,

’K) TOOOYHBIE JCHCTBUS JIEKAPCTBEHHOTO MperaparTa;

3) CPOK I'OAHOCTHU JICKAPCTBCHHOI'O IIpCIIapara,
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1) YCJIOBUS XpaHEHUSs JIEKapCTBEHHOTO Mpenapara;
K) YCIIOBHSI OTITyCKa JIEKApPCTBEHHOI'O MIperapara;

J) HOMep (apMakoNeWHOW CTaTbW WM B Cllydyae €€ OTCYTCTBHS HOMEpP HOpPMaTHBHOM
JOKYMEHTAaLUH JJ100 HOPMAaTUBHOI'O IOKYMEHTA;

M) JaTa TOCYIapCTBEHHOW pEerucTpanuy JEKapcTBEHHOI'O Ipenapara M €ro perucTparroHHbIH
HOMEp, JaTa 3aMEHbl PETUCTPALMOHHOTO YJIOCTOBEPEHMsI JIEKApCTBEHHOI'O IIpernapara Ha
OeccpoyHOe pEerucTpallioHHOE YJOCTOBEPEHHE JIeKapCTBEHHOTO IIpernapaTa, Jara MoJadu
3asBJICHUSI O TMOATBEPKIECHUU TOCYAAPCTBEHHOW pPETHMCTpaluy JICKapCTBEHHOrO Iperapara, jaTa
OTMEHBI TOCYJapCTBEHHOM perucTpaium JeKapcTBEHHOro npenaparta; (B pea. deaepanbHOro 3aKoHa
or 22.12.2014 N 429-®3 (pexn. ot 13.07.2015))

H) KayeCTBEHHBIH COCTaB M KOJMYECTBEHHBIH COCTAaB JEHCTBYIOIIMX BELIECTB M KayeCTBEHHBIN
COCTaB BCIIOMOTaTEIbHBIX BEILIECTB JIEKAPCTBEHHOIrO Ipenapara; (B pea. denepanbHOro 3aKkoHa OT
22.12.2014 N 429-93 (pen. ot 13.07.2015))

0) uHdopmaius 0060 BCeX pa3pelIeHHbIX BUAAX BTOPUYHON (MOTPEOUTENBCKON) YIIaKOBKH; (B pea.
denepanbroro 3akona ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

1) JaTa MPUHATHSA pPELIeHHs O BO3MOXHOCTH paccMaTpuBaTh JIEKAPCTBEHHBIM Ipernapar npu
TOCYAApCTBEHHOM pErucTpalud B KadecTBe Op(AaHHOrO JIEKapCTBEHHOro mpemapaTta (Uit
JIEKapCTBEHHBIX MPENapaToB JUIsl MEJUIIMHCKOTO NMpuMeHeHus); (B pen. denepanbHbIX 3aKOHOB OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015), o1 27.12.2019 N 475-D3)

p) HaIWYHME JIGKAPCTBEHHOTO Tperapara B TEPEYHE J>KU3HCHHO HEOOXOMUMBIX W BaKHEHIIHMX
JICKaApCTBEHHBIX NpenapaToB (JJIs JIEKAPCTBEHHBIX MPENapaToB ISk MEAUIIMHCKOTO MPUMEHEHHS ); (B
pen. denepanbHbix 3akoHOB OT 22.12.2014 N 429-®3 (pen. ot 13.07.2015), ot 27.12.2019 N
475-D3)

C) HaJM4YWe B JICKAPCTBEHHOM Iperapare HapKOTHYECKUX CPEJICTB, ICHXOTPOITHBIX BEIIECTB U UX
IPEeKypcopoB, MOAJEKAIIUX KOHTpomo B Poccuiickoit ®enepanuu, B COOTBETCTBUU C
3aKoHOAaTenbCcTBOM Poccuiickoii  @Denepanny, MEXIyHApOIHBIMU JloroBopamu Poccuiickoin
@®enepanun, B TOM uyuciae EnuHON KOHBEHIMEH O HAapKOTMUYECKHX cpeiactBax 1961 roma wu
KounBenmueit o ncuxotrponHsix BemectBax 1971 rona; (B pen. @enepanpHoro 3akona ot 22.12.2014
N 429-®3 (pen. ot 13.07.2015))

T) wuHpOpMAIMS O TOM, SBISETCS U JaHHBIM JIEKapCTBEHHBIM Tpenapar pedepeHTHHIM
JIEKapCTBEHHBIM mpemnapaToMm; (B pea. denepansHoro 3akona oT 22.12.2014 N 429-®3 (pexn. ot

13.07.2015))

y) CBEIEHUS O Tojade 3asBIICHUS O BHECEHWH HW3MEHEHUW B JIOKYMEHTHI, COJEp)Kalluecs B
PErUCTPAllMOHHOM JIOCh€ Ha JIEeKapCTBEHHbIM mpemnapaT; (B pea. denepaibHOrO 3aKOHA OT
22.12.2014 N 429-®3 (pexn. ot 13.07.2015))

&) noamyHkT yrpatii cuiy. (B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

X) CPOK BBEJCHMs JIEKAPCTBEHHOI'O Mpenaparta B TpakAaHCKUN 000poT; (B pen. dexepaibHOTO
3aKoHa ot 22.12.2014 N 429-@3 (pen. ot 13.07.2015))

2) B OTHOLIEHUHU (PapMaleBTUUECKUX CYOCTaHIIMMA:

a) HauMeHOBaHHE (apMaleBTUYECKOH CyOCTaHIMU (MEXAyHApOJHOE HENaTeHTOBAHHOE, WIIH
TPYHNIUPOBOYHOE, WIM XMMHUYECKOE U TOProBoe HauMeHoBaHus); (B pen. denepaabHOro 3aKoHa OT
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22.12.2014 N 429-d3 (pen. ot 13.07.2015))

0) HAaMMEHOBAHUE M a/IpeC TPOU3BOAUTEINS (papMaIleBTUUECKON CyOCTaHIINM;
B) CPOK TOAHOCTH (hapMaleBTUYECKON CyOCTaHINY;
T') yCJIOBHUS XpaHEeHUs (papMalleBTUYECKON CyOCTaHINH;

o) Homep (hapMakomeHOW CTaTbd WJIM B CiIy4ae €€ OTCYTCTBHSI HOMEP HOPMAaTUBHOM
JIOKYMEHTAIIMH JIN0O0 HOPMAaTUBHOTO JIOKYMEHTA.

€) Hammuue (papManeBTUYECKON CyOCTaHIIMU B NepeuHEe HAPKOTUUECKUX CPEICTB, MCUXOTPOIHBIX
BEILIECTB U UX MPEKYPCOPOB, MOAJISKAIIUX KOHTpoIo B Poccuiickoit denepaium, B COOTBETCTBUH €
3aKoHOAaTenbCTBOM Poccuiickoii  dDenepanuu, MEXIyHapOIHBIMU Jorosopamu Poccuiickon
®enepauur, B TOM 4yuciae EnnHON KOHBEHIIMEH O HAapKOTHMYECKHX cpeacTBax 1961 roma u
KonBeHnnueil o ncuxorponssix Bemectax 1971 rona. (B pen. @enepanbHoro 3akoHa ot 22.12.2014
N 429-®3 (pen. or 13.07.2015))

2. dapmarieBTHYECKas CYOCTaHIIWSI, TPOM3BEICHHAS I pEaIM3alllK, MOXET OBITh BKIIOUCHA B
TOCY/apCTBEHHBIA peecTp JIEKApCTBEHHBIX CPEJICTB HA OCHOBAHUU 3asBIICHUS Pa3paOOTUMKa WIIH
MIPOU3BOIUTEIIS JICKAPCTBEHHOTO CPEICTBA JIMOO YIOJTHOMOYCHHOTO MMM FOPUIMYECKOTO JIUIA TIPH
YCIIOBUU TIPOBECHHS B OTHOIICHUU Tako¥ (apManeBTHUYECKOW CyOCTaHIIMU SKCIEPTU3bI KayecTBa
dapmaneBTUUECKOW CyOCTaHIMM B TOPSJKE, YCTAHOBJIECHHOM cTartbel 34  HACTOSIIEro
@OenepallbHOTO 3aKOoHA. B oTHomeHHH ¢apManeBTUYECKUX CYOCTaHIMM, MPOU3BEIACHHBIX IS
peanu3alnyy, B TOCYJIAPCTBEHHOM pEECTpEe JIEKApCTBEHHBIX CPEACTB COAEPKHUTCS Cieayrolias
urdopmarnus: (B pea. Deaepanbroro 3akona ot 22.12.2014 N 429-D3 (pex. ot 13.07.2015))

1) HamMeHoBaHHe (dapMalEeBTUYECKON CyOCTaHIMKM (MEXKIYHApOJHOE HENaTeHTOBAHHOE, WU
IPYHNIMPOBOYHOE, WIM XMMHUYECKOE U TOProBoe HauMeHOBaHus); (B pen. denepanbHOro 3akoHa OT
22.12.2014 N 429-®3 (pex. ot 13.07.2015))

2) HauMEeHOBaHMe, aApec MPOU3BOAUTEN (papMalleBTUUECKON CyOCTaHIIMM, a TaKKe B OTHOIIEHUU
JIEKapCTBEHHBIX CPEACTB Il METUIIMHCKOTO IPUMEHEHUS CBEICHUS O PErHCTPALUU IIPOU3BOUTEINS
(dapmalnieBTUYECKON CyOCTaHIIMM B KauecTBE HAJOrOIUIaTENbIIMKAa B CTpaHe perucTpauuu (AJs
POCCHMCKHMX IOPUAMYECKHUX JIUI - WACHTU(PUKAIMOHHBIN HoMep Hanoromiarensiuka (MHH), mis
HHOCTPAHHBIX IOPUAWYCCKUX JIMI - CTpaHa pPErucTtpaivi, HAWUMCHOBAHHE PCTUCTPUPYIOLICTO
OpraHa, perucTpallMOHHBIH HOMEp, KOJ HaJOrolulaTeNblIMKa B CTpaHe perucTpanuu
(MHKOpIOpAIMK) WK ero aHaior); (B pea. exepanpHoro 3akona ot 28.12.2017 N 425-D3)

3) cpok rogHocTy (papmaieBTUUYECKOM cyoctanimu; (B pea. GenepanpHoro 3akona ot 22.12.2014 N
429-03 (pen. ot 13.07.2015))

4) ycinoBus XpaHeHHs (apmaneBTHUYECKON cyOcTaHiuu; (B pen. DeaepanbHOro 3aKOHA OT
22.12.2014 N 429-®3 (pex. ot 13.07.2015))

5) Homep ¢apmakomneitHON cTatbu MO0 B Claydae €€ OTCYTCTBUSL HOMEP HOPMAaTHBHOMN
JOKYMEHTAallMl WJIM HOPMAaTHUBHOIO JOKyMeHTa; (B pen. denepanbHoro 3akoHa or 22.12.2014 N
429-®3 (pex. ot 13.07.2015))

6) Haymuue ¢dapMareBTUUECKOW CyOCTaHIIMKM B TIEPEUYHE HAPKOTHYECKUX CPEICTB, MCHXOTPOITHBIX
BEILECTB U UX MPEKYPCOPOB, MOJUIEKAIUX KOHTpOIt0 B Poccuiickoil denepanuu, B COOTBETCTBUH C
3aKOHOJATeNbCTBOM Poccuiickoit dPenepanuu, MEXIyHApOAHBIMU AoroBopamMu Poccuiickoit
®enepaunn, B TOM 4ucie EAMHONW KOHBEHLMEW O HAapKOTHYECKUX cpeacTtBax 1961 roma u
Konpenmueit o ncuxorponHsix BemectBax 1971 rona; (B pen. @enepanpHoro 3akona ot 22.12.2014
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N 429-@3 (pex. ot 13.07.2015))

7) nara BKIItOYeHHS (papMaleBTUYECKOH CyOCTaHIIMM B TOCYJApCTBEHHBINH PEECTp JEKapCTBEHHBIX
CpeACTB, JaTa BHECEHUS W3MEHEHHH B JOKYMEHTHl (hapMaleBTHUECKOW CcyOcTaHIuuU, [aTa
UCKJTFOUEHHS (hapMaleBTHUECKOW CyOCTaHIIMM W3 TOCYAAapCTBEHHOTO peecTpa JIeKapCTBEHHBIX
cpenacts. (B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

3. HOpHI{OK BCACHHUA TOCYyAapCTBCHHOI'O peeCTpa JICKAPCTBCHHBIX CPCACTB AJId MCEIULIHMHCKOI'O
MNPUMCHCHUA W TIOPAINOK BCIACHUSA TOCYHAPCTBCHHOI'O pCeeCTpa JICKAPCTBCHHBLIX CPCACTB JIA
BETCPUHAPHOI'O NPUMCHCHHA YTBEPKAAOTCA COOTBETCTBYIOIIUM YIIOJTHOMOYCHHBIM (be,[[epaJ'IBHBIM
OopraHomM HCIIOJHUTEILHOM BIACTH.

Crarbs 34. BkioueHne B rocy1apCTBEHHbIN peecTp JeKaApPCTBEHHbIX
CPeICTB U UCKJIIYEHUE U3 IOCYAAPCTBEHHOI0 peecTpa
JIEKAPCTBEHHBIX CPEACTB (papMaleBTHYECKON CyOCTaHIUH,
NMPOU3BeAeHHOM NS peanm3anuu (B pea. @egepajibHOro 3aK0Ha 0T

22.12.2014 N 429-®3 (pen. ot 13.07.2015))

1. Jlna BrimodeHus (apmaineBTHUECKO CyOCTaHIIMM, TPOU3BEICHHON I pealu3aluu, B
rOCYy/IapCTBEHHBIA PEECTP JICKAPCTBEHHBIX CPEJCTB, IPOBOAMUTCA KCIEPTH3a €€ KauecTBa. (B pel.
denepanbroro 3akona ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

2. DKcnepTH3a KauecTBa yKa3aHHOM B yacTH 1 HacTosiel ctatby (papmaneBTUUECKOi cyOcTaHIH,
COCTaBJICHME KOMHCCHEM OJKCHEPTOB 3aK/IIOUYEHUN [0 pe3yJbTaTaM 3TOM HKCIEPTU3bl M HX
HalpaBJIeHUE B YIIOJHOMOYEHHBIN (eiepaabHblil OpraH UCIOJHUTEIbHOMN BIACTH OCYILECTBIISIOTCS
B CpPOK, HE TMPEBBINAONMNA HIECTUJACCATH padoyux JHEH €O JHA TOIY4YeHMs] SKCIEPTHBIM
YUPEKAECHUEM  COOTBETCTBYIOILETO  3aJaHUi  YHOJHOMOYEHHOTO  (efepalbHOro  OpraHa
MCIIOJTHUTENILHOM BJIACTHU U CIEAYIOIIUX TOKYMEHTOB (cBeaeHHi): (B pel. denepanbHbIX 3aKOHOB OT
22.12.2014 N 429-@3 (pex. ot 13.07.2015), ot 27.12.2019 N 478-D3)

1) cBexeHus o0 jare MPEIOCTABIEHUS M PETMCTPALlMOHHOM HOMEpE JIMIIEH3MH Ha MPOHM3BOJICTBO
JICKAPCTBCHHLIX CPCACTB WM CBCACHUA O JAaTC MNPEAOCTABIICHHA W PCTUCTPAIMOHHOM HOMEPE
3aKJIFOYEHUS. O COOTBETCTBUU TPOU3BOAMTENS JIEKAPCTBEHHBIX CPEICTB TPEeOOBAaHUSAM MPaBUII
HaJJIexalleld MpPOU3BOACTBEHHON MNPAKTUKH, BbIIAHHBIX (MPEAOCTaBICHHBIX) YIOJIHOMOUYEHHBIM
(benepaabHBIM OPraHOM MCIIOJHUTEIBHOM BJIACTH, B ClIydae, €CIU MPOM3BOJCTBO JICKAPCTBEHHOTO
cpenctBa ocyuectBisiercss B Poccuiickoit ®enepauuu; (B pea. denepanbHbIX 3aKOHOB OT
22.12.2014 N 429-®3 (pex. ot 13.07.2015), ot 04.06.2018 N 140-D3, o1 27.12.2019 N 478-D3)

2) KOIIMA OOKYMCHTA, BBIJAHHOI'O YIIOJJTHOMOYCHHBIM OpraHoM CTpaHbl TIPOU3BOAUTECIIA
JIEKAPCTBEHHOI'O0 CPEACTBA W MOATBEPKIAIOLIETO pa3pelieHue MPOU3BOACTBA JIEKAPCTBEHHOTO
CPENICTBa, M €T0 MEePEBOI Ha PYCCKUH S3bIK, 3aBEPEHHBIC B YCTAHOBJICHHOM TOPSIKE, a TAKKE KOTHUS
3aKJTFOYEHUS. O COOTBETCTBHH IPOU3BOJIUTEINS JIGKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM MPaBUIT
Haﬂnemamef/’l HpOH3BOJICTBeHHOI71 IMPAaKTUKH, BBIIAHHOTO YIIOJTHOMOYCHHBIM Q)euepanLHHM OpraHomMm
UCTIOTHUTENILHON BIacTH, JHOO0 KOMHS peIIeHHUS YIOJIHOMOYEHHOTO (QenepalbHOro opraHa
HWCIIOTHUTENbHOM BJIACTH O MMPOBCACHNN HWHCICKTUPOBAHHUA TPOU3BOJUTEIA JICKAPCTBECHHOI'O
cpeiacTBa. YKa3aHHbIE JOKYMEHTBI MPEICTABISIOTCS B ClIydae, €ClId MPOU3BOJICTBO JIEKAPCTBEHHOTO
cpencTBa ocymiecTBisieTcs 3a npenenamu Poccuiickoit deneparuu; (B pea. PenepanbHOTO 3aKOHA
ot 04.06.2018 N 140-D3)

3) IOKYMEHT, COJEpKalluil ClIeAyromue CBeAeHHs o (apMaieBTHYeCcKoi cyOcTaHuuu: (B pe.
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denepanpHOro 3akona ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

a) HaMMEHOBaHME (apMaIleBTUUECKON CyOCTaHIIMU, €€ CTPYKTypa, oOmue CBOWCTBa; (B perl.
denepanbHoro 3akona ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

0) HaMMeHOBaHHUe U ajpec npousBoauTes; (B pea. PenepanbHoro 3akoHa oT 22.12.2014 N 429-D3
(pen. ot 13.07.2015))

B) TEXHOJOTHUs MPOU3BOJACTBA C ONMUCAHWEM CTAJUN MPOU3BOJCTBA U METOJOB KOHTPOJII Ha BCEX
craausx mnpousBojcTBa; (B pen. demepanpHoro 3akona oT 22.12.2014 N 429-d3 (pen. or

13.07.2015))

I') onucaHue pa3paboTKH Iporiecca Mpou3BoCcTBa; (B pen. denepanpHoro 3akoHa oT 22.12.2014 N
429-D3 (pen. ot 13.07.2015))

) ONUCaHWE KOHTPOJS KPUTHUECKHX CTaJWN Tpolecca IMPOW3BOJACTBA W MPOMEKYTOUHOM
npoaykuuy; (B pen. @enepanproro 3akona ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

€) JOKYMEHTAJIbHOE TMOATBEPXKICHUE (BajluIanus) MpoIeccoB W (WIM) HX OIEHKa; (B pe.
®denepanbHOro 3akona or 22.12.2014 N 429-03 (pen. or 13.07.2015))

’K) CBOICTBA U CTPYKTypa AeHcTByIOIUX BellecTs; (B pea. denepansHoro 3akona ot 22.12.2014 N
429-D3 (pen. ot 13.07.2015))

3) XapakTepuctuka npumeceit; (B pen. deaepanbHoro 3akona ot 22.12.2014 N 429-03 (pen. ot

13.07.2015))

1) crenudukanms Ha (hapMaleBTHUECKYIO CyOCTaHIMIO B ee o0ocHOBaHue; (B pen. DeaepanbHOrO
3akoHa 0T 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

K) aHaJUTHYECKHE METOAMKH, HCIOJIb3yeMble TIpPU OCYIIECTBICHUH KOHTPOJII KadecTBa
dapmarneBTuyeckoit cyocraniuy; (B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-3 (pen. ot

13.07.2015))

J) TOKyMEHTAIBHOE IMOATBEPXKICHUE (BATHIAIUS) AaHATUTUYCCKIUX METOJUK, HCIOJIb3YEeMbIX IPH
OCYIIECTBIIEHUU KOHTpOJIS KadecTBa (papmarieBTudeckoil cybcranuuu; (B pen. demepanbHOro
3ak0Ha oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

M) pe3yJbTaThl aHaM3a cepuil (hapmarieBTHUeCKO cyOcTanuuy; (B pen. denepaabHOro 3aKkoHa OT
22.12.2014 N 429-®3 (pex. ot 13.07.2015))

H) MepeyYeHb CTaHJAapTHBIX 00pa3IOB WM BEIIECTB, UCIOIb3YEMbIX MPHU OCYIICCTBICHUN KOHTPOJIS
kauecTBa; (B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pex. ot 13.07.2015))

0) OINMHCaHHWE XapPaKTEPUCTUK U CBOWCTB YIMAKOBOYHBIX MAaTE€PHaIOB W YKYIOPOYHBIX CPEACTB; (B
pen. @enepanpHoro 3akoHa oT 22.12.2014 N 429-®3 (pexn. ot 13.07.2015))

1) JaHHbIE O cTaOWiIbHOCTH (hapmareBTHUECKOW cyOcranumu; (B pen. deaepaqbHOro 3akoHa OT
22.12.2014 N 429-®3 (pex. ot 13.07.2015))

p) cpok roaHocTH. (B pen. DenepanbHoro 3akona ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

4) TOKyMEHT, COAEp KAl CBEACHUS O PETUCTPALMU MPOU3BOIUTENS JIEKAPCTBEHHBIX CPEACTB s
MEJIUIIMHCKOTO TPUMEHEHHMs B KadeCTBE HAJIOTOIUIATEIbIMKA B CTpaHE perucTpamuu (s
POCCHUHCKHUX FOPUIUYECKHUX JIUI - WACHTU(DUKAIMOHHBI HOMep Hajorormnatensiuka (MHH), nus
WHOCTPAHHBIX IOPUIUYECKUX JIMI[ - CTpaHa PErucTpaly, HAUMEHOBAHWUE PETUCTPUPYIOIIETO
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OpraHa, pEeTrUCTPAallMOHHBIA HOMEp, KOJA HAJOTOIUIATeNbIIMKAa B CTPaHE pPETHUCTPAIHUU
(MHKOpITOpaIKK) Uik ero aHaior). (B pea. denepanbHoro 3akona ot 28.12.2017 N 425-D3)

3. Jns mpoBeleHUsi OHKCIEPTU3bl KayecTBAa yKa3aHHOM B 4YacTd | HacTosimiedl cratbu
dapmaiieBTUYECKON CcyOCTaHIIMM 3asBUTENb MPEJICTaBISIET B YIOJIHOMOUYEHHBIN (enepanbHbIi
OpraH UCIOJHUTEIBHOM BIIACTH:

1) 3asBieHHE O BKJIIOYEHUHM B TOCYJAPCTBEHHBIH pEECTp JIEKAPCTBEHHBIX CPEJICTB JaHHOM
(dhapMaIneBTUYECKON CyOCTaHIINN;

2) KomHUs JOKYMEHTA, MOATBEPHAAIOIIEIO YIUIATY I'OCYJAapCTBEHHON IOIIJIMHBI 32 BKIIIOUEHUE B
rOCYyJJapCTBEHHbII  peecTp  JIEKApCTBEHHBIX  CPEACTB  (apMaleBTUYECKOH  cyOcTaHIuH,
NPOM3BEACHHON ISl peanu3anuu, JU00 1Mo COOCTBEHHOM WHHUIIMATHBE yKa3aHHBIM JOKyMEHT. B
cllyyae€  €ro  HENpeACTaBICHUs  3asiBUTENIEM  YIOJHOMOYEHHBIH  (elaepanbHbli  oprax
UCTIOJIHUTENILHOW BJIACTH TpoBepseT (aKT yIUIAThl TOCYNAapPCTBEHHON IOIUIMHBI 3asBUTEIIEM C
UCIOJIb30BaHUEM HMH(pOpMaLUMu 00 YyIulaTe TOCYJapCTBEHHON IOLUIMHBI, COJAEpKalleics B
['ocynapcTBeHHON MH(OPMALMOHHON CUCTEME O rOCYIAApCTBEHHBIX W MYyHUIMIAIBHBIX IJIaTeXax,
Ha OCHOBAaHUU IIPEJICTaBICHHOM 3asBUTENIEM KOIMU JOKYMEHTA, IOATBEPKIAIOLIEr0 YILIaTy
rocyapcTBeHHOW mnouuinHel; (B pea. denepanbHoro 3akoHa or 22.12.2014 N 429-®3 (pexn. or

13.07.2015))

3) IIOKyMEHTbI, yKa3aHHble B 4acTH 2 HacTosAwed cratbu; (B pen. denepanbHOro 3akoHa OT
22.12.2014 N 429-93 (pen. ot 13.07.2015))

4) 3agBreHuE O BblAaue paspelieHus Ha BBo3 B Poccuiickyro denepannio KOHKPETHOW MapTHH
HE3apEeTUCTPUPOBAHHOTO  JICKAPCTBEHHOT'O  CPEACTBa, IMPEAHA3HAYEHHOTO JUIA  IPOBEACHHS
yKa3aHHON »skcrepTusbl. (B pen. DenepanbHoro 3akona ot 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

3.1. B cnyuae HempeacTaBlIeHHS C 3asBICHHEM O BKIIYEHHH B TOCYJApCTBEHHBIM peecTp
JIEKapCTBEHHBIX CPENCTB (hapMalleBTUUECKON CyOCTaHIIMHM JOKYMEHTOB, MOATBEPKAAIOIINX YILIaTy
TOCY/IapCTBEHHOW TOIUIMHBI M yKa3aHHBIX B MYHKTe 2 4YacTH 3 HACTOSANICH CTaThH, a TaKXke
BbI/IaBAEMbIX (MPEIOCTaBISEMBIX) YIIOJTHOMOYEHHBIMH (pe/lepabHBIMU OpraHaMU UCIIOTHUTENbHOM
BJIACTH JOKYMEHTOB (CBEIEHUI), yKa3aHHbIX B MyHKTaX | M 2 4YacTu 2 HACTOALIEH CTaThH,
YIOJHOMOYEHHBIN (enepanbHblii OpraH HCHOJHUTENbHON BIACTH 3alpaliuBaeT yKa3aHHBIE
JIOKYMEHTHI (CBEACHHSI) B TIOPSAKE MEKBEIOMCTBEHHOTO MH(POPMAIIMOHHOTO B3aWMOJCUCTBUA. (B
pen. denepanbhoro 3akoHa ot 27.12.2019 N 478-D3)

4. B TeueHue aecatu paboyux JHEN cO JHS NPUHSITHS 3asBJICHUS O BKIIOUEHUH YKAa3aHHOM B 4acTH
1 Hacrosimieil cTaTbu (apMalieBTUYECKON CyOCTaHIIMM B TOCYIapCTBEHHBIN peecTp JeKapCTBEHHBIX
CPEICTB M JOKYMEHTOB, MEPEUYMCICHHBIX B 4acTW | M MyHKTe 2 4YacTU 3 HACTOSIEH CTaThH,
YIOJTHOMOYEHHBIN (hesiepabHbli OpraH UCIIOJHUTENbHOM BiacTh: (B pel. deaepanbHOro 3aKkoHa OT
22.12.2014 N 429-®3 (pex. ot 13.07.2015))

1) IpoBOIUT MPOBEPKY MOJIHOTHI M JOCTOBEPHOCTU JAHHBIX, COJEPKAIIUXCS B IPECTaBICHHBIX
3asBUTEJIEM JTOKyMeHTax; (B pea. DeaepanbHoro 3akona ot 25.11.2013 N 317-D3)

2) mpuUHUMAeT pEelIeHUWE O HANpPAaBIEHUU B HKCIEPTHOE YUPEXKJIEHHE 3a/laHus Ha MPOBEACHUE
HKCHEPTH3bl KaueCcTBa YKa3aHHOW B YacTH | HacTosmied craTthbu (apManeBTUYEeCKOl cyOcTaHIMU
WK 00 0TKa3e B TAKOM HalpaBJIeHHH;

3) yBegOMIISieT B 3JIEKTPOHHON WM MUCHBMEHHOU (opMe 3asBUTENS O MPUHATOM PEIICHUU WU B
ciIyyae OTKa3a C yKa3aHHUeM MPUYHH TaKoro oTkasa. (B pea. denepanpHoro 3akona ot 22.12.2014 N
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429-®3 (pex. ot 13.07.2015))

4.1. B ciy4yae BBISBICHHS HEIOCTOBEPHOCTH CBEJICHHIA, COAEPIKAIIMXCSA B MPEACTABICHHBIX
3asgBUTEJIEM MaTepuaiax, YIOJHOMOYEHHBIH (eepaibHblii OpraH MCIOJHUTEIBHOW BIIACTH
HAIpAaBJIsSeT 3asBUTEIO 3aMpOC 00 YTOYHEHUH YKa3aHHBIX CBeICHHIA. JlaHHbIA 3a1pOC MOXKET OBITH
HepeaH yIoJIHOMOYEHHOMY [IPEJICTABUTEIIO 3asIBUTEIISI IMYHO O] PACIIUCKY, HATIPABIICH 110 MOYTE
3aKa3HBIM MHCHMOM WITH HEPElaH B JJIEKTPOHHOH (opMe M0 TEIeKOMMYHHKAIIMOHHBIM KaHAJTaM
cBs3u. B ciiydae HampaBieHHs JaHHOTO 3ampoca MO MOYTe 3aKa3HbIM IMHChMOM OH CUHTACTCS
MOJy9CHHBIM TI0 HCTEYCHHH IIECTH THEH C [aThl HAMpPABICHHS 3aKa3HOrO MNHChbMa. (B pel.
denepanbHoro 3akona or 25.11.2013 N 317-®3)

4.2. 3asBuTenp 00s13aH NPEICTaBUTh OTBET HA 3alpoC YIOJIHOMOYEHHOro (erepaibHOro opraHa
WCIIOJIHUTEJIbHON BJIACTH B CPOK, HE MPEBBIIAIONIINN JEBAHOCTA PabOUYMX JHEW CO JIHS MOJyYEHUS
naHHoro 3arpoca. Cpok, ykazaHHBIM B 4acTH 4 HACTOSIIEW CTaTbH, MPUOCTAHABIMBACTCS CO JIHA
HANpaBJICHUS] 3asBUTENIO 3aIpoca YIOJIHOMOYEHHOTO (elepaJbHOr0 OpraHa HCIOJHHUTEIBHOM
BJIACTH JIO JIHA MOJYYSHUS UM OTBETA Ha JIAHHBIN 3aMpoC ¥ HE YUUTHIBAETCS MPU UCUUCICHUHU CPOKa
OKCIIEPTH3BI KadecTBa (DapMarleBTHUECKOH CyOCTaHIIMU, HEHCIIONB3yeMON NpH IPOW3BOJICTBE
JIEKapCTBEHHBIX IpenapaToB. (B pea. PemepansHoro 3akoHa oT 25.11.2013 N 317-D3)

5. OcHoBaHMEM Ul OTKa3a B HAIpPAaBICHUM B JKCIIEPTHOE YUPEKICHHE 3a/laHus Ha NPOBEJIECHUE
OKCHEPTH3bl Ka4eCTBA YKa3aHHOW B YacTH | HacTosmied craTthbé (apMamneBTHYEeCKO cyOcTaHuuu
SBJISICTCA HENPEICTABICHUE JOKYMEHTOB, YKa3aHHBIX B YaCTH 2 HACTOSIIEH CTaTbU, OTCYTCTBHE
uH(popMaluy, MOATBEpXKAaOLEHd (aKT yIulaThl TOCYJApCTBEHHON MONUIMHBI 33 BKJIIOYEHHE
dapmarnieBTHYeCKON CyOCTaHIMM, NMPOU3BEACHHON Ul pealu3alud, B TOCYAapCTBEHHBIH peecTp
JIEKapCTBEHHBIX CPEACTB, HENPEACTABICHUE 3asBUTEJIEM B YCTAHOBJIEHHBIH CpOK OTBETa Ha
yKa3zaHHbIH B uyacTu 4.1 HacToslled cTaThbu 3alpoc YMOJIHOMOYEHHOro (enepaabHOro opraHa
WCIIOJIHUTENIbHOM BJIACTU WJIM IPEACTABICHUE JTOKYMEHTOB, HE COJEpIKAIIMX HCUEPIBIBAIOIIETO
nepevHs HeoOXOAUMBIX cBeieHu. (B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-@3 (pen. ot

13.07.2015))

6. B TeueHume nATHaauaTH paboyux JAHEH €O JHS MOJYYEHMs pEIHICHUS YHOJIHOMOYEHHOTO
(denepanbHOrO0 OpraHa HUCIHOJHHUTENIBHOM BJIACTM O HANpaBiICHUM B HKCIEPTHOE YUpPEXKIACHUE
3alaHusl Ha TPOBEICHME DKCIEPTH3bl KadyecTBa YKa3aHHOW B 4acTM | Hacrosmied crTaTbu
(dapmaneBTUUECKON CyOCTaHIIMM 3asBUTENb IMPEACTABISET B DSKCIEPTHOE YUYPEKICHHE s
NPOBEICHUST JITAaHHOM SKCIEepTU3bl 00pa3ibl (apMaleBTUYECKOH CyOCTaHIIMM B KOJHYECTBE,
HEO0OXOJUMOM JIsl BOCIIPOU3BEACHUSI METO/I0B KOHTPOJISI KauecTBa. DKCIEPTHOE YUpeKJIeHUE IpH
NOJy4YeHUH oOpa3lloB YKa3aHHOW B yacTu 1 Hacrosmeil craTbu (papmaneBTHYECKO cyOcTaHIMU
BbIIAET 3asBUTENIO JIOKYMEHT, IOATBEPXKAAIOIIMN IOJy4eHHE STHUX 00paslioB, U B CpPOK, HE
NPEBBILIAIOIINN TpeX pabouux JHEH, YBeOMIISIET B AJIEKTPOHHON WIIM MUCBMEHHOM Gopme 00 3TOM
YIOJHOMOYEHHBIN (efepanbHblii OpraH HCIOJHUTENbHON BIACTH. DTHU CPOKHM HE BKIIIOYAIOTCS B
CPOK TIpPOBENEHUs JaHHOU sKkcmepTusbl. (B pen. denepanpHoro 3akona oT 22.12.2014 N 429-03
(pen. ot 13.07.2015))

7. JIoKkyMeHTbI, TOCTYNHBIINE B AKCIIEPTHOE YUPEXKJEHUE Ul MPOBEIACHHS HKCIEPTU3bl KauecTBa
yKa3aHHOM B yacTHU | HacTosmied craTbi (apMaleBTHUECKOW CyOCTaHIIMHU, MOJUIekKaT BO3BpaTy B
YIOJTHOMOYEHHBIN (peiepabHbIi OpraH WCIOJHUTENBHON BJIACTU OJHOBPEMEHHO C 3aKIHOYEHHUSIMU
10 pe3yJIbTaTaM MPOBEACHHOMN 3KCIIEPTU3HI.

8. B cpok, HEe TpEeBBIMAIIMMNN MATH Pab0YNX JHEH CO JTHS TOMYYCHHsS 3aKITIOYEHUS] KOMHUCCHH
AKCIIEPTOB MO pe3yibTaTaM HKCIEPTU3bl KauecTBa YyKa3aHHOM B yacTH | HacTosIed cTaTbu
dbapmareBTUUeCKOr CyOCTaHITNH, YIIOJTHOMOYEHHBIN (peiepaabHbIi OpraH UCTIOTHUTETHFHOU BIIACTH:
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1) ocymiecTBISIET OLIEHKY TaKOTO 3aKJIIOUEHUS IS OMPENEICHUs €r0 COOTBETCTBHS 3aJlaHHMI0 Ha
MIPOBE/ICHUE JIAHHOW AKCIIEPTHU3BL;

2) npUHUMAET peUIeHrne O BKIIOUECHHH YKa3aHHOW B 4acTH | HacTosmeil craTbu apMalieBTUYeCKOi
CyOCTaHIIMM B rOCYJapCTBEHHbIN PEECTp JEKapCTBEHHBIX CPEJICTB WM pellleHHe 00 0TKa3e B TAKOM
BKJIIOUEHUUY;

3) BHOCHUT INpH NPUHATHM PEIICHUS O BKIIOYEHMM YKa3aHHOW B 4YacTH | HacTosled craTtbu
dapmaneBTUYeCKOH CyOCTaHIMM B TOCYAAPCTBEHHBIM peecTp JIEKapCTBEHHBIX  CPENCTB
IPeIyCMOTPEHHYI0 4acTblo 2 cTatbu 33 Hacrosero denepaqbHOro 3akoHa HHPOPMALUIO U
yBEIOMJISIET 00 3TOM B 3JIEKTPOHHOW WMIIM MUCBbMEHHOW (opme 3asButens. (B pen. DenepaiabHBIX
3aKkO0HOB 0T 22.12.2014 N 429-®3 (pea. ot 13.07.2015), oT 27.12.2019 N 462-D3)

9. OcHoBaHMeM JUisi OTKa3a BO BKJIIOYCHMM YKa3aHHOM B 4YacTH | HACTOSIIEH CTaTbu
(dbapManeBTUYECKON CyOCTaHIIMKM B TOCYAAPCTBEHHBIA PEECTP JCKAPCTBEHHBIX CPEICTB SIBIISCTCS
3aKJIFOYEHUE COOTBETCTBYIOIIETO YHOJHOMOYEHHOTO (heaepaqbHOro OpraHa HUCHOJHUTEIbHOM
BJIACTH O TOM, YTO Ka4decTBO (hapMalleBTHUECKOW CyOCTaHIIMM HE TOATBEP)KICHO MOJIYYCHHBIMHU
naHHbIMHE. (B pen. Deaepanbhbix 3ak0HOB 0T 22.10.2014 N 313-D3, ot 04.06.2018 N 140-D3)

10. He nomyckaercs BKIIIOYEHHE B TOCYJAPCTBEHHBIN pEECTp JIEKAPCTBEHHBIX CPEJICTB OIHOU
dapmarieBTHYeCKOi CyOCTaHLIMM, IPOU3BEIEHHON Ul peaqu3aliy U BBITYCKAEMOW OAHUM U TeM
e TIPOM3BOJIUTENIEM, B BUE IBYX M OoJiee peecTpOBBIX 3anmuceil. (B pen. denepaabHOro 3aKoHa OT
22.12.2014 N 429-93 (pen. ot 13.07.2015))

11. BHecenue n3MeHEHU B TOKYMEHTHI Ha (papMaIieBTUUECKYIO0 CYOCTaHIINIO, TPOU3BEICHHYIO s
peau3alyy 1 BKIOYEHHYIO B TOCYJapCTBEHHBII peecTp JIEKapCTBEHHBIX CPEJCTB, OCYIIECTBISAETCS
B MOpsaKe, ycTaHoBiIeHHOM cTaThsiMu 30 u 31 Hacrosimero denepalbHOTO 3aKOHA, C YIIIATOM
roCyJJapCTBEHHOM IOLUIMHBI, MPEIyCMOTPEHHOM 3aKOHOAaTenbCcTBOM Poccuiickoit denepanuu o
Hasorax u coopax. (B pexn. @enepanbHoro 3akona ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

12. Jomyckaetcst oOparenre GpapMareBTHIECKUX CyOCTaHITUM, TPOU3BEICHHBIX JIJISl pean3alluu, B
TE€YEHHE CTa BOCBMHJIECSATH THEH 0 U MOCIe MPUHATHS YIIOTHOMOYEHHBIM (efepaibHbIM OpraHOM
MCIIOJTHUTENIbHOM BJIAcTH pElICHHUs O BHECEHUM M3MEHEHHH B JOKYMEHTHI Ha (hapMalleBTHUUYECKYIO
CcyOCTaHIMIO, MPOU3BEACHHYIO IJIs pealu3allii ¥ BKIIOYEHHYIO B TOCYIapCTBEHHBIM peecTp
JIEKapCTBEHHBIX CpenctB. (B pen. dexepanpHoro 3akoHa oT 22.12.2014 N 429-®3 (pea. or

13.07.2015))

13. Pemenune 00 UCKIIOUEHHMM U3 TOCYAAapCTBEHHOIO pEecTpa JIEKapCTBEHHBIX CPEJCTB
dapmanieBTHYeCKOH ~ CyOCTaHIIMHM,  TPOW3BEACHHOW  JUId  peaju3alud,  HPUHUMAETCS
YIOJIHOMOYEHHBIM  (e/lepajbHbIM OpPraHOM HCIOJHUTENBHOW BJIAacTM B ciydae: (B ped.
denepanbHOro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

1) mpeacTaBiaeHNs COOTBETCTBYIOIIMM YIIOJTHOMOYEHHBIM (he/iepaibHbIM OpPraHOM HCTIOJHUTENbHON
BJIACTH 3aKJIIOYEHUS O PUCKE WM 00 yrpo3e >KU3HU MM 3[0POBBIO UEJIOBEKA JIMOO JKUBOTHOTO IIPU
UCIIOJIb30BaHUM JIEKAPCTBEHHOTO Cpe/cTBa; (B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-93
(pexn. ot 13.07.2015))

2) nmojmauu pa3pabOTYMKOM JIEKAPCTBEHHOIO CPEACTBA MM IPOU3BOJUTEIEM JIEKAPCTBEHHOI'O
cpeacTBa MO0 YHMOJIHOMOYEHHBIM MMH JAPYTHUM IOPUAMYECKHM JIMIIOM 3asBJICHUS 00 MCKIIIOYSHUU
U3 TOCYAApCTBEHHOIO peecTpa JIEKapCTBEHHBIX CpPEACTB (apMaleBTUUECKOW CyOCTaHIH,
NpoM3BEACHHON sl peanu3anuu; (B pea. PeaepanpHoro 3akoHa ot 22.12.2014 N 429-03 (pen. ot

13.07.2015))
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3) orcyrcTBHs (hapMarieBTUYECKON CyOCTaHIIMK, TPOU3BEICHHON /I peain3aliii, B OOpalleHUH B
Poccuiickoit denepannu B Teuenue Tpex u 6ozee aer. (B pen. PexepanpHoro 3akona ot 22.12.2014
N 429-®3 (pen. ot 13.07.2015))

Crarbs 35. - Yrparuna cuiy. (B pen. @eaepansHoro 3akoHa oT 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

Crarbs 36. O0:xasioBaHue pelieHus: 00 0TKa3e B BblIaue pa3pelnieHunst
HA NMpoBeJeHHe KIMHNYECKOT0 UCC/IeI0BAHMS JIEKAPCTBEHHOT 0
npenapara, pemieHusi 00 0TKa3e B roCyAapCTBEeHHON perucrpannu
JIEKAPCTBEHHOI'0 Npenapara, 3aK/JIl4YeHuss KOMUCCUH IKCIIEPTOB
IKCIEPTHOTO YUPeKAeHUS WIH 3aKJII0YEHNsI COBETA MO ITHKeE (B pejl.
®denepanbHoro 3axkona ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

PemieHne cooTBETCTBYIOIIErO YIOJHOMOUYEHHOIO (pellepalbHOr0 OpraHa MCIIOJIHUTEIbHOU BIJIACTH
00 OTKasze B BbIJaue pa3pellieHHs Ha MPOBEICHUE KIMHUYECKOTO HCCIIEIOBAHUS JICKAPCTBEHHOI'O
npenapara, pelleHHe YKa3aHHOTro (eaepaabHOr0 OpraHa HCIIOJHHUTENBHOM BiIacTH 00 OTKase B
rOCyJJapCTBEHHOM PpEerucTpaluy JIEKapCTBEHHOIO Mperapara, 3aK/I0OUYeHHEe KOMHCCHU 3KCIEpPTOB
AKCIEPTHOTO YUPESIKACHUS WM 3aKITFOUYEHUE COBETA M0 3TUKE MOXKET OBITh 00’KaJIOBaHO B MOPSJIKE,
YCTaHOBJIEHHOM 3aKOHoJareiabcTBOM Poccuiickoit @enepanuu. 3akitoyeHne KOMUCCUU HKCIEPTOB
AKCIEPTHOIO YUPEKIEHUS O B3aUMO3aMEHSIEMOCTH JIEKaPCTBEHHBIX MIPENapaToB AJIs MEAUIIMHCKOTO
OpUMeHeHHUs 100 O TOM, YTO JIEKapCTBEHHBIM INpemapar Ui MEAMLMHCKOrO NMPUMEHEHHs He
ABJIIETCS B3aMMO3aMEHSEMBbIM, MOJET OBbITh O00KaJOBaHO JEp)KAaTEIeM WU BIAJENbLIEM
PETUCTPALIMOHHOTO yI0CTOBEPEHUS JIEKApCTBEHHOT'0 IpenapaTa B yIOJIHOMOYEHHBIN (eiepanbHblii
OpraH MCIOJIHUTEIbHOW BIJIACTH, KOTOPBIM MPHUBJIEKAET K PACCMOTPEHUIO YKa3aHHOW >KanoObl
MOJIBE/IOMCTBEHHbBIE €My HayyHble OpraHM3allid M oOpa3oBaTelbHbIE OPraHU3allMd BBICIIETO
o0pa3oBaHMs, OCYLIECTBIIAIOIINE JAEITEIbHOCTh B cdepe oOpallleHusl JIEKApCTBEHHBIX CPEACTB.
3aKJII0OYeHHEe KOMHCCHM JKCIEPTOB HKCIEPTHOTO YupexJaeHUs, Oo(OpMIIEHHOE 10 UTOraMm
IEepecMOTpa 00XKAJIOBAHHOTO 3aKIIIOYEHUsl JKCIEPTa, MOXKET OBITh OCIIOPEHO JepiKaTeleM MU
BJAJENIbLIEM  PETHCTPAllMOHHOTO  yJOCTOBEpEHMs  JIGKAPCTBEHHOTO  mpemapara  Jmbo
YIIOJIJHOMOYEHHBIM HMH JIMIIOM B IIOPSJKE, YCTAaHOBJIEHHOM 3aKOHOJATEIbCTBOM Poccuilckon
Oeneparun.  Ilpu  oOkasoBaHMM  pelIeHUS  YIMOJIHOMOYEHHOro  (eiepajbHOro  OpraHa
UCIIOJIHUTENIbHOM BJAcTH, 3aKJIIOUYEHHs OKClepTa WJIM KOMHUCCHUU OKCIEPTOB SKCIIEPTHOTO
YUPEXKIEHUS, 3aKIIOYEHMs] COBETa II0 OJTUKE JepXaTelb WIA BIaAeel] PErHCTPAllMOHHOTO
YAOCTOBEPEHUS JIEKApPCTBEHHOTO Mpernapara J1u00 YIoJIHOMOUYEHHOE UMH JIUIIO BIIpaBe MPeCTaBUTh
pE3yJIbTaThl SKCIIEPTU3BI JIEKAPCTBEHHOTO Mpernapara, IpOTOKOJIbI OJIyUYE€HHBIX aKKPEAUTOBAaHHBIMU
UCHIBITATENbHBIMU J1a0OpaTopusiMU (LIEHTPaMHU) Pe3yJbTaTOB HCCIEIOBAaHUM, HCIBITAaHUHA. (B pes.
denepanbHOTo 3aKk0Ha 0T 27.12.2019 N 475-D3)

Crarbs 37. Unpopmanus, CBA3aHHAS ¢ OCYHIECTBJICHHEM
roCcyJapCTBEHHOMN pPerucTpanuu JeKApCTBEHHbIX NMPenaparos,
HH(POPMALKA 0 3APETrUCTPUPOBAHHBIX JICKAPCTBEHHBIX Mpenaparax u
JIEKAPCTBEHHbIX MpPenapaTax, MCKJIKYEHHbIX U3 FOCYJIapCTBEHHOT0
peecTpa JIeKAPCTBEHHBIX CPE/ICTB


https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l1234
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l1234
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l1234
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l1234
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l1234
https://normativ.kontur.ru/document?moduleid=1&documentid=351582#l25

1. COOTBETCTBYIOIINI yITIOJTHOMOUYEHHBIHN (helepalIbHBbI OpPTaH UCTIOJHUTEIHLHON BJIACTH pa3MeliacT
Ha cBOeM o(uIuanbHOM caiite B cetn "MHTepHeT" MH(pOpMAIio, CBSI3aHHYIO C OCYIIECTBICHHEM
rOCYy/IapCTBEHHOW pErucTpaluy JIEKApCTBEHHBIX IMpernaparoB, B TOM 4HCIE IPOBEICHHEM
OKCHEPTHU3bl JIEKAPCTBEHHBIX CPEACTB (BKIIOYAs pE3yJbTaThl €€ MpOBeNeHUs), MH(POpPMAIUIO O
3apEruCTPUPOBAHHBIX JIEKAPCTBEHHBIX IpernapaTax M JIGKAPCTBEHHBIX IMpenaparax, UCKIOYSHHbBIX
U3 FOCYJITapCTBEHHOT'O PEECTpa JIEKApCTBEHHBIX CPEJCTB, HE MO3/IHEE YeM Yepe3 MATh padodnx AHEH
CO JHS TIOJIYYEHHS YHOJHOMOYEHHBIM (eAepalbHBIM OpPraHOM HCIOJHUTEIBHOM BIACTH
COOTBETCTBYIOIIEH nHpopManu. (B pen. DexaepanbHbiX 3akoHOB OT 22.12.2014 N 429-D3 (pen. oT
13.07.2015), ot 02.08.2019 N 297-®3)

2. Cpoku W TOpSAIOK pa3MEIICHHWs YKa3aHHOHW B 4acTH 1| HacTosIIed cTaTbu HHGOPMAIH
YCTaHABIMBAIOTCS  yIOJHOMOYEHHBIM  (pelepallbHBIM ~ OpPraHOM  WCIOJHUTEIBHON  BIIACTH.
Wndopmarnius, ykazaHHas B 4yacTu | HACTOALIECH cTaThu, SBISETCS OTKPHITOW M OOLIEAOCTYITHOMN U
MPEIOCTABISACTCS 3aMHTEPECOBAHHBIM JIMIIaM B COOTBETCTBUM C 3aKOHOJAATENbCTBOM Poccuiickoit
Ddeneparun. (B pea. Denepanbaoro 3akona ot 22.12.2014 N 429-03 (pen. or 13.07.2015))

I'masa 7. KIMHUYECKHUE UCCJIIEJOBAHUA
JIJEKAPCTBEHHBIX ITPEITAPATOB 1151 MEAUIIUHCKOI'O
IHNPUMEHEHUSA, TOI'OBOP Ob UX ITPOBEJIEHUMU, ITPABA
HAIIMEHTOB, YYHACTBYIOHIUX B OTUX UCCJIIEAJOBAHUAX

Crarps 38. KiluHM4YecKHe UCC/IeJOBAHUSA JIEKAPCTBEHHbIX NPEenaparos
JISE MEAMIUHCKOTO IPUMEHEHMSI

1. KnmmHndeckue McciaenoBaHus JEKapCTBEHHBIX MPENAapaToB Il MEAWIMHCKOIO NMPUMEHEHHUS, B
TOM YHCIE MEXKIyHAapOJIHbIE MHOIOLICHTPOBBIE, MHOIOLIEHTPOBBIE, ITOCTPETUCTPALMOHHBIE,
IIPOBOJATCS B OJJHOM WJIM HECKOJIBKMX MEIULMHCKUX OPraHU3alUsX B COOTBETCTBUU C IpaBUIIAMU
HaJJIeXxallel KIMHUYECKON MTPaKTUKHU, YTBEPKICHHBIMH YIIOJIHOMOYEHHBIM (he/iepaibHbIM OpraHOM
UCTIOJIHUTENIEHOW BJIACTH, COOTBETCTBEHHO B CleAyIOIMX 1ensax: (B pex. deaepaabHOro 3aKoHa OT
22.12.2014 N 429-®3 (pex. ot 13.07.2015))

1) ycraHoBneHHEe 0€30MaCHOCTH JIEKAPCTBEHHBIX MPENapaToB ISl 3I0POBBIX JOOPOBOJIBIIEB U (M)
MEPEeHOCUMOCTH WX 370POBBIMH JOOPOBOJIBIIAMH, 324 MCKIIOYEHHEM TaKUX HCCIECTOBAHHMA
JIEKapCTBEHHBIX MPENAPATOB, MPOU3BEICHHBIX 3a peaenamu Poccuiickoit denepannu;

2) HO,Z[60p ONTUMAJIBHBIX JO3UPOBOK JICKAPCTBCHHOI'O IIpCIapaTra U Kypca JICHCHUA JIA MallUCHTOB
C ONpCACICHHBIM 3360J’IeBaHI/IeM, OIITUMAJIBHBIX A03 W CXE€M BaKIIMHAIIUU I/IMMYHO6I/IOJ'IOFI/I'-IGCKI/IMI/I
JICKApCTBCHHBIMU IIpCIiapaTaMn 310POBBIX ,[[O6p0BOHBI_ICB;

3) ycraHoBieHHe 06€30IacCHOCTH JISKapCTBEHHOT'O IMpernapara u ero 3(p(eKTuBHOCTH I MallueHTOB
C OMpeJelieHHbIM 3a0ojeBaHueM, NpoduIakTHIeCKOH 3(P(HEKTUBHOCTH HWMMYHOOHOJIOTHYECKUX
JIeKapCTBEHHBIX IPenapaToB IS 3/J0POBBIX 10OPOBOJIBLIEB;

4) u3ydeHue BO3MOKHOCTH PacIIMPEeHHs TOKa3aHUM Ui MEIULMHCKOTO MPUMEHEHUS U BbISIBICHUS
paHee HEeU3BECTHBIX MOOOUHBIX JIEHCTBUIA 3aperUCTPUPOBAHHBIX JIEKAPCTBEHHBIX MTPETIApaTOB.

2. B otHOmICHNHN BOCIHIPOU3BCACHHBIX JICKAPCTBCHHBIX IIPCIIApaTOB IS MECAULIMHCKOTO IPUMCHCHUA
MMPOBOAATCSA HCCIICAOBAHUSA OMOSKBHBAJICHTHOCTH U (I/IJ'II/I) TepaHeBTHLIeCKOfI OKBHUBAJICHTHOCTHU B
MopsaAaKe, YCTAHOBJICHHOM YITOJHOMOYCHHBIM (bCI[epaJ'ILHLIM OopraHomM HUCIIOJIHUTEILHOHN BIACTH.
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3. OpraHuzanuio NpPOBEACHUS KIMHUYECKUX MCCIEAOBaHUN JIEKapCTBEHHOIO IIpernapaTta s
MEIUIIMHCKOTO MPUMEHEHHS BIIPABE OCYIIECTBISATD:

1) pa3paboTuuK JIeKapCTBEHHOTO Npenapara Wik yIOoIHOMOYEHHOE UM JIUILIO;

2) oOpa3oBaTenbHbIE OpPTaHM3AalMU BBICIIETO OOpPa30BaHUs, OPTAaHU3ALUH JOMOJIHUTEIHHOTO
npodeccronanbHOro oopaszopanus; (B pen. enepanpHoro 3akona ot 02.07.2013 N 185-D3)

3) Hay4yHO-HUCCIIE0BATENbCKUE OpraHU3a1H.

4. KnuHuueckue HCCIENOBaHUA JICKapCTBEHHOIO IIpemnapara Uil MEIULHUHCKOIO INPUMEHEHUS
IIPOBOJATCS HA OCHOBAHMM PAa3PELICHHUs HAa IPOBEICHHUE KIMHUYECKOIO HCCIIECIOBAHUS
JEKapCTBEHHOTO  IpenapaTra,  BbIJIAHHOI'O  YNOJHOMOYEHHBIM  (efepallbHbIM  OpPraHOM
UCTIOJIHUTENILHOW BJAcTH. YTIOJTHOMOUYEHHBIN (pellepabHbIi OpraH WCIOIHUTEIBHOW BIACTH BEAET
peecTp BBIJAHHBIX pa3pEIICHUH Ha IPOBENCHUE KIMHUYECKHX MCCIEAOBAHUN JIEKAPCTBEHHOIO
npenapara, CoAep KalllMil yKa3aHWe Ha MX Lellb WM LeJId, B YCTAaHOBJIEHHOM O3THM OpPraHOM
nopsnke. (B pea. denepanbHbix 3akoHOB OT 22.12.2014 N 429-®3 (pex. or 13.07.2015), ot
13.07.2015 N 241-D3)

5. Yacte yrtparuna cuiy. (B pen. demepanpHoro 3akona or 22.12.2014 N 429-®3 (pen. ot
13.07.2015))

6. K opranuszanuu npoBeleHUs KIMHUYECKUX MCCIEA0BaHUN JIEKApCTBEHHOrO Ipenapara s
MEIUIUHCKOrO0 TPUMEHEHUsl pa3pabOTYMKOM JIEKapCTBEHHOI'O IpenapaTa MOTYT HpUBJIEKaTbCs
IOPUIMYECKHE JIMIa JII000H OpraHW3allMOHHO-TIPABOBOM (OPMBI TPH  YCIOBUU OOECTICUCHHS
COOTBETCTBUS 3TUX UCCIIe0BaHUM TpeOoBaHUAM HacTosulero denepanbHOro 3aKOHa.

7. Knunudeckue ucCleNOBaHHS JIEKAPCTBEHHBIX IMPENaparoB A MEAUIMHCKOTO IPUMEHEHUs
MMPOBOAATCA B MCAMUMHCKHUX OpraHu3aluiax, aKKpCAWUTOBAHHBLIX YIIOJIHOMOYCHHBIM Q)eaepaanmM
OpraHOM HCIIOJIHUTENIbHOM BIJIACTU B TOpsiKe, ycTaHoBleHHOM [IpaButensctBoMm Poccuiickoit
denepanuu.

8. IlepeueHp MEIUMIMHCKHX OpraHM3alMil, MMEIOIIUX MpPaBO MPOBOJUTH KJIWHUYECKUE
MCCJIEIOBaHMSI JIEKAPCTBEHHBIX MPENaparoB s MEAUIMHCKOIO MPUMEHEHHUS, U PEECTP BBIIAHHBIX
paspellleHuii Ha TPOBEACHHE KIMHUYECKMX MCCIEAOBAaHMUN JIEKAPCTBEHHBIX IIPENApaTOB
OIyOJIMKOBBIBAIOTCS U PAa3MEILAIOTC YIOJTHOMOYEHHBIM (eiepabHbIM OPraHOM HCHOJIHUTEIbHOM
BJIACTH B YCTaHOBJIEHHOM MM IOPs/IKE Ha CBOEM o(uimaibHOM caiite B cetu "MHTepHeT".

Cratbs 39. Penienne o npoBeieHUH KIMHUYECKOT0 UCCJIE0BAHUSA
JIEKAPCTBEHHOT0 Mpenapara JJjisi MeJIMIIUHCKOTr0 IpUMeHeHud (B pel.
®enepaibHoro 3akona ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

1. KimHnueckoe wHcCclieqOBaHUE JIEKQpCTBEHHOrO IpernapaTta Uil MEIWIMHCKOTO INPUMEHEHMS
IIPOBOJUTCA HAa OCHOBAaHUM pa3pelicHUusT Ha MPOBEICHHUE KIMHUYECKOIO HCCIIEIOBAHUS
JIEKapCTBEHHOI'O  Mpemapara,  BbIIAHHOTO  YINOJHOMOYEHHBIM  (efepalbHbIM  OpPraHOM
UCTIOJIHUTENILHOW BJIACTH 110 pe3yJbTaTaM 3KCIEPTU3bl JOKYMEHTOB, HEOOXOIUMBIX IS ITOJTyUEHHS
paspenieHuss Ha MPOBEJCHUE KIMHUYECKOTO HCCIEAOBAHUS JIEKApCTBEHHOIO Mpernapara |
TUYECKOMN DKCIIEPTU3BI.

2. I[J'IH MOJIYUCHHUA pa3pClICHUA Ha IMPOBCACHHUC KIMHHUYCCKOIO0 HCCICHOBAHHA JICKAPCTBECHHOI'O
npemnapara A MEAULIUHCKOIO IMMPUMCHCHUA 3aABUTCIIb MPCACTABIACT B yr[OJ'IHOMO‘IGHHBIfI
(I)C,HepaHBHBIfI opra”n HCIIOJIHUTEILHOM BIIACTH:
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1) 3asBieHHE O BbIaye pa3pelieHus Ha MPOBEACHUE KIMHUYECKOTO UCCIeA0BAHUS JIEKapCTBEHHOTO
npenapara Jijisi MeAUIIMHCKOTO IPUMEHEHHUS,

2) KOnuM JIOKYMEHTOB, MOJATBEPKIAIOLIMX YIUIATy TIOCYJapCTBEHHOW MOLUIMHBI 3a IPOBEJIECHUE
ITUYECKON JKCIIEPTHU3bl, SKCIEPTU3bl JOKYMEHTOB Ha JIEKapCTBEHHBIM Ipenapar I IOJIy4EeHHs
paspenieHUss Ha IPOBEICHUE KIMHUYECKOIO HCCIENOBAHMS JIEKAPCTBEHHOIO IIpernapara Juis
MEIULUHCKOrO IPUMEHEHUS, 3a BbIa4y pa3pelleHus Ha IPOBEACHUE KIIMHUYECKOrO0 UCCIIEN0BaHUs
JIEKApCTBEHHOI'0 IIpenapara Juisi MEIULHUHCKOIO IPUMEHEHHs, 3a IPOBEICHUE JKCIEPTU3bI
JOKYMEHTOB Ha JIGKapCTBEHHBIM IIpenapar Uil IIOJIy4eHHs pa3pelleHuss Ha IPOBEICHUE
MEXIyHapOJAHOIO0 MHOTOLICHTPOBOI'O KIMHUYECKOTO UCCIIEOBAHMS JIEKAPCTBEHHOIO Ipenapara Juis
MEIULUHCKOrO IIPUMEHEHHSA, 3a BbIIAa4y paspelleHus Ha MPOBEACHUE MEXIYHAPOIHOIO
MHOT'OLIEHTPOBOI'O KJIMHMYECKOI'O0 HMCCIIEIOBAHMs JIEKAPCTBEHHOIO Ipernapara uisi MEIULIUHCKOIO
IIPUMEHEHHS, 3a [IPOBEICHUE ITUUYECKON IKCIIEPTU3bI, DKCIEPTU3bI TOKYMEHTOB Ha JICKApCTBEHHBIN
npenapar Uil MOJY4YEHUs pPa3pelleHds Ha IIPOBEACHHME IOCTPETHCTPALMOHHOIO KIMHUYECKOTO
UCCJICNOBAHMS JIEKAPCTBEHHOIO IIpemapara Uil MEAULUHCKOrO IPUMEHEHHMs, 3a BbLIAYy
paspelmieHuss  Ha  IPOBENCHHE  IOCTPErMCTPALIMOHHOIO  KIMHUYECKOTO  HCCIEAOBaHUs

JIEKapCTBEHHOTO IpenapaTa JUlsi MEIULMHCKOro npuMeHeHus; (B pen. deaepanbHOro 3akoHa OT
27.12.2019 N 478-D3)

3) IMPOTOKOJI KIMHHUYCCKOIoO HMCCICAOBAHHA JICKAPCTBCHHOI'O IIpCriapara A MCEIAUIHUHCKOI'O
MMPUMCHCHU A,

4) OpoIopy UCCIeI0BaTeNIs;
5) uH(pOpMaIMOHHBIN JIMCTOK NAIIMCHTA,

6) CBCACHUA 00 ombITe pa6OTBI HCCHGHOB&TGHCﬁ MO0 COOTBCTCTBYHOIIUM CICHUAJIBHOCTAM W HX
OIIBITC pa6OTI)I 110 IPOBCACHUIO KIIMHUYCCKUX I/ICCJIGI[OBaHI/If/'I;

7) cBeneHMs O MEAMIMHCKUX OpraHM3alUsaX, B KOTOPBIX MpeNroiaraeTcss IMpoBeAeHUe
KJIMHUYECKOIO HCCIE0BaHUs JIEKAPCTBEHHOrO Tpernapara s MEIUIUHCKOTO IPUMEHEHUS
(MoJIHOE M COKpallleHHOE HAaMMEHOBAHHUS, OPraHU3allMOHHO-TIPaBoBas (hopMa, MECTO HAXOXKACHUS U
MECTO OCYIIECTBICHUS NEATEIbHOCTH, Tele(OH, Tenaedakc, aapec JIEKTPOHHON IMOYThI KaKIOH
MEIUIUHCKONW OpraHu3alin);

8) CBCIACHUA 0 npeamnojaaracMbIix CpoOKax IMPOBCACHUA KIIMHUYCCKOI'O HUCCICIOBAaHUA
JICKApPCTBCHHOTO Ipriaparta i1 MCIUITUHCKOIO IPUMCHCHUS ;

9) KOIIMKO AOOTOBOpa 00513aTENBLHOTO CTPpAaxOBaHHA, 3aKIIFOYCHHOI'O B COOTBETCTBUU C TUIIOBBIMH
mpaBujIaMun 00513aTEJILHOTO CTpaxOoBaHHiA, C YKa3aHUCM HpGI[CJ'IBHOﬁ YUCJICHHOCTHU ITallUCHTOB,
Y4aCTBYIOIIHUX B KIMHUYCCKOM HCCICAOBAHWHN JICKAPCTBCHHOI'O Ipfriapara i1 MCEAUIIUHCKOI'O
MMPUMCHCHU A,

10) madopmaruio o coctaBe JIEKapCTBEHHOTO MperapaTa sk MEIUIIMHCKOTO TPUMEHEHUS;

11) MOKyMEHT, COCTaBIE€HHBIN MPOU3BOJUTEIEM JIEKAPCTBEHHOrO Mpemnapara s MEIUIUHCKOTO
NPUMEHEHUS U COJep Kallluii MoKa3zaTelnu (XapaKTepUCTHKH), a TaKKe CBEJEHHUS O JIEKApCTBEHHOM
rpernapare JUisi MEIULMHCKOrO NPUMEHEHMS, IPOM3BEACHHOM JUISI MNPOBEACHUS KIMHUYECKUX
HCCIICIOBAHUII;

12) cBeneHust 0 Aare MPeNOCTaBIEHUS M PErHMCTPAlMOHHOM HOMEpE JIMIIEH3UH Ha MPOU3BOICTBO
JEKAPCTBEHHBIX CPEACTB B  CiIyyae, €cClid [POM3BOJCTBO JIEKAPCTBEHHOIO  Ipernapara
ocymecTtBisiercss B Poccuiickoit ®enepanuu, WM CBEACHUS O JaT€ NPEAOCTaBICHHUS W
PETUCTPAlUOHHOM HOMEpPE 3aKJIIOYEHHS O COOTBETCTBUU IPOU3BOAUTENS JIEKAPCTBEHHOTO
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npenapara TpeOOBaHUSAM TPaBUJI HAJICKAIICH MPOU3BOJICTBEHHONW MPAKTUKH, MPEIOCTaBICHHOTO
YIOJIHOMOYEHHBIM OPraHOM CTpPaHbl MPOU3BOAUTENSI JICKAPCTBEHHOTO Iipenapara. (B pel.
denepanbHbix 3aK0HOB 0T 04.06.2018 N 140-P3, o1 27.12.2019 N 478-D3)

2.1. B cmny4yae HempeACTaBICHHS C 3asBICHHEM O BbIJade pa3penicHuss Ha MPOBEACHHUE
KJIMHUYECKOTO0 HCCJIEJOBAHUS JIEKAPCTBEHHOrO Ipenapara Juisi MEIUIMHCKOTO TMPUMEHEHHS
JIOKYMEHTOB (CBEICHHI ), TMOATBEPKIAIOIINX YIIATy TOCYJapCTBEHHOMW IMONUIMHBI M YKa3aHHBIX B
NyHKTe 2 4acTd 2 HACTOsUIEH CTaThbM, a TakKe BbIJAaBaeMbIX (IIPEAOCTABIISEMbIX)
YIIOJITHOMOYCHHBIMH (heJIepaIbHBIMA OpraHAMHU HMCIIOJHUTEIHHOW BIACTH JOKYMEHTOB (CBEICHHMIA),
YKa3aHHBIX B MYHKTEe 12 dYacTu 2 HACTOSIICH CTAaThU, YNOJTHOMOYCHHBIH (eaepalbHBI Opran
WCIIOJTHUTEIIbHOW  BJIACTH  3allpallliBaeT yKa3aHHbIE JIOKYMEHTHl (CBEIEHHUS) B IOPSJIKE
MEXBEJIOMCTBEHHOTO HMH(GOPMAIMOHHOTO B3auMojeicTBus. (B pea. denepanpbHOro 3akoHa OT
27.12.2019 N 478-®3)

3. B cpok, He npeBbIlaOmUi NATH padoYuX JHEH CO JHS NPUHATHS YKAa3aHHOIO B yHKTE | yacTu
2 HacTosIIed CTaThbU 3asBJICHUS U HEOOXOJUMBIX JOKYMEHTOB, YHOJIHOMOYEHHBIH (henepabHbIi
OpraH UCIOJIHUTEIBHON BIACTH:

1) IpOBOAUT MPOBEPKY MOJHOTHI U JOCTOBEPHOCTH CBEACHMM, COAEPKALIUXCS B IPEICTaBICHHbIX
3asBUTEJIEM JTOKYMEHTAX;

2) NpUHUMAET PELIEHUE O MPOBEACHUM IKCIEPTU3bl JOKYMEHTOB JUISl MOJIYYEHUs pa3pelIeHMs] Ha
[IPOBEACHUE KIMHUYECKOIO HCCICAOBAHMSA JICKAPCTBEHHOIO IIpemapara sl MEJULUHCKOIO
IPUMEHEHHUS U 3TUYECKOM SKCIIEPTU3bI UM 00 OTKAa3€ B POBEICHNN YKa3aHHBIX IKCIEPTHU3;

3) yBemomJisieT B JJIGKTPOHHOM (opMe WM HAa OyMaKHOM HOCHUTENE 3asBUTEIS O MPUHATOM
peleHnH 00 B CITydae MPUHSTUS PEHICHUs 00 OTKAa3¢e TAKXKE C yKa3aHUEM MPUYHH TAKOTO 0TKAa3a,

4) MOArOoTaBIMBAET M HANPAaBISAET B JKCHEPTHOE YUYPEKIEHHE M COBET IO 3TUKE 33JaHHME Ha
IIPOBEJEHUE COOTBETCTBYIOLIUX IKCIIEPTH3.

4. B cnyuae BBISBICHHS HEMOJIHOTHI M (MJIM) HEAOCTOBEPHOCTH HMH(pOpMAIMHU, coAepkalieiics B
NPEJCTaBICHHBIX  3asBUTENIEM  JIOKyMEHTax,  YIOJHOMOYEHHBI  (enepanpHblii  opras
UCTIOJIHUTENILHOW BJIACTH HANpAaBIISIET 3aBUTEINIO 3alpoc 00 YTOYHEHUH YKa3aHHOM MH(OpMAaIIHH.
JlaHHbIN 3ampoc MOKET ObITh Mepe/laH YIOJTHOMOYEHHOMY MPEACTaBUTENIO 3asBUTENS JTUYHO TOJ
pacIlucKy, HampaBJeH I0 MOYTe 3aKa3HbIM NMHCBMOM WIM IEepelJaH B 3JEKTPOHHOM (opme Mo
TEJIEeKOMMYHHUKALIMOHHBIM KaHajaM CBs3U. B ciydyae HampaBiieHHMs JaHHOTO 3ampoca IO IoYTe
3aKa3HbIM IIMCBMOM OH CUMTAETCs MOJyYEHHBIM IO MCTEYCHHMM IIECTH AHEW C AaThl HANpPaBICHUS
3aKa3HOTO MHCbMA. 3adBUTENb O0f3aH NPEICTaBUTh OTBET HA 3alpoc YINOJIHOMOYEHHOTO
(denepaabHOro OpraHa HMCIOJHUTEIbHOM BJIACTH B CPOK, HE NMPEBBIIIAIONIUI JIeBIHOCTA pabOuMxX
JHel co Hs ero nonydeHus. Cpok, yKa3aHHBIM B 4acTu 3 HACTOSLIEH CTaThU, IPUOCTAHABINBAETCS
CO JHS HamNpaBlCHUS 3asgBUTENIO 3alpoca  YHOJIHOMOYEHHOTO  (elepajbHOro  opraHa
VCIIOJTHUTENIbHOM BJIAcTH 10 JHS MOJyYEHUs UM COOTBETCTBYIOLIErO OTBETA U HE YUUTHIBACTCS MPU
UCUHUCIIEHUH CPOKa MPUHATHS YIOJIHOMOYEHHBIM (eiepaIbHbIM OpraHOM HCIOJHUTEIBHON BIACTH
pellleHuss O MPOBEACHUU SKCIEPTU3bl JOKYMEHTOB JUIsl MOJyYEHHUsl pa3pelleHus Ha MpOBeIeHHE
KJIIMHUYECKOI0 UCCIIEIOBAHMs JIEKAPCTBEHHOIO IIpenapara JUisi MEAULUHCKOTO IPUMEHEHUS.

5. OcHOBaHMEM /I OTKAa3a B IPOBENECHHUH SKCIEPTU3bI JOKYMEHTOB IS IOJyYEHHS Pa3pelICHHs Ha
IIPOBECHUE KIMHUYECKOIO HCCICAOBAHMSA JIEKAPCTBEHHOIO IIpenapara Uil MEJULUHCKOIO
IMIPUMEHEHNS M ATUYECKOM DKCIIEPTU3BI ABISIETCS MPEACTABICHUE JOKYMEHTOB, IPEIyCMOTPEHHBIX
YacThl0 2 HACTOSIEH cTaTbM, B HEMNOJHOM oOOBbEeMe, HENpeJICTaBlIeHHe 3asBUTENEM B
YCTAaHOBJIEHHBIM CPOK OTBE€Ta Ha YKa3aHHbII B 4YacTH 4 HACTOAIIEH CTaThbU 3ampoc
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YIOJHOMOYEHHOTO (heiepaJbHOr0 OpraHa HCIOJHUTENbHOM BIACTH JIMOO OTCYTCTBHE B
MPEJICTABICHHBIX JIOKYMEHTAaX WCYEPIBIBAIOIICTO TEPEYHS HEOOXOAMMON WHGOpMAUK WIH
uH(poOpMalMu, KOTopas JOJDKHA OBITh OTpakeHAa B HHUX, a TaKke OTCYTCTBHE HH(pOpMaluHu,
MOATBEPXKIAOMIEH (akT yIulaThl TOCYNAapCTBCHHOW TMONLIMHBI 33 TPOBEACHHE OSTUYCCKOM
SKCHEPTU3BI, SKCIIEPTU3bl JOKYMEHTOB Ha JICKAPCTBEHHBIN Ipenapar s NOJIyYeHHUs! pa3peuieHus
Ha MPOBEJACHUE KIMHUYECKOTO HCCIEIOBAHUS JIEKAPCTBEHHOrO IIpernapara g MEIULMHCKOrO
NPUMEHEHHUs, 3a BblAAUy pa3pelleHuss Ha MPOBEICHUE KIMHUYECKOIO  HMCCIEIOBAHMS
JIEKapCTBEHHOI0 Mpenapara Uil MEJIULIUMHCKOTO NPUMEHEHUS, 3a IMPOBEICHHUE 3SKCIEPTU3BI
JOKYMEHTOB Ha JIEKQpCTBEHHBIM MpernapaT Juisl MOJYyYeHHUs pa3pelieHUs Ha IPOBEICHUE
ME¥KIYHapOAHOTO MHOTOLIEHTPOBOI0 KIIMHUYECKOTO UCCIIEIOBAHUS JIEKAPCTBEHHOTO Mperapara Jjist
MEIUIMHCKOrO TPUMEHEHMS, 3a BbIJA4y pa3pelieHUuss Ha IPOBEACHUE MEXIYHAPOJHOTO
MHOTOLEHTPOBOI0 KJIIMHUYECKOIO HCCIEIOBAHUS JIEKAPCTBEHHOTO Mpemnapara il MEIULMHCKOrO
MIPUMEHEHNS, 32 POBEJICHNE ITUYECKOMN IKCIEPTU3bL, SKCIIEPTU3bI JOKYMEHTOB HA JI€KaPCTBEHHBIN
npernapar Juisi MOJIyYEHHsI pa3pelieHuss Ha MPOBEICHHE MOCTPETUCTPALMOHHOTO KIMHUYECKOTO
UCCJIEIOBAHUS JIEKAPCTBEHHOTO IIpenapara Uil MEAUIUHCKOrO0 IPUMEHEHMs, 3a BbLIAuy
paspemieHus  Ha  IPOBEICHHE  IMOCTPETUCTPALMOHHOTO  KIMHUYECKOTO  HCCIIECIOBAHUSA
JIEKapCTBEHHOIO Mpernapara s MEIUIHUHCKOr0 IPUMEHEHHUS.

6. IlpoBenenuwe »SKcrnepTH3bl JOKYMEHTOB JUIsl TOJYYEHHs] pa3pelieHuss Ha IpPOBEICHUE
KJIIMHUYECKOTO0 WCCJIEIOBAHMS JIEKAapPCTBEHHOIO TMperapara Il MEIUIMHCKOTO TMPUMEHEHUS |
ATUYECKON DKCIEPTHU3bI, COCTABICHUE KOMHCCHEH SKCIEPTOB M COBETOM IO ATHKE 3aKIFOYCHHUH O
BO3MOXKHOCTH WJIA HEBO3MOXKHOCTH TPOBEJICHUS TaKOro KIMHUYECKOTO HWCCIEAOBaHUS U
HAIpaBJIEHUE ITUX 3aKJIFOUEHUH B YIIOJHOMOYEHHBIN (eiepalibHbIil OpraH UCIOIHUTENBHOMN BlIacTU
OCYILECTBIISIIOTCSI B CPOK, HE TMPEBBIMIAIONINN TpUAUATH pabo4YMX JTHEH CO JHSA TOJyYCHHS
SKCIIEPTHBIM YUPEXKICHUEM 3a/laHus YMOJIHOMOYEHHOTO (eiepalibHOTO OpraHa HCHOJHUTEIbHOM
BJIACTU C IPWJIOKEHHWEM JOKYMEHTOB, yKa3aHHbIX B NyHKTax 3, 4, 10 u 11 yactu 2 Hacrosuiei
CTaThH, U COBETOM IO TUKE 3aJaHMs YIIOJIHOMOYEHHOTO (peiepalibHOTO OpraHa MCIOIHUTEIbHOM
BJIACTH C MPUJIOKEHUEM JTOKYMEHTOB, YKa3aHHBIX B IMMyHKTax 3 - 6, 8 1 9 yacTu 2 HacTOAIIEH CTaThH.

7. B cpok, He IpeBbIIAIOIINN TATH paboyuX AHEN CO JAHS MOJYYEHMs 3aKJIFOYEHMH, YKa3aHHBIX B
yacTH 6 HACTOSIIEN CTaThbH, YIIOJHOMOYEHHBIN (eiepalibHbIil OpraH UCIOIHUTEIbHOM BIACTH:

1) OCYIICCTBJIACT OLCHKY MOCTYIIMBIINX 3aKJITFOUCHUM AJIA ONPEACIICHUA UX COOTBETCTBUSA 3alaHUAM
Ha NPOBCACHUC COOTBETCTBYIOIIUX 3KCIICPTU3;

2) NpUHUMAET pELIEHUE O BBbIJAY€ pa3pelIeHHs] Ha IMPOBEICHUE KIMHUYECKOIO MCCIIEIOBAHUS
JIEKapCTBEHHOTO Ipernapara Ui MeIUIMHCKOI0 MPUMEHEHHUS WIK 00 OTKa3e B BblJaue yYKa3aHHOTO
pa3pelieHus;

3) BBIIAET pa3pelIeHHe Ha MPOBEACHUE KIMHUYECKOIO MCCIIEN0BaHMs JIEKAPCTBEHHOIO Ipenapara
JUIE MEMLMHCKOTO NMPUMEHEHHs WM pelieHre o0 OTKa3ze B BbIJau€ YKa3aHHOTO Pa3pelIeHUs C
yKa3aHHEM MIPUYUH O0TKa3a.

8. OcHoBaHueM AJI1 OTKa3a B BBLAAYC pa3spCHICHHA Ha MPOBCIACHUC KIIMHHUYCCKOI'O HCCICAOBAHUA
JICKAPCTBCHHOT'O Impfraparta g MCIUIHUHCKOIrO0 IMPUMCHCHHUA SABJIACTCA HAIWYUC 3aKITIOYCHUA
KOMHCCHUH DOKCICPTOB WM 3aKIHOYCHHA COBCTA II0 3THUKEC O HCBO3MOXHOCTH MPOBCACHUA
KIIMHUYCCKOro HCCICAO0BAaHHA JICKAPCTBCHHOI'O Ipfrapara A MCAUWIHUHCKOro IMPUMCHCHHUSA I10
pe3yjibTaTaM MPOBCACHHBIX 3KCIICPTU3, TPCAYCMOTPCHHBIX YaCThIO 6 HaCTOﬂH_ICﬁ CTaTbu.

9. Pemenne 00 oTkase B MMPOBCACHUHN SKCHCPTU3bI JOKYMCHTOB IJIA TOJYUCHUA Pa3pCHICHUSA Ha
MMPOBCACHUEC KIMHHUYCCKOr0 HCCICAOBAHUA JICKAPCTBCHHOI'0 IIp€rnapara ajad MEAUIUHCKOTO
MNPUMCHCHUA U 3THYECKOMN OKCIICPTU3BI U B BbIAAYC PA3PCHICHUA Ha IMPOBCACHHUC KIMHHYCCKOI'O



UCCJIEIOBaHMs JIEKAPCTBEHHOI'O IIpernapara [Uisi METUIMHCKOTO TNPUMEHEHHS MOXET ObITh
00’kaJI0BaHO B MOPsJIKE, YCTAHOBICHHOM 3aKoHoAaTeNbcTBoM Poccuiickoit denepanuu.

Cratbsa 39.1. OTnyeckas 3xcneptTusa (B pea. PenepajabHOro 3aKkoHa 0T
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

1. Dtuyeckas OKCICPTHU3a NPOBOAUTCA COBCTOM IO 3TUKC, CO3AAaHHBIM B MMOPAAKE, YCTAHOBJICHHOM
YIIOJITHOMOYCHHBIM (be,[[epaJ'II)HI)IM OpraHomM HCIIOJIHUTEILHOMN BJIaCTH, B ICJIIX Bbla4W 3aKJIIFOUCHUS
00 DTHUYECKOW OOOCHOBAHHOCTH BO3MOXKHOCTH MNPOBCACHUA KIMHUYCCKOTO HCCIICAOBAHUA
JICKApPCTBCHHOT'O IIpfriaparta JJIsd MCIUITUHCKOI'0 IIPUMCHCHU .

2. DKcnepTaMu COBETa 0 3TUKE MOTYT OBITh IPEICTABUTENIN MEAUIIMHCKUX OpraHu3aluil, HayYHbIX
opranu3zaiuii, o0pa3oBaTeNbHBIX OpPraHMU3ALUN BBICIIETO 00pa3oBaHMsA, a TAKXKe MPEICTaBUTEIN
OOIIECTBEHHBIX OpraHU3alUi, PEIUTHO3HBIX OpraHU3aluidl M CPEICTB MAacCOBOM HH(OpPMAIIUH.
JlanHbIe SKCHEpTHl HE TOJDKHBI HAXOAUTHCS B KAKOW-TMOO 3aBUCUMOCTH OT pa3pabOTYMKOB
JICKapCTBEHHBIX MPENapaToB U JPYTUX JIMI, 3aUHTEPECOBAaHHBIX B pe3ylbTaTaX 3THUYECKOU
AKCIIEPTHU3BI.

3. Omnata yciayr SKCIEPTOB COBETa IO 3THKE OCYLIECTBISAETCS Ha OCHOBAaHMM JOrOBODA,
3aKJIIOYEHHOTO MEXJYy YIOJIHOMOYEHHBIM (eliepajlbHbIM OpraHOM HCIOJHUTEIBHON BIIACTH,
KOTOPBIM CO3[aH COBET IO 3THKE, U SKCIEPTOM COBETa IO 3TUKE, 3a CYET OMOKETHBIX
ACCUTHOBAHUM, MPEJyCMOTPEHHBIX YIOJHOMOYEHHOMY (elepaJlbHOMYy OpraHy HCIOJIHUTEIbHOU
BJIACTH, KOTOPBIM CO3/[aH COBET I10 ITHKE, B (eliepaibHOM OOKeTe Ha COOTBETCTBYIOIIMI IoJl Ha
o0OecrieueHUe €ro JesTeIbHOCTH, B pa3Mepax, ycTaHoBieHHbIX [IpaButenbctBom Poccuiickoit
®enepanuu.

4. 3KCH€pTBI COBC€Ta 110 3THUKE HECYT OTBCTCTBCHHOCTH B COOTBCTCTBHH C 3aKOHOAATCILCTBOM
Poccuiickoit denepanuu.

5. CocTaB coBeTa 10 ITHKE, MOJ0XKEHHE 00 ITOM COBETE, MOPSAIOK €r0 ASSITEILHOCTH, TPEOOBAHUS K
KBATH(UKAIIMK U OMBITY pabOTHl MO SKCHEPTHOW OILIEHKE HAYYHBIX, MEAUIIMHCKUX M ATHYECKUX
aCIIEKTOB  KJIIMHUYECKMX HCCIENOBAHMM JIEKAPCTBEHHBIX IMPENapaTroB Uil MEIULMHCKOIO
MIPUMEHEHUS, TPEABABIIAEMBIE K DKCIIEPTAM COBETA IO 3THKE, MOPSIOK OPTraHU3ALMU U TPOBEACHUS
ATUYECKOHN AKCIEPTU3bl, (hOpMa 3aKITFOUECHUS COBETA MO ITUKE YCTAaHABIMBAIOTCS YIIOJIHOMOUYEHHBIM
dbenepalbHBIM  OPTaHOM  HMCHOJHUTETBHON BiacTU. YwWCIO mpeicTaBUTENeH METUIIMHCKUX
OpraHU3aIil He MOKET MPEBHIIIATH MTOJIOBUHY OT OOIIIEro YKciia SKCIEPTOB COBETA MO ATHKE.

6. Undpopmanusa o cocraBe coBeTa IO 3TUKE, IUIaHAX €ro paboThl U TEKYLIEH AeATeIbHOCTH
pasmenaercs Ha OQUIMAIBLHOM caiiTe yHOJIHOMOYEHHOro (peepanbHOro opraHa WCHOJHUTEIbHOM
BJIaCTH B ceTH "MHTEpHET" B yCTAaHOBJIEHHOM UM IMOPSAKE.

Crarbs 40. IIpoBeneHne KIMHAYECKOT0 UCCJIEIOBAHMS
JIEKAPCTBEHHOI'0 Mpenapara Jjisi MeJMIIUHHCKOr0 IPUMEHEH U

1. PykoBoauTens MEAUIIMHCKOM OpraHu3alyy, KOTOpash MPOBOAUT KIMHUYECKOE HCCIETOBAHUE
JIEKapCTBEHHOI0 Ipenapara sl MEAULUHUHCKOrO IIPUMEHEHUs, Ha3HA4YaeT HCCIIEeI0BaTeNs,
OTBETCTBEHHOTO 3a MPOBEJCHUE TAKOTO HWCCIEAOBAHHUS W MMEIOIIETO JICYEOHYIO CIEeUaTbHOCTD,
COOTBETCTBYIOILYIO MPOBOAMMOMY KIMHUYECKOMY HUCCIEAOBAHUIO JIEKAPCTBEHHOIO IpErapara, co
CcTaXeM paboThl MO TporpaMmaM KIMHHYECKUX HCCIEIOBAHWUN JIEKAPCTBEHHBIX IPENapaToB HeE
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MEHEE YeM TPHU T'0Jia U MO €ro MpejIoKeHUI0 Ha3HAYAET COMCCIIEIOBATENIEH U3 Yucia Bpadel 3Tou
MeAMIMHCKONW opranu3zauuu. (B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

2. HCCJ’IGI{OB&TCJ’IB OCYHIECTBIIACT BBI60p ManuEHTOB, KOTOPBIC 10 MECAUIIMHCKUM ITOKa3aHUSAM MOI'YT
OBITH IMPUBJICYCHbBI K YYaCTHIO B KIMHUYCCKOM HCCIICAOBAHHHU JICKAPCTBCHHOI'O IIpCriapara IJIsa
MCIUIUHCKOI'O MIPUMCHCHUA.

3. HccrnegoBaTenr HM  COMCCICAOBATEIN  JIOJLKHBI OBITh  O3HAKOMJICHBI C pe3yjibTaTaMu
JOKIIMHHUYECKOI'0 HCCICAOBaHUA JICKAPCTBCHHOI'0O CpEACTBA, COACPKAIIUMUCA B 6pomfope
HCCIICOOBATCIIA, IMPOCKTOM IPOTOKOJIA KIMHHUYCCKOIO HCCIICAOBAHUA JICKAPCTBCHHOI'O IIpCIiapara
A1 MEAUIMHCKOI'O ITPUMCHCHU A, p33pa60TaHHBIM paBpa6OT‘II/IKOM JICKApCTBCHHOI'O IIperiapara Win
HWHBIM HKOPUAAYCCKUM JIMIIOM, IIPUBJICKACMBIM K OpraHu3alvid HOPOBCACHUA KIMHHUYCCKOI'O
HCCIICAOBAHUA JICKAPCTBECHHOI'O IIpfliapara ajdd MCEIULOUHCKOTO IIPUMCHCHHA, W OPYIUMHU
MaTcpHraiaMy TaKOTO UCCICIOBAHUS.

3.1. PykoBoauTeNs MEIUIIMHCKON OpraHU3alliy B CPOK, HE MPEBBIMAIOIINN TpeX pabounx JHEW co
JHS Hayajga INPOBEACHUS KIMHMYECKOIO HCCIECJOBAHMs JIEKAPCTBEHHOIO Ipenapara Juis
MEIUIIUHCKOTO MPHUMEHEHHs, coolmaer o0 3TOM B YIOJIHOMOYEHHBIH (efepanbHblid OpraH
VCIIOJIHUTEIIBHOM BJIACTH, BBIJIABIIMN pa3pellEeHUE Ha IPOBEIACHHME TAaKOIO MCCIENOBaHUsA, IIO
ycTaHOBIIEHHOI UM dopme. (B pen. DenepanbHoro 3akoHa ot 29.11.2010 N 313-D3)

4. Opranuzanuy, OCYIIECTBIIAIONIME OPraHU3aLUI0 IPOBEACHUS KIMHUYECKOTO HCCIEI0BAHMS
JICKapCTBEHHOTO TIperapara i MEAWIIMHCKOTO MPUMEHEHHUS W yKa3aHHBbIC B 4acTH 3 cTaThu 38
HacTosero deaepanbHOro 3aKOHA, B Cllydae HEOOXOAMMOCTH BHECEHUS M3MEHEHHH B MPOTOKOJ
KJIIMHUYECKOTO0 HCCJIEOBAHMS JIEKAPCTBEHHOTO IIpenapara Juisi MEIUIMHCKOTO TPUMEHEHHS
c0001Ial0T 00 3TOM B YIOJIHOMOYEHHBIN (heJiepanbHblii OpraH UCIOJHUTENILHOM BIACTH, BBIABIIHIA
paspellleHre Ha MpOBEJECHHE TaKOro MCCIEeNOBaHUs, IO YCTAaHOBJIEHHOH uM ¢Qopme. (B pen.
denepanbroro 3akora ot 11.10.2010 N 271-D3)

4.1. ®opma cooOmieHus O BHECEHMHM HM3MEHEHUH B MPOTOKOJ KIMHHUYECKOTO HCCIEI0BaHMS
JEKapCTBEHHOIO Ipernapara Ajis MEAULMHCKOrO IPUMEHEHHs MOOJKHA COJEepXKaThb CIEYHOLIHe
cenenust: (B pea. enepanbroro 3akoHa ot 11.10.2010 N 271-D3)

1) HaumeHoBaHUE, UACHTU(UKAITMOHHBIA HOMEP U JaTa MPOTOKOJa KIMHUYECKOTO HCCIICIOBAHNUS,
(B pen. PeaepanbHoro 3akona ot 11.10.2010 N 271-D3)

2) nata BHECEHHS M3MEHEHHI B MPOTOKOJI KJIMHUYECKOTO HccienoBanus; (B pen. demepaibHOro
3akoHa oT 11.10.2010 N 271-®3)

3) HauMEHOBaHME U MECTO HaXOXJICHUA 3asBuTeNs; (B pen. enepanbHoro 3akona ot 11.10.2010 N
271-D3)

4) HauMMEHOBaHWE OPTaHU3aIMH, MPHUBICYCHHOW pa3pabOTUMKOM JICKApCTBEHHOIO Mperapara K
OpraHu3alliy TPOBEICHHUS KIMHUYECKOTo HccienoBanus (npu Haimuuu); (B pea. PemepaibHOro
3akoHa oT 11.10.2010 N 271-®3)

5) HauMEHOBaHUSA M MECTa HAXOXIACHUS MEIMIMHCKUX OpraHu3alui, B KOTOPBIX MPOBOJUTCA
KJIMHHYECKOE ucciaenoBanue; (B pea. emepansuoro 3akona oT 11.10.2010 N 271-D3)

6) mara BBIIAYM pa3pelIeHUs Ha TMPOBEJACHUE KIMHUYECKOTO HCCIEAOBAHUS W HOMEpP 3TOTO
paspenienus; (B pen. @eaepanbHoro 3akoHa ot 11.10.2010 N 271-D3)

7) U3BMEHEHHUs, BHOCUMBIE B MPOTOKOJ KJIMHUYECKOI 0 HccienoBanus. (B pel. denepalibHOTO 3aKOHA
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or 11.10.2010 N 271-@3)

5. B cpok, He mpeBBIIAONUNA TPUALATH pad0ounuX AHEH CO JTHS MOJY4YEHHUs YKa3aHHOTO B 4yacTu 4
HACTOSIIEH CTaTbU COOOIEHUS, YITOJTHOMOUYEHHBIN (heaepanbHblii OpraH MCIOJIHUTEIBHON BIACTH
paccMaTpuBaeT 3TO COOOIIEHUE B YCTAHOBIEHHOM UM IOPSJIKE U MPUHUMAET PELICHHUE O BHECEHUU
U3MEHEHUH B IPOTOKOJ KJIMHMYECKOIO MCCIENOBAaHUS JIEKAPCTBEHHOrO IIpernapara Juisd
MEAMIIMHCKOTO MPUMEHEHUsI Ui 00 OTKa3e BO BHECEHHMM Takux m3MeHeHui. [Ipm paccmorpenuu
COOOIIeHNs O HEOOXOJMMOCTH BHECEHUS M3MEHEHHH B MPOTOKOJ KIMHHYECKOTO HCCIETOBAHHS
JICKapCTBEHHOI'O Ipemnapara JUisi MEIUIIMHCKOTO MPUMEHEHHS B LIEISX OLIEHKH O00OOCHOBAHHOCTH
IpeJyiaraéMblX U3MEHEHUH U OIIPEIETICHNs] CTENIEHU PUCKA JUIs [TallMEHTOB, IPUHUMAIOIINX y4acTHe
B KJIMHUYECKUX HCCIEIOBAHUSAX, YIOJIHOMOYEHHBIM (eepalbHbIM OPraHOM HCIOJHUTEIbHOM
BJIACTH MOTYT IPHUBJIEKATbCsl 3KCHEPThI coBeTa IO 3TUKE (B pen. denepanpbHOro 3akoHa OT
22.12.2014 N 429-®3 (pex. ot 13.07.2015))

6. KinmHuueckoe ucciieJoBaHHE JIEKAPCTBEHHOrO IHpenapaTta A MEIULIUHCKOIO MPUMEHEHUS
MO’KET OBITh MPHOCTAHOBIIEHO WJIM IMPEKpPAaIlEeHO, €CU B IMPOLIECCe ero MPOBEIeHUs 0OHapyKeHa
OMACHOCTb JJISl KU3HU, 370POBbsl MAlMEHTOB. B ciyyae BO3HMKHOBEHHS ONACHOCTU JUISl >KU3HH,
310pOBbSl MALIMEHTA, YYAaCTBYIOLLIEIO B KIMHUYECKOM HCCIEJOBAaHUU JICKAPCTBEHHOTO Iperapara
JUIE  MEAMIWHCKOTO TIPUMEHEHUS, HCCIeqoBaTenn o00s3aHbl NporH(OOPMUPOBATH 00 3TOM
PYKOBOAMTEN MEAULMHCKOM OpraHM3aldd M OpPraHU3alMio, [OJYYUBIIYK pa3pelieHue
YIIOJTHOMOYEHHOTO (he/IepaTbHOr0 OpraHa MCIOJIHUTEIBHONW BJIACTH HA OPTaHMU3ALHUIO MPOBEICHHUS
KJIMHUYECKOrO0 MCCIIEJOBAaHUs JIEKAPCTBEHHOrO Mpernaparta. PemeHue o NOpUOCTaHOBICHUHU
KJIMHUYECKOIO0 MCCIEA0BaHUs JIEKAPCTBEHHOrO Ipernapara s MEIULIUHCKOTO IPUMEHEHUS
NPUHUMAIOT PYKOBOJIUTENb MEIUIIMHCKOM OpraHu3aluuyd W (WJIM) OpraHu3amus, I[OJTy4YHBILIAs
paspelleHre yIoJHOMOYEHHOIO (pelepajJbHOr0 OpraHa MCIIOJIHUTENbHON BIACTH Ha OPraHU3AlLMIo
MIPOBEACHUS KIMHUYECKOIO HCCIEAOBAHUS JIEKAPCTBEHHOTO Ipenapara Uil MEJULUHCKOrOo
NPUMEHEHHUs, pEIIeHHWEe O MpPEKpalleHUHd TaKOTro HCCIECJOBaHUs MPUHUMAET YIOJIHOMOYEHHBIN
benepanbHbI OpraH MCHOJHUTENIBHON BIIACTH Ha OCHOBAaHUM COOOIEHHs B MUCHBMEHHOM (hopme
PYKOBOJIUTENS MEIWLMHCKONM OpraHu3aluy WIM OpraHM3alvs, TMOJIy4YUBIIas pa3pelieHue
YIOJHOMOYEHHOTO (e/IepaIbHOr0 OpraHa MCHOJIHUTENBHOM BJIACTH HA OpPraHM3allUIO0 NMPOBEICHUS
KIIMHUYECKOI0 UCCIIEIOBaHMs JIEKAPCTBEHHOIO IIpernapaTa Jilsi MEIUIUHCKOTO IPUMEHEHUSI.

7. B cpok, He mpeBbIIIAIOIIMNA MATH pabounX JHEH CO JHS 3aBEPILEHUs, IPUOCTAHOBIEHUS WU
IPEKPALEHUS] KJIMHUYECKOTO HCCIECOBAHMs JIEKapCTBEHHOIO IIpemnapara Uisli MEAUIMHCKOrO
NPUMEHEHHUs, COO0IIeHne 00 3TOM HaIpaBisieTcs OpraHU3alUsIMU, YKa3aHHBIMU B YacTH 3 CTaTbH
38 Hacrosero ®enepanabHOro 3aK0Ha, B YIIOJIHOMOUEHHBIN (hefiepalibHbIA OpraH UCIOJIHUTEIbHON
BJIACTH 110 YCTAHOBJIEHHON UM (hopme.

8. cDOpMEl COO6H.[€HI/I${ 0 3aBCpHICHHWH, NPHUOCTAHOBJICHHUHN WA MPCKPAICHUN KIIMHUYECKOI'O
HCCIICOOBAaHUA JICKAPCTBCHHOI'O IIp€riapaTta ajd MEAUIUHCKOTO ITPUMCHCHU S NOJIKHA COACPKATh:

1) uapopmaIio 0 MEIUIMHCKON OpraHU3aluy WM MEIUIIMHCKUX OpraHMU3alMsIX, MPOBOJUBLINX
JTAHHOE UCCIIEI0BAHHUE;

2) onMcaHue JaHHOTO MCCIIeI0BAHMUS;

3) nannble uccieaoBarens (haMuins, UMs, OTUYECTBO, MECTO pabOThI, 3aHUMaeMas JOJKHOCTH,
CHEIHUAbHOCTh, CTaX padOThl MO MporpaMMaM KIMHHYECKHUX HCCIEeIOBAaHUN JIEeKapCTBEHHBIX
IperapaToB, NMepeueHb KIMHHYECKUX HMCCISIOBAHUN JICKApPCTBEHHBIX IPENapaTroB, B KOTOPHIX OH
MpPUHUMAT y4acTue (MEePHObl YYacThs) B KaueCTBE MCCIEI0BATENs WM COMCCIe0BaTeNs); (B pel.
Ddenepanproro 3akona ot 11.10.2010 N 271-D3)
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4) pe3ynbTaT JaHHOTO UCCIIEAOBaHUS (3aBepLICHNE, IPUOCTAHOBICHNE WM MPEKpaIlEeHUe JaHHOTO
UCCIICIOBAaHMS C yKa3aHHEM MX MPUYMH M BIMSHUS HA OICHKY €ro pe3yJbTaToB, OOMIYIO OICHKY
pHCKa U OKUAAEMON MOJIb3bl OT IPUMEHEHMsI UCCIIEyEeMOro JIEKAPCTBEHHOIO IIpernapara, a TaKxke
IpeJIoiaraéMble 1ajJbHENIINE JEHCTBUS).

8.1. Ilpu BeIBACHHH (eaepaTbHbIM OPraHOM HCIOJTHUTEIBHOW BIACTH, OCYIIECTBISIONIUM
(GYHKIIMU TTO KOHTPOJIIO M HaI30py B cdepe 3ApaBOOXpaHEHUS, HAPYIICHUH MPaBHI HaIUIeKaIeH
KIIMHUYECKOW TPAKTUKA TPH TPOBEACHUHM KJIMHUYECKOTO WCCIEAOBAHUS JIEKAPCTBEHHOTO
npernapara, BIUSIONIMX Ha IMOJIHOTY M (W) JOCTOBEPHOCTh JTAHHOTO KIIMHUYECKOTO MCCIICIOBAHMUS,
yKa3aHHBIN (eepaabHblil OpraH UCIIOJHUTEIBHON BIACTH MPUOCTAHABIUBACT MIPOBEACHUE TaHHOTO
KJIMHUYECKOTO HMCCIICJOBAHMST M BBIHOCUT MEIUIIMHCKON OpraHu3aiuy, B KOTOPOH MPOBOIMTCS
JAaHHOE KJIMHUYECKOEe HCCIIE0BaHUE, TIPEANCcaHie 00 yCTpaHEHUH BbISIBICHHBIX HapymeHui. [Ipu
HEYCTPAaHCHHHM MEIUIIMHCKON OpraHu3alieil BBIABICHHBIX HApYyIICHUH B YCTAaHOBJICHHBIA B
NpEeANICaHuM CPOK YKa3aHHBIN (eepabHblid OpraH UCIIOJHUTENFHON BIACTH MPUHUMAET PELICHUE
0 TIPEKpalllCHHH TPOBEICHHsS KIMHUYECKOTO HCCIICOBaHUS JICKAPCTBEHHOTO IIperapara u
HanpaBlseT B (elaepaiabHbId OpPTraH WCIOJTHHUTEIHHOW BJIACTH, OCYHISCTBIISIOMNNA (QYHKIHH TIO
BBIPAOOTKE U peaH3aliy rocy1apCcTBEHHON MOJUTHKH U HOPMATUBHO-TIPABOBOMY PETYJIUPOBAHHIO
B C(bepe 3ApPaBOOXPAaHCHHA, 3aKIIOYCHHUEC O BBIABJICHHU IIPpWU IMMPOBCACHHWU JAHHOI'O KIMHHYECKOI'O
UCCIICIOBAHMS HAPYIICHUH MPaBUJI HAJUICKAIIEH KIMHUYCCKON MPAKTUKHU JUIS IPUHSATUS PEIICHUS
00 OTMEHE pa3pelieHus] Ha OpraHU3alHMI0 MPOBEICHHS JaHHOTO KIMHHYECKOTO HCCIICOBAHUS C
JaThl TPHUHATHS PEHICHUS O TPUOCTAHOBICHUU TMPOBEACHUS KIMHUYECKOTO WCCIICIOBAHHS
JICKapCTBEHHOTO Mpemnapara. (B pea. PenepanbHoro 3akona ot 13.07.2015 N 241-D3)

9. YnonnoMmoueHHbIH (eepaabHblii OpraH UCIOJHUTEIbHON BIACTH OMYOJMKOBBIBAET U pa3MellaeT
Ha cBOeM O(uIHaIbHOM caiite B cet "MHTEepHET" cooOIIeHne O 3aBepIICHHH, TPUOCTAHOBICHUN
WIN TPEKpaleHUH KIMHUYECKOr0 HCCIIEO0BaHMs JEKapCTBEHHOTO Ipernapara Uil MEeIULUHCKOIo
NPUMEHEHHUS B CpPOK, HE MPEBBbINAOIMN MNATH pabouyux JAHEH cO JAHS €ro MOJy4YeHHs, B
YCTaHOBJIEHHOM UM HOpPSIKE.

10. YnonmHoMoueHHbIN (enepanbHblii OpraH HCIOJHUTENBHOW BIACTH OCYILIECTBISIET BEJCHUE
peecTpa HccieAoBareneil, MPOBOASAIIMX WM TMPOBOJMBIIUX KIMHUYECKHE HCCIEIOBAHUS
JIEKapCTBEHHBIX MIPENApaTOB JUIsl MEIULMHCKOIO IIPUMEHEHHUS, B COOTBETCTBUH C YTBEPKIACHHBIMU
UM [paBWJIaMH M pa3MELIaeT ero Ha cBoeM oduuuanbHoOM caite B cetu "HHTepHer" B
YCTAHOBJIEHHOM MM MOpSAJIKE. YKa3aHHbBI peecTp COAECPKUT HMH(POPMALUIO, HPEAyCMOTPEHHYIO
IYHKTOM 3 4acTH 8 HACTOSIIEH CTaThH.

11. Otuer o pe3ynbraTax KIMHUYECKOTO WCCIEIOBAaHUS JIEKAPCTBEHHOIO TMperapara Juis
MEJUIIMHCKOTO TPUMEHEHMsI COCTABISIETCS OpraHu3alel, ykazaHHOW B dYacth 3 cTaThu 38
HacTosmero @denepalbHOTO 3aKOHA, HAa OCHOBAaHUHU 3aKIIIOUEHUN MEIUIIMHCKUX OpTraHHU3aIuil,
MIPOBOJIMBIIIMX 3TO HCCJICIOBAaHUE, W TPEICTABISICTCS B YIIOJHOMOYCHHBIH (heaepaabHbId OpraH
WCTIOTHUTENILHOM BIACTH, BBIJABIIMIA pa3pelleHne Ha MPOBEJCHHE ITOT0 HCCIEI0BaHus, B CPOK, HE
MIPEBBINIAOIIMA TPEX MECSICB CO JHS €ro 3aBepIICHHS, MPUOCTAHOBJICHUS WIHM MPEKpAIleHUs, B
MOPsIIKE, YCTAHOBJICHHOM YIIOJTHOMOYEHHBIM (heiepaibHBIM OPTaHOM HCIIOTHUTEIHHON BIACTH.

12. HapymieHue npaBuil Ha[UIeKalled KIMHUYECKON MpakTHKU, (anbcuukanus pe3ylbTaToB
KIIMHUYCCKOI'0 UCCIICAOBaHUA JICKAPCTBECHHOI'O Mpfrapara ajad MEAUITUHCKOI0 MPpUMEHCHUSA BJIICKYT
3a c000i OTBETCTBEHHOCTh B COOTBETCTBUH C 3aKOHOAATEIbCTBOM Poccuiickoit depepanuu. (B pej.
denepanbHOro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

13. Ilpu nmpoBeAeHNH KIMHUYECKOTO MCCIIEOBAaHUs JIEKAPCTBEHHOTO MpernapaTa Juisi MEAUIUHCKOTO
MPUMEHEHHUS JIOMyCKaeTcs 3a00op y TAlHUEeHTOB OWOJOTHYECKUX MaTepHaioB (00Opasiibl
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OMOJIOTHYECKUX KHUAKOCTEH, TKaHeW, CEeKPeTOB U MPOIYKTOB >KHU3HEIEATEIBHOCTH YEIOBEKa,
(U3UOTIOTHUECKUX M TIATOJIOTUYECKUX BBIICICHUH, Ma3KOB, COCKOOOB, CMBIBOB, MUKPOOPTaHU3MOB,
OWOTICHITHBIM MaTepuall) uisl uX u3ydeHuss B Poccmiickoit ®enepanu u (W) 3a Npeaeiamu
Poccuiickoit ®enepanuu. (B pea. PexepanbHoro 3akoHa or 22.12.2014 N 429-®3 (pen. or

13.07.2015))

14. Tlopsimok BBO3a B Poccuiickyro @enepanuio U BbIBO3a 3a mpenaeibl Poccuiickoit denepanuu
OMOJIOTMYECKUX MAaTepuajgoB, IMOJYYCHHBIX MPU MPOBEICHUM KIMHUYECKOTO WCCIICI0BAHUS
JIEKapCTBEHHOT'O Tpernapara Il MEAUIIMHCKOTO MPUMEHEHHUs, yCTaHaBiIuBaeTcsl [IpaBuTenbcTBOM
Poccuiickoit ®enepanuu. (B pea. PepepanbHoro 3akoHa or 22.12.2014 N 429-®d3 (pen. or

13.07.2015))

Cratba 41. JIloroBop o npoBeJieHUN KJIMHAYECKOT0 MCCIIEI0BAHUS
JIEKAPCTBEHHOT0 Mpenapara JJjisi MeAMIMHCKOr0 IPUMeHEeHu sl
1. Kiunuueckoe HCCIICAOBAHUC JICKAPCTBCHHOI'O IIpCliapaTta I MCAULUWHCKOTIO IMPHUMCHCHUA
MMpoBOAUTCA B COOTBCTCTBMM C OOroBOpOM O IMPOBCACHUN KIMHHYCCKOrO MCCICIOBAHUSA
JICKApPCTBCHHOTO IIpCIiapaTa JJIs1 MCAUITHUHCKOI'O IPUMCHCHU S, 3aKJIFO9aCMbIM MCKIY OpFaHHSaHHeﬁ,
HOHy‘lI/IBI_Heﬁ pasp€icHueC YIIOJHOMOYCHHOI'O (1)6,I[€paJ'II>HOFO OopraHa HUCIIOIHUTENbHON BJIACTH HAa

OopraHu3anurro IMPOBCACHUA TakKoro HCCICA0BaHUsI, u MGHHHHHCKOﬁ OpI‘&HH?;&HHGfI,
OCYU.I@CTBJ'IHI-OH.IGIZ IMPOBCACHHUC TAKOT'O UCCIICAOBAHMA.

2. I[OFOBOp O IMPOBCACHHUHU KIMHHUYCCKOIO HMCCICAOBAHHA JICKAPCTBCHHOI'O IIpf€liapara IJiid
MCIUIHUHCKOI'0 MPUMCHCHUSA JOJDKCH COACPKATD:

1) YCJIOBUS U CPOKHU MPOBCACHUS TAHHOI'O UCCIICAOBAHUA,

2) OIIPECACIICHUC O6H.I€I>'I CTOUMOCTH MPOrpaMMbl HAHHOTO HCCICHOBAHUA C YKa3aHUCM CYMMBI,
HpGI[Ha?;Ha‘IaIOHICI\;IC?I JJI BBITIJIIAT MCCJIEA0BATCIIAM, COUCCIICAOBATCIIAM,

3) ompeneneHue GopMbl IPEICTABICHUS PE3YNHTATOB JTAHHOTO MCCIIEIOBAHUS B YIIOJIHOMOUYEHHBIN
dbenepanbHbI OpraH UCTIOJIHUTEILHON BIACTH.

CraTrps 42. DUHAHCOBOE 00eCIeUYeHNE KIINHUYECKOTr0 NCCJIEeI0OBAHUSA
JIEKAPCTBEHHOI'0 Mpenapara Jisi MeAMIUHCKOr0 IPUMeHEeHUsI

dunaHcoBoe o0ecreUeHHE KIMHHYSCKOTO HCCIICAOBAHUA JICKAPCTBCHHOI'0 Ipfrapara IJid
MCIAUITTUHCKOI'O MPUMCEHCHUSA OCYILICCTBIIACTCA 3a CUCT:

1) cpencTB denepanrbHOTO OOIKETA;

2) cpencTtB OpraHu3alyid, TOJYYHMBIIMX pPa3peIICHHEe Ha OPraHW3alMI0 TMPOBEICHUS JTaHHOTO
HCCIIEIOBAHUS, B COOTBETCTBUHU C YCIOBUSIMU JOTOBOPA O €TI0 IMPOBEICHUH;

3) UHBIX HE 3aMpelIeHHbIX 3aKOHOAaTeIbCTBOM Poccuiickoil denepaniu HICTOYHUKOB.

Crartbs 43. IlpaBa nanMeHTOB, Y4aCTBYIOIIUX B KJINHHUYECKOM
HCCIECA0BAHUM JIEKAPCTBEHHOI0 Npenapara AJs MeIUIHHCKOI 0
NPUMEHEeHUS
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1. VYuactue ManUMCHTOB B KIMHUYCCKOM HCCICAOBAHHMM JICKAPCTBEHHOI'O IIp€riapara I
MCIUIIMHCKOI'0 MPUMCHCHUA SABJIACTCA I[OGpOBOHBHbIM.

2. TlanMeHT WM €ro 3aKOHHBIM TPENCTaBUTENb JOJDKEH OBbITh MH()OPMHpPOBAH B MHCHMEHHOM
dbopwme:

1) O JICKApCTBCHHOM IMpfraparc i MCAULIUHCKOTO HNPUMCHCHHA W CYIIHOCTU KIMHHUYCCKOIO
HCCIICOOBAHUS 3TOT'O JICKAPCTBCHHOI'O IIpCIiapara,

2) o 6e30macHOCTH JIEKAapCTBEHHOTO IperapaTa /Uil MEIUIIMHCKOTO IPUMEHEHHUS, €T0 0KUIAeMOM
3 PEKTUBHOCTH U CTETICHH PHCKA JUIs NAllUeHTa;

3) 00 YCIIOBUAX YHAaCTUA MAIMEHTA B KIMHUYCCKOM HCCIICAOBAaHUH JICKAPCTBCHHOI'O IIperiapaTta JJIsd
MCIUIIUHCKOI'O MPUMCHCHUS

4) 0 OCIM WM LOCIIX W IMPOAOJDKHUTCIBHOCTU KIIMHUYCCKOI'O HMCCICAOBAHUA JICKAPCTBCHHOI'O
nperapara 111 MCAUIUHCKOI'O IIPUMCHCHH,

5) o pelcTBUSAX TalMeHTa B CiIy4ae HENPEIBUACHHBIX S(P(GEKTOB BIMAHUS JIEKAPCTBEHHOTO
npenapara st MEAULUHCKOrO IIPUMEHEHHS Ha COCTOSIHUE €0 310POBbS;

6) 00 YCIIOBUAX 00513aTeNBLHOr0 CTpaxoBaHUA ) XU3HH, 3A0POBbS ITAIMCHTA,

7) 0 TapaHTHAX KOH(i)I/IIIeHIII/IaJH)HOCTI/I ydactusa ImalqueHTa B KIMHUYCCKOM HCCICAOBAHUN
JICKAPCTBCHHOT'O IIpCIiapaTa JJIsd MCAUIUHCKOTO IIPUMCHCHHA.

3. I[O6pOBOJ'IBHOC COorJIaCue MmalrueHTa Ha y4aCTHC B KIIMHUYCCKOM HCCICAOBAaHUU JICKAPCTBCHHOI'O
npemnapara ajad MCIUIHUHCKOr0 IMPUMCHCHHA IOATBCPKAACTCA €ro noANMUChLIO WM IMOAINMCBIO €ro
3aKOHHOTI'O IIPCACTABUTCIIA HA I/IH(I)OpMaI_[I/IOHHOM JJUCTKEC ITalMCHTA.

4. HaHI/IeHT WM €70 3aKOHHBIN MMpEACTABUTECIIb UMCCT IPABO OTKA3aTHCA OT Y4aCTHA B KIMHUYCCKOM
HCCJIICAOBAHUU JICKAPCTBCHHOI'O IIpernapara i1 MCIUIUHCKOIO NPUMCHCHUSA Ha mo0oi cTaaun
MMPOBEACHUA TAKOI'0 UCCIICAOBAHM.

5. IlpoBeneHue KIMHMYECKOTO MCCIIEOBAaHUs JIEKAPCTBEHHOIO Ipernapara Uil MEJUIUHCKOTO
IIPUMEHEHUs C y4YacTHEM B KayeCTBE IALMEHTOB JCTEH IOIYCKAeTCs TOJBKO C COIVIACUS B
NUCbMEHHOU (hopMe UX pojauTenel, ycblHOBHUTENeH. JleTh MOryT paccMaTpuBaThCsl B KadyecTBE
NOTEHIMAJIBHBIX MALMEHTOB TAaKOTO MCCIEeI0BaHUS, TOJIBKO €CJIU €ro NMPOBEJeHUE HEOOXOAUMO IS
YKpEIUIEHUsI 3/0pOBbsA JIeTell WM NPOPHIAKTUKN HHQPEKIMOHHBIX 3a00J€BaHUl B JETCKOM
BO3pacTe JMUOO €ciM I1IeNbI0 TAaKOTO HCCIENI0BaHMS SBISIETCS MOJY4YeHHE NaHHBIX O HaWITydIlei
JIO3UPOBKE JIEKAPCTBEHHOIO Mperapara I JIeYeHUs JeTeil. B aTuX ciydasx TakoMy HCCIEI0BAHUIO
JOJDKHO — NPEAUIECTBOBAaTh  KIMHUYECKOE MCCIEJOBAaHUE JIEKApCTBEHHOIO IIpernapara s
MEJIUINHCKOrO NMPUMEHEHHsI Ha COBEPIIEHHOJIETHUX Tpa)kJaHaX, 32 UCKIFOUYECHHEM CIIy4aeB, €CIU
UCCIENYEMBIN JICKAPCTBEHHBIM IIpenapar il MEAMIUHCKOrO IPUMEHEHMs IIpeIHAa3HA4YeH
UCKJTIOYMTENBHO JUISl HCIIOJIb30BaHUsI HECOBEPIICHHOIETHUMU TpaxkaaHamu. (B pen. deaepanbHOro
3axoHa ot 22.10.2014 N 313-®3)

6. 3anpemaeTC$1 MMPOBEACHUEC KIIMHUYCCKOr0 HUCCICAOBaHUA JICKAPCTBCHHOTO IIpfliapara I
MCIUTTUHCKOI'O MPUMCHCHUSA C YIACTUEM B KaUCCTBC MAIlUCHTOB!

1) HeTeﬁ-CHpOT n IleTefI, OCTaBIINXCS 0€3 MONCUYCHHS pO,Z[PITCJ'ICfI;

2) OSKEHIIMH B TMepuoa OepeMEHHOCTH, JKCHIIMH B TIEPHOJ TPYAHOTO BCKapMJIMBAHUSA, 3a
HCKJIIOUEHHUEM CIIYy4YaeB, ECIU MTPOBOAUTCS KIMHUYECKOE UCCIEN0BAHUE JIEKAPCTBEHHOTO IIpernapara,
MpEeIHA3HAYEHHOTO IS YKa3aHHBIX OKEHIIWH, TPU YCJIOBHM HEOOXOJUMOCTH TIOTYYCHHS
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uH(pOpMallMK TOJIBKO BO BpEMs MPOBEIEHUS COOTBETCTBYIOIIMX KIMHUYECKUX MCCIEIOBAaHUN U
NPHUHSITHS BCEX HEOOXOTUMBIX MEp M0 UCKIIOYCHHUIO PUCKA HAHECEHHUS BpEAa JKEHIIMHE B IEPUO]T
OepeMEeHHOCTH, )KEHIIUHE B MIEPUO]I TPYIHOTO BCKapMIIMBAHUS, TUIOAY WM PEOCHKY;

3) BOEHHOCTY’KallMX, 3a HCKIIOUYEHUEM CJIy4yaeB IPOBEICHUS KIMHUYECKOTO HCCIEAOBAHUS
JICKapCTBEHHOTO Tpernapara, ClenuaibHO pa3paboTaHHOTO IS IPUMEHEHUS B YCIOBUSX BOCHHBIX
JIEHCTBUM, YPE3BBIYAMHBIX CHUTyallud, NPOQUIAKTHKKA W JICUYCHHs] 3a0O0JICBaHMN M TIOpaKEHUH,
MOJyYEHHBIX B PE3yJIbTaTe BO3ACHCTBHS HEONATOMPUATHBIX XHUMHUYECKUX, OWOJIOTHUYECKUX,
panuannoHHbIX (akTopoB. KilmHnyeckoe vccieaoBanre Takoro JIGKApCTBEHHOTO Mperapara MOXKET
MPOBOJIUTBCS C YYaCTHEM B KAyeCTBE MALMEHTOB BOCHHOCTYXKAlUX, 3a HCKIIOUYEHHEM
BOCHHOCTYXAIIUX, MPOXOASIIMX BOCHHYIO CIIyOy MO MpHU3BIBY, C COONIIOJIEHHEM TpeOOBaHHI,
YCTaHOBJICHHBIX HacTosMM DeniepanibHbIM 3aKOHOM B OTHOILIEHUU TPAXKIAHCKUX JIUIL;

4) cOTpyIHUKOB IIPABOOXPAHUTEIILHBIX OPraHoOB;

5) nwui, oTOBIBAOIIMX HaKa3aHWE B MECTaX JIMIICHHS CBOOOBI, a TAKXKE JIUIl, HAXOMSIIMXCS IO
CTpa)keH B CJICICTBEHHBIX U30JISITOPAX.

7. Jomyckaercss mNpoBeneHHWE KIMHUYECKOTO HCCIEIOBaHMs JIEKApCTBEHHOTO IIpermapaTta is
MCIUIUHCKOI0 MNPHUMCHCHUA, NPCAHASHAUCHHOTO JId JICUCHUA IICUXHUYCCKUX 3a6OJICBaHI/II71, C
ydacTUEM B KayeCTBE MAIMEHTOB JIMII C TCUXMYECKUMHU 3a00JIeBaHUSIMHU, MPU3HAHHBIX
HE/ICECIIOCOOHBIMA B TOPSJIKE, YCTAaHOBJICHHOM 3aKOHOJATENbCTBOM Poccuiickoit Deneparuu.
Knunuueckoe ucciaenoBanue JeKapcTBEHHOTO Mpenapara B 3TOM Cydyae MPOBOIUTCS MPU HATUYHU
coryiacus B TUCbMEHHOM Q)opMe 3aKOHHBIX HpGHCTaBHTeHCﬁ YKa3aHHBbIX JIMII.

Cratba 44. O0si3aTesibHOE CTPAXOBAHME KU3HHU, 3/I0POBbSI NAIUEHTA,
YYaCTBYIOILEr0 B KIMHUYECKOM HUCCJIEIOBAHNM JIEKAPCTBEHHOI 0
npenapara JJs MeIUIUHCKOro npumMeHeHus (B pea. PeaepaibHOro
3aKkoHa o1 29.11.2010 N 313-®3)

1. OpFaHI/BaHI/IH, nojiyguBHiass pa3pClIiCHUC Ha OpPraHu3anuio IMPOBCACHHUA KIMHUYCCKOI'O
HCCIICAOBAHUA JICKAPCTBCHHOI'O Ipfrapara i1 MCIUIWUHCKOIO NMpUMCHCHU, 00s13aHa B Ka4eCTBE
CTpaxoBaTeiIisl CTPAXOBATh PHUCK NPUYUHCHUA BpCAa KU3HHU, 3JOPOBBIO IMAINUCHTA B PE3YJILTATC
MMPOBCACHUA KIMHHUYCCKOr0 HUCCICAOBAHUA JICKAPCTBCHHOI'O IIpfriapara 4 MCIUIUHCKOIO
MNPUMCHCHUA 3a CBOH CYET IMyTEM 3aKJIIFOYCHHUA JOTOBOPpa 00513aTEIHLHOTO CTpaxOBaHUA.

2. OObeKkToM 00s3aTeIbHOTO CTPAXOBaHMs SBISETCS MMYIIECTBEHHBIM HMHTEpEC MalUeHTa,
CBSI3aHHBIH C TNPUYMHEHMEM BpeAa €ro JKU3HM WM 3[0POBBIO B pe3yJbTaTe IPOBEICHUS
KJIMHIYECKOTO MCCIIeIOBAHUS JIEKAPCTBEHHOTO TIpeTiapara Jiisi MeAUIIMHCKOTO MTPAMEHEHHSI.

3. CTpaxoBbIM cIy4yaeM IO JAOTOBOPY 00S3aTENBHOTO CTPaXOBaHUS SBISETCS CMEPTh MAIlUeHTa WIIN
YXyAILIEHUE €ro 370pOBbsi, B TOM YHCJE BIIEKyIIee 3a COOOW yCTaHOBJIEHHME WHBAJIMAHOCTH, MpPU
HATUYUU TPUYUHHO-CICICTBEHHOW CBSI3M MEXAY HACTYIUIEHHEM OJTOTO COOBITHS M y4acTHEM
MalyeHTa B KIIMHNYECKOM HCCIIEIOBAaHUH JICKAPCTBEHHOTO TIpenapara.

4. TpeGoBaHusi O BO3MEIICHUH Bpela, NPUUYNHEHHOTO S>KM3HM WJIH 3J0POBBI0 TAIMEHTA,
NPEABSABILSIIOTCS B TEYEHUE CPOKOB HCKOBOW JIABHOCTH, YCTAHOBJIEHHBIX TI'PaKJIaHCKUM
3aKOHO/IaTEJIbCTBOM.

5. Pa3Mep CTanOBOﬁ BBITJIATHI 110 1OTOBOPY 00513aTeIBLHOTO CTpaxoOBaHUA COCTABJISCT:
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1) B ciayyae cMepTH MAalMeHTa JBa MUJUIMOHA pyOJiell Ha KaXJ0ro MalueHTa, y4YacTBOBABIIETO B
KJIIMHUYECKOM HCCIIEJOBAaHUM JIEKAPCTBEHHOI'O IIperapara;

2) npu yXyALIEHUH 3J0POBbs MallUEHTA!

a) TOBJIEKILIEM 32 COOOM yCTaHOBJIEHHE WHBAJIMAHOCTH | rpynmbl, OJMH MUJUIMOH HSTHCOT THICSY
pyOJnelt Ha KaXJ0ro MalKeHTa, YYaCTBOBABIIETO B KIMHUYECKOM HCCIEIOBAHUU JICKAPCTBEHHOTO
npernapara;

0) moBiiekmieM 3a coOol ycTaHOBJICHHE HHBaauMAHOCTH |l Tpynmel, oguH MWuUMOH pyOnel Ha
KQXKIO0T0 MaIlMeHTa, Y9aCTBOBABIIECTO B KIIMHUYECKOM HCCIIE0BAHUH JICKAPCTBEHHOTO Mpenapara;

B) TOBJICKIIEM 3a CO0O0# ycraHoBieHWe WHBamugHOCTH |l rpymmel, msaThcoT ThICSY pyOnel Ha
KQKIO0T0 MalMeHTa, y9aCTBOBABIIETO B KIIMHHYECKOM MCCIIEOBAHNUH JICKAPCTBEHHOTO Tpernapara;

') He MOBJIEKIIEM 3a COO0I yCTaHOBIICHUSI MHBAIMIHOCTH, HE OOJiee YeM TpHCTa Thicad pyOsel Ha
KQXJIOTO MallMeHTa, y4acCTBOBABIIETO B KIIMHMUYECKOM HMCCIIEIOBAHUM JIEKAPCTBEHHOI'O Mperapara,
UCXOJd U3 HOPMAaTUBOB, OTPAKAIOIIMX XapakKTep U CTEIEHb IOBPEKICHUS 30pPOBbs, a TAKKE
(aKkTUYeCKH TIOHECEHHBIX TAIlMeHTOM pPAacXOJ0B, BBI3BAHHBIX IOBPEXKICHHUEM 3I0POBbs, Ha
MEAMIMHCKYIO IOMOILlb, IPUOOpETEHNE JIEKAPCTBEHHBIX MpenaparoB. (B pea. deaepanbHOro 3aKoHa
or 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

6. Yacte ytpatuna cuiy. (B pen. demepanpHoro 3akona or 22.12.2014 N 429-®3 (pen. ot
13.07.2015))

7. CpOK JA0T0BOpa 00513aTeJILHOTO CTpaxoOBaHUsI HEC MOKECT OBITE MCHEC, UEM CpPOK IIPOBCACHUA
KIIMHUYCCKOI'0 UCCIICAOBAHWA JICKAPCTBCHHOT'O IIpriapara.

8. VYcnoBus 10roBopa 00s3aTEIbHOTO CTPaXOBaHHS, B TOM YHUCIE CTPaxoBble Tapudbl 10
00s13aTeTbHOMY  CTPaxOBaHMIO, IE€PEYEHb HEOOXOMUMBIX JTOKYMEHTOB [UJISi OCYIICCTBICHUS
CTpaxOBOMH  BBIIUIATHI, MOPSAOK  YCTaHOBJICHHUS CTpaxoBarejem WHAUBUAYATBHOTO
UIEeHTU(DUKAITMOHHOTO KOJ[a MAlUeHTa, MOPSI0K MHPOPMUPOBAHHUS CTPAXOBATEIEM CTPAXOBIIUKA O
MPUBJICYCHHBIX K KIMHUYECKOMY HCCIETOBAHUIO JICKAPCTBEHHOTO IMpemnapara A MEAUIIMHCKOTO
IIPUMEHEHNs IMAlMEHTax, IMOPSAJOK YIUIATBl CTPaXOBOM IPEMHUH, MOPSAAOK  peau3anuu
ompezeneHHbIX HacTosmuM denepanbHbIM 3aKOHOM U APYTUMU (efepaibHbIMUA 3aKOHAMHU TIPaB U
00s3aHHOCTEH CTOPOH II0 JOTOBOPY OOSI3aTEILHOTO CTPAaxOBaHHS, a TaKKe HOPMATHBEI,
OTpaXkalIllle XapakTep M CTENeHb TMOBPESKICHUS 3J0POBbS, YCTAaHABIMBAIOTCS THUIIOBBIMU
npaBWIaMu 00s3aTeNIbHOTO cTpaxoBaHus. (B pen. DenepanpHoro 3akona ot 22.12.2014 N 429-93
(pem. ot 13.07.2015))

9. B ciyyae npuuuHEHUs Bpeaa KU3HH MAIlMEHTa, Y4aCTBOBABIIETrO B KITMHUYECKOM HCCIIEI0BAHUHU
JIEKapCTBEHHOI'O Ipernapara, BBITOAONPHOOpETaTesIMU IO JOTOBOPY 005S3aTEIbHOTO CTPaXxOBAHUS
ABJISIIOTCS TpaKJaHe, UMEIOIME MPaBO Ha BO3MEIIEHHUE Bpeda B ClIydyae CMEpPTH KOpPMUIbIA B
COOTBETCTBUH C TPAXKIAHCKUM 3aKOHOJIATEIHCTBOM, MPU OTCYTCTBHUHU TaKUX TPAXIaH - POIAUTEIIH,
Cynpyr, JeTH yMepUIero TMalueHTa, Y4YacTBOBABILIETO B  KJIMHUYECKOM HCCJIEIOBAHUU
JIEKapCTBEHHOT'O TIperapara, B CiIydae CMEpPTH IMIallMeHTa, YYaCTBOBABIIETO B KIMHUYECKOM
MCCJIEI0BAHUY JICKAPCTBEHHOTO Mpenapara 1 He UMEBLIET0 CAMOCTOSITENILHOTO 10X0/1a, - TpaK/laHe,
Ha WOKJIWNBEHWHU KOTOPBIX OH HAXOJWJICS, B OTHOIICHWH BO3MEIIECHUS PAcCXOJ0B Ha morpeOeHwme
MalMeHTa, YYacTBOBABILIErO B KIMHUYECKOM HCCIEAOBAaHUU JIEKAPCTBEHHOIO Mpernapara, - JIMIO,
MOHEcIIee TaKKe PacXO/Ibl.

10. CTanOBaSI BbIIIaTa B CUYCT BO3MCHICHUSA BpC€lAd, NPUYUHCHHOI'O JKHM3HU IIallUCHTA,
Y4aCTBOBABIICTO B KIMHHYCCKOM HMCCICAOBAHUN JICKAPCTBCHHOI'O IIperiapara, pacinpeaciaiacTCs
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MEXJ1y BBIFOJONPUOOpETATENIMU MPONOPIHOHATIBHO UX KOJTUYECTBY B PaBHBIX JOJISX.

11. Ilpm HacTymJIE€HUM CTPAXOBOIO CJlydas MalMEeHT, Y4YacCTBOBABIIMH B KIMHUYECKOM
WCCIICIOBAHUH  JICKAPCTBEHHOT'O  MpemapaTta, BBITOJONPUOOpETaTeh BOpPaBE MPEABSIBHUTH
HEIOCPEICTBEHHO CTPAxOBIIMKY TpeOOBaHHME O BO3MEIIEHWW MNPUYMHEHHOTO Bpena. CrtpaxoBas
BBIIJIATA OCYUIECTBIISIETCA CTPAXOBIIMKOM B TEUECHUE TPUAUATA JHEW CO JHA MPEACTABICHUS
HEOOXOAMMBIX JOKyMEHTOB. IlamueHT, y4yacTBOBaBIIMM B  KIMHUYECKOM HCCJICIOBAHHH
JICKapCTBEHHOTO TIperapara, WIH BBITOAONPHOOpETaTeNib 00s3aH COOOLIUTH CTPAXOBIIUKY JIISI
OCYIIIECTBJICHUS CTPAaXOBOW BBIIIATHI WHIWBHUIYAIbHBIA HACHTHU(UKAIIMOHHBIA KOJ TaIlMEHTa,
YCTAaHOBJICHHBIM CTpaxoBaTelieM B COOTBETCTBMM C THUIOBBIMH IpPAaBUJIAMU 00s3aTE€IHLHOTO
CTpaxoBaHUsI.

12. Jlo TMONHOTO OmpenaeneHus pa3Mepa MOJUICKAIETO BO3MEIICHHIO Bpeda CTPAxXOBIIMK II0
3asBJICHUIO TIAIIMEHTA, Y4YacTBOBABIIETO B KJIMHUYECKOM HCCIEIOBAaHUH JIEKAPCTBEHHOTO
nperapara, WIM 3asSBICHHIO BBITOJONPUOOpETATENs] BIPAaBE OCYIICCTBUTH YacTh CTPaXOBOM
BBIILJIATHI, COOTBETCTBYOIIYIO (PAKTHUECKHU OMPEACICHHON YacTh IPUIMHEHHOTO Bpea.

13. CTanOBaﬂ BbIIllIaTa B  COOTBCTCTBUHU C  JOT'OBOPOM 0013aTeNLHOr0 CTpaxoBaHUA
OCYHCCTBIACTCA HE3AaBUCUMO OT BBIILIAT, IPUYUTAOIINUXCA IO APYTUM BUAAM CTPAXOBAHUA.

14. He pomyckaercss yuacTHe TMallMEHTa B MPOBEJACHUU KIWHUYECKOTO HCCIICIOBAHUS
JIEKapCTBEHHOTO Mpernapara Inpu OTCYTCTBHHU JIOTOBOpA 0053aTEIILHOTO CTPAXOBAHUSL.

15. KoHTponb 3a HCHOJHEHHEM OpraHu3alueid, MOJIY4YMBLIEH pa3pellieHue Ha OpraHu3aluio
IIPOBEJCHUS KJIMHUYECKOTO MCCIEN0BAaHUS JIEKApCTBEHHOIO Ipenapara s MEAULIMHCKOIO
IPUMEHEHHUS, YCTAHOBJICHHONW HACTOSILEN CTaTheil 00S3aHHOCTH MO 003aTEIbBHOMY CTPaXOBaHUIO
KHU3HH, 3/10pOBbSl MAllMEHTA, y4YacTBYIOLIETO (y4acTBOBABLIEr0) B KIMHMYECKOM HCCII€OBAaHUU
JEKapCTBEHHOTO Tperapara, OCYHIECTBISETCS  YHOJHOMOYEHHBIM  (eepaJbHbIM  OpPraHOM
VCIIOJIHUTENIBHOM BJIACTH, BBIIABIIMM pa3peIICHUE Ha IMPOBEICHUE KIMHUYECKUX HCCIIECJOBAHHUN
JICKApPCTBCHHLIX Np€apaToB JJIA MEIUIUHCKOTIO IPUMCHCHH.

I'nasa 8. IPOU3BOACTBO U MAPKHPOBKA
JIEKAPCTBEHHBLIX CPEJICTB

Cratba 45. IIpou3BoACTBO JIEKAPCTBEHHbIX CPEICTB

1. TIpou3BOJACTBO JIEKApPCTBEHHBIX CPEICTB JOJDKHO COOTBETCTBOBATH TPEOOBAHUSAM TPABUI
Ha/JIeKallel MPOU3BOICTBEHHONM MPAKTUKH, YTBEPHKIECHHBIM YIOJIHOMOYEHHBIM (peaepanbHbIM
OpraHOM  HUCHOJHUTENbHON BiacTh. (OcoOeHHOCTH TMepexo/a IMPOU3BOJICTBA  OTIEIbHBIX
JIEKapCTBEHHBIX CPEACTB K UX MPOU3BOJICTBY B COOTBETCTBUH C TPEOOBAHUAMM MPABUII HAJUIEKAIICH
IIPOU3BOJCTBEHHON MNpaKkTUKH ycTaHaBiauBaroTcs IIpaBurensctBom Poccuiickonn ®enepanun.
Bbiaua 3axitoueHMi O COOTBETCTBUU MPOM3BOJUTENS JIEKAPCTBEHHBIX CPEICTB TpeOOBaHUAM
IpaBUJ  HAJJIEXalle IMPOU3BOJICTBEHHOW NPAKTUKH  OCYIIECTBISIETCS 1O  PE3yJIbTaTam
UHCIIEKTUPOBAHMS IIPOU3BOAMTENIEH JICKAPCTBEHHBIX CPEICTB B IOPSAJKE, YCTAaHOBICHHOM
IIpaBurenscTBOM Poccuiickoit denepanuu. Pazmep mnaTel 3a BbIady 3aKIOYEHUS O COOTBETCTBUU
IPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHMSAM MpPaBUI HAJUIeXKAIeH NMPOU3BOJCTBEHHOU
npakTUKU ycraHasiuBaercs [IpaBurensctBom Poccuiickoit @enepanuu. [lopsaok opraHnuzanuy u
[IPOBEICHUS HHCIIEKTUPOBAHUS IIPOM3BOJAUTENCH JIEKAPCTBEHHBIX CPEACTB HAa COOTBETCTBHE
TpeOOBaHUSIM  MpaBWJI  HaAJeXallell  MPOM3BOJCTBEHHONW  MPAKTUKU  YCTaHABJIMBAeTCS



[TpaButenscTBOM Poccuiickoit ®enepanuu. (B pea. DenepanbHbIX 3aK0HOB OT 25.06.2012 N 93-D3,
o1 22.10.2014 N 313-®3, o1 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

2. IIpous3BoACTBO JIEKapCTBEHHBIX cpenctB B Poccuiickoit ®denepanuu  OCyIIEeCTBISETCS
MPOU3BOJIUTENIIMA  JIGKAPCTBEHHBIX ~ CPEJCTB, HUMEIOUIMMH JIMIIEH3UI0 Ha  IPOU3BOJICTBO
JIEKapCTBEHHBIX cpeAcTB. IlonTBep)kaeHHE COOTBETCTBUS JIMIIEH3MATa IIpaBWJIaM HaJyleKallen
MPOU3BOJCTBEHHOW MPAKTHUKU OCYIIECTBISETCS B paMKaxX JIMIIEH3MOHHOTO KOHTpOJIsA B
COOTBETCTBUU C 3aKOHOJATeNbCcTBOM Poccuiickoii denepanuu ¢ y4eToM 0COOEHHOCTEH, YKa3aHHbIX
B vactu | Hacrosmied crateu. (B pea. denepanbHbiXx 3akoHOB OT 22.10.2014 N 313-®P3, or
22.12.2014 N 429-®3 (pex. ot 13.07.2015))

3. IIpou3BOACTBO JIEKApPCTBEHHBIX CPEACTB OCYLIECTBISIETCA C COONIOJIeHHEM TpeOoBaHUM
MPOMBIIUICHHOTO  PErJIAMEHTa, KOTOPBIM  YTBEPHKAAETCS  PYKOBOJAUTEJIEM  MPOU3BOJUTENS
JICKapCTBEHHBIX CPEACTB M BKIIOYaeT B ceOs IepedeHb HCMHOJIb3yeMbIX (hapMalleBTHUECKUX
CyOCTaHITMI ¥ BCIIOMOTATEIBHBIX BEIISCTB C YKa3aHUEM KOJIMYECTBA KAXKJIOTO U3 HUX, JaHHBIC 00
UCIIONIb3YEMOM O0OPYIOBaHHUH, OMUCAHHE TEXHOJOTHYECKOro IMpoliecca U METOJIOB KOHTPOJIS Ha
BCEX ATanax MpOU3BOJICTBA JIEKAPCTBEHHBIX CPEICTB.

4. TIlpu TPOU3BOJICTBE JCKAPCTBEHHBIX CPEACTB HCIOJB3YIOTCS (papMaleBTUYCCKUe CyOCTaHIUH,
CBEJICHUS O KOTOPBIX COJAEPIKATCS B TOCYJAPCTBEHHOM pEECTpE JIEKAPCTBEHHBIX CPEACTB, 32
UCKITIOYCHHEM (papMareBTUICCKUX CyOCTaHIIUH, MPOW3BOAMMBIX ISl TPOBEACHUS KIMHUYCCKUX
UCCIIeIOBaHM M Juis dKcropra. K mporeccy npousBojicTBa (hapManeBTHYECKOH CyOCTaHIMU
OTHOCSITCSL JIIOOBIC CTATUU TEXHOJIOTHYECKOTO IPOIECcca, IMO3BOJISIONINE IOMYyYUTh TOTOBBIM
IPOJYKT, COOTBETCTBYIOIINN TpeOoBaHMUSIM (HapMaKOICHHOW CTaThu, B TOM 4YHcie (hepMeHTaIus,
OKCTPAKIUS, OYMCTKA, BBIJCIICHUE, NTEPEKPUCTAIUIH3AIINS, BEICYIIMBaHIE, U3MeIbueHue. B ciydae
HEOOXOJIMMOCTH MCIOJIb30BAHUS 3TUIIOBOTO CIHMPTA, B TOM 4Hcle (papMaieBTH4ecKoil cyOcTaHIIuu
CIupTa OJTWIOBOTO (dTaHOJA), MpPH TPOM3BOJACTBE JICKAPCTBCHHBIX CPEIACTB B KAYECTBE
JIEeNCTBYIOMIEro M (MJIM) BCIIOMOTaTeIbHOTO BEIIECTBA, & TAK)KE€ B MHBIX TEXHOJOTHYECKHX IIENSX
JIOJDKHA OBITh MCIOJIb30BaHa TOJBKO (papMaiieBTHYECKas CyOCTaHIMs CIIUPTA STUIOBOTO (ITAHOM).
(B pen. denepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3 (pen. ot 13.07.2015), ot 27.12.2019 N
462-D3, oT 27.12.2019 N 481-D3)

4.1. IlepedyeHb JIEKAPCTBEHHBIX MPENAPATOB IJs1 MEAUIMHCKOrO IMPUMEHEHHs, B OTHOLIEHUU
KOTOPBIX YCTaHABIIMBAIOTCS TPeOOBaHMUSI K O0BEMY Taphl, YIAKOBKE M KOMIUIEKTHOCTH, MEPEYCHb
JIEKAPCTBEHHBIX TMpENnapaToB [l BETEPUHAPHOIO MNPUMEHEHHUs, B OTHOLIEHUH KOTOPBIX
YCTaHABIIMBAIOTCA TpeOOBaHUS K 00bEMY Taphl, a TakkKe TpeOoBaHMSI K 00BEMY Tapbl, YIIAKOBKE U
KOMIUIEKTHOCTH JIEKQPCTBEHHBIX MpEmapaToB Il MEAUIMHCKOTO MPHUMEHEHUs, TpeOoBaHUS K
00beMy Tapbl JICKAPCTBEHHBIX TIPENapaTroB [Jisi BETEPUHAPHOTO TMPUMEHEHHS OMPEACISIOTCS
COOTBETCTBYIOIIUMHU YIIOJIHOMOYEHHBIMU (peIepalIbHBIMI OpraHaMH HCTIOJHUTEIBHOW BJIACTU B
nopsiike, ycraHoBieHHoM IlpaBurensctBoM Poccuiickorr @enepanun. (B pen. denepaibHOTO
3akoHa oT 14.12.2015 N 374-D3)

4.2. OpraHuzanuu, OCYIIECTBISIFOIINE MPOU3BOACTBO (apMaleBTUYECKOW CYOCTaHIIMM CIHpTa
STHJIOBOTO (3TaHONA) JJs MPOU3BOJACTBA CHUPTOCOAECPKAIIUX JIEKAPCTBEHHBIX IpernapaTos,
00s13aHBI OCYIIECTBIATH YUET B MOPSIIKE, YCTAHOBIECHHOM CTaThsiMu 8 u 14 denepanbHOTO 3aKOHA
oT 22 Hosi6opst 1995 roma N 171-®3 "O rocyaapcTBEHHOM PETYJIMPOBAHUU MMPOU3BOJICTBA U 000pOTa
ATUIIOBOTO CIHPTa, AaTKOTOJIBHOW U CHUPTOCOAEpXKAlled TMPOAYKIMH H 00 OrpaHuYCHHH
noTpebneHuss (pacnuTHsl) ankoronbHOW mpoxykiuu". IlpomsBoacTtBo  (papmaieBTHUECKOM
CyOCTaHIIMM CIUpPTa STUIOBOTO (ITaHONA) JIOMYCKAETCS TOJIBKO OpraHM3aIMel, OCYyIIeCTBISIONICH
MIPOU3BOJICTBO PEKTHU(HHUKOBAHHOTO THJIOBOTO CITUPTA U3 IMUIIEBOTO CHIPhSI HA OCHOBAHUH JIMIICH3UU
Ha MPOM3BOJCTBO ITUJIOBOTO CHHUPTA JJsl MPOU3BOACTBA (hapMalleBTHUECKOW CYOCTaHIIMM CIUPTa
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STUJIOBOTO (3TaHOJAa) B COOTBETCTBHH C TpebOoBaHusiMu DenepaibHOrO 3akoHa OT 22 HosiOps 1995
roga N 171-®3 "O rocyaapCcTBEHHOM PETYIHMPOBAHUU IPOU3BOICTBA M 000OPOTA STUIIOBOTO CIHUPTA,
QJIIKOTOJILHOM W CIUPTOCOAEpKalell MPOAYKIMH U 00 OrpaHUMYeHUU MOTpeOsieHus (pactuTHs)
AJIKOTOJIBLHOM MPOAYKIMU'", METOJAOM DPa3BEJICHUsS BOJOW OYHUIICHHOM TaKOro 3TUJIOBOTO CIIHPTA,
IPOU3BEICEHHOTO  JAaHHOW  OpraHM3aluel 1Mo  MeCTy  OCYUIECTBIICHHS  IPOU3BOJCTBA
(dapManeBTUYECKON CyOCTaHIIMU CIUpPTa 3TUIOBOTO (3TaHona). (B pea. denepaibHbIX 3aKOHOB OT
03.07.2016 N 261-®3, ot 27.12.2019 N 481-D3)

4.3. apuBuayanbHbIC NPEANPUHUMATEIA W IOPHIUYECKUE JIUIA, OCYMIECTBISIONINE 3aKyNKYy H
UCTIONb30BaHUE  (papMaleBTUUECKOM CyOCTaHLIMM CHOUpTa OSTWIOBOro (3TaHoda), a TaKkKe
MIPOU3BOJICTBO, H3TOTOBJIICHWE U (WaU) 00OpPOT (3a HMCKIOYCHUEM PO3HUYHON MPOIAKHU)
CIIUPTOCOJIEPXKANIMX  JIEKAPCTBECHHBIX ~ MPEMapaToB, OO0S3aHBI OCYIIECTBISITh WX yYe€T W
JICKJIApUPOBAHUE B TIOPSIJIKE, YCTAHOBICHHOM cTaThsiMu 8 n 14 denepanbHOTo 3aKkoHa OT 22 HOSIOPS
1995 roma N 171-®3 "O rocynapCcTBEHHOM PETyJIMPOBAHUU MPOHU3BOJICTBA U 000POTA ITUIOBOTO
CIHpTA, AaJKOTOJBLHOW W CIUPTOCOACPKAIICH MPOAYKIMA WU 00 OrpaHHYCHHH IOTPEOJICHHS
(pacriuTus) ankorojabHO# npoaykuuu'. (B pea. denepanpuoro 3akona ot 29.07.2017 N 278-D3)

4.4. Ilpu pou3BOJICTBE JICKAPCTBEHHBIX MPENapaToB Il BETEPUHAPHOTO IPUMEHEHHUS Oy CKAETCs
UCIIOJIb30BaHUE MTPOU3BEACHHBIX JIJISl peain3anuu hapMareBTUISCKUX CyOCTaHINi, BKIIFOUCHHBIX B
TOCY/IapCTBEHHBIH PEECTp JIEKAPCTBEHHBIX CPEICTB YIMOJIHOMOUYEHHBIM (DeepalibHbIM OpPraHOM
WCIIOJTHUTEIIbHON BJIACTH, OCYIIECTBIISIIOIIMM BEJIEHHE TOCYJIaPCTBEHHOI'O peecTpa JIEKapCTBEHHBIX
CPEACTB I MEIUIIMHCKOrO puMeHenus. (B pen. @enepanpaoro 3akona ot 02.08.2019 N 297-D3)

5. 3anpermaercst MPOU3BOJICTBO:

1) nexapCTBEHHBIX CPEJICTB, HE BKIIOYEHHBIX B FOCYAAPCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPENICTB,
32 MCKJIIOYEHUEM JIEKAPCTBEHHBIX CPEICTB, IMPOU3BOAMMBIX U1 IMPOBEACHUSA KIMHUYECKUX
WCCIICIOBAHNUN U JUIA DKCIIOPTa;

2) anbcupUIMPOBAHHBIX JIEKAPCTBEHHBIX CPECTB;
3) nexapcTBEHHBIX CPEJCTB 0€3 JIMLEH3UN Ha IPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJICTB;

4) JICKApCTBCHHBIX CPCACTB C HAPYUHICHUCM IIpaBUJI OpraHu3allii IMPOHU3BOACTBA U KOHTPOJIA
KauCCTBa JICKAPCTBCHHLBIX CPEACTB,

5) moanmyHKT yrpatui cuiy. (B pea. @enepanpHoro 3akoHa ot 27.12.2019 N 481-D3)

6) cnUpTOCOAEPKALIMX JIEKAPCTBEHHBIX IPENapaToB IO MECTY OCYILECTBJIEHHUS INPOU3BOCTBA
(dapmalieBTUYECKOM CyOCTaHIIMM CHUpPTa 3TUIOBOIO (3TaHOoJAa) U (WJIM) MO MECTY OCYIIECTBIIECHUS
IPOU3BO/ICTBA ATUIIOBOTO criupTa; (B pea. PenepanbHoro 3akona ot 27.12.2019 N 481-D3)

7) dapmareBTHUECKOM CyOCTaHIIMM CHOUpPTa STWIOBOTO (3TaHosa) U (WJIKM) CHUPTOCOJEPKAIINX
JIEKapCTBEHHBIX IPENapaToB HAa OCHOBHOM TEXHOJOIMYECKOM OOOpYJOBaHMM sl MPOHM3BOJCTBA
ATUJIOBOTO CIIMPTA, YKa3aHHOM B myHKTe 1.1 crateu 14.1 @egepanbHOro 3akoHa ot 22 HosiOps 1995
roga N 171-®3 "O rocyaapcTBEHHOM PETyJIUpOBAaHUM ITPOU3BOICTBA M 000POTa STUIOBOTO CIUPTA,
QJIKOTOJILHOM W CIUpTOCOAEpKallell MPOAYyKIUH W 00 OrpaHUYEHUU MOTpeOseHUs (pactuTHs)
aIKOroJbHOM npoxykuuu'. (B pea. dexepanpHoro 3akona ot 27.12.2019 N 481-D3)

6. Ilpu BBOJIE INEKAPCTBEHHBIX CPEJICTB B TPAKIAHCKUN OOOPOT YHOTHOMOYEHHOE JHIIO
MIPOU3BOJUTEIISI  JICKAPCTBCHHBIX ~ CPEJCTB  OCYIICCTBIIICT  IMOATBEPXKJICHHE  COOTBETCTBHS
JIEKapPCTBEHHBIX CPEJCTB TPEOOBAHUSIM, YCTAHOBICHHBIM MPH WX TOCYIAPCTBEHHOW pEerucTpaIuu, u
rapaHTUPYET, U4TO JIEKAPCTBCHHBIE CPEJICTBA MPOU3BEICHBI B COOTBETCTBUH C TPEOOBAHUSIMH ITPABHIT
HaJJIeXKaleld TpOU3BOACTBEeHHON mpakTuku. (B pen. demepanpHoro 3akoHa or 22.12.2014 N
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429-®3 (pex. ot 13.07.2015))

7. YTIIOJIHOMOYEHHBIM JIMIIOM IPOU3BOJUTENS JIEKAPCTBEHHBIX CPEJCTB SIBIIAETCS €ro paOOTHHK,
aTTECTOBAHHBIA B YCTAHOBJIICHHOM YIIOJIHOMOYEHHBIM (he/iepaqbHbIM OPraHOM HCIIOTHHTEIBLHOU
BJIACTH TIOPSJIKE M UMEIOIIMI CTaX pabOThl HE MEHEE 4YeM IIATH JIET B O0JacCTH MPOM3BOJICTBA U
(uM) KOHTPOJIS KadecTBa JIEKAPCTBEHHBIX CPEICTB, BhICIIEE OOpa30BaHUE COOTBETCTBEHHO II0
OJIHOW W3 CHEelUalbHOCTeH W (WJIM) OJHOMY U3 HaNpaBJICHUN IMOATOTOBKH: OHOJIOTHS,
OMOTEXHOJIOTHS, BETEpUHAPHs, BETEPUHAPHO-CAHUTApHAs HKCIEPTU3a, KIMHUYECKAas MEIUIMHA,
paaualMoHHas, XuMHUYecKasi ¥ OWoJIorudecKas 3amura, dhapmanus, (B pen. denepaibHbIX 3aKOHOB
o1 22.10.2014 N 313-P3, ot 02.08.2019 N 297-D3)

(dyHIaMeHTaJlbHas MEIUIMHA, XUMUYECKash TeXHOJIorus, xumus. (B pel. dexgepanbHoro 3akoHa ot
22.10.2014 N 313-D3)

8. Ilpom3BoauTeNn JEKAPCTBEHHBIX CPEACTB (32 HCKIIOUEHHEM (apMaleBTUYeCKoil CyOCcTaHIUU
CIupTa S3TWIOBOrO (3TaHOJA) MOTYT OCYIIECTBISITH MHPOAAXY JEKApPCTBEHHBIX CPEACTB WIH
nepeaaBaTh UX B YCTAHOBJIEHHOM 3aKOHOZATeNbcTBOM Poccuiickoit depepannu nopsake: (B pe.
denepanbHOro 3akona or 29.07.2017 N 278-D3)

1) ApyruM npou3BOIUTENSM JIEKAPCTBEHHBIX CPEJICTB AJIsl IPOU3BO/ICTBA JIEKAPCTBEHHBIX CPE/ICTB;
2) opraHu3anysaM ONTOBOW TOPTOBIIM JIEKAPCTBEHHBIMU CPEICTBAMU;

3) AllTCUHBIM OpraHu3anusM, BCTCPUHAPHBIM AaAIlITCYHBIM OpraHu3alusaIM, HWHAWUBUAYAJIIbHBIM
npeanpruHuMareIiiM, UMCIOIUM JIMICH3UIO Ha Q)apMaHCBTI/I‘-IGCKYIO JACATCIIBHOCTh HJIN JIMIICH3UIO
Ha MCIULIUHCKYIO JCATCIbHOCTD,

4) HAYYHO-UCCJICAOBATCIILCKUM OpraHnU3alvsaIM IJIs HaquO'HCCHe,HOBaTeHLCKOﬁ pa6OTI>I;
5) MCIUIMHCKUM OpraHu3alivsiM U BETCPHUHAPHBIM OPraHU3alusaM;

6) opramu3anvsiM W HWHAUBUAYAJIbHBIM MPCANIPUHHUMATCIIAM, OCYHICCTBIAIOMUM PAa3sBCACHUC,
BHIpAlIIBAaHUE U COJIEp’KaHUE JKUBOTHBIX (32 HCKIIOYEHHEM MPOJaXH UM (papMaleBTUYECKUX
cyOcTaniuit nian ux nepeaaun). (B pea. @enepanproro 3akona ot 02.08.2019 N 297-03)

9. IlpousBogutenu QapMaleBTUYeCKo CyOCTaHIIMM COHUpPTa STUIOBOTO (dTaHoNa) 0O0s3aHbBI
OCYILECTBIISITh peanu3aluio (mepenadyy B YCTAaHOBJICHHOM 3aKOHOJATeIbCTBOM Poccuiickoit
Oenepann mopsAake)  (papManeBTHYECKOW  CyOCTaHIIMM — CHOUpPTa  STHUJIOBOTO  (3TaHO’A)
IMPOU3BOJUTCIIAM JICKAPCTBCHHBIX CpCaACTB JJISL MMPOU3BOACTBA JICKAPCTBCHHBLIX CpCaACTB,
MPOU3BOIUTENSAM (M3TOTOBUTENSIM) METUIIMHCKUX H3IENUN Uil TMPOU3BOACTBA M H3TOTOBJICHUS
MEJUIIMHCKUX U3/IeNIUNA B eMKOCTAX 00beMoM He Oosee 1 nutpa u (win) He meHee 1000 nmutpos, a
OpTraHMU3aIsaM, YKa3aHHBIM B MMyHKTaxX 3 - 5 yacTu § HacTosIIEH CTaThH, B Tape 00beMOM He Ooree
1 mutpa. (B pen. @enepanbupix 3akoHOB oT 29.07.2017 N 278-®3, ot 27.12.2019 N 481-P3, ot
22.12.2020 N 444-03)

10. Peanuzauust (mepemaya B YCTAHOBJIEHHOM 3akoHogaTenbcTBoM Poccuiickoit ®eneparumn
nopsizike) dapMareBTUUECKOW CyOCTaHITMU CIHUPTa ATHJIOBOTO (ITAaHOJIA) OpraHU3aIUsSIM ONTOBOM
TOPrOBJIM JIEKAPCTBEHHBIMU CPEJICTBAMH HE Jomyckaercs. (B pen. deaepanbHOro 3akoHa OT
27.12.2019 N 481-®3)

11. IlepeBo3ku (apManeBTHUECKONW CyOCTaHIIMU CHHUPTa 3TUIOBOTO (3TaHOJIA) OCYIIECTBISIOTCS C
cobmoieHreM TpeOOBaHWM, YCTAHOBIEHHBIX a03alleM dYeTBEPThIM IIyHKTa 3 cTaThu 9
®enepanbHOro 3akoHa oT 22 Hos0ps 1995 roga N 171-®3 "O rocyaapCTBEHHOM peryJiipOBaHUH
MIPOM3BOJICTBA U 000POTA ATHIIOBOTO CITUPTA, AKOTOJILHOW M CIIUPTOCOAEPIKAIIEeH MPOIYKIIUU U 00
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OTpaHWYEHUH MOTPeOSeHUs (PaCUTHsI) aJKOToJpHON mponykuuu". (B pen. denepanbHOTO 3aKOHA
or 27.12.2019 N 481-®3)

Crarbs 46. MapKkupoBKa JIEKAPCTBEHHbIX CPEACTB

1. JlekapcTBeHHbIC Ipenaparhbl, 3a WCKIIOUCHHUEM JICKAPCTBEHHBIX IPENapaToB, H3TOTOBJICHHBIX
AIlITCYHBIMU OpTraHu3alusIMU, BCTCPUHAPHBIMU AlITCUHBIMU OpraHu3dalusaMi, HWHIAUBUAYAJIbHBIMU
HpEeIIPHHUMATEIISIME, WUMEIOIIUMHU JIMICH3HI0 Ha (apMaleBTHUCCKYIO JeSITeIbHOCTD, IOJIKHBI
MIOCTYTIaTh B OOpaleHue, eciu:

1) Ha WX NEPBUYHON YIAKOBKE (32 HCKIIOYCHUEM IIEPBUYHOM YITAKOBKH JIEKApCTBEHHBIX
pPaCTUTENBHBIX MPEMapaToB) XOPOIIO YUTAEMBIM MIPUPTOM HA PYCCKOM SI3BIKE YKa3aHBI
HAUMCHOBAHHME  JICKAPCTBEHHOTO  Ipemapata  (MEXKIYHApOJHOE  HEMATCHTOBAHHOE, WM
TPYNIUPOBOYHOE, WIM XHUMHYECKOE, WM TOPTOBOC HAMMEHOBAHHE), HOMEpP CEpHH, JaTa BBIMyCKa
(1T UMMYHOOMOJIOTHYECKUX JICKAPCTBCHHBIX MPENapaToB), CPOK TOJHOCTH, JO3UPOBKA MU
KOHIICHTpAIMsl, 00bEeM, AaKTHBHOCTh B CIUHUIAX JICUCTBUS WIA KOJIWYECTBO J03; (B perl.
®denepanbHbIX 3aK0HOB 0T 11.10.2010 N 271-D3, o1 22.12.2014 N 429-D3 (pex. ot 13.07.2015))

2) Ha MX BTOPHYHOU (MOTPEOUTEIILCKOM) YMAKOBKE XOPOIIO YUTAEMBIM IMIPUPTOM Ha PYCCKOM
S3BIKE yKa3aHbl HAMMECHOBAaHWE JICKAPCTBCHHOTO Mpemnapara (MeXIyHapOJIHOE HENaTeHTOBAHHOE,
WIA TPYNIHPOBOYHOE, WIM XHMHYECKOE W TOProBOC HAMMEHOBAHHWs), HAMMEHOBAaHUE
MPOU3BOJUTENISI  JICKAPCTBEHHOrO0  Tpermapara, HOMEp  CepWH, Jara  BBITyCKa  (IId
UMMYHOOHOJIOTHYECKUX JICKAPCTBEHHBIX MPENapaToB), HOMEP PErHCTPAIMOHHOTO YJIOCTOBEPCHHUS,
CPOK TOJHOCTH, CIIOCOO NPUMCHECHHS, TO3UPOBKA WJIM KOHIICHTPAIHs, OO0bEeM, aKTHBHOCTh B
eIMHUIAX JCUCTBUS JTMOO KOJUYECTBO 703 B YIIAKOBKE, JICKAPCTBEHHAs! (OpPMa, YCIOBHUS OTITyCKa,
YCJIOBHS XpaHEHUsI, IpeynpeIuTeabHble HaanmucH. (B pea. PeaepanbHbix 3akoHOB oT 11.10.2010 N
271-03, ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

2. ®apManeBTHUYECKUE CyOCTaHIMU JIOJDKHBI NOCTyNaTh B OOpallleHHe, €CIM Ha UX MEepBUYHOU
YIAaKOBKE XOpPOIIO YMTAaeMbIM HIPUPTOM Ha PYCCKOM SI3bIKE YyKa3aHbl HaWMEHOBaHUE
(dapmaiieBTUUECKON cyOCcTaHIMU (MEXAYHapOJHOE HEMaTeHTOBAHHOE, WJIM I'PYNIHUPOBOYHOE, WU
XMMHUYECKOE W TOProBO€ HAMMEHOBAHUS), HAUMEHOBAaHUE MPOM3BOJIUTENS (hapMaleBTHUECKON
cyOCTaHI[MM, HOMEpP CEPUM U JaTa U3TOTOBJIEHUS, KOJIUYECTBO B YIAKOBKE U €IMHULIBI U3MEPEHUS
KOJIMYECTBA, CPOK TOJTHOCTH U YCJIOBHA XpaHeHus. (B pen. PeaepanbHoro 3akoHa ot 22.12.2014 N
429-903 (pen. ot 13.07.2015))

3. JlekapCcTBEHHBIE CPEJCTBA B KAUECTBE CHIBOPOTOK JIOJIKHBI ITOCTYIIATh B 0OpaIlleHNE ¢ YKa3aHUEM
YKUBOTHOT'O, U3 KPOBH, IIa3Mbl KDOBH, OPTaHOB U TKAHEH KOTOPOTO OHU IOITYYEHBI.

4. Ha BTOpHYHYIO (MTOTPEOUTENBCKYIO) YIIAKOBKY JIEKAPCTBEHHBIX CPEJICTB, MOIYYEHHBIX U3 KPOBH,
IUIa3Mbl KPOBH, OPraHOB M TKaHEH uelloBeKa, JOKHA HAaHOCUThCA Haanuch: "AHTturena k BUY-1,
BH1Y-2, k Bupycy renarura C 1 HOBEpXHOCTHBIM aHTUIEH BHpyca renatuta B orcyrcTByror".

5. Ha  nepBuuHyr0o  ymakoBKy ¥ BTOPHYHYIO (MOTpEOUTENIbCKYI0)  YNAKOBKY
panrodapMalleBTUUECKUX JIEKAPCTBEHHBIX CPEJCTB JOJDKEH HAHOCUTHCA 3HAK PpaJualliOHHON
OIIACHOCTH.

6. Ha BTOopuuHyto (OTpeOUTENHCKYIO) YIAKOBKY TOMEOMATUYECKUX JIEKAPCTBEHHBIX MPENapaTroB
NOJDKHA HAHOCHUTHCS Haamuck: "T'omMmeonaTnueckuii".

7. Ha BTOpHuHYI0 (IOTPEOMTENBCKYIO) YMAKOBKY JIEKAPCTBEHHBIX PACTUTENBHBIX IpEnapaToB
JIOJKHA HAHOCUTBCS Haanuch: "[Ipoaykuus nponuia paiuanoHHbIA KOHTPOJIb' .
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8. Ha mepBuuHyr0 ymakoBKY (€CiaM I 3TOTO CYIIECTBYET TEXHUYECKas BO3MOXXHOCTb) H
BTOPUYHYIO (MOTPEOUTENHCKYI0) YIMAKOBKY JIEKAPCTBEHHBIX MPENaparoB, MpeAHa3HAYEHHBIX IS
KIIMHUYECKUX UCCIIEOBAaHUH, JOKHA HAHOCUTHCS HAAMKUCh: " JIJIsl KITMHUYECKUX UCCieIoBaHui". (B
pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

9. VYmnakoBka JIEKapCTBEHHBIX CPEACTB, MPEAHA3HAYCHHBIX HWCKIIOUYUTEIBHO JUIsl SKCIOpPTAa,
MapKUPYETCsl B COOTBETCTBUH C TPeOOBAHUSIMH CTPaHbI-UMIIOPTEPA.

10. Ha TpaHcnopTHyo Tapy, KOTopas HE MNpeJHa3HaueHa JUIsl NOTpeOUTENneil U B KOTOPYIO
IIOMEIIIEHO JIEKAPCTBEHHOE CPE/ICTBO, JIOJUKHA HAaHOCUTHCS MH(pOpMalKs O HAUMEHOBAaHHUM, CEpUU
JIEKAPCTBEHHOI'O0 CPEJICTBA, JIaT€ BBINYCKA, KOJIUYECTBE BTOPUYHBIX (MOTPEOUTEIHCKHUX) YIaKOBOK
JIEKapCTBEHHOT'O CPEJCTBA, IPOU3BOAMTENE JIEKAPCTBEHHOI'O CPE/ICTBA C YKa3aHUEM HaUMEHOBaHUS
U MECTOHAXOXKACHUS IMPOU3BOAUTEINS JIEKAPCTBEHHOI'O CPEICTBA (aigpec, B TOM YHUCIE CTpaHa U
(M) MECTO IPOU3BOJICTBA JIEKAPCTBEHHOI'O CPE/ICTBA), & TAKXKE O CPOKE FOJJHOCTH JIEKAPCTBEHHOI'O
CPEICTBA U 00 yCIOBUSX €r0 XpaHEHUs U NEPEBO3KH, HEOOXOAUMbIE NPEAYIIPEIUTENbHbIE HAIIUCH
U MaHUIYJISTOPHbIE 3HAKH.

11. Ha mepBu4HYyIO yIakoBKY U BTOPUYHYIO (MMOTPEOUTENHCKYIO) YIIAKOBKY JIEKaPCTBEHHBIX CPE/ICTB
JUIT  BETEPUHAPHOTO TPUMEHEHHUs JOJDKHA HAHOCUTHCA HaAmuch: "Jlms  BeTepuHapHOTO
npuMeHeHus".

12. Ha BropuuHyro (IOTpEOMTENBCKYIO) YIAKOBKY JEKapCTBEHHOIO IIpernapaTa HaHOCHUTCS
HITPUXOBOM KO/I.

I'nasa 9. BBO3 JIEKAPCTBEHHBIX CPEJCTB B POCCUMCKYIO
OEAEPAIINIO U BBIBO3 JIEKAPCTBEHHBIX CPEACTB U3
POCCHUMCKOM ®EJEPAIINU (B pen. PenepalbHOro 3aK0HA OT
06.12.2011 N 409-®3)

Crarba 47. llopsinok BB03a JieKapCTBEHHBIX cpeacTB B Poccuiickyro
Degepanuio M BbIB032a JIEKAPCTBEHHBIX cpeacTB u3 Poccuiickoit
®enepannu (B pea. Peaepanbuoro 3akona ot 06.12.2011 N 409-P3)

1. BBo3 nekapcTBeHHBIX cpeacTB B Poccuiickyto ®enepanuio OCYLIECTBISIETCS B TMOPSIKE,
ycraHoBieHHOM [IpaButenscTBoM Poccuiickoit ®enepanuu, B COOTBETCTBUM C TaMOYXEHHBIM
3aKOHOJATENLCTBOM TamoxeHHOro coro3a B pamkax EBpA3DC (manee - TamoOXeHHBIH COI03) U
(wn) 3akoHOJATENHCTBOM Poccmiickoit denepanuu o TamoxeHHOM nene. (B pena. denepanbHOro
3akoHa oT 06.12.2011 N 409-®3)

2. BBo3umbie B Poccuiickyro ®Deaeparuio JICKapCTBEHHBIE CPEACTBA JIOJHKHBI COJIEPKATHCS B
roCyJJapCTBEHHOM pEeecTpe JIEKapCTBEHHBIX cpeAcTB. (B pen. denepanbHbix 3akoHOB OT 06.12.2011
N 409-®3, ot 27.12.2019 N 462-D3)

3. Homyckaercs BBO3 B Poccuiickyro ®denepanuio KOHKPETHOM NHapTHHM 3apErUCTPUPOBAHHBIX H
(M) HEe3aperUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB, IpeIHAa3HAUYEHHBIX JJIS MPOBEICHUS
KIMHUYECKUX  HCCIEOBAaHUM  JIGKQpCTBEHHBIX  IpErnapaToB,  IMPOBENEHUS  SKCIEPTHU3BI
JIEKapCTBEHHBIX CPEACTB JJIsl OCYLIECTBJIEHUS TOCYAAPCTBEHHOM PpErucTpanuy JIEKapCTBEHHBIX
IpernapaToB WU AJI1 OKa3aHUS MEIUIMHCKON MOMOIIM MO >KU3HEHHBIM MOKa3aHUSM KOHKPETHOIO
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NalMeHTa Ha OCHOBAHWHM DPAa3pEIICHHs, BBIJIAHHOTO YIOJHOMOYEHHBIM (eepalibHbIM OpPraHOM
HWCITOJTHUTEILHOM BJIACTH I10 3aSIBJICHUSIM JINI, YKa3aHHbIX B CTAThC 48 HaCTOAICTO @eﬂepaHLHoro
3aKoHA. PaccMOTpeHne Takoro 3asBICHHS M MPUHSATHE PEIICHHS O BbIAA4Ye Pa3pelIeHUs] Ha BBO3
KOHKPETHOH TNapTUU 3aperuCTPUPOBAHHBIX M (WIM) HE3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX
CPE/ACTB, TpeTHAa3HAYCHHBIX JUIS TPOBENCHHUS KIMHUYECKUX HCCIICJOBAHUI JIEKapCTBEHHBIX
nmpemnaparos, IMPOBCACHUA 9KCIICPTU3BL JICKApCTBCHHBIX CpCACTB JJIsA OCYHICCTBJICHUA
TOCYAAapCTBEHHOM PETUCTPAallUU JIEKaPCTBEHHBIX IPENapaToB WIM Uil OKa3aHWsS MEJUIIMHCKON
MOMOIIM MO J>KU3HEHHBIM II0Ka3aHUSM KOHKPETHOTO NamMeHTa Jmbo o0 oOTKa3e B BbIgaue
YKa3aHHOTO pa3pelIeHus IPOU3BOAATCS B CPOK, HE MPEBBILAOIINN NaTH padounx nHei. [lnara 3a
BbIJIauy YKa3aHHOrO paspelleHus He B3umaercd. (B pen. denepanpHoro 3akoHa or 06.12.2011 N

409-03)

3.1. lonyckaercst BBO3 B Poccuiickyto denepainio KOHKPETHOW MapTHH HE3apEeTrHCTPUPOBAHHBIX
JIEKapCTBEHHBIX IIPENapaToB, COAEpXKAIUX HAPKOTUYECKHE CPEACTBA WM IICUXOTPOITHBIE
BeleCcTBa, B Mopsake, yctaHoBleHHOM [IpaButensctBoMm Poccuiickoit @enepanuu, 1isi OKa3aHUs
MEAMIMHCKOW IOMOIIM [0 >KM3HEHHBIM I10Ka3aHUSM KOHKPETHOrO NAalMeHTa WM TPYIIbI
MAIMEHTOB B Clly4ae, €ClIM UMEeTCs pellieHre BpadyeOHOM KOMHUCCHUU MEIUIIMHCKON OpraHu3aluu o
Hed(PPEKTHBHOCTH WIJIM HEBO3MOXXHOCTH TPHUMEHEHHS Yy KOHKPETHOTO TMAIMeHTa WHBIX
3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX MpENnaparoB, B TOM YHCJIE COAEPKAIIUX JpYrHe
JEHCTBYIOIME BEIIECTBA, U O HEOOXOAMMOCTH BBO3a ONPECIIEHHOTO HE3aperucTpUPOBAHHOTO
JICKapCTBEHHOTO IpernapaTa C yKa3aHHEM €ero MEXIYHapOJHOTO0 HEMaTeHTOBAaHHOrO (WJiH
XUMHYECKOI0, WIM IPYNIUPOBOYHOI0) HAMMEHOBAHUS, (OPMBI BBIITyCKa U KonuuecTBa. [lepedeHp
3a00/IeBaHUN U COCTOSHUH U COOTBETCTBYIOUIMX JIEKAPCTBEHHBIX IIPENapaToB, COJEpKallnX
HapKOTUYECKUE CPEJICTBA M IICUXOTPOIHBIE BEIIECTBA, B LEISIX OCYLIECTBIECHUS WX BBO3a B
COOTBETCTBUU C TPeOOBAHUIMH HACTOSIIEH YAaCTH YTBEP>KIACTCS YIOIHOMOYEHHBIM (heepaabHbIM
OpraHoOM HCIIOJIHUTEIbHOM BiacTh. (B pea. eaepanbHoro 3akona ot 27.12.2019 N 475-D3)

Ilonoscenun wacmu 3.1 cmamou 47 npumenaiomcsa 0o 31.12.2023 (nynkm 3 cmamou 4
deoepanvnozo 3akona om 27.12.2019 N 475-D3).

4. B Poccuiickyto ®enepanuio MOXHO BBO3UTh JIEKAPCTBEHHBIE CPEJCTBA, Ka4eCTBO KOTOPBIX
HOJATBEPXKIEHO CEpTU(PUKATOM MPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB, YIOCTOBEPSIOIINM
COOTBETCTBUE BBO3UMBIX JIEKAPCTBEHHBIX CPEACTB TPeOOBaHUSAM (apMaKONEWHbIX cTaTei Ju0o B
cllyyae UX OTCYTCTBUS HOPMATMBHOM JOKYMEHTALlMM WJIM HOPMAaTHUBHOIO JIOKyMEHTa. (B pel.
denepanbHoro 3akona ot 06.12.2011 N 409-D3)

5. 3ampemaetcst BBo3 B Poccuiickyro @eneparuto GanbcuUiMpoBaHHBIX TEKAPCTBEHHBIX CPEJICTB,
HEJI0OOPOKAYECTBEHHBIX JICKAPCTBEHHBIX CPEJICTB, KOHTPA(PaAKTHBIX JIEKAPCTBEHHBIX CPEJCTB. (B pel.
denepanbHOro 3akoHa ot 06.12.2011 N 409-D3)

6. @anbcuuUUPOBAaHHBIE JIEKAPCTBEHHBIE CPEACTBA, HeI00pPOKaYeCTBEHHBIE JIEKAPCTBEHHBIE
CpPEACTBA MOMJIECKAT MIBATHIO M MOCIEAYIOIMIEMY YHUYTOXKEHUIO WJIM BbIBO3Y M3 Poccuiickoii
Oenepanuy, KoHTpadakTHbIE JIEKAPCTBEHHbIE CPEJICTBA - M3BATHIO U MOCIEAYIOIIEMY
YHUUTOXKEHHIO. YHHUTOXXE€HHE MU BbIBO3 U3 Poccuiickoit ®denepannu ¢anbcupuIMpoOBaHHBIX
JIEKapCTBEHHBIX CPEACTB, HEIOOPOKAYECTBEHHBIX JICKAPCTBEHHBIX CPEICTB, KOHTpaaKTHBIX
JIEKAPCTBEHHBIX CPEJACTB OCYIIECTBIISIETCS 3a CYET JMIA, OCYIIECTBMBIIETO MX BBO3. [lopsmox
YHUUYTOXKEHUS U3BATHIX (anbCU(UIIMPOBAHHBIX JEKAPCTBEHHBIX CPEJCTB, HEJ0OPOKAaYeCTBEHHBIX
JIEKapCTBEHHBIX  CPEJICTB, KOHTPA(aKTHBIX  JIEKAPCTBEHHBIX  CPEACTB  YCTaHABJIMBAETCS
[TpaButensctBoM Poccuiickoit ®enepaunn. (B pea. denepanpHoro 3akoHa or 06.12.2011 N
409-D3)
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7. Jluma, ocymecTBismone BB03 B Poccuiickyto ®@enepamnuio  dambcuDUIIMPOBAHHBIX
JICKAPCTBEHHBIX CPEJICTB, HEJOOPOKAYECTBEHHBIX JICKAPCTBEHHBIX CPEICTB, KOHTpPadaKTHBIX
JICKapCTBEHHBIX  CPEACTB, HECYT OTBETCTBEHHOCTh B  COOTBETCTBHHM C  TaMOXXEHHBIM
3aKOHOJATEIbCTBOM TaMO)KEHHOTO Coo3a U (M) 3aKoHOoJaTeabcTBOM Poccuiickoit denepaunu o
TaMOXXEHHOM Jeiie. (B pea. PenepanpHoro 3akora ot 06.12.2011 N 409-D3)

8. BrIBO3 jeKapcTBEHHBIX cpencTB u3 Poccuiickoit depepannn OCymecTBIseTC 0€3 MpUMEHEHUS
OrpaHUYEHUM, YCTAaHOBJIEHHBIX TAMOXEHHBIM 3aKOHOJATEIbCTBOM TaMOXXEHHOro cOw3a U (WJIM)
3akoHoAaTtenbcTBOM  Poccuiickoii ~ denmepauuu O TOCYJApPCTBEHHOM  PETyJIHPOBAHHUU
BHEIIHETOProBOM JesATesbHOCTH. (B pen. DenepanbHbix 3akoHOB oT 06.12.2011 N 409-®3, ot
25.11.2013 N 317-®3, ot 22.12.2014 N 429-D3 (pex. ot 13.07.2015))

9. BBox B rpakgaHCKUil 000POT JEKAPCTBEHHBIX MPENapaToB IS METUIIMHCKOTO MPUMECHEHUS,
BBe3eHHBIX B Poccuiickyro @Denepanuro, OCYHIECTBISETCS € COOMIOJCHUEM TpeOOBaHU,

YCTaHOBJICHHBIX cTaThe 52.1 HacTosmero denepanbHOro 3akoHa. (B pen. denepanbHOro 3aKoHa OT
28.11.2018 N 449-D3)

Crartba 48. IOpuauyeckue Juua, KOTOPbIM paspellieH BBO3
JIEKAPCTBEHHBbIX cpeacTB B Poccuiickyro Denepanuio (B pea.
®denepanbHoro 3akona ot 06.12.2011 N 409-P3)

JlexapctBennble cpenactBa B Poccuiickyro ®enepanuio MoryT BBO3UTH: (B pen. denepanbHoro
3akoHa 0T 06.12.2011 N 409-D3)

1) MMPOU3BOJUTCIIM  JICKAPCTBCHHLIX  CPCIACTB  JIA ueneﬁ COOCTBEHHOTO IMPOU3BOJACTBA
JICKApPCTBCHHLIX CPCACTB,

2) WHOCTpaHHble pa3pabOTYMKU JIEKAPCTBEHHBIX CPEJICTB M HHOCTPAHHBIE TPOU3BOAMTENN
JIEKapCTBEHHBIX CPEJICTB WIM Jpyrue OpUAMYECKHE JHIAa MO0 MOPYYEHHI0 pa3paboTduka
JIEKapCTBEHHOI'O CpEACTBA I IPOBENCHUS KIMHUYECKUX HCCIIEJOBAHUM JIEKApCTBEHHOIO
npenapara, OCYIIECTBIEHUS TOCYJapCTBEHHOM pEerucTpalydy JIEKapCTBEHHOrO  IIpernapaTa,
BKJIIOYEHHUS (papMalleBTUYECKOI CyOCTaHLIMU B TOCYJapCTBEHHBIM pPeecTp JIeKapCTBEHHBIX CPEICTB,
KOHTpPOJISI KayecTBa JIEKapCTBEHHBIX CPEJCTB IPU HAJIMYUU pa3pelieHus YIOJIHOMOYEHHOIO
(denepaabHOrO OpraHa MCIOJHUTEIbHON BIACTH Ha BBO3 KOHKPETHOM MapTUH JIEKapCTBEHHBIX
CPEACTB;

3) opraHu3aIiu ONTOBON TOPTOBJIM JIEKAPCTBEHHBIMU CPEICTBAMU;

4) Hay4HO-HCCIIEZIOBAaTEIbCKUE OpraHu3alud, o00pa3oBaTeNbHbIE OPraHU3alMM  BBICLIETO
o0pa3oBaHus, MPOU3BOIUTEINN JIEKAPCTBEHHBIX CPEACTB ISl pa3pabOTKH, UCCIETOBAHHM, KOHTPOJIS
0€30MacHOCTH, KauecTBa, 3()()EeKTUBHOCTU JEKAPCTBEHHBIX CPEJICTB IMPH HATUYUU pa3pelIeHus
YIOJHOMOYEHHOTO (pe/IepaIbHOrO OpraHa MCIOJIHUTEIbHON BiacTy; (B pea. denepalibHOTO 3aKOHA
or 02.07.2013 N 185-®3)

5) MeIuIMHCKHE OpraHu3allii, UHbIE YKa3aHHBbIE B MyHKTax |-4 HacTosIell cTaThi OpraHu3aliu
JUIA OKa3aHUs MCHHHHHCKOﬁ IMOMOIIM ITI0 XM3HCHHBIM IMOKAa3aHUSAM KOHKPETHOI'O0 IMAalMCHTAa IIpH
HAJIMYUU Pa3pelieHus] YIOTHOMOUYEHHOTO (e/lepalbHOro OopraHa MCIOJIHUTENIBHOM BIACTH Ha BBO3
KOHKPETHOW MapTUU JIEKApCTBEHHOTO IMpenapara, BbIJAaHHOTO B YCTAHOBJIEHHOM MOpsJke B (opme
AJIEKTPOHHOTO  JIOKYMEHTa, TMOANUCAHHOTO YCWJICHHOW KBaIU(DUIMPOBAHHON 3JIEKTPOHHOM
noanuchio. (B pen. PenepanpHoro 3akoHa ot 12.03.2014 N 33-D3)
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6) rocyJapCTBEHHbIE YHUTAPHBIE MPEINPUITHS, UMYLIECTBO KOTOPBIX HaXOIuTCs B (heaepaabHOM
cobctBeHHOCTH, ompenensembie [IpaBurensctBoM Poccuiickoit ®denepanuu, B uyacTd BBO3a B
Poccuiickyro ®enepannio He3aperUCTPUPOBAHHBIX JIEKAPCTBEHHBIX IPENapaToB, COJEPKalIX
HApKOTHUYECKUE CPEICTBA WM MCUXOTPOIHBIC BEIIECTBA, JIJI OKA3aHUS MEAUIIMHCKON MOMOIIHU IO
JKU3HEHHBIM IIOKa3aHUSAM KOHKPETHOrO MAalUEHTa WM TPYIIbl MAalUEHTOB B COOTBETCTBUU C
yacTbio 3.1 crtateu 47 nHactosimero dexepanbHOro 3akoHa. (B pen. depepanbHOrO 3aKoHA OT
27.12.2019 N 475-D3)

Honoswcenus nynkma 6 cmamou 48 npumensaromces 0o 31.12.2023 (nynkm 3 cmamou 4
deoepanvnozo 3akona om 27.12.2019 N 475-D3).

Crarbs 49. JlIokyMeHTbI, IpecTaB/IgAeMble B TAMOKEHHbIEC OPraHbI
Poccuiickon @enepauuu npu BBO3e JIEKAPCTBEHHBIX CPEACTB B

Poccuiickyo @eaepannio (B pea. @exepanabHoro 3akona ot 06.12.2011
N 409-d3)

1. Ilpu BBO3e nexkapcTBEHHBIX CpeAcTB B Poccuiickyro ®enepanuio B TaMOXEHHbIE OpraHbl
Poccuiickoit ®enepauuu Hapsiay C JAOKYMEHTaMH, IPEICTABICHUE KOTOPBIX IPELYyCMOTPEHO
TaMOXEHHBIM 3aKOHOJIaTEILCTBOM TaMOKEHHOTro cOor03a U (MJIM) 3aKOHOJATeIbCTBOM Poccuiickoi
®Denepalliil 0 TAMOKEHHOM JIeJie, IPEICTaBISIOTCS CIeyIoNINe TOKYMEHTHI: (B pe. denepaabHOro
3akoHa oT 06.12.2011 N 409-®3)

1) ceprudukar NPOU3BOAUTENSI JIEKAPCTBEHHOIO CPEJICTBA, YIOCTOBEPSIONIMI COOTBETCTBHE
BBO3MMOTI'O JIEKAPCTBEHHOTO CpPEJCTBa TpeOOBaHUSAM (apMakoIleilHOl cTaThbu JHOO B Cilydae ee
OTCYTCTBHSI HOPMAaTUBHOW JJOKYMEHTAIIMU UM HOPMATUBHOTO JOKYMEHTA;

2) paspelieHue YHNOJHOMOUYEHHOTo (eaepanlbHOr0 OpraHa MCIOJHUTEIbHOM BIACTH Ha BBO3
KOHKpPETHON MapTUU JIEKAPCTBEHHOI'O CPEJICTBA B CIIydasX, YCTAHOBJIEHHBIX YacThio 3 craThu 47
Hacrosuiero denepaabHOro 3aK0Ha.

2. JIOKyMEeHTBI, yKa3aHHble B MyHKTax | m 2 yactu | Hacrosumied craTbu, NPEACTABISAIOTCA B
TaMOKeHHble opraHbl Poccuiickoii @Penepanuu Npu NPUOBITUM JIEKAPCTBEHHBIX CPEACTB B
Poccuiickyto ®@eneparro. (B pen. OeaepanbHoro 3akona oT 06.12.2011 N 409-D3)

Crartbsa 50. BBo3 JiekapcTBeHHBIX nIpenapatoB B Poccuiickyro
denepanuio AJs1 THYHOI0 UCIOJIB30BAHUA U MHBIX HEKOMMEPYeCKHX
neJsei, a Tak:Ke AJIs1 HCI0JIb30BAHUS HA TEPPUTOPHUHU MEKIYHAPOAHOI 0
MEeIUIUHCKOro Kiacrepa (B pea. @egepanbHbix 3akoH0B 0T 06.12.2011
N 409-®3, ot 29.06.2015 N 160-®3)

1. JlexkapcTBeHHbIE Tpemnaparbl MOryT ObIThb BBe3eHbl B Poccuiickyto ®enepanuio 0e3 yudera
TpeOoBaHUl, MpeaycMOTpeHHBIX dYacTssmMu 1 - 4 crateu 47, cratbamu 48 u 49 HacTosmero
®denepanbHOTO 3aK0HA, €CJIM OHU TIpeIHa3HavYeHbl 1yist: (B pen. DenepanpHoro 3akona ot 06.12.2011
N 409-®3)

1) TMYHOTO MCMONIB30BaHUS (PU3NYECKUMHU JTULAaMU, puObIBIIMMH B Poccuiickyro @enepanuto. [pu
stoM BB03 B Poccuiickyro ®enepanuro  JEKapCTBEHHBIX  IIPENApaToB,  COAECPKAIIUX
CHJIBHOJICHCTBYIOIIME W (MJIM) SIIOBUTHIE BEILECTBA, BKIIOUEHHBIE COOTBETCTBEHHO B CIHCOK
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CUJIBHOJICMCTBYIOIIMX BEILECTB JIJIs IIEJIEH YroJIOBHOTO 3aKoHoAaTenbcTBa Poccuiickoit denepannun
U B CIIMCOK SIJOBUTBIX BEILECTB JUIA LEJIEH YTOJIOBHOIO 3aKoHOAaTenbeTBa Poccuiickon denepanuy,
yTBepkJeHHble [IpaButensctBoM Poccuiickoii denepaiuu, OCyHIECTBISCTCS MPU HATUYUU
JIOKYMEHTOB  (3aBEpEHHBIX KOMUW JOKYMEHTOB WJIM 3aBEPEHHBIX BBIMUCOK U3  HHX),
MOJATBEPXKJIAIOIIUX Ha3zHaueHue (PU3MUYEeCKOMY JIMIy YKa3aHHBIX JIEKQpCTBEHHBIX INpenaparoB (3a
UCKJIIOYEHHMEM JIEKapCTBEHHBIX IIPENaparoB, 3aperuCTpUpPOBaHHBIX B Poccuiickon Penepauuu u
oTmyckaeMbix B Poccuiickoit ®enepamuu  0e3 pemenTta Ha JIGKQPCTBEHHBIM Ipemapar).
[ToaTBepskaaromue TOKYMEHTHI (MX 3aBEPEHHBIC KOMUU WUJTU 3aBEPEHHBIC BBIITUCKHU U3 HUX) JOJIKHBI
COJIepXkaTh CBEJICHHSI O HAMMEHOBAHNU M KOJIMYECTBE HA3HAYEHHOTI'O JIEKAPCTBEHHOT 0 Ipenapara. B
cilydae, €clid MOATBEPKIAI0IINE JOKYMEHTHI (MX 3aBEPEHHbIE KOIUU WM 3aBEPEHHbBIE BBIIIUCKU U3
HUX) COCTaBJECHbl HA UHOCTPAHHOM SI3bIKE, K HUM MpUJIaraeTcsi HOTapuajabHO 3aBEPEHHBIN MEepeBOj
Ha pycckuil sA3bIK; (B pen. DenepanbHoro 3akona ot 02.06.2016 N 163-D3)

2) ucHojbp30BaHUSA pPAOOTHMKAMHM  JUIUIOMAaTHYECKOIO  KOpIyca WIM  IPEICTaBUTEISIMU
MEXYHapOAHBIX OpraHu3aluii, akkpenToBaHHbIX B Poccuiickoit @enepannuy;

3) nedeHus MAacCaXUPOB U WICHOB SKUIAXKEH TPAHCIOPTHBIX CPEACTB, IMOE3IHBIX Opuraa u
BOJAUTENEH TPAHCIOPTHBIX CpPENCTB, NpuHObIBIIMX B Poccuiickyto ®Denepanuio; (B pen.
denepanbroro 3akona ot 06.12.2011 N 409-D3)

4) nedyeHus y4aCTHUKOB MEXIYHApOAHbBIX KYJbTYpPHBIX, CIIOPTUBHBIX MEPONPUATUN U YYACTHUKOB
MEXIyHapOAHbIX SKCIIEIULUH;

5) 7nedeHHs KOHKPETHBIX JKMBOTHBIX B 300MapKax, 300cajgaxX, LHMpPKaX, OKeaHapuymax,
nenb(puHapusaX, JEUCHUs JUKUX KUBOTHBIX, IOCTOSIHHO MJIM BPEMEHHO HACEISIOIUX TEPPUTOPHIO
Poccuiickoit @enepanny, HaXOAAMMXCSA B COCTOSIHUM €CTECTBEHHOM CBOOO/IbI U MPUHAJIEKAIINX K
BUaM, 3aHeceHHbIM B KpacHyto kaury Poccuiickoit @denepanunu u (Min) KpacHble KHUTH CyOBEKTOB
Poccniickoit denepanuu, a Takxke KUBOTHBIX, BBO3UMBIX B Poccuiickyro @enepanuro i y4acTus B
CIOPTUBHBIX W 3pENULIHBIX Meponpusatusx; (B pea. PdexepanpHbix 3akoHOB oT 06.12.2011 N
409-93, or 02.08.2019 N 297-D3)

6) WHCMONb30BaHUS Ha TEPPUTOPUM MEXKIYHAPOJHOTO MEIUIMHCKOrO Kiactepa. (B pen.
denepanbHOro 3akoHa ot 29.06.2015 N 160-D3)

2. B cnyuasix, npeaycMOTpPEHHBIX 4acThio | HacTosIiel craThu, J0oMycKaeTcs BBo3 B Poccuiickyro
denepaluio JEKapCTBEHHBIX MpenapaToB, HE 3aperucTpupoBaHHbIX B Poccuiickoit ®eneparun. (B
pen. ®enepanshoro 3akona ot 06.12.2011 N 409-D3)

3. JlexapcTBEHHbIE Mpenaparthl, NpeAHa3HAYEHHbIE Il TYMaHUTapHON moMoIu (COAeHCTBUS) WIN
IIOMOLIM IPH 4Ype3BBIYAMHBIX CUTyalMsAX, BBO3ATCS B Poccuiickyro @Penepanuio B MOPSIKE,
yctanoBieHHoM [IpaButensctBoM Poccuiickoit ®deneparnuu. 3ampemaercs BBo3 B Poccuiickyto
@enepallilo  HE3apErMCTPUPOBAHHBIX JIEKAPCTBEHHBIX IPENApaToB, NPEJHA3HAYEHHBIX JJIA
TYMaHUTapHOH NOMOIIM (COAEHCTBHS) WM TMOMOIIM IPHU YPE3BBIYAMHBIX cUTyalUsX. (B pen.
®enepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

Crarba 51. Corpyann4ecTBo (pe1epajbHOIO OPraHa UCMOJHUTEIbHOU
BJIACTH, YIIOJJHOMOYEHHOT0 B 00J1aCTH TAMOKEHHOTI0 /1eJ1a, U IPYruxX
YIOJIHOMO4Y€HHBIX (eepaJbHbIX OPraHOB HUCIOJHUTEIbHON BJIACTH

1. VYnomHomoueHHbIE QenepaabHble OpraHbl HWCIOTHUTEIBHOW BIIACTH TMPEAOCTABIAIOT B
pacropsbkeHue (QeepalbHOr0 OpraHa HCIONMHUTEIHHOW BIIACTH, YIMOJHOMOYEHHOTO B 00IacTu
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TaMOXEHHOTO JieJIa, FOCyIapCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEJICTB, a TaKkKe MH()OPMALUIO O
BBIIaHHBIX pa3pelICHUsX Ha BBO3 KOHKPETHOM MapTHM JIEKApCTBEHHBIX CPEACTB B Clydasx,
YCTaHOBJICHHBIX 4acTbl0 3 craThu 47 HacTosmero denepanbHOro 3aK0Ha.

2. ®enepanbHbIil OpraH UCHOJIHUTEIBHON BIACTH, YIIOJTHOMOYEHHBIH B 001aCTH TAMOXKEHHOTO JiefIa,
UHPOPMHPYET yKa3aHHbIE B 4acTW | HACTOSINEH CTaThU YIOJIHOMOYEHHBIC (pelepanbHble OpraHbl
VICIIOJIHUTEIIBHOM BIIACTH O BBO3€ JIEKAPCTBEHHBIX cpencTB B Pocculickyro denepannio U BbIBO3E
JeKapCTBeHHbIX cpeAcTB u3 Poccuiickoit ®Penepaumu mno ¢opmMe U B TOPSAKE, KOTOPHIE

ycraHoBieHbl [IpaButenbctBoM Poccuiickoit ®denepanuu. (B pen. demepanbHOro 3akoHa OT
06.12.2011 N 409-®3)

I'nmasa 10. PAPMAIEBTUYECKASA JEATEJABHOCTD

Crarbs 52. OcymecTBieHue papManeBTHYECKOH 1eITeJIbHOCTH

1. ®apmaneBTHYecKas AEATEIbHOCTh OCYIIECTBIISIETCS OpraHu3alUsiIMU OINTOBOM TOPrOBJIU
JIEKapCTBEHHBIMU  CpPEACTBAMM, aNTEYHbIMH OpraHU3alUsIMM, BETEPUHAPHBIMU ANTEUHBIMU
OpraHu3alus My, WHJIWBUAYAJIbHBIMU  NPEANPUHUMATENIAMH, HMMEIOIIMMU  JIMLIEH3UI0  Ha
(dapMaleBTUYECKYIO JAESITENbHOCTh, MEAUIMHCKUMH OpraHu3alysIMH, UMEIOUIMMH JIMLIEH3UI0 Ha
bapMaleBTUYECKYIO AESITENbHOCTh, U UX 000COOJEHHBIMU MoOJpa3felieHus MU (amMOynaTopusMu,
denpamepckuMu M QeTbAMIEPCKO-aKyIIEPCKIMH TyHKTaMH, LEHTpaMHu (OTIACNEHUSIMH) OOIIei
BpaueOHOW (ceMeilHOW) NpPaKTHKH), PACIOIOXKEHHBIMA B CEJIbCKUX HACEICHHBIX ITyHKTaX, B
KOTOPBIX OTCYTCTBYIOT alTEUHblE OpraHU3allid, U BETEPUHAPHBIMH OPraHU3aLUsSIMU, UMEIOIIMMU

JUIEH3UIO Ha (hapMaleBTHUECKYIO JIesATeNbHOCTh. (B pea. PenepanbHoro 3akona ot 25.11.2013 N
317-d3)

2. ®u3uyeckue JMLIA MOTYT OCYILECTBIATh (apMaleBTHUUYECKYIO JeSTeNbHOCTh NpU HAIUYUU
BBICILIETO WJIM CpeAHEro (hapMalleBTHUECKOro 00pa3oBaHus U cepTU(UKaTa CIEIHAINCTA, BBICILIErO
WINA CPEeTHEr0 BETEPHUHAPHOIO 00pa30BaHUS U cepTHU(HKATa CIELHUATNCTa, a TAKKe BBICIIETO WIN
CPEIHEr0 MEIUIMHCKOro 00pa3oBaHMs, CepTH(UKATa CIEHUAIUCTa U JONOJIHUTEIBLHOIO
npodecCHOHATBLHOIO 00pa30BaHUsl B YaCTH PO3HMYHOM TOPTOBJIM JIEKAPCTBEHHBIMU INpernapaTaMu
IpU YCIOBUM HUX paboTbl B OOOCOOJIEHHBIX MOAPA3JEICHUIX MEAMIMHCKUX OpraHu3aIuil,
yKa3aHHBIX B 4acTu | Hacrosiei crateu. (B pen. dexepanbHoro 3akona ot 27.07.2010 N 192-D3)

Crarps 52.1. BBoa B rpaxkaaHCcKuil 000pOT JIEKAPCTBEHHbIX
NpenaparoB sk MEIMIIUHCKOT0 IpuMeHeHud (B pea. @enepajbHOro
3akoHa oT 28.11.2018 N 449-P3)

1. [lepen BBOJOM B Tpa)kJIaHCKHI 00OPOT KAXKIAOW CEpUM WM KaXKIAOW MapTHH MPOM3BEIECHHOTO B
Poccuiickoit ®enepanuu JIEKapCTBEHHOIO IIpenapara Uil MEIULIMHCKOTO INPUMEHEHHS, 3a
UCKJIIOYEHHEM HMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX IMpenapaToB, MPOU3BOJAUTENb TaKOIroO
JIEKapCTBEHHOTO TpernapaTa MpeacTaBiseT B (elepalibHbIA OpraH HCIOJHHUTEIbHOM BIAcTH,
OCYILECTBIIIONMM (YHKIMH 10 KOHTPOJIIO M HaA30py B cdepe 3ApaBOOXPAHEHUS, JOKYMEHT
IIPOU3BOJUTENS  JICKAPCTBEHHOI'O  CPEACTBA, IOATBEPXKAAOIIMN  KAdyeCTBO JIEKAPCTBEHHOI'O
npenapara, U MOATBEPKACHHUE YIOIHOMOYEHHOTO JIMIA IPOU3BOAMTENS JIEKAPCTBEHHBIX CPEJICTB
COOTBETCTBUSl ~ JICKAPCTBEHHOTO  Mpemapara  TpeOOBaHMSM, YCTAHOBJIEHHBIM IIPH €0
rOCYJJapCTBEHHOM pPETUCTpaLUu.
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2. Tlepen BBOOOM B Tpa)xKAaHCKUU OOOPOT KAXKIOW CEpUU WIM KaXIOW MapTHH BBO3UMOTO B
Poccniickyro @enepanuio JIEKapCTBEHHOIO IIpemnapara Juisi MEAUIMHCKOrO IIPUMEHEHHMs, 3a
HCKIIFOUEHHEM UMMYHOOHOJIOTHYECKHUX JIEKAPCTBEHHBIX Ipenaparos, opraHusanus,
OCYILIECTBJISIFOIIAsl BBO3 JIEKAPCTBEHHOIO Ipenapara B Pocculickyro denepaunio, IpeACTaBIsET B
denepanbHbIl OpraH HMCIOJIHUTEIbHOM BJIACTH, OCYIIECTBISIONIMN (YHKIUUM TO KOHTPOJIO U
Ha/I30py B cdepe 3apaBOOXpaHEHHS, CepTU(UKAT MPOU3BOAUTEINS JIEKAPCTBEHHOTO CpPEICTBA,
YAOCTOBEPSIOIIUN  COOTBETCTBME  BBO3MMOIO  JIGKQPCTBEHHOTO  Mpemnapara  TpeOOBaHUSIM
dapmakonelHoi cTaTbu, a B cIy4ae OTCYTCTBUS (hapMakONEWHOW cTaTbu TPeOOBAHUSAM
HOPMAaTHBHOM JOKYMEHTALlMH, U MOATBEPKACHHUE MPEACTABUTENSI OpPraHnu3alii, OCYLIECTBISIOIEH
BBO3 JIEKAPCTBEHHOro Ipenapara B Pocculickyro denepanuio v yrnoJHOMOYEHHOW HHOCTPAHHBIM
MIPOU3BOJUTENIEM JIEKAPCTBEHHBIX CPEJICTB, COOTBETCTBUS BBO3UMOI'O JIEKAPCTBEHHOr'O IMperapara
TpeOOBaHUSAM, YCTAHOBJIEHHBIM IIPH €0 FOCYAAPCTBEHHOW PETUCTpaLUH.

3. Iopsaok mpeacTaBiIeHUs] B COOTBETCTBUU C YacTAMU | W 2 HACTOSIIECH CTaTbU JOKYMEHTOB U
CBEICHHI O JICKAPCTBEHHBIX MperapaTrax, BBOJUMBIX B T'PaXKIAHCKUN 00OOPOT, yCTaHABIUBAETCS
IIpaBurenscTBOM Pocculickon denepanum.

4. B OTHOIIEHWH MEPBBIX TpeX CEpUM WM TAPTUM JIEKAPCTBEHHOrO Ipernapara, BIEPBbIE
npousBegeHHoro B Poccuiickoii denepanuu uiM BriepBbie BBO3UMOTO B Pocculickyro denepanuio, B
denepanbHbIE OpraH HCIOJTHUTEIBHOM BJIACTH, OCYIIECTBISIONINN (YHKIUU TO KOHTPOIIO U
HaJ30py B cdepe 37ApaBOOXPAHCHUS, JOMOJHHUTEIBHO IMPEACTABISETCS MPOTOKOJ HCIBITAHUN O
COOTBETCTBUU CEPUM WJIM MApTHH JICKAPCTBEHHOI'O Mpenapara A MEAUIMHCKOIO MPUMEHEHUS
MOKa3aTeJIsIM KadecTBa, MPEIyCMOTPEHHBIM HOPMATHBHOM JOKYMEHTalMeW (nanee - MPOTOKOJ
WCIIBITAaHUH ), IPOBOJUMBIX aKKPEAUTOBAaHHBIMH B COOTBETCTBUH C 3aKOHOAATEIILCTBOM Poccuiickoi
Oeneparii 00 aKKpeIUTAlMM B HAIMOHAIBHOH CHCTEME aKKpenuTanuu (QeneparbHbBIMH
rOCYy/IapCTBEHHBIMU OIO/KETHBIMH YUPEKICHUSIMH, MOJBEIOMCTBEHHBIMH (eiepallbHOMY OpraHy
WCIIOJTHUTEIIbHOW  BJIACTHU, OCYIIECTBIISIIONIEMY (YHKIIMM TIO BBIpaOOTKE ©  peau3aluu
TOCyapCTBEHHOW  TOMUTUKA M  HOPMATUBHO-TIPABOBOMY  DPETyJIHMpOBaHHIO B  cepe
3paBOOXpaHeHus, U (deaepalibHOMY OpraHy HWCIOTHUTEIBHOW BIACTH, OCYIIECTBIISIONIEMY
GYHKIIUM 10 KOHTPOJIO M Ham3opy B cdepe 3apaBooxpaHeHus. [lopsaok Bblgauu ykazaHHBIMU
dbenepalbHBIMUA TOCYIAPCTBEHHBIMU OIOJIKETHBIMH YUPEKIACHUSIMHU JTaHHOTO MPOTOKOJA U pa3Mep
IJIATHI 32 €ro BblAavy ycra"asiausatorces [Ipasurensctsom Pocculickoit @enepanuu.

5. Exeroano He mo3nHee 1 (deBpans mMpoU3BOAUTENU JEKAPCTBEHHBIX CPEACTB WIIM OpPTaHU3AIHH,
OCYIIIECTBIISIONINE BBO3 JIEKAPCTBEHHBIX MpenapaToB B Poccuiickyto deneparnuio, mpeacTaBisioT B
denepanbHBIE OpraH HMCIOTHUTEIHHOM BIIACTH, OCYIIECTBISIONINN (YHKIUU TO KOHTPOIIO U
HaJ30py B cepe 3apaBOOXpaHEHUS, MPOTOKOJ HCIBITAHUN ITOCTYIHBIIETO B TCUEHUE TOJa B
TpaXAaHCKUI 000POT JIEKapCTBEHHOI'O Mperapara KOHKPETHOTO MPOU3BOAUTENS (Ha OJHY CEPHIO
KQ)KJI0T0 TOPrOBOTO HAMMEHOBAHUS C YYETOM JICKAPCTBEHHON (POPMBI U JIO3UPOBKH ), TIPOBOIUMBIX
AKKPETUTOBAHHBIMH B COOTBETCTBHM C 3aKOHOJATeNbcTBOM Poccuiickoii @Denepanuu 00
aKKpeTUTAllMK B HAIlMOHAJIBHOW CHCTEME AaKKpPEAWTAIIMA HWCIBITATSIbHBIMU J1a0OopaTOpUsIMHU
(LleHTpamm).

6. IlpousBoguTenu JEKApCTBEHHBIX CPEJICTB WM OpraHU3allid, OCYIIECTBISIOUINE BBO3
JEKapCTBEHHBIX IpenapatoB B Poccuiickyro denepannto, He MEHee 4YeM 3a OOUH TOA [0
IUTAHUPYEMbIX MPHOCTAHOBIIEHUS WMJIM TpEKpallleHus MpPOM3BOJACTBA JEKApPCTBEHHBIX MperapaTroB
win ux BBo3a B Poccuiickyro ®enepanuio yBegoMIsIOT 00 3ToM (elepanbHbIii  opraH
WCIIOJTHUTENIbHOM BIACTH, OCYIIECTBISIONMN (QYHKIMKM 1O KOHTPOJIO M Haa30opy B cdepe
3/IpaBOOXpaHeHHs U (eaepabHbIi OpraH UCIIOJHUTEIBHON BIACTH, OCYIIECTBIISIONINHN (QYyHKIIMH MO
JUIEH3UPOBAHUIO MTPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEICTB.



7. BBOm B TpakIaHCKH OOOPOT KaXJAOW CEPUU WM KaKJIOW MapTHH WMMYHOOHOJIOTHYECKOTO
JIEKapCTBEHHOr'0 IIpenapara, npou3BeAeHHOro B Poccuiickoit ®enepaunu WM BBO3UMOIO B
Poccuiickyro @enepaliuio, OCyIIECTBISETCS Ha OCHOBAaHUH Pa3pelIeHUs], BBIIAHHOTO (peepaabHbIM
OpraHOM HCIIOJIHUTENILHON BJIACTH, OCYLIECTBISIOMMM (YHKIUHU 110 KOHTPOJIIO U HAJI30py B cdepe
3/[paBOOXpPAHEHUS, HA OCHOBaHUH BBIIAHHOTO (elepalIbHBIMU TOCYJIaPCTBEHHBIMU OIOPKETHBIMU
YUPEKICHUSIMU, YKA3aHHBIMU B 4acTH 4 HACTOSAIIEH CTaThH, 3aKJIOUECHUS O COOTBETCTBUM CEpUU
WIM NapTUU UMMYHOOHOJIOTMYECKOTO JIEKaPCTBEHHOIO Mpernapara TpeOOBaHUSM, YCTAaHOBIIEHHBIM
IIPU €ro rocyAapcTBeHHOM peructpauuu. [Iopsaok Bbelgayu pa3penieHuss Ha BBOJ B I'PAKIAHCKUMI
000pOT cepuu WK MapTHH UMMYHOOHOJIOTHYECKOr0 JIEKAPCTBEHHOT'O Mpenapara, a Takke HopsAIoK
BBIJIAYM  YKA3aHHOI'O 3aKJIIOUEHHs M pasMep IUIaThl 3a €ro BbIA4y YCTAHABIMBAKOTCS
IIpaButenscTBOM Poccuiickoit denepanuu.

8. 3a HempeACTaBICHUE WM HECBOEBPEMEHHOE IIPEJICTABICEHUE JIOKYMEHTOB M CBEJICHHU,
MpEeAyCMOTPEHHBIX yacTsMu 1, 2, 4, 5 u 6 HacTOAIlIEeld CTaThbU, MPOU3BOAMUTENN JIEKAPCTBEHHBIX
CPEACTB M OpraHMu3allud, OCYLIECTBIISIOLIME BBO3 JIEKAPCTBEHHBIX IpernapatoB B Poccuiickyro
®enepannio, HECYT OTBETCTBEHHOCTh B COOTBETCTBMM C 3aKOHOJATENIBCTBOM Poccuiickoit
®enepanuu.

9. IlpencraBiieHue OKyMEHTOB U CBEJIEHUH, MPEIyCMOTPEHHBIX yacTsMu 1, 2 u 4 Hacrosuien
CTaTbl, W TOJYYEHHUE NPELYyCMOTPEHHOTO 4YacTbl0 7 HACTOALIEH CTAaTbU pa3pelleHHs Ha BBOJ
UMMYHOOHOJIOTHYECKOTO JICKQPCTBEHHOTO NpenapaTa B TPaKIaHCKUKA 000poT He TpeOyroTcs B
OTHOLICHUH JIEKapCTBEHHBIX IIPENapaTroB, NPEAHA3HAUYECHHBIX MJI1 IPOBEICHUS KIMHUYECKUX
MCCJIEJOBAaHUM JIEKAPCTBEHHBIX MPENapaToB, MPOBEACHUS SKCIIEPTU3bI JIEKAPCTBEHHBIX CPEICTB IS
OCYLIECTBJICHUSI T'OCYJApCTBEHHOM pErucTpaluu JIEKapCTBEHHBIX IIpENapaTroB, a TakKXke B
OTHOILIEHUH HE3apEerUuCTPUPOBAHHBIX JIEKAPCTBEHHBIX PENApATOB, IPEAHA3HAYECHHBIX JIIsl OKa3aHUs
MEAMLIMHCKOW IIOMOIIM I10 JKM3HEHHBIM IIOKA3aHHUAM KOHKPETHOIO NALUEHTa WIM TPYIIbI
MAIMeHTOB, BBO3UMBIX B Poccmiickyro denepamnuio B COOTBETCTBUU ¢ YacTsamu 3 U 3.1 crarbu 47
Hactosiero denepanbHOro 3akoHa. (B pen. deaepanbHoro 3akona ot 27.12.2019 N 475-D3)

10. Ilpu BBISBICHHH B TIpaXJaHCKOM O0OpOTE CEpUU WM MapTUU JIEKApCTBEHHOI'O Iperapara,
JIOKYMEHTBI U CBEJEHHUS O KOTOPBIX, IPEIyCMOTPEHHbIE YacTAMU 1, 2 u 4 HacTodlel cTaTbH, HE
npejcTaBieHbl B (efepaibHblii OpraH MCIIOJHUTEIBHON BJIACTH, OCYLIECTBISIONMNA (YHKIHU 1O
KOHTPOJIIO ¥ HAaA30py B cepe 34paBOOXPaHEHNUs, JINOO CEPUH MM apTUU UMMYHOOHOIOTHYECKOTO
JEKapCTBEHHOTO IIperapaTa, HE HMMEIOLIIUMX pa3pelleHus Ha BBOJ B TpaXAaHCKUH 000poT,
IPElyCMOTPEHHOI'O YacThlO0 7 HACTOSIIEW CTAaThbU, (peepalibHbIi OpraH UCHOJHUTEIBLHOM BIacTH,
OCYILECTBIAIONIMM (DYHKIIMM MO KOHTPOJK M HaA30py B cdepe 31paBOOXpaHEHUs, B MOPSJIKE,
ycranoBieHHOM [IpaButensctBom Poccuiickoit @enepanny, NPUHUMAET PELICHUE O NMPEKPALCHUN
rpaXkJJaHCKOro 000poTa TaKMX CEpUHM WM MApTUHU 10 MPEJICTABICHHs YKa3aHHBIX JOKYMEHTOB W
CBE/IEHUH TM00 MOJIy4YEHUs YKa3aHHOTO Pa3peIICHuUsl.

Crartba 53. Ilpoaaxa, nepegaya JJeKApCTBEHHbIX CPE/ICTB
OPraHu3alMsiMM ONITOBOM TOProBJIM JIEKAPCTBEHHBIMHU CPeACTBAMU

1. Opranuzanuy ONTOBOW TOPTOBIU JIEKAPCTBEHHBIMH CPEICTBAMU MOTYT OCYIIECTBIATH MPOJAXKY
JIEKAPCTBEHHBIX CPEJCTB WM MEpPENaBaTh X B YCTAHOBIEHHOM 3aKOHOJATENBCTBOM Poccuiickoin
Oenepanu  MopsiAke (3a UCKIOYeHHEM (apMaleBTUYECKOW CYOCTaHIIMM CIHUPTa JTUIOBOTO
(aranomna): (B pea. Penepanbubix 3aKoHOB 0T 29.07.2017 N 278-D3, o1 27.12.2019 N 481-D3)

1) apyrumM opraHu3anisiM ONTOBOW TOPTOBIIH JIEKAPCTBEHHBIMU CPEJICTBAMU;
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2) IpOU3BOIUTEIISAM JIEKAPCTBEHHBIX CPEJICTB AJIS LeJIel MPOU3BOJICTBA JIEKAPCTBEHHBIX CPE/CTB;
3) anTeyHbIM OpraHU3alUsIM U BETEPUHAPHBIM allT€YHBIM OPraHU3aIUsIM;
4) HayYHO-HMCCIIEIOBATEIHLCKUM OPTaHU3aIUsAM JIJIs1 HAyYHO-UCCIIEI0BATEIbCKOU PabOThI;

5) UHAUBUAYaTbHBIM MPEANPUHUMATEISIM, HWMCIONIMM JIMIEH3UI0 Ha (apMaleBTUYECKYIO
JEATEIIbHOCTD WJIY JIMLEH3UIO HA MEIULIMHCKYIO JIEeSATEIbHOCTD;

6) MEAUIIMHCKUM OpPTaHHU3AIHSIM, B TOM YUCIIEC CO3JJaHHBIM U 3apPETUCTPUPOBAHHBIM B COOTBETCTBUU
C 3aKOHOJATEJIbCTBOM HWHOCTPAaHHOIO TrocyAapcTBa - wieHa OpraHuzalud SKOHOMUYECKOTO
COTPYIHUYECTBA W  PA3BUTUS  HMHOCTPAHHBIM  FOPUIUYECCKUM  JIUIAM, HHIUBHIYAJTbHBIM
MNpeIPUHUMATENSAM, SBJSIONIMMCS YYaCTHHKAaMHU NpoeKkTa B cooTBeTcTBUM ¢ DenepanbHbIM
3akoHOM "O MeXIYHApOJAHOM MEIUIIMHCKOM KJIacTepe M BHECEHHUU H3MEHEHHH B OT/ACNIbHBIC
3aKOHOJaTeabHbIe akThl Poccuiickoit deneparuu", W BETEPUHAPHBIM OpraHM3anusM; (B pel.
denepanpHOro 3akona ot 26.07.2019 N 240-D3)

7) opramm3anuvsiM MW HWHAUBUAYAJIbHBIM MNPCANPUHHUMATEIIAM, OCYIICCTBIAIOINM pPa3sBECACHUC,
BBIPAIIIMBAHHE M COJCP)KAHHWE JXMBOTHBIX (32 HCKIIOYCHHEM TMPOJAXKH UM (apMareBTHYCCKUX
cyOcTaHiuit win ux nepeaayn). (B pen. @eaepanpuoro 3akona ot 02.08.2019 N 297-03)

2. OpraHu3anuu ONTOBOW TOPIOBJM JIEKAPCTBEHHBIMU CPEJICTBAMHU HE BIIPAaBE OCYILIECTBIATH
npojnaxy (mepenadyy B YCTaHOBJIEHHOM 3aKOHOJIATEIhCTBOM Poccuiickoit deneparuiu Mopsiake)

dapmalieBTUYECKON CyOCTaHIIMU CIHMpTa 3TUIOBOrO (9TaHona). (B pen. deaepanbHOro 3aKoHa OT
27.12.2019 N 481-03)

Crarbs 54. [IpaBuiia onToBOil TOProOBJIM JIEKAPCTBEHHBIMH
cpeacTBamMu

OnToBasti  TOProBis  JIGKAPCTBEHHBIMH  CPEJICTBAMH  OCYLIECTBISETCS  MPOU3BOJUTEISIMU
JIEKapCTBEHHBIX CPEICTB U OPraHU3alUsAMU ONTOBOW TOPIOBIU JICKAPCTBEHHBIMHU CPEICTBAMM I10
IpaBWJiaM Hajulexalled JUCTPUOBIOTOPCKOM NPAKTHUKUM W IpaBWIaM Hajuiexalled MpaKkTUKU
XpaHEHUsI U IEPEBO3KU JIEKAPCTBEHHBIX IIPENapaTroB, YTBEPKIACHHBIM COOTBETCTBYIOIIMMU
YIOJHOMOYEHHBIMU (hesiepaJbHBIMU OpraHaMU MCIIONHUTENbHON BiacTu. (B pea. denepanpHoro
3aKkoHa 0T 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

Crarba 55. [lopsigok po3HMYHOM TOProOBJIM JIEKAPCTBEHHBIMHU
npenaparamMmu

1. Po3HuM4Has TOProBisi JIEKapCTBEHHBIMHU IIperapaTaMd B KOJWYECTBAX, HEOOXOTUMBIX s
BBITOJIHEHHS BpaueOHbIX ((enpaiepckux) Ha3HaYeHUH WM Ha3HAYeHUH CIeIMaIiuCcTOB B 00JacTH
BETEPUHAPUH, OCYIIECTBISETCS aNTEYHBIMH OpraHU3alUsSMH, BETEPUHAPHBIMH AaNTEUYHBIMU
OpraHM3alUsAMH, WHIWBUAYAJIbHBIMH  IPEANPUHUMATENSAMH, HUMEIOIIMMHM  JIMLIEH3UI0  Ha
(bapMaleBTUYECKYIO AESITeNbHOCTh, MEAUIMHCKUMH OpraHu3alysIMH, UMEIOUIMMH JIMIEH3UI0 Ha
(bapMaleBTUYECKYIO0 JesTeIbHOCTh, U MX O0OCOOJEHHBIMU MOJpPA3JeNeHUsIMH (aMOyJIaTOPHIMH,
denpamepckuMu U (PenpaIIepcKo-aKyepCKUMH ITYHKTaMu, LEHTpaMu (OTAeNeHUusIMU) oO0mien
BpaueOHOW (CeMelHHON) MNpaKTHKH), PACHOJOKEHHBIMU B CEJIbCKUX HACEJIEHHbIX IYHKTaX, B
KOTOPBIX OTCYTCTBYIOT alTeUHble OpraHU3allid, U BETEPUHAPHBIMH OPraHU3aLUSIMU, UMEIOIINMHU
JHMIEH3MI0 Ha (apMaleBTHUECKYI0 JEATeNbHOCTh. PaspelieHa po3HUYHAs TOPIOBIS TOJIBKO
JIEKApCTBEHHBIMH IIperapaTaMu, 3aperucTpUpoBaHHbBIMM B Poccuiickoit @enepanuu WiIu
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U3TOTOBJICHHBIMU aNTEYHBIMH OpPraHMU3AlMsIMH, BETEPUHAPHBIMH aNTEYHBIMH OPTaHU3ALUSIMH,
WHAWBUAYAIBHBIMU  MPEANPUHUMATEIISIMA, WMCIOIIMMU JIMIICH3WI0 Ha  (hapMaleBTHYECKYIO
JEeSTeNIbHOCTh. PO3HUYHAS TOPTrOBIIs JIEKapCTBEHHBIMHU IpenapaTaMu OCYIIECTBISIETCS MO MpaBuiaM
Ha/JIeXKAIMIEH aNTeUYHOW MPAKTUKH, YTBEPKIACHHBIM YIIOJTHOMOYEHHBIM (DeepaqbHbIM OpPraHOM
WCITOJTHUTENIbHON BiacT. (B pen. denepanbHbix 3akoHOB oT 25.11.2013 N 317-®P3, ot 22.12.2014
N 429-®3 (pen. ot 13.07.2015))

1.1. Po3HuuHas TOProBisl JEKApCTBEHHBIMHU IMpenaparamu Ui MEAUIIMHCKOTO MpUMEHEHHUs (3a
UCKJIIOYCHHEM JIEKAPCTBEHHBIX TPENapaTroB, OTIYCKAEMBIX IO pEUEenTy Ha JEeKapCTBEHHBIH
npenapar, HapKOTHYECKUX JIEKAPCTBEHHBIX IMpENnapaToB © ICUXOTPOMHBIX JIEKAPCTBEHHBIX
IpernapaToB, a TakKXKe CHUPTOCOJECpPKAIIUX JIEKAPCTBEHHBIX IpernapaToB ¢ OOBEMHOHN JoJjeit
STUJIOBOTO CIIMPTA CBBIIE 25 TMPOIEHTOB) MOXET OCYIIECTBIATHCS ANTEUHBIMU OpPraHU3ALUSIMHU
JUCTAHIIMOHHBIM  CIOCOOOM. PO3HMYHYIO TOProBiIIO JIGKAPCTBEHHBIMU MperapaTamM IS
MEAWIIMHCKOTO TMPUMEHECHHSI JTUCTAHIIMOHHBIM CIIOCOOOM MOTYT OCYIIECTBJISATh AlTEYHBIC
OpraHHu3aIiy, UMEIOIIUE JUIEH3UI0 Ha (apMalleBTUYECKYIO JIEATEIbHOCTh M COOTBETCTBYIOIIEE
paspenieHue (eneparbHOTO OpraHa WCIOJTHHUTEIBLHOW BJIACTH, OCYIICCTBISIONMETO (DYHKIHU IO
KOHTPOJIIO M Haa3opy B cdepe 3apaBooxpaHeHus. I[lopsgok BelgauM paspelieHds Ha
OCYIICCTBIICHUE PO3SHUYHOMN TOPTOBIH JICKAPCTBECHHBIMH IMpENapaTaMyu JUCTAHIIMOHHBIM CIIOCO00M,
TpeOOBaHUSI K anTeYHbIM OPTraHU3AlMSIM, KOTOpPbIE MOTYT OCYIIECTBISTh TAaKylH TOPIOBIIO, W
MOPSIIOK €€ OCYIIECTBJICHUS, a TAK)Ke MPaBHIIa TOCTABKH JICKAPCTBEHHBIX IMPENapaToB rpaxjaaHam
ycranaBnuBatotrcs [IpaBurensctBom Poccuiickoit ®enepanuu. HMudopmarus 00 orutaueHHBIX
(OTIYIIEHHBIX) W TOJTYYEHHBIX JICKAPCTBEHHBIX Ipenaparax BHOCUTCS B CUCTEMY MOHUTOPHHTA
JIBUKEHHSI  JIGKAPCTBEHHBIX TMpEnaparoB i MEIUIIMHCKOTO TMPUMEHEHHS B  TOpPSAKE,
MPEeAyCMOTPEHHOM 4acThlo 7 ctatbu 67 Hactosiero denepanpHoro 3akona. (B pea. denepanbHoro
3akoHa oT 03.04.2020 N 105-®3)

2. Bunapl anTeyHbIX OpraHM3alMii W MpaBWia OTHyCKa JIEKAPCTBEHHBIX IpenapaToB IS
MEAMIMHCKOTO PUMEHEHUs anTEeYHbIMU OpraHu3aIsAMH, WH/IMBUyallbHBIMU
NpeIPUHUMATENSIMU, MMEIOIMMHU JIMIEH3UI0 Ha (apMaleBTUYECKYIO JEATEIbHOCTh, a TaKXKe
npaBUia OTIYCKa JEKAapCTBEHHBIX IMPENapaTroB A MEAULUHCKOTO NMPUMEHEHHUs MEeAULUHCKUMU
OpraHM3alUsIMH, HMEIOIIUMHU JIMIEH3UI0 Ha  (QapMaleBTUYECKYI0 JIeATENbHOCTh, U HX
000c00IeHHBIMU NOJIpa3AeIICHUsIMU (amOynaropusimu, GenpamepcKkuMu "
GenpamepcKko-aKyepckKuMu MyHKTaMH, [IEeHTpaMu (OTAeIeHUsIMHI) o011eil BpaueOHO (cemeitHoM)
NPAaKTUKH), PACMOJOKEHHBIMU B CEIbCKMX HACEJIEHHBIX IYHKTAaX, B KOTOPBIX OTCYTCTBYIOT
anTeyHble  OpraHM3alH,  YTBEPXKJAIOTCA  YNOJIHOMOYEHHBIM  (efepalbHbIM  OpPraHoOM
UCIIOJIHUTENBHOI BiacTu. (B pea. enepanpHoro 3akoHa ot 25.11.2013 N 317-03)

3. IIpaBuia oTmycka HapKOTHUYECKUX CPEJCTB M ICUXOTPOMHBIX BEIIECTB, 3apPETrMCTPUPOBAHHBIX B
Ka4eCTBE JICKAPCTBEHHBIX MPEMapaToB, JIEKAPCTBEHHBIX MPETapaToB, COACPKAIINX HAPKOTUIECKHE
CpeACTBa M MCUXOTPOITHBIE BEIIECTBA, YTBEPHKAAIOTCSA YIMOTHOMOUYEHHBIM (pe/iepanibHbIM OpraHOM
UCTIOTHUTENIHOW BIIACTH IO COTJIACOBAHHIO C (pellepaibHBIM OPraHOM HCIOJIHHUTENBHOW BIIACTH,
YIOJIHOMOYEHHBIM B cdepe BHYTpeHHHX Jen. (B pen. PenepanpHoro 3axkoHa ot 03.07.2016 N
305-93)

4. JlexapCTBEHHble Iperaparbl [UId BETEPUHAPHOTO MPUMEHEHHsS MOJJIeKAT  OTIYCKY
BETEpUHAPHBIMU aTNTeYHBIMH OpraHU3aIUSIMH, BETepUHAPHBIMHU OpraHu3aIUsIMH,
UH/IUBUYAIbHBIMUA  TPEANPUHUMATENSAIMH, HMEIOIMMH JIMLIEH3UI0 Ha  (papMaleBTHYECKYIO
nesTenbHOCTh.  OTIyCK  JIGKAapCTBEHHBIX — TpenapaToB  UIS  BETEPHUHAPHOTO  MPHUMEHEHHS
OCYILIECTBIISICTCSI B COOTBETCTBUU C MPABMJIAMHU HaJUIeXKalleil anTeyHOM MPakTHKH JIEKapCTBEHHBIX
NpenapaToB JUIsi BETEPHHAPHOTO TPUMEHEHUS, YTBEPXKJACHHBIMU YIIOJIHOMOYEHHBIM (heaepabHbIM
OpraHOM HCIOJHUTEIbHOM Bi1acTh. (B pen. enepanbHoro 3akona ot 02.08.2019 N 297-D3)



https://normativ.kontur.ru/document?moduleid=1&documentid=225008#l1483
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l855
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l855
https://normativ.kontur.ru/document?moduleId=1&documentId=395983#l2484
https://normativ.kontur.ru/document?moduleid=1&documentid=358629#l7
https://normativ.kontur.ru/document?moduleid=1&documentid=225008#l1483
https://normativ.kontur.ru/document?moduleid=1&documentid=288956#l214
https://normativ.kontur.ru/document?moduleid=1&documentid=288956#l214
https://normativ.kontur.ru/document?moduleid=1&documentid=340869#l24

5. TlepeyeHr MEAMIIMHCKMX OpTaHU3AIMK, WMEIONIMX JHUIEH3WI0 Ha (apMareBTUYECKYIO
NesITeIbHOCTh, W HMX O000COOJICHHBIX TMOJpa3nieneHuil (amOymartopuil, (enpImepcKux Hu
denpaepcKo-akymepcKux IyHKTOB, IIEHTPOB (OTaeneHuid) oOmiel BpadeOHOW (CeMeiHOi)
NPAKTUKH), PACTIOJI0KEHHBIX B CEIbCKUX HACEICHHBIX MYHKTaX, B KOTOPBIX OTCYTCTBYIOT allTCUHBIC
OpraHu3allii, a TaKXKe IePeYeHb JICKAPCTBCHHBIX MPENapaToB, MpPOAaKa KOTOPHIX MOXKET
OCYILECTBIIATHCS  YKAa3aHHBIMH OpraHM3aldsIMH M UX O00OCOOJCHHBIMU TOJpPA3ICIICHUSIMH,

YCTaHaBJIMBAIOTCSI OpraHaM¥ UCIIOJHHUTEIFHON BIacTH cyOobekToB Poccuiickoit denepanum. (B pen.
denepanbbix 3akoHOB 0T 25.11.2013 N 317-@3, ot 03.04.2020 N 105-D3)

6. AnTeuyHble OpraHU3allMU, WHIUBUAYaJIbHbIC MPEANPUHUMATEIIM, HMEIOIINUE JHMICH3UI0 Ha
(bapMaleBTUYECKYIO JIeATENbHOCTh, 00s3aHbl OOecreynBaTh YyTBEpKIeHHBINH [IpaBUTENHCTBOM
Poccuiickoit ®enepanuu U (HOpMHUPYEMBIi B YCTAaHOBJICHHOM WM TOPSAKE MHHHUMAIbHBIA
ACCOPTUMEHT JIEKAPCTBEHHBIX MPENapaToB, HEOOXOIUMBIX Ui OKa3aHHs MEIULUHCKON MOMOIIH. (B
pen. @denepanpHoro 3akoHa ot 25.11.2013 N 317-D3)

7. AnTeuHbIe OpraHM3ALWHW, WHAWBUAYAIbHbIC MPEINPUHAMATEIN, HMCIOUINE JIUICH3UIO Ha
q)apMaHGBTI/I‘-IeCKYIO ACATCIBHOCTh, HapAAy C JICKAPpCTBCHHBIMHU IIp€riapaTaMud HMMCIOT IIPaBoO
npuoOperaTh W TpoJaBaTh, B TOM YHCIE JAMCTAHIIMOHHBIM CIIOCOOOM, MEIUIIUHCKHE H3JICIHs,
Ne3NH(DUIMPYIOIINE CPEICTBA, MPEAMETHI U CPEICTBA JTUYHON TUTHEHBI, TIOCYAY JUIS MEAUITMHCKUX
eNiel, IpeMEThl U CPEICTBa, MPEIHA3HAYCHHBIC JUISl yX0Jia 32 OOJIbHBIMU, HOBOPOXKICHHBIMU U
JIEThMH, HE JOCTHTIIMMH BO3pacTa TPEX JET, OYKOBYIO OINTHKY W CpPEICTBa yXojaa 3a HEH,
MUHEpaAJIbHBIC BObI, MPOIYKTHI JICYEOHOTO, JETCKOTO M JAUETUYECKOrO TMHTaHUs, OUOIIOTUYCCKU
AKTHUBHBIC I[O6aBKI/I, Hap(i)IOMepHI)IC u KOCMETHYCCKUC CpeacTBa, MCOUIIMHCKHUEC n
CaHUTaPHO-TIPOCBETUTEIIbHBIC TICUATHBIC M3IaHUs, PEIHA3HAYCHHBIC JIUIsl TIPOTAaraH bl 3JI0pOBOTO
obpa3za xu3Hu. (B pea. Peaepanbubix 3akoHOB 0T 27.07.2010 N 192-®3, ot 25.11.2013 N 317-D3,
ot 03.04.2020 N 105-®3)

8. JlesTenpHOCTh anTeuyHbIX opraHusanuii Boopyxkennsix Cun Poccuiickoin ®denepannu, Apyrux
BOICK, BOMHCKHUX (OPMHpPOBaHHII M OpPraHoB, B KOTOPBIX 3aKOHOJATENbCTBOM Poccuiickoit
denepauy MpeIycMOTPEHO NMPOXOXKAEHUE BOCHHOM Ci1ykObl WK ¢enepaabHOi rocyaapcTBEeHHON
CIIyKOBbI, CBSI3aHHOW C TPABOOXPAHUTEIBHON JEATEIbHOCTHIO, PETJIAMEHTUPYETCS HACTOSIIUM
@denepanbHbIM 3aKOHOM M YTBEP)KJICHHBIMM COOTBETCTBYIOIIMMH (pellepalbHbIMH  OpraHaMu
UCIIOJTHUTENIbHON BJIAacTU MOJIOKEHUSAMU. KOHTponb 3a coOMIofieHHEM YKa3aHHBIMU aNTeYHBIMU
OpraHM3alMsIMU  IIOJIO)KEHUH  Hactosdwmero  PenepaJbHOIO  3aKOHA  OCYIIECTBIISIETCS
COOTBETCTBYIOIIUMHU (DeiepabHBIMH OpraHaMU HCIIOJHUTENbHOU BiacTu. (B pen. denepaabHOTO
3akoHa 0T 13.07.2015 N 262-903)

9. B ycrnoBusx upe3BbUAHHONW CUTyalluu W (WJIM) TPU BO3HUKHOBEHHUH YTPO3bl PACIPOCTPaHCHUS
3a00JIeBaHUs, TPENCTABISIIONIETO OMACHOCTh JUid OKpyKaroumx, [IpaButrensctBo Poccuiickoit
Oeneparnyiil TP HEOOXOTUMOCTH BIPABE YCTAHOBUTH BPEMEHHBINA TOPSIOK PO3ZHUYHOW TOPTOBIIH
JIEKapCTBEHHBIMU TperapaTaMu Uil METUITTHCKOTO MPUMEHEHUS (32 UCKITFOYEHUEM HapKOTUYECKUX
JICKapCTBCHHBIX  IPEImapaToB W  TICHXOTPOIHBIX JICKAPCTBCHHBIX IpENapaTroB, a TaKke
CIUPTOCOJIEPKAIINX JIEKAPCTBEHHBIX MPEMapaToB ¢ 0ObEMHOM 0l STUIOBOTO CIIUPTA CBBIIIE 25
MPOIIEHTOB) JIMCTAHIMOHHBIM CIIOCOOOM, TIOPS/IOK BBIJIAYM PAa3peHICHUS Ha OCYIICCTBICHHE
TOPTOBIIM, MPEIyCMOTPEHHON HACTOAIIEH dYacThio, TpeOOBaHHS K aNTEeYHBIM OpTraHU3AIUsIM,
KOTOpPBIE MOTYT OCYIISCTBJISTh TAaKyK) TOPTOBIIO, a TakKe BpPEMEHHBIC MpaBWia JOCTaBKH
JICKapCTBEHHBIX MpenapaToB rpaxaanaM. (B pen. DeaepanbHoro 3akoHa oT 03.04.2020 N 105-D3)

Honooswcenue wacmu 9 cmamou 55 oeiicmeoeanu 0o 31.12.2020 exnrwouumenvno (wacmsp 2
cmamou 3 @edepanvhozo 3axona om 03.04.2020 N 105-@3).
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Crarbs 56. U3roroBjieHue M OTIIYCK JIEKAPCTBEHHBIX MPENapaToB

1. W3roroBieHue JEKapCTBEHHBIX IIPENApaTOB alTE€YHbIMU OpPraHU3alUsIMU, BETEPUHAPHBIMU
anTeYHbIMU OpPraHU3alUAMU, UHIUBUAYAIbHBIMU NPEANPUHUMATEIAMU, UMEIOIUMHU JTULEH3UI0 Ha
(bapMareBTUYECKYIO JeSITeIbHOCTh, OCYIIECTBIISCTCS MO pelenTaM Ha JICKapCTBEHHbIE MPeraparsbl,
o TpeOOBaHMUAM MEIAMLMHCKUX OpraHu3aluid, BETEpUHAPHBIX OPraHU3alUil B COOTBETCTBUHM C
[IpaBUJIAaMU  M3TOTOBJIEHHUS U OTIyCKa JIEKAPCTBEHHBIX  IIPENApPaTOB,  YTBEP)KIACHHBIMU
YIOJHOMOYEHHBIM (heZiepalbHbIM OPTaHOM UCIIOJHUTEIIBHOM BIacTH.

2. Ilpu U3roTOBIIEHUU JIEKAPCTBEHHBIX MpPENapaToB alTeYHbIMU OpPraHU3allUsSIMU, BETEPUHAPHBIMU
anTEeYHBIMU OPTaHU3ALUAMU, UHJIMBUAYAIbHBIMU MPEINPUHUMATEIAMU, UMEIOIMMHU JTUIEH3UIO Ha
(bapMaleBTUYECKYIO JESTENIbHOCTD, UCIONb3YIOTCS (hapMalleBTUYeCKue CyOCTaHIIUM, BKIIOYCHHbBIE
COOTBETCTBEHHO B T'OCYJApCTBEHHBIM peecTp JIEKApPCTBEHHBIX CPEICTB JUIsl MEIUIIMHCKOTO
NPUMEHEHHUS M TOCYJIAapCTBEHHBIH peecTp JIEKapCTBEHHBIX CPEICTB JUIsl BETEPUHAPHOTO
NPUMEHEHHUS B YCTAaHOBJIGHHOM Tmopsake. He momyckaercs W3rOTOBJIICHHE —alTEYHBIMHU
OpraHu3aUsIMH, BETEpPUHAPHBIMU anTeYHbIMH OpraHu3aIusIMu, WHAUBUAYAIbHBIMU
OPEIIPUHAMATEIIMA,  MUMCIOIIMMH  JIMIEH3UI0O HAa  (apMalEeBTUUYECKYIO  JCSATCILHOCTD,
JIEKapCTBEHHBIX MIPENapaToB, 3aperucTpupoBaHHbIX B Poccuiickoit denepanuu.

3. MapKI/IpOBKa JICKApCTBCHHBIX IIPCIIapaToB, H3TOTOBJICHHBLIX AalTCYHBIMHU OpPraHu3aluiaIMU,
BCTCPUHAPHBIMHA alITCYHBIMH OpraHu3anusaMu, HHAWBUYaJIbHBIMU NpCAIpruHUMAaTCIIAIMU,
UMCIOIIMMHU JIMIICH3HUIO Ha q)apMauequeCKon JACATCIIBHOCTb, U O(i)OpMJIeHI/Ie TaKUX IpCrapaToB
AOJIKHBI COOTBECTCTBOBATH IIPpABUJIAM, YKA3dHHBIM B 4aCTHU 1 HaCTOHH_Ieﬁ CTaThbu.

4. AnrteuyHble OpraHM3alli, BETEPUHAPHBIC AaNTEYHbIE OpraHU3allUM, WHAUBHUIyaJIbHbIE
NPEIIPUHAMATEITN, UWMCIONINE JIMIICH3WI0 Ha (apMaleBTUYECKYIO JIEATEIBHOCTh, HECYT
OTBETCTBEHHOCTH 32 HECOOIIOJCHHE MPABHI U3TOTOBIICHUS M OTIYCKA JEKapCTBEHHBIX MpEnapaToB
B COOTBETCTBUH C 3aKOHOIAaTeNIbcTBOM Poccuiickoit denepanum.

Crares 57. 3anpemenune npoaaxku paabcupuUMPOBAHHBIX
JIEKAPCTBEHHBIX CPEACTB, HeJ00OPOKAYECTBEHHBIX JIEKAPCTBEHHBIX
CpeacTB, KOHTPA(PAKTHBIX JIEKAPCTBEHHbBIX CPEACTB

[Tponaxa QanbcupUIMPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB, HEAOOPOKAYECTBEHHBIX JICKAPCTBEHHBIX
CPEICTB, KOHTpa(haKTHBIX JIEKAPCTBEHHBIX CPEJICTB 3aIlpeIiaeTcs.

CraTbs 58. XpaHeHne J1eKAPCTBEHHBIX CPE/ICTB

1. XpaHeHHe JICKAPCTBCHHBIX CPEACTB OCYHICCTBIIACTCA TPOU3IBOJUTCIIAMU JICKAPCTBCHHBIX
CpeaACTB, OpraHu3aluiIMu OIITOBOI TOProBJin  JICKAPCTBCHHBIMU  CpCACTBAMHU, AlITCYHBIMU
opraHu3anusiMu, BETCPUHAPHBIMHU allTCYHBbIMHA opraHu3anusamMu, WHAUBUAYaJIbHBIMU
npeanpuHuMareiIiMu, HWMCIONIMMHU JIMICH3UIO Ha (I)apMaueBTqucxon ACATCIIBHOCTE HJIN
JULNCH3UI0 Ha MCIAUIHMHCKYIO ACATCIbHOCTb, MCIUIWHCKHUMHU OpraHu3alusiMH, BCTCPHHAPHBIMH
opraHu3alsMU W HWHBIMH OpPraHUu3alusaMH, OCYHICCTBIIAOIINMHA 06pa1ueHHe JICKApCTBCHHBIX
CpEaACTB. XpaHeHHe JICKAPCTBCHHEBIX CPCACTB i1 BETCPHHAPHOI'O0 MPHUMCEHCHUSA OpraHu3anuiMu U
WHAUWBUAYAJbHBIMHA NPESAIIPUHHUMATCIIAMUA B CIIyHdasaX, €CJIIM OHU UCIIOJIB3YIOTCA UCKITIOUUTCIIBHO ITPU
pa3BCACHUHN, BbIpalllUBAHWHU, COJACPKAHHMKU W JICUCHUN KHUBOTHBIX, MOXCET OCYIICCTBIIATHCA oe3
MOJIYYCHHUA JIMOCH3UHU Ha (bapMaL[eBTI/ILICCKYIO ACATCIIBHOCTD. (B pea. d)e;[epanLHoro 3aKoHa OT
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22.10.2014 N 313-93)

2. IlpaBmia  XpaHeHUs  JIGKADCTBEHHBIX  CPEACTB  YTBEPXKIAIOTCA  COOTBETCTBYIOLIMM
YIOJHOMOYEHHBIM (heZiepaibHbIM OPTaHOM UCTIOJTHUTEIBHOM BIACTH.

3. XpaHeHHe HAPKOTUYECKHX JIEKAPCTBEHHBIX CPENICTB, NMCUXOTPOIHBIX JIEKAPCTBEHHBIX CPEJICTB,
panrodapMalleBTHUECKUX  JIEKAPCTBEHHBIX ~ CPEJICTB  OCYIISCTBIISICTCS B COOTBETCTBUH  C
3aKkoHoJaTenbcTBOM Poccuiickoit denepanmu.

Crarps 58.1. IIpeaMeTHO-KOJIMYECTBEHHbIN YUYeT JIeKAPCTBEHHBIX
CPeICTB /ISl MeIUIMHCKOr0 NnpuMeHeHus (B pea. @exepajibHOrO
3akoHa ot 25.12.2012 N 262-D3)

1. Tlepeuenp JI€EKaQpCTBEHHBIX CPEACTB [UII MEIUIMHCKOTO TPUMEHEHHUs, IOJUIeKAIINX
MPEIMETHO-KOJIMUYECTBEHHOMY Y4YeTy, YTBEP)KIAeTCsl YMOJIHOMOYEHHBIM (efepalbHbIM OpraHOM
HUCIIOJHUTEIHLHOM BJIACTH.

2. HOpSIIIOK BKJIFOUYCHUSA JICKAPCTBCHHBIX CPCACTB JIA MCAUIMHCKOI'O IMPUMCHCHHSA B IICPCUCHDb
JIEKapCTBEHHBIX CpencTB JUISt MEIUIIMHCKOTO NPUMCHEHHS, MOJUIE)KAIINX
MNpEeaAMCTHO-KOJIMYCCTBCHHOMY Y4YCTY, YCTAHABJIMBACTCA YIIOJHOMOYCHHBIM (1)6I[CpaJII)HI)IM Oopranom
UCTIOJTHUTEJIFHON BJIACTH IO COTJIACOBAHMIO C (pellepalibHBIM OPraHOM HCIOJHUTEIBHOH BIIACTH,
YIIOJTHOMOYEHHBIM B cdepe BHyTpeHHHX nen. (B pen. PemepampHoro 3akona ot 03.07.2016 N
305-03)

3. HpCI[MeTHO-KOHH‘IGCTBGHHBIﬁ YUEeT JICKAPCTBCHHLIX CPEACTB AJId MCOAUIUHCKOIO IMPHUMCHCHUA
BEIYT MPOU3BOIUTEIH JICKAPCTBEHHBIX CPEIICTB, OPraHU3aIMKA ONITOBOW TOPTOBJIM JICKAPCTBEHHBIMU
cpeacTBaMu, allTCYHBIC OpraHHU3ali, MHAUBUAYAJIbHBIC MPCANPUHUMATCIN, UMCIOIIUC JTMIICH3HUIO
Ha (apMalleBTUUECKYIO MESTeNbHOCTh WM JIMIEH3UI0 Ha MEIUIUHCKYIO JeSTeNbHOCTh, H
MEIUIIMHCKIE OpraHW3alliy, OCYIIECTBISIONINE OOpameHne JIEKAPCTBEHHBIX CPEJCTB  JUIS
MEAUIIMHCKOTO MPUMEHEHUS, TyTeM PETUCTPAIMU JTFOOBIX CBSI3aHHBIX C UX OOpaIeHHueM OIepalluii,
IMpU KOTOPBIX H3MCHACTCA UX KOJIUYCCTBO U (I/IJ'H/I) COCTOsIHMEC, B CIICHUAJIBHBIX XYPHAJIaX y4deTa
orepanuii, CBsI3aHHBIX C OOpalleHHeM JIEKapCTBEHHBIX CPEICTB A MEAUIIMHCKOTO MPUMEHEHHUS
(manee - crienMaAlIbHBIC KYPHAJIBI).

4. IlpaBuna perucTpaluy OIEpaluid, CBSI3aHHBIX C OOpallleHHeM JIEKapCTBEHHBIX CPEACTB IS
MEJULUHCKOIO TPUMEHECHHUS, BKIIOYEHHBIX B IIEPEUYECHb JIEKAPCTBEHHBIX CPEACTB  JJIA
MEJUILMHCKOrO NPUMEHEHHUS, MOMIECKANIUX MTPEAMETHO-KOJINYECTBEHHOMY YYETy, B CHELHaIbHBIX
JKypHallax ¥ IIpaBUjla BEIEHUA M XPaHEHUs CHECHUAIbHBIX JKYPHAJIOB  YTBEPKIAIOTCS
YIOJHOMOYEHHBIM (e/IepaIbHbIM OPTaHOM HCIIOTHUTEIbHON BIIACTH.

5. Koutpone 3a coOmtogeHHEeM MpaBWJl PETUCTpPALlMM OIEepanuii, CBS3aHHBIX C OOpalleHHeM
JEKAPCTBEHHBIX CPEICTB I MEIUWLIHMHCKOTO TNPUMEHEHUS, BKIIOYEHHBIX B IEPEUYCHb
JIEKapCTBEHHBIX CPEICTB JUIs MEJIULUHCKOTO IIPUMEHEHU, MOUIEIKALUX
MPEIMETHO-KOJIMUYECTBEHHOMY YUETY, B ClIEHaIbHBIX JKypHajaX, a TaKXkKe 3a COOII0ICHUEM MTPaBUIl
BEJICHUS U XpaHEHHs CIELUANbHBIX JXYpPHAJIOB BO3JIaraeTcsi Ha YIOJHOMOYEHHBIE (enepanbHble
OpraHbl HCIOJIHUTEIBHOW BJACTH W OpraHbl HCIOJHUTENBbHON BiacTH cyObekToB Poccuiickoit
QPenepanyy, OCYLIECTBIAIONME JULIEH3UPOBAHUE IIPOU3BOJCTBA  JIEKAPCTBEHHBIX CPEACTB,
(bapMaleBTUYECKON AESITETbHOCTH U MEIUIUHCKON AESTeTbHOCTH, U OCYLIECTBIISETCS B paMKax
JIMLEH3UOHHOI'O KOHTPOJIA.
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I'nasa 11. YHUUYTOXEHUE JJEKAPCTBEHHbBIX CPEJACTB

Crarbsa 59. OcHOBaHMS M IOPATOK YHUYTOKEHHS JIEKAPCTBEHHBIX
CpeacTB

1. HenoOpokauecTBeHHBIE JIEKApCTBEHHBIE CpEACTBa, (anbCu(UIMPOBAHHBIE JIEKAPCTBEHHBIC
CpeACTBa TOJICKAT H3BATHIO M3 OOpalleHHs] W YHHUUYTOXKEHHIO B TIOPSJIKE, YCTaHOBJIEHHOM
[IpaBuTensctBoM Poccuiickoit ®enepanun. OCHOBAaHMEM ISl YHHUTOXKEHHS JIEKAPCTBEHHBIX
CPEICTB SBJIIETCS PEIICHHUE BJIAJIENIbLIa JIEKAPCTBEHHBIX CPEJCTB, PELIEHUE COOTBETCTBYIOILEIO
YIOJHOMOYEHHOTO (peliepalbHOrO OpraHa MCHOJHUTENbHOM BJIacTU WM pellieHue cyaa. (B pei.
denepanbHoro 3akona ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

2. KonTpadakTHbie JIeKapCTBEHHBIC CPEJICTBA TOJICKAT UIBATUIO U3 OOPAIEHUS W YHUYTOXKECHUIO
no pemieHuro cyna. llopsaok  yHUYTOXKEHHsT KOHTpadaKTHBIX JIEKAPCTBEHHBIX CPEACTB

ycranaBnuBaerca [IpaButenbctBom Poccuiickoit ®enepanuu. (B pen. depepanbHOTO 3aKOHA OT
22.12.2014 N 429-®3 (pexn. ot 13.07.2015))

3. Pacxompl, cBA3aHHBIE C YHHYTOXCHHEM KOHTPa(aKTHBIX JICKAPCTBEHHBIX CPEJICTB,
HEeI00pOKAaYEeCTBEHHBIX JIEKAPCTBEHHBIX CPEACTB, (albCU(PUIIMPOBAHHBIX JEKAPCTBEHHBIX CPEACTB,
BO3MEUIAIOTCS UX BIAJEIBLEM.

4. Bnagenern JeKapCTBEHHBIX CPEICTB JOJDKEH IPEICTABUTh B YIOJIHOMOYEHHBINH (perepanbHbIi
OpraH UCHOJHUTEIIHON BIACTU JOKYMEHT WM 3aBEPEHHYIO B YCTAaHOBJICHHOM MOPSIJIKE €ro KOIMHUIO,
NOATBEpXKAoNIHe (aKT YHUUTOKEHHS JICKApCTBEHHBIX CPEZCTB.

5. CoOTBeTCTBYIOIIMK YIIOJIHOMOYEHHBIH (eepaibHbIil  OpraH HCHOJHUTENIBHON BIACTH,
NPUHSBIIMN penieHre 00 YHUYTOKEHUU JIEKAapCTBEHHBIX CPEJCTB, OCYLIECTBIIIET KOHTPOJb 3a UX
YHUUYTO)KEHHUEM.

6. VYHUYTOXEHHME JIEKAPCTBEHHBIX CPEACTB MPOU3BOAMUTCS OPraHU3aUUsSIMH, HMEIOIIUMHU
COOTBETCTBYIOIIYIO JIMIICH3UIO, HA CIEIUaIbHO OOOPYIOBAaHHBIX IUIOMIAJKAX, TMOJUTOHAX W B
CHEIHMalbHO O00O0PYAOBAHHBIX TMOMEHICHUSIX C COONto/IeHneM TpeOoBaHUN B 0O0NACTH OXpaHBI
OKPYXaIOIIEi Cpeibl B COOTBETCTBHH C 3aKOHOAATENBCTBOM Pocculickoit @eaepanuu.

7. HapkoTuueckue JIEKapCTBEHHBIE CpEICTBA, IICUXOTPONHBIE JIEKAPCTBEHHBIE CPEICTBA,
pamuodapmaleBTUYECKUe JICKAPCTBEHHBIE CPEACTBA YHUYTOXKAIOTCS B COOTBETCTBHUH  C
3akoHoaresnbeTBOM Pocceniickont denepanuu.

I'nmasa 12. TOCYJAPCTBEHHOE PEI'YJIMPOBAHUE HEH HA
JIJEKAPCTBEHHBIE TPEITAPATBI IJ1d MEIUIIUHCKOI'O
NPUMEHEHMUA

Cratps 60. I'ocynapcTBeHHOE peryJiMpoBaHue EH HA JIEKAPCTBEHHbIE
npenaparsl JJis MeIUIMHCKOT0 IPUMEHEHU S
1. TocymapcTBeHHOE pEryJIMpoBaHUE II€H Ha JEKAPCTBEHHbIC MpenapaThl Uil MEIUIMHCKOTO

NpUMEHEHHs OCYIIecTBIsieTcss nocpeactBoM: (B pen. dDenepanbHoro 3akoHa ot 26.03.2020 N
67-D3)



https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l855
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l855
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l855
https://normativ.kontur.ru/document?moduleid=1&documentid=358066#l9
https://normativ.kontur.ru/document?moduleid=1&documentid=358066#l9

1) yrBepxknenust IIpaButensctBom Poccuiickoit deneparnuu nepedHs XU3HEHHO HEOOXOAMMBIX U
BO)XHEHIINX JICKAPCTBEHHBIX INPEMapaToB, KOTOPHIH (opMuUpyeTcs M HE peke OJHOTO pas3a B Tojl
[IepeCMaTPUBAETCS B YCTAHOBJICHHOM MM MOPSJIKE HA OCHOBE KOMIIEKCHOW OLEHKH JIEKAPCTBEHHBIX
IpenapaToB, BKJIIOYAsh aHAIM3 CBEACHUH O CPABHUTEIBHOM KIMHUYECKOH 3((EeKTHBHOCTH U
0€30MacHOCTH JIEKapCTBEHHOTO CPEACTBA, OLEHKY SKOHOMHYECKHUX IIOCIIEJACTBUI MPUMEHEHHUS
JEKapCTBEHHOI'O  CpPEACTBA M  HW3YYEHHME  JIONOJHUTEIbHBIX  IOCJIEICTBUN  IPUMEHEHUS
JIEKapCTBEHHOTO cpeacTBa; (B pen. demepanbHbiX 3akoHOB OoT 22.12.2014 N 429-d3 (pen. or
13.07.2015), ot 13.07.2020 N 206-D3)

2) YTBEpXKJICHUS METOJUKH pacueTa TMPeAeTbHBIX OTIHYCKHBIX II€H NPOU3BOJUTENEH Ha
JICKApCTBEHHBIC MpPENapaThl, BKIIOUCHHBIC B MEPEYCHb >KM3HEHHO HEOOXOIUMBIX W Ba)KHEHIINX
JICKapCTBEHHBIX TIPEMapaToB, a TaKXKe BHEIPECHHUS MEXaHW3MOB (OPMUPOBAHUS CHCTEMBI
pedepenTHBIX 11eH; (B pen. PenepanbHbiXx 3aKk0HOB OT 22.12.2014 N 429-®3 (pen. ot 13.07.2015),
ot 06.06.2019 N 134-®3)

3) TroCymapCTBEHHON perucrpanuu MpeaeibHbIX OTHYCKHBIX II€H MPOU3BOAMUTENEH Ha
JIEKapCTBEHHBIC TpPEMNaparhl, BKIIOUCHHbIC B TMEPEUYCHb JKU3HEHHO HEOOXOJMMBIX M BaKHEUIIHNX
JIEKapCTBEHHBIX MpenapatoB; (B ped. DPeaepanbHoro 3akoHa ot 06.06.2019 N 134-D3)

4) BCACHUA TOCYAApCTBCHHOTO pEeCTpa MNPCACIbHBIX OTIIYCKHBIX IICH HpOPI3BO,Z[PIT€J'IGI>i Ha
JICKApPCTBCHHLIC ITpCIIapaThl, BKIIOYCHHLIC B ICPCUHCHL XKU3HCHHO H€O6XOILI/IMI>IX U BaKHEHUIIINX
JICKAPCTBCHHLIX IIPCIIapaToOB;

5) yTBepKIEHUS METOAMKU YCTAaHOBJEHHUS OpraHaMH HCIOJHUTEIBHON BJIACTH CYyOBEKTOB
Poccuiickoii ®enepanuu NpeaeibHBIX Pa3MEPOB OMNTOBBIX HAA0ABOK U MPEAETbHBIX Pa3MepoOB
PO3HMUYHBIX HAA0ABOK K (PAKTUYECKUM OTIYCKHBIM II€HAM, YCTAHOBJIEHHBIM MPOU3BOAUTEISIMU
JIEKAPCTBEHHBIX IPENapaToB, HA JICKAPCTBEHHbIE IPenaparhl, BKIIOUYEHHbIC B IIEPEUEHb )KM3HEHHO
HEOOXOAMMBIX U BXHEHIITNX JIEKAPCTBEHHBIX MPETApPaTOB;

6) yCTaHOBJICHHSI TIPEJICTBHBIX Pa3MEpPOB OMTOBBIX HAJA0aBOK M MPEIEIbHBIX Pa3MEPOB POZHUYHBIX
Ha0aBOK K ()aKTUYECKUM OTIYCKHBIM II€HaM, YCTAHOBJICHHBIM MPOU3BOIUTENSIMH JEKAPCTBEHHBIX
MpenaparoB, Ha JICKAPCTBEHHBIE MpeTapaThl, BKIIOYEHHBIE B MEPEUEHb )KU3HEHHO HEOOXOANUMBIX U
BAKHENIIUX JIEKAPCTBEHHBIX IIPENAPATOB;

7) yTBepKACHHS TOps/Ka BbIIAYM TMPEANUCAHUNA OpraHaM HUCIOJHUTEILHON BIACTH CYOBEKTOB
Poccuiickoit denepanun 0 OPUBEIECHUM B COOTBETCTBHE C 3aKOHOIATENILCTBOM Poccuiickoit
®denepanun penieHUit 00 YCTaHOBICHUU MPEIEIbHBIX pa3MEPOB ONTOBBIX HaJA0aBOK U MPEACIbHBIX
pa3MepoB PO3HUYHBIX HAA0aBOK K (PaKTHUECKUM OTHYCKHBIM I[I€HAM, YCTaHOBJICHHBIM
MPOU3BOAUTENSIMUA JIEKAPCTBEHHBIX MPENapaToB, Ha JIEKAPCTBEHHBIC IPENApaThl, BKIOYECHHBIC B
nepeyeHb )KU3HEHHO HEOOXOJUMBIX U BKHEHUIIIUX JIEKaPCTBEHHBIX MPENapaToB, €CIU OHU MPUHSTHI
C HapylleHWEeM 3akoHojarenbcTBa Poccuiickoii @enepanuu, B TMOPAIKE, YCTAaHOBICHHOM
IIpaBuTenscTBOM Poccuiickon ®denepannu;

8) HampaBlIeHUS YIOJHOMOYEHHBIM (he/iepalbHbIM OpPraHOM HCHOJHHUTENbHON BJIACTH OpraHam
UCIIOJTHUTENIbHON BiacTu cyObekToB Poccuiickoit ®denepanuu MNpeANnucaHUN O MPUBEACHUU B
COOTBETCTBUE C 3aKOHOJATeNbcTBOM Poccuiickoil @Penepanuu NPUHATHIX € HapyLIEHHEM
3akoHoaarenbcTBa Poccuiickoit denepanuu penieHnit 00 yCTaHOBIEHMM MpeNEiIbHBIX pPa3MepoB
ONTOBBIX HAJA0AaBOK M MpEAETbHBIX Pa3MEepOB PO3HMYHBIX HAJA0aBOK K II€HAM Ha JIEKAPCTBEHHBIE
npenaparsl, BKIOYEHHbIE B IE€pPEUEHb >KU3HEHHO HEOOXOAMMBIX M BaKHEUIIUX JIEKapCTBEHHBIX
[IPENapaTos;

9) ocymectBiieHust GpeaepabHOTO TOCYIapCTBEHHOTO Ha/i30pa B cpepe oOpalieHus JeKapCTBEHHBIX
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CPEICTB U PETHOHAIBHOIO TOCYapCTBEHHOIO KOHTPOJIA 3a MPUMEHEHUEM LICH Ha JICKApCTBEHHBIC
npenaparbl COOTBETCTBEHHO YIOJIHOMOYEHHBIMU (pellepalbHBIMH OpraHaMH HCHOJIHUTEIbHOM
BJIACTU M OpraHaMHU HUCIOJHUTENBHOW BiacTH cyObekToB Poccuiickoit dexepanuu corinacHo Mx
KOMIIETEHIIUM B MOpsiiKe, ycraHoBieHHOM IlpaButenbctBom Poccuiickoit @enepanuu; (B pen.
denepanpHOro 3akona ot 25.06.2012 N 93-D3)

10) npumeHeHUs TPEAYCMOTPEHHBIX 3aKOHOAATENbCTBOM Poccmiickoit  denepanuu  Mep
OTBETCTBCHHOCTH 3a HapyIIECHUE TMOpsIKa I[IEHOOOPAa30BaHMsI HA JICKAPCTBEHHBIC IPEMapaThl,
BKJIIOUECHHBIEC B NIEPEUYCHb KU3HEHHO HEOOXOIMMBIX M BaXKHEUIIUX JIEKApPCTBEHHBIX IPEraparoB. (B
pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

2. B ycioBusiX upe3BblUaiHON CUTyallud U (WJIM) IPU BO3HUKHOBEHUU YTPO3bI PACIPOCTPAHEHUS
3a00J1€BaHuUsl, TIPEICTABIISIONIETO OMACHOCTD JIJISi OKPYXKAIOIIUX, & TAKXKE B CIIy4yae, €ClIu B TEUCHUE
TPUJILIATH KaJICHIapHbIX AHEH nocie npunatus [IpaButensctBoM Poccuiickoit denepanuu pemeHus
O NPOBEACHWH MOHUTOPHHIA PO3HUYHBIX LIEH Ha JICKAPCTBEHHBIE NPENapaThbl, HE BKIKOYEHHbBIC B
nepeyeHb KM3HEHHO HEOOXOIUMBIX M BaXKHEHINIMX JIEKAPCTBEHHBIX IPENapaToB, HA TEPPUTOPHUSIX
cyObexToB Poccuiickoil denepanuu BbISABIEH POCT POSHUYHBIX 1IEH HA YKa3aHHbBIE JIEKAPCTBEHHbBIC
mpemnapaTsl Ha TpUAUATh MpoleHToB u Oonee, [IpaButenbctBo Poccuiickoit denepanuu Bopase
YCTaHOBUTh NPEAEIBbHBIE OTIYCKHBIE LIEHbI MPOU3BOAUTEIECH HA YKa3aHHbIE JIEKAPCTBEHHBIE
npenaparsl, MpeelibHbIe pa3Mepbl ONTOBBIX HAA0AaBOK U MpelelbHbIE pa3Mepbl PO3HUYHBIX
Ha10aBOK K (DaKTHMYSCKUM OTITYCKHBIM I[€HAM MPOW3BOJUTEIICH Ha yKa3aHHBIC JIEKAPCTBCHHBIC
npenaparbl. [lepedeHb JE€KapCTBEHHBIX IPENapaToB, HE BKIIOYEHHBIX B IE€PEUYEHb JKU3HEHHO
HEOOXOJUMBIX W BaKHEHIIMX JICKAPCTBCHHBIX TIPENapaTroB, W TMOPSJIOK ero (OpMUPOBAHUS
onpenenstorcst [IpaBurensctBoMm Poccuiickoit ®enepanmu. (B pen. denepanbHOro 3akoHa OT

26.03.2020 N 67-®3)

3. B TedeHue neBSHOCTA KaJeHJApHbIX JAHEW co nHS yTBepxkaeHus IlpaBurensctBom Poccuiickoit
@denepany MepeyHs, YKa3aHHOIO B YaCTH 2 HACTOSILIEH CTAaTbH, HE JOIYCKAIOTCSA peanu3auus U
OTIIYCK BKJIFOUEHHBIX B HETO JIEKAPCTBEHHBIX MPENapaToB MO LE€HaM, MPEBBIIAIOIINM MpeAeIbHbIE
OTIIYCKHBIE II€HBI IIPOM3BOJAUTENIEH HA YKa3aHHbIC JIEKAPCTBEHHbIE IIpENapaThl, IPEAEIbHbIC
pa3Mepbl ONTOBBIX HaA0AaBOK M MpeesbHbIE pa3Mepbl PO3HUYHBIX HAJ0AaBOK K (PaKTUYECKUM
OTITYCKHBIM IIEHaM ITPOU3BOIUTENEH HA yKa3aHHBIE JIEKAPCTBEHHBIE IIPENapaThl C yYETOM Hajlora Ha
N00aBIIEHHYIO CTOUMOCTE. (B pea. DenepanbpHoro 3akona ot 26.03.2020 N 67-D3)

Crarps 61. 'ocygapcTBeHHAs perUCTPALUS U Mepeperucrpauus
npeaeJbHbIX OTILYCKHBIX LEH MPOU3BOAUTE/ICH HA JIeKAPCTBEHHbIE
Nnpenaparbl, BKJIAKYEHHbIE B IEPeYeHb ) KU3HEHHO HE00X0AMMBbIX U

Ba)KHEHIINX JIEKAPCTBEHHBIX NMpenapaTos (B pel. @enepajbHOro
3akoHa o1 06.06.2019 N 134-®3)

1. IlpenenbHast OTMyCKHAs Il€HA MPOW3BOAMUTENS Ha JICKAPCTBEHHBIM MpemapaT, BKIIOUYEHHBIH B
NEPCUCHb KXU3HCHHO HGO6XOI[I/IMI)IX A BaXHEHUIINX JICKApCTBCHHBIX IPEraparoB, IMOAJICKUT
TOCY/IapCTBEHHOW pPETUCTpallid B TOpPSAKEe, ycTaHOBIeHHOM lIpaButenscTtBoM Poccuiickoit
Qenepalii, Ha OCHOBaHUM MPEACTABIEHHOTO B YIOJIHOMOYEHHBIM (enepanbHblii  opran
WCTIOTHUTENILHOM BJIACTH 3asIBICHUS IePKATEeNsl UM BIAAeNblla PETUCTPALIMOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOTO Mpemnaparta (yrmoJJHOMOYSHHOTO MM JIUIIA).

2. 3apeructpupoBaHHas MpeaesibHAs OTITYCKHAs [IeHa MPOU3BOIUTENS Ha JICKAPCTBEHHBIN Mpermapar,
BKIIIOUEHHBI B TEPEYCHb JKU3HEHHO HEOOXOIUMBIX M BaXHEWIIUX JIGKAPCTBEHHBIX MPEMapaTos,
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MOJKET OBITh NEPEepPerucTpUpoBaHa B CTOPOHY YBEIMYEHHUS OJWH pa3 B KaJeHJapHOM IOy Ha
OCHOBaHUH TIPEJCTABIEHHOTO B YIOJHOMOYCHHBIN (he/epanbHblii OpraH UCIOTHUTEIBLHON BIACTH
no 1 OkTAOps KaxIoro roja 3asBiCHUS JepXaTels WIM BJaaeiblla PErucTPalOHHOTO
YA0CTOBEPEHUS JIEKAPCTBEHHOTO Npenapara (yrnoJHOMOYEHHOIO UM JIMLIA).

3. 3apeructpupoBaHHas Mpe/eiibHAs OTITYCKHAS [IeHA TPOU3BOAUTENS HA JIGKAPCTBEHHBIN MIperapar,
BKIIIOUCHHBIH B TEPEYCHb JKU3HCHHO HEOOXOIUMBIX M BaKHCHINNX JICKAPCTBEHHBIX IPEMapaToB,
MOKET OBITh IEPEPerucTPUpPOBaHA B CTOPOHY CHIDKEHHS Ha OCHOBAaHUU IMPEJICTABICHHOTO B
YIOJHOMOYCHHBIH (peepalibHbIii OpraH HCIIOJIHUTEIBHOM BJIACTH 3asABJICHHS JIEpIKATeIs WU
BJIQJICTIbIIA PETHCTPAIIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO TpernapaTa (yIoJTHOMOYEHHOTO UM
JU1a).

4. Jlepxartenb WM BIAJAENEl] PETUCTPALMOHHOIO YJIOCTOBEPEHHUs JIEKApCTBEHHOrO IIperapara
(YmosIHOMOYEHHOE MM JIMIO) OO0S3aH MPEACTaBUTh B YINOJHOMOYEHHBIN (enepanbHblil opra
WCIIOJIHUTEJIbHOM BJIACTH 3asBJIEHUE O IIEPEPEruCTpalld 3aperuCTPUPOBAHHOM MPEACIbHON
OTIIYCKHOM LIEHbl NPOU3BOJAUTENS Ha JIEKAPCTBEHHBIM IIpenapar, BKIIOYEHHBbIM B IIE€PEUYEHb
JKU3HEHHO HEOOXOJIMMBIX M BaXXHEUIIUX JICKAPCTBEHHBIX IPENapaToB, B CTOPOHY CHUIKEHHUS B
CJENYIOIINX CITyYasx:

1) cHIKeHUE LIeHbl B MHOCTPAHHOM BaJIOTE HA JIEKapCTBEHHBIN MpenapaT B CTpaHe MPOU3BOANUTEIS
U (W) B CTpaHax, B KOTOPbHIX JIEKAPCTBEHHbIN Ipernapar 3aperucTpupoBaH U (WiK) B KOTOpBIE
HOCTABJIETCS IPOU3BOJUTEIEM;

2) CHM)KEHHME LIeH Ha peEepeHTHBIE JEKAapCTBEHHbIE Ipernaparbl B COOTBETCTBUM C IIYHKTOM 1
HACTOAIIEH YacTu (AJI1 COOTBETCTBYIOUIMX BOCIPOW3BEACHHBIX, OMOaHATIOrOBBIX (OHMOMOAOOHBIX)
JICKapPCTBEHHBIX MTPEIapaToB);

3) TpeBBIICHUE MPEACITBLHON OTIMYCKHOW IEHBI HA MEPBBIA BOCIPOM3BEICHHBIN, OMOAHATOTOBBIN
(Omoro100HBINH) JIEKapCTBEHHBIH MpernapaT HWHOCTPAHHOIO MPOM3BOJCTBA HAJ TMpeAeTIbHON
OTITYCKHOM 1IEHOI MPOU3BOANUTENS HA BTOPOH BOCIIPOU3BEICHHbIN, OM0aHaIoroBslii (6100 100HbII)
JIEKapCTBEHHBIN IIpemnapaT, pPAacCUYUTAHHOM B COOTBETCTBUM C METOJUKOH, YTBEPKIECHHOU
IIpaBurenscTBOM Poccuiickoit denepanumy;

4) mpeBBIICHUE MPEACTbHON OTIYCKHOM IEHbI Ha MEPBBI BOCIPOU3BEICHHBIN, OMOAHATIOTOBBIN
(OuomoMOOHBIN) JIEKAPCTBEHHBIM Tpemnapar MPOU3BOAMUTENS TOoCyJapcTBa - ujieHa EBpasuiickoro
DKOHOMHYECKOIO COK3a HaJa MPENeIbHOM OTIYCKHOW LEHOW TpPOM3BOAUTENSI HAa BTOPOHU
BOCIPOU3BEICHHBINA, OMOaHaIOroBblli (OMOMOAOOHBIN) JIEKAPCTBEHHBIN IpernapaT MPOU3BOIUTEINS
rocy/apcTBa - 4jeHa EBpa3uiicCKOro SKOHOMHUYECKOTO COH03a, PACCYMTAHHON B COOTBETCTBHUHU C
METOAMKOM, yTBepkaeHHOM [IpaButenscTtBoMm Poccniickon @enepannn.

5. Ilopsaok nepeperucTpanuu 3aperuCTpPUPOBAHHBIX MPEAEIbHBIX OTIIYCKHBIX LIEH MPOU3BOIUTENEH
Ha JIEKapCTBEHHBIE Mpenaparhl, BKIIIOYCHHbIE B MEPEYCHb KU3HEHHO HEOOXOAMMBIX M Ba)KHEHIINX
JIEKApCTBEHHBIX IPENapaToB, B CIy4asX, INPEIyCMOTPEHHBIX 4YacTAMH 2 - 4 HACTOSILIEH CTaThH,
ycranasinusaerca [IpasurenscrBoM Poccniickoit denepanun.

6. DKOHOMMYECKMI aHaau3 NpPeNesbHOM OTIYCKHOW II€Hbl IPOU3BOAMTEINS Ha JIEKapCTBEHHBIN
npernapar, BKIIOYEHHBIH B IepedyeHb XU3HEHHO HEOOXOJUMBIX M BaXKHEUIIMX JIEKapCTBEHHBIX
[IpenaparoB, IpU €€ TOCYJapCTBEHHOM PpErucTpalvi HIW NEPEPEerucTPalK  OCYIIECTBIISETCS
denepaabHBIM OpPraHOM MCIIOJHHUTEIBHON BIACTH, OCYLIECTBISIOMIMM (QYHKUUU IO MPUHATHIO
HOPMATUBHBIX IPaBOBBIX AKTOB U KOHTPOJIIO 3a COOJIOJIEHHEM 3aKOHOJATENbCTBA B cdepe
rOCyJJapCTBEHHOT'O PEryJIMpOBaHus 1ieH (TapudoB) Ha TOBApPHI (YCIYTH).

7. Pacuer MNPEACIIbHBIX OTIIYCKHBIX HCH, YKAa3aHHBIX B YaCTAX l1u?2 HaCTOSIIEH CTaTbH, IPpU HUX



rOCYJapCTBEHHON PETUCTpAallMd WM IEePEPErUCTPAlUA OCYIIECTBISIETCSI B COOTBETCTBHM C
METOJMKOM, yTBepxkAeHHOM [IpaBuTenscTBoM Poccuiickoit @enepauvv W YYUTHIBAKOLIEH B TOM
yucie:

1) cobmonenne OanaHca WHTEPECOB MOTPEOUTENEH JIEKapCTBEHHBIX MPENnapaToB, BKIIOUYEHHBIX B
NepeyYeHb )KU3HEHHO HEOOXOIMMBIX U BKHEHIIINX JICKAPCTBEHHBIX MPEIMAapaToOB, U MPOU3BOAUTEICH
JICKapPCTBEHHBIX IPENaparoB, BKIIOYEHHBIX B MEPEUEHb KUZHEHHO HEOOXOAMMBIX M Ba)KHEUIINX
JIEKApCTBEHHBIX MPENapaToB;

2) gaxTuUecKyro OTIYCKHYIO IIEHY Ha JIeKapcTBEeHHbIE npenapatsl B Poccuiickoii denepanuu, 1eHy
BBO3a JICKaPCTBEHHBIX NpenaparoB B Pocculickyro denepanuro, a TakKe LEHbI HA aHAIOTMYHBIE
JIeKapCTBEHHBIE Mpenapathl, Haxosmrecs B oopamiennu B Poccuiickoit ®enepanuiy;

3) 3arpaThl MPOU3BOJIMTENS JIEKAPCTBEHHOrO TMperapara Ha IMPOU3BOJICTBO U PeaTU3alUIO
JIEKapCTBEHHOI'0 IIPETapara;

4) 1ieHy Ha JeKapCTBEHHBIHM Ipernapar, ero LeHy B CTpaHe MIPOU3BOAUTEINS U B CTPAHAX, B KOTOPBIX
JIEKapCTBEHHBIN Mpenapar 3aperucTpUpoBaH U (WIM) B KOTOPBIE TOCTABIISAETCS IPOU3BOIUTEIIEM.

8. He nomyckaroTcsi peanu3anusi U OTIIYCK JIEKApPCTBEHHBIX IPENAapaToB, BKIIOUEHHBIX B IIEPEUEHb
XKU3HEHHO HEOOXOJUMBIX UM  B@KHEHIIMX  JIEKQpCTBEHHBIX  IPENapaTroB, Ha KOTOpHIE
IIPOU3BOJUTEISIMH JIEKAPCTBEHHBIX IIPENAPATOB HE 3apETUCTPUPOBAHA IIPEJEIIbHASA OTIIyCKHAs 1IEHa,
peanusanys IPOU3BOAUTEISAMM JICKAPCTBEHHBIX IIPENapaToB IO L€HaM, IIPEBBIIIAIOIIUM
3apETUCTPUPOBAHHBIE  WJIM  [IEPEPETUCTPUPOBAHHBIE  IPEJEIbHBIE  OTIIYCKHBIE IIEHBl Ha
JIeKapCTBEHHbIE MIPEnapaThl ¢ y4ETOM Hajlora Ha J00aBIEHHYIO CTOUMOCTb.

9. OcoOEHHOCTH TOCYITaPCTBEHHOI'O PETYJIMPOBAHUS MIPEIEIbHBIX OTIYCKHBIX LIEH MPOU3BOAUTEIEH
Ha JICKapCTBEHHbIE Mpernaparbl, BKIIOUYCHHbIE B MIEPEYEHb KU3HEHHO HEOOXOAMMBIX M Ba)KHEHIIUX
JIEKapCTBEHHBIX MPENapaToB, B 3aBUCUMOCTH OT 3KOHOMHUYECKUX U (MJIM) COIMAIbHBIX KPUTEPHUEB
(M3MeHeHHe YCIOBHUH, TMOpsAAKAa M CTOMMOCTH IPOM3BOJCTBA JIEKAPCTBEHHBIX IpENapaTos,
UCIIOJIb30BaHUE HOBBIX ()OPM, METO/OB M CIIOCOOOB TIOCYAApCTBEHHOTO PETYJIMPOBAHUS LIEH Ha
JeKapCTBEHHbIE IpenapaThl, B TOM YHCIIE HA OCHOBE MEXaHHM3Ma peepeHTHOro 1IeHO00pa30BaHMs,
M3MEHEHUH MOopsiiKa OKa3aHHUsI MEIUIIMHCKOW MOMOIIM, U3MEHEHUE Kypca MHOCTPAHHOM BalIOThI U
UHBbIE W3MEHeHMs) ycraHaBiuBaioTcs IIpaBurtensctBoM Poccuiickoit @enepanuun. (B pen.
denepanbroro 3akona ot 08.03.2022 N 46-D3)

Crarbi 62. I'ocyrapcTBeHHBIN peecTp npeaebHbIX OTIIYCKHBIX LEH
NPOU3BOAUTEICH HA JIEKAPCTBEHHbIE NIpenapaThbl, BKIIYEHHbIE B
NnepeveHb )KU3HEHHO HE00X0AUMBIX M BAKHEHIINX JIEKAPCTBEHHBIX
Npenaparos

1. 3aperucTpupoBaHHBIE WM  IEPEPETHUCTPUPOBAHHBIE  IPENEIBHBIE  OTIYCKHBIE  IIEHBI
NpOM3BOIUTENEH Ha JIEKAapCTBEHHBIE MpenapaThl, BKIIOYEHHbIE B IEpe4YeHb HKU3HEHHO
HeO6XOHI/IMI)IX n BaOKHEHIITNX JICKApCTBCHHBIX mpemnaparos, noaJjiexkar BKJIFOUEHH IO B
rOCYJIapCTBEHHBIN peecTp NpeAeNbHBIX OTIYCKHBIX IIeH MPOM3BOJUTENCH Ha JEeKapCTBEHHBIE
npemnaparbl, BKIIOYCHHBIC B ICPEUYCHL XKU3HCHHO HCO6XO)II/IMBIX M BaKHEHIIMX JICKAPCTBCHHBIX
npenaparos. (B pen. @enepanpHoro 3akoHa ot 06.06.2019 N 134-D3)

2. rOCYII&pCTBCHHBIfI peeCcTp MPEACIbHBIX OTIIYCKHBIX ICH Hp0H3BOHHTCHCI>'I Ha JICKAPCTBCHHLIC
npemnaparbl, BKIOYCHHBIC B IICPCUCHL KHU3HCHHO HGO6X0}II/IMI)IX A BaKHEUIIHNX JICKAPCTBCHHBIX
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MpenapaToB, COACPKUT B ceOe ClIeyIONTy0 HH(OpMaInio:

1) HauMeHOBaHME JIepKaTeNs UM BiaJeiblla PeruCTPAllMOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO
rperapara, HAMMEHOBAaHUE MIPOU3BOJIUTEIIS JIEKAPCTBEHHOIO IPENapara, CBEICHUS O PErucTpaluu
JepKarens WM BIAJEIbla PEruCTPAllMOHHOTO YAOCTOBEPEHUs JIEKAPCTBEHHOrO IIpernapara,
CBEIICHUS O PETUCTPALMU IPOU3BOJUTENS JICKAPCTBEHHOTO IIpernapara sl MEIULMHCKOrO
NPUMEHEHHUS B KayecTBE HAJOrOIUIaTeNbIIMKa B CTpaHe pEerucTpauuu (Uisi POCCHUHCKUX
IOPUIMYECKUX JIUI] - HICHTU(UKAIMOHHBIA HOMep Hanororiarensinuka (MHH), ams mHOCTpaHHBIX
IOpUIMYECKUX JIMI - CTpaHa pErucTpalyy, HAaUMEHOBAaHUE PETUCTPUPYIOIIETO Oprasa,
PErUCTPAlIMOHHBIN HOMEp, KOJ HAJIOroIUIATENbIIUKAa B CTPAHE PErucTpauuu (MHKOPHOpaIluu) UIu
€ro aHajor), MEeCTO HAaXOXXIEHHS IPOU3BOJCTBEHHBIX IUIOIIAJ0K, YYacTBYIOLIMX B Mpoliecce
MIPOU3BOJICTBA JIEKAPCTBEHHOI'O Mperapara, ¢ YKazaHUEM CTaJlMd Mpolecca MpOU3BOJICTBA; (B pe/l.
DdenepanpHOro 3akona ot 28.12.2017 N 425-03)

2) HauMEHOBaHME JIEKAPCTBEHHOIO Ipemapara (MEXAyHapoAHOE HENaTEeHTOBAHHOE, WU
IpyNIHUPOBOYHOE, WM XMMHUYECKOE U TOProBoe HauMeHoBaHus); (B pea. denepaibHOro 3akoHa OT
22.12.2014 N 429-®3 (pex. ot 13.07.2015))

3) HOMep PEruCTPALOHHOTO YAOCTOBEPEHNUS JICKapCTBEHHOTO TIpernapara;

4) nexapcTBeHHas (opMa ¢ yKazaHHEM J03MPOBKU JIEKAPCTBEHHOr'0 Mpernapara u ero KoJu4yecTa Bo
BTOPUYHOM (MTOTPEOUTENHCKOI) YITAaKOBKE, @ TAKXKE KOMIUIEKTHOCTB; (B pen. depepaabHOro 3aK0HA
oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

5) 3aperucTpupoBaHHas TpeAeiabHas OTIYCKHAs IICHA Ha JICKAPCTBEHHBIN Iperapar B pyousix; (B
pen. denepanbhoro 3akoHa ot 27.12.2019 N 475-D3)

6) nata U HOMEp MpHUKa3a YMOJIHOMOYEHHOro (pellepaibHOro opraHa HMCIOJTHUTEIHLHOW BIACTH O
FOCYyJIApCTBEHHOW PErUCTpald WM TNEPEPErucTpald MNPEAeIbHONM OTIIYCKHOM I1I€Hbl Ha
JIEKapCTBEHHBIN TMpernapaT, BKIIOUEHHBIH B TMEpeueHb >KU3HEHHO HEOOXOMUMBIX M BaKHEHUIIUX
JIEKapCTBEHHBIX TpenaparoB; (B pen. denepanbHbX 3akoHOB OT 22.12.2014 N 429-®3 (pexn. ot
13.07.2015), ot 06.06.2019 N 134-D3)

6.1) nata BCTYIJIEHHS B CHJIY IpPUKa3a YIOJIHOMOUYEHHOTO (e/lepalbHOro OopraHa UCIOJIHUTEIbHON
BJIACTH O TOCYJAPCTBEHHOW PETrMCTPAlMM WIM MEPEPETUCTPALMU MPEACIbHON OTIYCKHOW ILIEHBI
NPOM3BOIUTENS HA JEKApCTBEHHBIN Mpenapar, BKIIOUYEHHBIH B MEepeUeHb KU3HEHHO HEOOXOMMBbIX
U Ba)XHEWIIMX JIEKapCTBEHHBIX mpemnaparoB; (B pen. denepampHoro 3akona ot 06.06.2019 N

134-03)

7) WITPUXOBOI KOJI, HAHECEHHBI Ha BTOPUYHYIO (IIOTPEOUTENBCKYIO) YIAKOBKY JEKapCTBEHHOI'O
npenapara; (B pea. @exepanapHoro 3akona ot 22.12.2014 N 429-®3 (pexn. ot 13.07.2015))

8) Ko JIeKapCTBEHHOTO Mperapara MO aHATOMO-TEPANEeBTUUYECKO-XUMUYECKON KiIacCH(UKAIIIH,
peKoMeHI0BaHHON BcemupHoi opranuzaiueit 3apaBooxpanenus. (B pea. depepaabHOTO 3aKOHA OT
22.12.2014 N 429-03)

3. T'ocymapcTBeHHass perucrpauusi WiIM IEPEepPEruCcTpanys IpEeNeNbHbIX OTIYCKHBIX ILI€H Ha
JIeKapCTBEHHbIE Mpernaparhl, BKIIOUEHHBIE B MEPEYECHb >KU3HEHHO HEOOXOIUMBIX W Ba)KHEHIIMX
JIEKAPCTBEHHBIX IIPENapaToB, BEJCHHE IOCYJAapCTBEHHOI'O pEecTpa MPENEIbHBIX OTIYCKHBIX LEH
IIPOU3BOAUTENIEH Ha JICKAPCTBEHHBIE IIpenaparbl, BKJIIOYEHHBIE B IIEPEYEHb KU3HEHHO
HEOOXOJUMBIX UM BaXXHEHIIMX JIEKQpCTBEHHBIX IMpEnapaToB, OCYIIECTBISIOTCS B TOPSIKE,
ycranoBneHHOM [IpaBurensctBom Poccuiickoit ®@enepauuu. (B pen. PenepaabHOro 3akoHa OT
06.06.2019 N 134-®3)
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Crarbs 63. YcTaHOBJ/ICHHE OPraHAMM UCIIOJTHUTEIbHOM BJIACTH
cyobekToB Poccuiickoin @enepannu npeaejbHbIX pa3MepoB ONTOBBIX
HaJA0aBOK M NpeaebHbIX Pa3MePOB PO3HUYHBIX HA10ABOK K
(pakTHYECKUM OTIIYCKHBIM LEHAM, YCTAHOBJICHHBIM
NPOU3BOJAUTEISMHM JIEKAPCTBEHHBIX NPENapaToB, HA JIEKAPCTBEHHbIE
Npenaparbl, BKJIKYEHHbIE B IePeYeHb *KU3HEHHO HE00X0AMMbIX H
BAaKHENIIMX JIeKAPCTBEHHBIX penaparos (B pea. PeaepajbHOrO
3akoHa oT 27.12.2019 N 475-P3)

1. Opranel HCIOJHUTENBHOW BIACTH CyObeKkTOB Poccuiickoii ®Penepauuu yCTaHABIMBAIOT
npeenbHble pasMepbl ONTOBBIX HAA0aBOK W MpeJesibHbIE pa3Mepbl PO3HUYHBIX Ha/l0aBOK K
(aKkTHYECKUM OTITyCKHBIM LieHaM (0e3 yueTa Hajora Ha JOOaBJIEHHYIO CTOMMOCTh), YCTAHOBJICHHBIM
IIPOU3BOJUTEIISIMU JIEKAPCTBEHHBIX IPENaparoB, HA JIEKAPCTBEHHBIC IIPENapaTsl, BKIOYCHHBIE B
nepeveHb JKU3HEHHO HEOOXOIUMBIX U BaKHEHMIINX JIGKAPCTBEHHBIX IMPENapaToB, B COOTBETCTBUH C
YTBEPKICHHOU B MOpsAKe, ycTaHOBIEeHHOM [IpaBurensctBoM Poccuiickonn denepanuu, METOOUKON
YCTQHOBJICHMsI OpraHaMHM MCIIOJHUTEIbHOM BiacTd cyObekToB Poccuiickoit  Denepanuu
NpeJeNbHBIX Pa3MEPOB OITOBBIX HAA0ABOK M MPEACTbHBIX Pa3MEPOB PO3HUYHBIX HAJ0aBOK K
(aKTHYECKUM OTIIyCKHBIM LI€HaM, yCTaHOBJICHHBIM IIPOU3BOAUTEISIMU JIEKAPCTBEHHBIX MpenapaToB,
Ha JIEKApCTBEHHBIE IIpenapaThl, BKIIOUEHHBIE B [I€PEUEHb KU3HEHHO HEOOXOIUMBIX U BaKHEHIINX
JeKapCTBEHHbIX MpenaparoB. [IpoekTsl pemieHuil OpraHoB HCHOJIHMUTENBHOM BIIACTH CyOBEKTOB
Poccuiickoit @enepanuu 00 yCTaHOBICHUM U (WJIM) U3MEHEHHUM IPENEIbHBIX Pa3MEPOB OMNTOBBIX
Ha/10aBOK U TpeAeTbHBIX PAa3MEPOB PO3HUYHBIX HaI0aBOK K (PAaKTUUYECKUM OTIYCKHBIM LI€HaM,
YCTAaHOBJICHHBIM IPOM3BOJAUTENSIMU JIEKAPCTBEHHBIX IMPENapaToB, Ha JIEKAPCTBEHHBIE Mpenaparsl,
BKJIIOYECHHBIE B IMEpPEeUeHb >KU3HEHHO HEOOXOAMMBIX M BaXHEHIIMX JIEKAPCTBEHHBIX IpEnapaTos,
MOJIJIEXKAT COIVIACOBAHUIO C YIIOJIHOMOYEHHBIM (efiepalbHbIM OPraHOM HCIIOJIHUTEIbHOW BIIACTH,
OCYILECTBIIAIOUIMM (YHKLIUU MO MPHUHATUIO HOPMATHUBHBIX MPAaBOBBIX aKTOB M KOHTPOJIO 32
coOI0ICHHEM 3aKOHOJATENbCTBA B c(hepe rocyJapCTBEHHOTO PEryjJupoBaHus ieH (TapudoB) Ha
ToBaph! (yciayru), B nopsjake, yctanoBineHHoM I[IpaBurensctBom Poccuiickoit @enepaunu. (B pea.
denepanbbIx 3akoHOB 0T 13.07.2015 N 241-®3, ot 27.12.2019 N 475-D3)

2. OpraHuzalnyyd ONTOBOM TOProBIIM JIEKAPCTBEHHBIMH CpEACTBAMM, AaNTEUHblE OpraHU3alluy,
WH/IMBUyallbHbIE TPEANPUHUMATENN, UMEIOIINE JTUIEH3UI0 Ha (hapMalleBTHUECKYIO JesITeIbHOCTb,
MEAMIMHCKUE OpraHu3allid, MUMEIOIIME JIMIIEH3UI0 Ha (papManeBTHYECKYIO NEeSTENbHOCTb, U HX
00ocoOseHHble Mojpa3ieneHus (amOynaropuu, Qenbamepckue U - (QenpAlepcKo-aKyIIepeKe
MYHKTBI, LEHTpbl (oTAeneHusi) oOmieid BpaueOHON (ceMelHOM) MNpaKTHUKH), PacloiOXEHHbIE B
CEJIbCKMX HACEJIEHHBIX IMMYHKTaX, B KOTOPBIX OTCYTCTBYIOT alTEUHbIE OPraHU3alMH, OCYIIECTBISAIOT
pean3alnio JIEKApCTBEHHBIX MPENapaTroB, BKIIOUYEHHBIX B MEpeUYeHb JKU3HEHHO HEOOXOIUMBIX U
BO)XHEHIINX JIEKAPCTBEHHBIX IPENaparoB, MO IIeHaM, KOTOpble (hOPMUPYIOTCSI B COOTBETCTBHU C
MOPSIIKOM, yCTaHOBJIEHHBIM [IpaButensctBoM Poccuiickoit denepamnuu, 1 ypoBeHb KOTOPHIX (0€3
yueTa Hajora Ha J00aBJIEHHYI0 CTOMMOCTb) HE JIOJDKEH IIPEBBINIATh CYMMY (akTHUeCKOMH
OTIYCKHOI  IIEHbI, YCTaHOBJIEHHOW MPOU3BOJAUTENIEM JIEKAPCTBEHHOTO Ipemnapara, He
IIPEBBILIAIOIIEH 3apETUCTPUPOBAHHON WM MEPEPETUCTPUPOBAHHOMN NPEAEIBHON OTIIYCKHOM LIEHBI
MPOM3BOUTENS (HA JaTy peaju3aluy JIEKapCTBEHHOTO Mperapara MpOoU3BOJIUTENIEM), U pa3Mmepa
ONTOBOM Ha/l0aBKU W (WIM) pa3Mepa pO3HMYHONW HaAO0aBKH, HE MPEBBIIIAIONIUX COOTBETCTBEHHO
pa3Mepa MpeAenbHOM onToBOW HaA0aBKU M (MJIM) pa3Mepa MNpelesibHOM pO3HWYHON Haa0aBKH,
yCTaHOBIIEHHBIX B cyObekTe Poccuiickoit ®denepauuu. (B pea. PexepanbHoro 3akona ot 27.12.2019
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N 475-®3)

3. Opranpl HMCHOJHHUTEIBLHOH BJIacTH CyOBeKTOB Poccuiickoi denepanuu pa3MemarOT B CETH
"NUuTepHer"  MHPOPMALMIO O  3apETUCTPUPOBAHHBIX  IPENENbHBIX  OTIYCKHBIX  II€HaX
MPOU3BOJUTENIE Ha JIEKApCTBEHHbIE Tpernaparbl, BKIIOYCHHbIE B IE€peUYeHb IKUZHEHHO
HEOOXOIMMBIX M BAXXHEWIIMX JIEKAPCTBEHHBIX IpenapaToB, 00 YCTAaHOBJICHHBIX B CYObBEKTe
Poccuiickoii denepanuu npeaenbHbIX pa3Mepax ONTOBBIX HaI0aBOK U (WIK) MpeIebHBIX pazMepax
PO3HMYHBIX HAA0aBOK K YCTAHOBJIIGHHBIM THPOM3BOJUTENSIMH JIEKAPCTBEHHBIX IPENapaToB
(dakTHYecKUM OTIYCKHBIM [I€HaM Ha JIEKApCTBEHHBIC IIperapaThl, BKIIOYEHHbIE B MEpEeYeHb
KU3HEHHO HEOOXOJMMBIX W BaXKHEHIIMX JICKApPCTBEHHBIX MIPENaparoB, a TaKkKe O CyMMe
3apETUCTPUPOBAHHBIX MpENEIbHBIX OTIYCKHBIX II€H IPOU3BOJUTENICH Ha JIeKapCTBEHHBIC
Ipernaparsl, BKIOYEHHBIE B IE€PEUEHb >KM3HEHHO HEOOXOAMMBIX U BAaKHEMIINX JIEKAPCTBEHHBIX
IpernapaToB, YCTaHOBIECHHBIX B cyObekTe Poccuiickoit denepannu npeaeabHbIX pa3MepoB ONTOBBIX
Ha/10aBOK M TPENeNbHBIX Pa3MEpPOB PO3HUYHBIX HAJA0aBOK M Hajiora Ha JOOABIEHHYIO CTOMMOCTD.
WNudopmanivs, mperycCMOTpPEHHAs HACTOSINEH YacTbio, JTOJDKHA HAXOAUTHCA TaKKe B alTEYHBIX
OpraHu3alsaX B JOCTYITHOW U BCEX 3aMHTEPECOBAHHBIX JIMI (hOpME M OOHOBIATHCSA MO MEpe ee
pa3MelieHuss OpraHaMu HUCIOJHUTENbHOW BiacTu cyOBekToB Poccuiickoit ®Dexnepanuu B CETH
"Unrepuer". (B pen. PenepanbHoro 3akoHa ot 27.12.2019 N 475-03)

4. TlyukT yrpatui cuiy. (B pen. @enepanbroro 3akona ot 27.12.2019 N 475-D3)

I'aasa 13. MOHUTOPHUHI Y®PEKTUBHOCTHU "
BE3OINIACHOCTHU JIEKAPCTBEHHBIX ITPEITAPATOB,
HAXOJSIINXCSA B OBPAIIIEHUH B POCCUHUCKOHR
OEJAEPAIINUU (B pen. PenepanbHoro 3axkona or 22.12.2014 N 429-d3
(pen. or 13.07.2015))

Crarbs 64. ®apmakoHaa3op (B pea. PeaepajbHOr0 3aK0HA 0T
22.12.2014 N 429-®3 (pea. ot 13.07.2015))

1. JlekapcTBEHHBIE MpenapaThl, HAXOsIIHecs B oopamienun B Poccuiickoit denepariuu, moiexat
MOHUTOPHHTY 3(1)(1)6KTI/IBHOCTI/I 1 0e30IacHOCTH B IeJsiX BBIABJIICHHUS BO3MOXKHBIX HCETAaTHBHBIX
NOCJIEACTBUA WX  TPUMEHCHHS, HHIMBHIYAIbHONW  HEMEPEHOCHMOCTH,  MPEIyNPEkKACHHS
MECOUIIMHCKUX pa6OTHI/IKOB, CIICIINAJIMCTOB B oOJactu BETCpUHAPUHU, MMAOUCHTOB HWJIM BJIAACIIBIICB
KMBOTHBIX W HWX 3allThl OT MPUMCHEHHsS TaKUX JICKApCTBEHHBIX MpenapaToB. (B pel.
®denepanproro 3akona ot 02.08.2019 N 297-03)

2. @apMaKOHa30p OCYLIECTBISETCS COOTBETCTBYIOIINUM YIIOJTHOMOUYEHHBIM (e/lepaaIbHbIM OpraHoM
UCIIOJTHUTENIbHOM BJIACTH B YCTAaHOBJIEHHOM WM TMOpSIKE IyTEM aHajln3a MpefocTaBiIsieMon
CyObeKTaMu OOpalleHusi JIEKAPCTBEHHBIX CPEACTB HMHPOPMALMU O TOOOYHBIX JCHCTBUSX,
HEKENaTeJIbHBIX ~ pEeaklMsX, CEPbEe3HBbIX  HEXKENaTeNbHbIX  peakUUsX, HenpeaBUICHHBIX
HE)KENNATeNbHBIX PEeaKIHsIX MPH NPUMEHEHHWHU JIEKapCTBEHHBIX IMpenapaToB, 00 HHIUBUAYaIbHOU
HENEPEHOCUMOCTH, OTCYTCTBHHM 3(Q(EKTUBHOCTH JIEKAPCTBEHHBIX MpErnaparoB, a Takke 00 HMHBIX
dakTax M OOCTOATENBCTBAX, MPEJICTABISAIONIMX YIPO3Yy JKU3HU WM 37I0POBBIO 4YeJOBEKa JIMOO
KUBOTHOTO TpHU MPUMEHEHUH JIEKapCTBEHHBIX IPErnapaToB W BBISABICHHBIX Ha BCEX JTamax
oOpaleHus JIeKapCTBEHHBIX MpenapaTtoB B Poccuiickoit denepanyu u Ipyrux rocy1apcrpax.

3. CY6'LCKTLI 06paH_ICHI/ISI JICKAPCTBCHHBIX CPCACTB B MOPAAKE, YCTAHOBJIICHHOM YIIOJIHOMOYCHHBIM
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denepanbHBIM OpPraHOM HCIIOJIHUTEIBHOW BIAcTH, 0OO0sA3aHBl COOOIIATh B  YIOJIHOMOYEHHBIN
denepanbHBI OpraH UCIOJHUTEIBHON BIACTH O TTOOOYHBIX NEHCTBUSAX, HEXKEIIATEIbHBIX PEAKIIHIX,
CEPbE3HBIX HEXKENATENIbHbIX PEaKUWsAX, HENPEIBUACHHBIX HEXENATeNbHbIX pPEakUusxX Ipu
MPUMEHEHUN JICKApPCTBEHHBIX NPENapaTroB, 00 WHAWBHIYAJTLHOW HEMEPEHOCUMOCTU, OTCYTCTBHH
3¢ (PeKTUBHOCTH JIEKApCTBEHHBIX IpENaparoB, a Takxke 00 HHBIX (hakTax U 0OCTOSATENbCTBAX,
MPEJICTABIISIFOIIMX YTPO3y >KM3HU WM 30POBBIO HYEJIOBEKa JIMOO XUBOTHOTO TMPH MPUMEHEHHUH
JICKapCTBEHHBIX MpENapaToB U BBIABIECHHBIX HA BCEX JdTamax oOpalleHus JEeKapCTBEHHBIX
npernaparoB B Poccuiickoit denepaunu U APyrux rocygapcTBax.

4. JlepxaTenu WU BIAJENbLbl PErMCTPAllMOHHBIX YIOCTOBEPEHUN JIEKAPCTBEHHBIX IPENapaToB,
IOPUJIMYECKHE JIMIA, HAa MM KOTOPBIX BBIAAHBI pa3pelieHHs Ha IMPOBEICHHE KIMHUUYECKUX
uccnenoBanuii B Poccuiickoit @enepannu, 160 yoJTHOMOUEHHBIE UMY APYTHE IOPUANYECKHE JTHIIA
B pamKax oOecriedeHusi 0€30MaCHOCTH JIEKApCTBEHHBIX MpEnapaToB B IOpPsIKE, YCTAHOBIEHHOM
COOTBETCTBYIOIIUM YIIOJHOMOUYEHHBIM (eiepaIbHbIM OPTaHOM WCIOJIHHUTEIBHOW BIIACTH, 00S3aHBI
OCYILECTBIIAATh NpHUEM, Yy4yeT, OoOpabOTKy, aHaJIM3 U XpaHEHHE IOCTYMAIUIMX B HMX aJIpec OT
CyOBEKTOB 00paIlIeHHs JIEKAPCTBEHHBIX CPEACTB M OPraHOB rOCYIapCTBEHHOMN BJIACTH COOOIIEHHH 0
NOOOYHBIX JIEHCTBUSIX, HEIKEJIATEIIbHBIX PEAKIMUAX, CEPhE3HBIX HEXKENATENbHBIX U HENPEABUIEHHBIX
HE)KEJNATENbHBIX PEAKIUAX TPU NPUMEHEHHWH JIEKApCTBEHHBIX IMPENaparoB, 00 OCOOCHHOCTAX HX
B3aUMOJICHCTBUSA C APYTUMHU JIEKAPCTBEHHBIMHU IpenapaTaMy, HHAWBUIYalIbHON HEMEpeHOCUMOCTH,
a Takke 00 MHBIX (aKTax M OOCTOSTEIHCTBAX, MPEICTABISIONINX YIpO3y JKU3HU WIN 30POBBIO
4eJoBeKa MO0 XMBOTHOI'O WIM BIMSAIONMX HAa HM3MEHEHHE OTHOILIEHUS OXMIAaeMOM IMOJIb3bl K
BO3MO)KHOMY PUCKY IPUMEHEHMSI JIEKAPCTBEHHBIX IPENapaToB.

5. Ilpu BeIsABICHUM WH(OPMAIMU O CEPbE3HBIX HEKENATEIbHBIX PEAKUUAX U HEMpeIBUACHHBIX
HE)KEJIATENBbHBIX PEAKIUAX MPU NPUMEHEHHWH JIEKApCTBEHHBIX IMPENaparoB, 00 OCOOCHHOCTIX HX
B3aUMOJICHCTBUS C IPYTUMH JIEKAPCTBEHHBIMH TperiapaTaMy, WHAWBUIYaJIbHON HETEPEHOCHMOCTH,
a Takke 00 MHBIX (pakTax W OOCTOATENBCTBAX, BIMAIONMX HA M3MEHEHHE OTHOIICHUS OXKUIaeMOU
NOJb3bl K BO3MOXHOMY PpHUCKY TPHUMEHEHHs JEKapCTBEHHBIX IpenapaTroB, JepXkaTeld WIn
BJIAJICNIBIIBI PETHUCTPAIIMOHHBIX YJOCTOBEPEHUN JIEKapCTBEHHBIX IMPENapaToB, IOPHINYECKUE JIUIIA,
Ha UMS KOTOPBIX BBIJJaHbI Pa3pelleHus Ha MPOBEACHNE KIMHUUECKUX HccieqoBanuil B Poccuiickoit
Oeneparun, TUO0 YIMOJIHOMOYEHHBIE UMH JIPYTHE OPUAMYECKUE JUIA O0s3aHbl MPHUHATH MEPHI,
HalpaBJIeHHblE HAa YCTpaHEHHE HETaTHBHBIX IOCJIEACTBUN NPUMEHEHHUS TaKUX JIEKapCTBEHHBIX
npenapaToB, MPEAYNPEXKJACHUE TPUUYMHEHHUS Bpena >KU3HH WIH 3JI0POBBIO UEIOBEKa JIMOO
KUBOTHOTO, 3alIUTy MX OT NPUMEHEHMS TAaKUX JICKApPCTBEHHBIX IMPENapaToB, Ha JOMOJHUTEIbHbIHN
cO0p aHHBIX 00 3(PEKTUBHOCTH U OE30MACHOCTH TaKHUX JIEKAPCTBEHHBIX MPENapaToB.

6. 3a HecoOoOIIeHNE I COKpPhITHE MH(POPMAIIUH, TPETyCMOTPEHHON YacThlO 3 HACTOSILEN CTAaThH,
JiepKaTend WM BIAAETbIBl PETHUCTPALIMOHHBIX YAOCTOBEPEHHUH JIeKapCTBEHHBIX IPErnaparos,
IOPUINYCCKUEC JIMIa, Ha HMA KOTOPBIX BBIJAHBI Pa3spCHICHUA HaA MNTPOBCACHUC KIIMHUYCCKUX
uccnenoBanuii B Poccuiickoit denepanyu, 1100 yNOIHOMOYEHHBIE UMM JIpyrHe IOpPHIMYECKUe
JUIa, a TaKXKe JOJDKHOCTHBIE JIMIIA, KOTOPbIM 3Ta HH(pOpMAIMs cTala H3BECTHA MO POAY HX
npodeCCHOHATIBHON JIeTETbHOCTH, HECYT OTBETCTBEHHOCTh B COOTBETCTBHHM C 3aKOHOJATEILCTBOM
Poccuiickoit denepanum.

7. Ilpu moxy4eHuH YHOJHOMOYEHHBIM (pe/iepalbHbIM OPraHOM HCIOJHHUTENbHOM BIACTH B PaMKax
OCYILECTBJIEHHSI MM (papMaKOHaA30pa JOKa3aTeIbCTB O HECOOTBETCTBUU JIEKAPCTBEHHOI'O
npernapara yCTaHOBJIEHHBIM TPEeOOBAaHUSAM WM NPU MOJYyYEeHHHM HWH(POpPMAlUU O HECOOTBETCTBUU
JaHHBIX 00 »((EeKTUBHOCTH M O OE€30MacHOCTH JIEKAPCTBEHHOrO Ipenapara JaHHBIM O
JIEKapCTBEHHOM IIpenapare, COAEp KAIMMCS B MHCTPYKLIMH IO €r0 NPUMEHEHUIO (B TOM YHCIE
BBISIBJICHHBIX B XOJI€ OCYIIECTBIEHHS (hapMaKoOHaI30pa KOHTPOJIbHO-HAJA30PHBIMH OpraHaMH
MHOCTPAaHHBIX TOCYJIapCTB), YIOJIHOMOYEHHBIH (enepalbHblii OpraH HMCIOJHUTEIbHON BIIACTH B



YCTAaHOBJICHHOM UM TMOpPSIKE paccMaTpUBAeT BOMPOC O MPUOCTAHOBICHUHM MPUMEHEHHS] TaKOIo
JIEKapCTBEHHOTI'O IIperapara.

Crarbs 65. IIlpuocTaHoB/IeHH e IPUMEHEHHS JIEKAPCTBEHHOT 0
npenapara (B pea. @eaepaiabHoro 3akona or 22.12.2014 N 429-®3
(pen. ot 13.07.2015))

1. IIpu nonyuenuu uHGOPMALIUU O HEXKENATEIbHBIX PEaKLUIX MPU MPUMEHEHUU JEKapCTBEHHOTO
npernapara, He yKa3aHHbIX B HHCTPYKLMHU 10 IPUMEHEHUIO JIEKAPCTBEHHOIO Iperapara, CEpbe3HbIX
HEKeJNaTeJIbHBIX PeakiusiX, 00 0COOEHHOCTAX ero B3auMOJEUCTBUS C APYTUMHU JIEKApCTBEHHBIMU
npenapaTtamM, KOTOpPBIE MOTYT TPEACTaBIATh YIpoO3y JKU3HU WIM 3/0POBBIO YeJOBEKa JMOO
JKUBOTHOTO, a TaKKke O HECOOTBETCTBUM MJaHHBIX 00 3(pdekTuBHOCTH U O OE30MaCHOCTH
JIEKapCTBEHHOI'0 IIperapara JaHHBIM O JIEKAPCTBEHHOM IIpenapare, COAepKalluMcs B UHCTPYKLMU
M0 €r0 MPUMEHEHUIO, B TOM YHUCJIE OT YIIOJIHOMOUYEHHBIX OPraHOB HHOCTPAHHBIX TOCYIapCTB, OOMEH
KOTOPOM OCYILECTBISETCS B COOTBETCTBUM C COIVIALIEHUSIMM MEXIY YIOJIHOMOYEHHBIM
dbenepanbHBIM OPraHOM HMCIOJIHUTENBHOW BIACTH U YHMOJHOMOYEHHBIMH OpraHaMH MHOCTPAaHHBIX
rOCYJIapCTB, YIIOJHOMOYEHHBIH (hefAepaibHbIi OpraH HCIOJHUTEIBHON BJIACTH pPAacCMaTpPUBACT
BOIPOC O BO3MOXXHOCTH MPHUOCTAHOBIEHUS OOpAIlEHUS TaKOro JIEKAPCTBEHHOrO Mpernapara B
HOpSI/IKE, YCTAaHOBJICHHOM YIIOJTHOMOYEHHBIM (heZiepaibHbIM OPTaHOM UCTIOTHUTEIBHOM BIIACTH.

2. llpy HeWCHONHEHMHM WM HEHAJUIeKAlEeM HCIOJHEHUU JepKaTesIIMU WIH BiaJelbllaMU
PETUCTPALIMOHHBIX yIOCTOBEPEHUM JIEKAPCTBEHHBIX IPENapaToB, IOPUANUECKUMU JTULAMH, Ha UMs
KOTOPBIX BBIIAHBI pa3pellcHUs Ha MPOBEACHUE KIMHUYECKMX HcclIeqoBaHui B Poccuiickoit
denepanuy, WIM YHOJHOMOYEHHBIMM UMM JpPYTUMHU IOPUAWYECKMMHU JIUIAMU O0Os3aHHOCTEH,
YCTaHOBJICHHBIX 4YacTsIMU 3 U 4 ctaThu 64 Hacrosmiero deaepaibHOro 3aKOHA, JTMOO B CITydasx
NPEJCTaBICHNUs COOTBETCTBYIOLIMM YIIOJHOMOYEHHBIM (pe/iepaibHbIM OpPraHOM HCIIOJHUTEIBHON
BJIACTU  3aKJIIOYEHUs O  HEJOCTOBEPHOCTH  PE3YJBTATOB  KIMHUYECKOTO  HCCIEIOBAHUS
JIEKapCTBEHHOI'O Ipenapara JUisi MEAUIIMHCKOrO IPUMEHEHHUs, KOTOPOE OCHOBAaHO Ha pe3yJbTaTax
IIPOBEPKU MEIMIMHCKOM OpraHHU3aliy, MPOBOAMBIIEH yKa3aHHOE KIMHHYECKOE MCCIIEIOBAHUE C
HapylLIeHHMEM NpPaBWJI HaAJIEXKAIEH KIMHUYECKOM MPAKTUKH, M IPUBEIO K IIOJYYEHUIO
HEJOCTOBEPHBIX pE3yJbTaToOB, JIMOO B CiIy4ae HEBBINOJIHEHMUS] MPEANUCAHUS, BBIJAHHOTO
YIOJIHOMOYEHHBIM (pefiepabHbIM OpPraHOM HCIOJHUTENIBHOW BJIACTHU MO MTOTaM OCYIIECTBICHMS
BbIOOPOYHOI'O KOHTPOJISI KauecTBa JIEKAPCTBEHHOT'O Iperapara, YHNOJIHOMOYEHHbIN (erepanbHbIii
OpraH HCIIOJIHUTENIBHOM BJIACTU B YCTAaHOBJIEHHOM UM TOpPSAKE paccMaTpuBaeT BOIPOC O
IIPUOCTAHOBIICHUH ITIPUMEHEHHUsI TAKOT'0 JIEKAPCTBEHHOTO IIpenapara.

3. YnonHoMoueHHBIH (eaepanbHbIi OpraH HCIOIHUTENBHON BIACTH MPH MPEICTAaBICHUH €My
CBe,HeHI/Iﬁ O HCECOOTBETCTBUH IIPOU3ZBOAMUTECIA JICKAPCTBCHHBIX CPCACTB Tpe60BaHI/ISIM IMpaBUI
HaJJIeXKalleld MPOU3BOJICTBEHHOW MPAKTHKU W (WIM) O HApYIICHWH JIMIIEH3UMOHHBIX TPeOOBaHUH,
KOTOPBIC OBUIN BBISBJIEHBI B X04€ NPOBCACHUS MHCIICKTHPOBAHUSA MPOU3BOAUTEIIA JICKAPCTBECHHBIX
CPEICTB WM OCYIIECTBICHHS JUIEH3MOHHOTO KOHTPOJIS B cdepe MPOU3BOJCTBA JEKAPCTBEHHBIX
Cp€ACTB M TPHUBCIN HWJIWM MOI'YT IMNMPUBECTH K IMPOHU3BOJACTBY JICKAPCTBCHHLIX IIPEIIapaToB IJId
MEAWIIMHCKOTO TIPUMEHEHUs, MPUUYMHUBIINX WU CIOCOOHBIX MPHUYMHUTH BpEA KHU3HH WIH
3I0POBBIO TPaXKJIaH, pacCMaTpUBaeT BOMPOC O TMPUOCTAHOBICHHH TPUMEHEHHUS JIEKAPCTBEHHBIX
MpenaparoB il MEIUIMHCKOTO MPUMEHEHUS B YCTAHOBJIEHHOM WM TOPSJKE B CIEAYIOIIUX
ciydasx: (B pea. @enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

1) coctaB u (WMJM) TEXHOJOTHUS TPOW3BOJCTBA JIEKAPCTBEHHOTO Tperapara Il MEIUIMHCKOTO
NpUMEHEeHHUs (C ONHCAaHMeM CTaauii TPOU3BOJCTBA) OTIMYAIOTCA OT 3asBJICHHBIX B
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perucTpanroHHoM 10che; (B pea. denepanbroro 3akona ot 04.06.2018 N 140-D3)

2) eKapCTBEHHBIN MpenapaT Uil MEIUIMHCKOTO MPUMEHEHHS MPOU3BEJCH Ha MPOM3BOICTBEHHON
IUIOLIA/IKE, HE YKa3aHHOW B PETUCTPALlMOHHOM JI0che; (B pel. PenepanbHoro 3akoHa ot 04.06.2018
N 140-®3)

3) y NOpoOM3BOAMTENS JIEKAPCTBEHHBIX CPEJCTB OTCYTCTBYIOT JIOKYMEHTBI, IOJTBEPXKIAIOIINE
COOTBETCTBHUE KaueCTBa JICKAPCTBEHHOTO Ipernapara il MEAUIIMHCKOTO MPUMEHEHHS, BBOJUMOTO B
TpaXXTaHCKUI 000pOT, TPeOOBAHUSIM, YCTAHOBICHHBIM IIPU €r0 TOCYJIapCTBEHHON pEerucTpaiuu; (B
pen. ®enepansHoro 3akoHa oT 04.06.2018 N 140-D3)

4) TmpoW3BOAMTENEM JICKAPCTBEHHBIX CPEACTB B  COIJIACOBAHHBIH C  COOTBETCTBYIOIIUM
YHOJHOMOYCHHBIM Q)eﬂepaanHM OopraHomM HWCITIOJTHUTEILHOM BIIACTH CpOK HEC YCTPaHCHLI
HapylieHus: TpeOOBaHWK MpaBWJI  HAAJIeXamled IPOM3BOJACTBEHHOM MPAaKTUKH U (WIN)
JIMIICH3UOHHBIX Tpe60BaHI/II>’I, KOTOPBIC ObUIH BBISBIIEHEI B X0A€ NPOBCACHHA HWHCICKTUPOBAHUA
IPOU3BOAUTENS JIEKAPCTBEHHBIX CPEJCTB WM OCYIIECTBICHHS JIMIIEH3MOHHOTO KOHTPOJS B cdepe
MMPONU3BOACTBA JICKAPCTBCHHBLIX CPCACTB U IIPUBCIW MWW MOI'yT IIPHBCCTH K IIPOHU3BOACTBY
JIEKapCTBEHHBIX MNpPENapaTroB s MEJUIMHCKOrO MPUMEHEHHs, NPUYMHHUBIIMX WM CIIOCOOHBIX
IPUYMHUTB BPEJl )KU3HU WIN 310pOBbI0 rpakaaH. (B pex. PenepanbHoro 3akoHa or 04.06.2018 N
140-®3)

4. YIOTHOMOYEHHBIH (pefiepabHbIi OpraH UCTIOIHUTEIBHOM BIACTH NPU HAJIMYWHU Y HETO CBEJCHUI
0 HECOOTBETCTBMM IPOU3BOJUTENS JEKAPCTBEHHBIX CPEICTB TPEeOOBAaHUSAM IPAaBUI HaAJIexarlen
IIPOU3BOJICTBEHHON MPAKTUKUA U (WIM) O HAPYLIEHUM JIMLIEH3UOHHBIX TpeOOBaHUM, KOTOpbIE ObUIM
BBISIBJIICHBI B XOJ€ NPOBEICHUS WHCIEKTUPOBAHUS NPOM3BOAMUTENS JEKAPCTBEHHBIX CPEACTB WM
OCYILECTBIICHHS JIMIIEH3MOHHOTO KOHTPOJSI B cepe MPOU3BOACTBA JIEKAPCTBEHHBIX CPEJICTB U
IIPUBEJIM WX MOTYT IPUBECTU K IPOU3BOJCTBY JIEKAPCTBEHHBIX IIPENAPATOB JJIsI BETEPUHAPHOTO
INPUMEHEHHUS, IPUUYNHUBLIINX UM CHOCOOHBIX MPUYMHHUTH BPE] KU3HU WIM 370POBbIO KUBOTHBIX,
paccMaTpuBaeT BONPOC O MPUOCTAHOBIEHWM peadu3allud W IPUMEHEHUs JIEKapCTBEHHBIX
IpernapaToB JUisl BETEPUHAPHOTO TNPUMEHEHHsS] B YCTAHOBJIEHHOM UM IOpSIKE B CIEAYIOLINX
cnydasx: (B pexn. ®enepanproro 3akona ot 04.06.2018 N 140-D3)

1) coctaB U (MJIM) TEXHOJIOTHS MPOU3BOJCTBA JIEKAPCTBEHHOIO Iperapara A BETEPUHAPHOTO
NpUMEHEHHUs (C ONMCAaHMEeM CTaJuil MPOU3BOJCTBA) OTJIMYAIOTCS OT  3asBJICHHBIX B
perucTpalioHHoM J1oche; (B pea. Penepanbpaoro 3akona ot 04.06.2018 N 140-D3)

2) NeKapCTBEHHBIN TIpenapar sl BETEPUHAPHOTO MIPUMEHEHHUS MPOU3BEACH Ha MPOU3BOJICTBEHHON
TUIONIAJIKE, HE YKa3aHHOW B PETUCTPALlMOHHOM JI0che; (B pen. PenepanbHoro 3akoHa oT 04.06.2018
N 140-®3)

3) y nOpou3BOAUTENS JIEKAPCTBEHHBIX CPEICTB OTCYTCTBYIOT JOKYMEHTHI, MOATBEPKAAIOIINE
COOTBETCTBHUE KayeCcTBa JIEKAPCTBEHHOTO MperapaTa sl BETepUHAPHOTO TPUMEHEHHUSI, BBOJUMOTO B
rpaKAaHCKUIl 000poT, TpeOOBAHUSIM, YCTAHOBJICHHBIM IPU €ro TOCYJIapCTBEHHON pEerucTpanuy; (B
pen. ®enepanbHoro 3akoHa oT 04.06.2018 N 140-D3)

4) Tpou3BOOUTENEM JIEKAPCTBEHHBIX CPEICTB B  COTJIACOBAHHBIM C  COOTBETCTBYIOLIMM
YIOJTHOMOYEHHBIM  (heZiepajibHbIM OpPraHOM HCIHOJHMTENbHOM BIACTH CPOK HE YCTpPaHEHBI
HapylleHuss TpeOOBaHMM MpaBWJI HaJJIeKallell MPOU3BOJACTBEHHOW MPAKTUKKM W (WJIH)
JIMIIEH3UOHHBIX TpPeOOBaHMM, KOTOpble OBbLIM BBIABIEHBI B XOJA€ MPOBEACHUS HHCIEKTUPOBAHHS
MIPOU3BOJUTENIS JIEKAPCTBEHHBIX CPEJCTB MJIM OCYIIECTBJICHMS JIMIIEH3HOHHOTO KOHTPOJIA B cdepe
IIPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB M NPHUBEINM WIM MOTYT IPUBECTH K IPOU3BOJACTBY
JIEKapCTBEHHBIX IpEnaparoB Jil BETEPUHAPHOTO MPUMEHEHHUs, MPUUYMHUBLIMX MU CHOCOOHBIX
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MPUYHHUTH BPEJl )KU3HU WM 3JJ0POBBIO )KUBOTHBIX. (B pen. DeaepanbHoro 3akoHa ot 04.06.2018 N
140-D3)

Cratbs 66. Undopmanus o pesyabrarax papmMakoHaazopa (B pea.
®denepaibHOro 3akona ot 27.12.2019 N 475-d3)

YromHOMOYEHHBIH  ()eiepaIbHBIl  OpraH  WCIOJMHUTEIBHOW  BJIACTH,  OCYIIECTBIISIOIIHIMA
dbapmakoHag30p, MO €ro pe3yjpTaTaM pa3MellaeT Ha CBOoeM O(QuIMaTbHOM caiiTe B ceTu
"NuTeprer" nHPOPMAIIHIO O:

1) BbIAABJICHUM HOBBIX TIIOATBCPKACHHBIX JAaHHBIX O MOOOYHBIX ,Z[GI\/JICTBI/ISIX, HCXCIIaTCIIbHBIX
pPE€aKknusaXx, CEPLE3HBIX HEXKEIIATCIBHBIX PCAKINAX, HCIIPEABUACHHBIX HEXKECIATCIbHBIX PCAKIUAX IIPU
MMPUMCHCHUHN JICKAPCTBCHHOI'O IIperiapara, B TOM YHCJIC BJIMAIOMIMUX HAa OTHOIICHHC O)KI/I,Z[aCMOﬁ
MMOJIB3bI K BOBMOXHOMY PUCKY IIPUMCHCHHA JAHHOI'O JICKAPCTBECHHOT'O IIpeIiapara,

2) OpUHATBHIX PELIEHUSX O BHECEHUU U3MEHEHUI B MHCTPYKIMIO 110 MPUMEHEHHIO JIEKApCTBEHHOTO
npenapara, O IPUOCTAHOBICHUU TPUMEHEHHUs JIEKapCTBEHHOro Ipenapara, 00 H3BATUM U3
oOpallleHus1 JIEKapCTBEHHOI'O IIpernapaTa Wid O BO300HOBJIEHUM IPUMEHEHUs JIEKapCTBEHHOIO
npernapara.

I'nasa 14. UHO®OOPMAILIUSA O JIEKAPCTBEHHbBIX
INPEITAPATAX. CUCTEMA MOHUTOPHUHI' A IBUXEHUSA
JIEKAPCTBEHHBIX ITPEITAPATOB JJI51 MEAUIIUHCKOI'O
INPUMEHEHMUA (B pea. ®exepanbHoro 3akona or 28.12.2017 N
425-D3)

Crarbs 67. Unpopmanus o jJekapcTBeHHbIX npenaparax. Cucrema
MOHHMTOPHHIA JIBUKEHUA JIEKAPCTBEHHBIX NMPENapaToB AJIs

MeTUIMHCKOr0 npuMeHeHus (B pea. @enepajbHOroO 3aK0HA OT_
28.12.2017 N 425-D3)

1. Mudopmaruss 0 JIeKapCTBEHHBIX Ipenaparax, OTIYCKaeMbIX MO PEeLeNnTy Ha JIEKapCTBEHHBIN
Ipernapar, 10JKHA COJIEP’KaThCs TOJIBKO B CIIEMAIN3UPOBAHHBIX U3/1aHUAX, PEeAHA3HAYEHHBIX JUIs
MEIUIUHCKUX, (apMalleBTUYECKUX paOOTHUKOB, CIELUAIUCTOB B 00JacTH BETEPUHAPHH.
Wndopmanus o0 JeKapcTBEHHBIX Mpernaparax i CIEHUaIlCTOB B o0iacTu  oOpalieHus
JIEKapCTBEHHBIX CPEJICTB MOXKET COJIEP>KaThcs B MOHOTpausX, CIPABOYHUKAX, HAYYHBIX CTAThsX, B
JOKJIaJaXx Ha KOHIpeccax, KOH(PEpEeHUHUSAX, CUMIO3MyMax, HAy4yHBIX COBETaxX, a TakKXe B
MHCTPYKLUAX 0 NPHUMEHEHUIO JIEKapCTBEHHBIX mpenapartoB. (B pena. denepanpHOro 3akoHa OT
02.08.2019 N 297-®3)

2. Uudopmanusi 0 JIeKapCTBEHHBIX MperapaTax, OTIMYCKaeMbIX O€3 perenta Ha JIeKapCTBEHHBIN
mpernapar, MOXET COJEPKaThCs B MyONHKAIUSAX W OOBSIBICHUSX CPEJICTB MACCOBOM MH(pOpMAIUH,
CMIENMATM3UPOBAHHBIX W OONIMX T€YaTHBIX M3JAHUAX, WHCTPYKIUAX TI0 TPUMEHEHUIO
JICKapCTBEHHBIX TPENapaTroB, WHBIX H3JaHHUSIX CyOBEKTOB OOpalleHHs JEKapCTBEHHBIX CPEICTB.
Pexknamubple MaTepuanbl O JIEKapCTBEHHOM Ipemapare, OTIycKaeMoM 0e3 pelenra Ha
JEKApCTBEHHbIM  Mpemnapar, JODKHbI — COOTBETCTBOBATH ~ MHCTPYKUMM 1O  HPUMEHEHHIO
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JICKApCTBEHHOTO Tperapara.

3. Jlomyckaercsi MCHOJBb30BaHME JIHOOBIX MAaTepHUalbHBIX HOCHUTEJNEH, IO3BOJIAIOLIMX XPaHUTh,
nepeaaBaTh U UCIOIb30BaTh HHPOPMALIMIO O JEKapCTBEHHBIX MpenapaTax 0e3 ee HCKaKCHHUS.

4. Hna ueneid wuneHTUGUKALMK YINAKOBOK JIGKAPCTBEHHBIX MPENapaToB [UIsi MEAUIIMHCKOTO
NPUMEHEHUS  MPOU3BOJUTENIN  JIEKAPCTBEHHBIX  CPEACTB B  TOPAJKE, YCTAaHOBIECHHOM
[IpaButenscTBOM Poccuiickori ®enepanuu, HaHOCAT HA TEPBUYHYIO YIIAKOBKY (B OTHOIIEHUU
JIEKAPCTBEHHBIX MPENapaToB i MEAUIIMHCKOIO MPUMEHEHHs, JUIsl KOTOPBIX HE MpeayCcMOTpeHa
BTOpUYHAs YMAaKOBKAa) M BTOPUYHYIO (IIOTPEOUTEIHCKYIO) YIAKOBKY JIEKAPCTBEHHBIX IPENapaToB
JUTST. MEMIIMHCKOTO MPUMEHEHHS CPEJCTBA HUICHTH(PHKAIMU, 32 HMCKIIIOUEHUEM JICKApPCTBEHHBIX
MpernapaToB Uil MEAULMHCKOTO IMPUMEHEHHMsSI, MPOU3BOJMMBIX Ui TMPOBEACHUS KIMHUYECKUX
UCCJIEIOBAHMM, JKCIOPTa, JIEKAPCTBEHHBIX NPEMapaTroB s MEAMIIMHCKOIO MPUMEHEHMUS,
yKa3aHHBIX B 4acTsax o U 8 crateu 13 Hactosuiero denepanbHOro 3aKkoHa, paanodapMalneBTUYECKUX
JIEKApCTBEHHBIX MPENapaToB, MUSBOK MEIUIMHCKUX U Ta30B MEIUIIMHCKUX. (B pen. DenepaabHOTO
3akoHa oT 28.12.2017 N 425-D3)

5. XapakTepucTUKU CPEICTBA UIACHTHU(PHUKAIIUH, TIOPSIOK €r0 HAHECEHHS U TPEOOBAHUS K CTPYKTYpe
u  ¢opmaty uHGPOPMAIUU, KOTOPYIO COJICPKUT CPEACTBO HUACHTHU(DHKAIMK, OIPEISISIFOTCS
[IpaButensctBOoM Poccuiickoii ®denepamuu. (B pen. denepanpHoro 3akoHa or 28.12.2017 N
425-D3)

6. Ilopsnmox co3naHus, pa3BUTUSA, BBOJA B OKCIUIyaTallMIO, 3KCIUIyaTallkd M BBIBOJA U3
JKCIUTyaTalliyd CUCTEMbl MOHMTOPHUHIA JIBM)KCHMS JICKAPCTBEHHBIX MPENapaToB Il MEIULIUHCKOTO
OPUMEHEHHUS, MOPAJOK MPEAOCTaBICHHUs MH(POPMALMHU, COAepXkalleiics B CUCTEME MOHHTOPHHIA
JBWKEHHs JIEKQPCTBEHHBIX IIPENaparoB JUIsi MEAMIMHCKOIO IPUMEHEHMs, W  IOPSAIOK
B3aUMOJICHCTBUS yKa3aHHOM CHUCTEMbl C UWHBIMH TOCYAApCTBEHHBIMH HWH()OPMALMOHHBIMU
cucTeMaMM U UHGOPMAIMOHHBIMU CHCTEMaMHU IOPUIWYECKUX JIMI W HHAUBUAYAJIbHBIX
IpeIIpUHUMATENEH, YKa3aHHBIX B 4YacTax 7 W 10 HacToAlmEd CTaTbH, YCTaHABIMBAIOTCA
[TpaButensctBOoM Poccuiickoit ®enepanun. OnepaTopaMu CHUCTEMbl MOHHUTOPHHIA JBUKEHUS
JIEKapCTBEHHbIX MpPENnapaToB Ui MEAMLUHCKOTO IMPUMEHEHHs SBISAIOTCS (elepanbHblil opra
MCIIOJTHUTENIbHOM BJIacTH U (WJIM) opraHu3auus, ynoiHomouyeHHble [IpaBurensctBoMm Poccuiickoit
®epepanuu. (B pea. PenepanbHoro 3akoHa ot 28.12.2017 N 425-D3)

7. Opuaudeckue nuua M MHAWBHUyalIbHbIE NPEANPUHUMATEINN, OCYIIECTBIAIOIUE IPOU3BOICTBO,
XpaHeHune, BBO3 B Poccuiickyro dPenepanuro, OTIYCK, pealv3aluio, Mnepenady, NPUMEHEHUE H
YHUUYTOXKEHHUE JICKApCTBEHHBIX IpEnapaTroB Uil MEIUIMHCKOIO MPHUMEHEHMs, 00eCHeunBaioT B
MOPSIIKE M B COCTaBe, KOTOpbIe ycTaHOBIEHb! [IpaButensctBoM Poccniickont denepanuu ¢ yueTom
BUJIA OCYILECTBIIIEMON UMM JESATEIBHOCTH, BHECEHHUE MH(OPMAIMK O JEKapCTBEHHBIX IpenapaTax
JUISL METUIIUHCKOTO MPUMEHEHUSI B CUCTEMY MOHMTOPHMHIA JBM)KEHHUS JIEKaPCTBEHHBIX IMPEnapaToB
JUTS MeIMIIMHCKOTO MpuMeHeHwust. (B pen. DenepanbHoro 3akoHa ot 28.12.2017 N 425-D3)

7.1. JlekapcTBeHHBIC TIpemaparbl JJs MEAUIIMHCKOTO TPUMEHEHHUs, TNpeIHa3HAYCHHBIC IS
obecrnievueHus Jull, OOJIBHBIX TeMODUIHEH, MyKOBUCITUI030M, TUTTOPH3APHBIM HAHH3MOM, OOJIE3HBIO
["omre, 310KkayeCTBEHHBIMU HOBOOOPA30BaHUAMHU JTUMGPOUIHOM, KPOBETBOPHON U POICTBEHHBIX UM
TKaHEeH, pacCesiHHbIM CKJIEpPO30M, JHI[ IMOCJI€ TPAHCIUIAHTAlUU OpPraHoB W (WJIM) TKaHEH,
npousBeneHnbie A0 31 gexabps 2019 roma, a Takke WHBIE JIEKApCTBEHHBIE Ipemaparbl IS
MEJIUIIMHCKOTO MpUMEHEHHUs, npousBeAeHHble 10 | wurong 2020 rona, mojjexar XpaHEHHIO,
MepeBo3Ke, OTIYCKy, pealu3aluu, INepenade, NpUMEHEHHWI0 0e3 HaHEeCeHUs  Cpe/ICTB
uAeHTU(DHUKAIIMK O UCTeUeHHUs cpoka ux roaHoctu. IIpaBurenscTBO Poccwuiickoii deneparmu
BIIPAaBE€ YCTAaHOBUTH OCOOCHHOCTH BBOJIa B TPAXKITAHCKUN OOOPOT JICKAPCTBEHHBIX MPEMApaTOB st
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MEJIUIIMHCKOTO TPUMEHEHUs, MPOU3BeNeHHBIX B mepuoy ¢ 1 uromnst 2020 roma mo 1 oktsiops 2020
roga. B mensix BBOAAa B TIpakIaHCKUN 00OPOT JIEKAPCTBEHHBIE MpENapaThl i MEIUIIMHCKOTO
MIPUMEHEHHS, 3a UCKIIOUEHHUEM JIEKApCTBEHHBIX IPENapaToB, MpeaHA3HAYEHHBIX JIJIs 00CCTICUCHHS
U1, OONBHBIX TeMOQWIHEH, MYKOBHUCIUAO030M, THMO(U3apHBIM HaHW3MOM, Ooje3Hbi0 [ore,
3JI0Ka4e€CTBEHHBIMA HOBOOOPA30BaHUSMHU JIUM(POHUTHON, KPOBETBOPHOUM M POJICTBEHHBIX UM TKaHEH,
paccesiHHBIM CKJIEPO30M, JIUII MTOCJI€ TPAHCIUIAHTALIMM OPTraHoB U (KMJIM) TKaHEH, MPOU3BE/ICHHbIE 3a
npeaenamu Teppuropun Poccutickoit @enepanmu 10 1 okts6ps 2020 roga, MOryT OBITH BBE3CHBI B
Poccuiickyro @enepaumto 1o 1 suBaps 2021 roma B mopsizike, ycraHoBieHHOM IIpaBurenscTBOM
Poccutickoiit ®enepanun, 6€3 HaHECEHUs CpelCTB UaeHTU(UKAIUHU. (B pea. deaepaabHbIX 3aKOHOB
oT 27.12.2019 N 462-®3, ot 13.07.2020 N 206-D3)

8. Opranumzamus WHPOPMAIMOHHOTO B3aWMOICHCTBHS CUCTEMBl MOHUTOPHHTA  JIBUKCHUS
JICKApCTBCHHBIX MpPENapaToB Ui MEIUIIMHCKOTO TNPUMEHEHHUS C HMHBIMH TOCYJapCTBCHHBIMH
WH(OPMAIIMOHHBIMU CHCTEMaMH OOECIEYMBACTCS B TOM YHUCIIEC MOCPEACTBOM HH(MPACTPYKTYPHI,
obecrieurBaroleii HHOOPMAITMOHHO-TEXHOJIOTHUECKOE B3aUMOJICHCTBUE HH(POPMAITMOHHBIX CUCTEM,
WCIIOJIb3YEMBIX ISl TPEAOCTABICHUS TOCYAAPCTBEHHBIX M MYHHIIMITAIBHBIX YCIYT U UCTIOTHCHHS
TOCYJTApCTBEHHBIX M MYHHUIUIAJIBHBIX (YHKIUH B 3JICKTpOHHOH (opme. (B pea. DeaepaibHOro
3ak0Ha oT 28.12.2017 N 425-@3)

9. OOwmenocrynHas uH(OpMaLus, coJepKallascsi B CHCTEME MOHUTOPUHIra JIBUXKEHUS
JEKapCTBEHHbIX  IpenaparoB Uil  MEIULMHCKOIO  IPUMEHEHHUs,  pa3Mellaercsi B
UH(POPMALIMOHHO-TEIEKOMMYHUKAaIMOHHON ceTd "MHTepHeT" (B TOM uucie B (opMe OTKPBITHIX
JaHHBIX) B TMoOpsjke, ycraHoBieHHOM IIpaBurensctBoM Poccuiickoit ®enepauuu. (B pen.
denepanbHOro 3akona or 28.12.2017 N 425-03)

10. TIpousBoauTeNH JEKAPCTBEHHBIX CPEACTB MOJYYArOT COACPIKAIIYIOCS B CHCTEME MOHHUTOPUHTA
JBYDKEHUS JICKAPCTBEHHBIX MPETNapaToB Ui MEITUIIMHCKOTO MPUMEHEHHS HH()OPMAITHIO O CepusiX U
MapTUSX JIEKAPCTBEHHBIX TMPENaparoB, MPOU3BOJMMBIX HMHU M HAXOAAIIUXCS B TPaKTAHCKOM
ob6opote B Poccuiickoii deneparuu, 6e3s03me3niHo. (B pea. enepanbpHoro 3akona ot 28.12.2017 N
425-D3)

11. 3a mpou3BOACTBO WJIM MPOJAXKy JIEKAPCTBEHHBIX MpPENapaToB JUIsl MEIULUHCKOTO IPUMEHEHUs
0e3 HaHeceHUs CPEJCTB UACHTU(HUKAIMY, C HAPYIIEHUEM YCTAaHOBJICHHOTO MOpsAKa UX HAHECEHMS,
a TakKXKC 3a HCCBOCBPCMCHHOC BHCCCHHMC MOAaHHBIX B CHUCTEMY MOHUTOPHMHIA AOBHKCHUA
JIEKapCTBEHHBIX MPENapaToB JJIsi MEAULIMHCKOTO MPUMEHEHUS WM BHECEHHE B HE€ HEJJOCTOBEPHBIX
JaHHBIX IOPUIUYCCKHUEC JIMIA U MHAUBUAYAJIBHBIC MPCANIPUHUMATCIN, YKA3aHHBIC B YaCTIAX 4u7
HACTOSIILEH CTaTbu, HECYT OTBETCTBEHHOCTh B COOTBETCTBMU C 3aKOHOJATENbCTBOM Poccuiickoii
Ddenepanuu. (B pen. PenepanbHoro 3akona ot 28.12.2017 N 425-03)

12. TlpaBurensctBo Poccuiickoit ®enepanuu BIpaBe YCTAaHOBUTh OCOOEHHOCTH BHEIPEHMS
CUCTEMBbl MOHUTOPHUHIA JBMKEHUs JICKAPCTBEHHBIX IPENapaTroB Ui MEIAULIMHCKOIO IMPUMEHEHUS,
BKJIFOYAsi CPOKHM €€ BHEAPEHHs, B OTHOLICHUM JIEKAPCTBEHHBIX IPENnaparoB Uil MEJUIUHCKOTO
NPUMEHEHHS, BKJIIOUEHHBIX B MEPEUCHb KU3HEHHO HEOOXOAMMBIX M BaKHEHIINX JEKapCTBEHHBIX
[pernapaToB, JIEKAPCTBEHHBIX IpernapaToB, MpeAHa3HAUYEHHBIX IJIs 0OecredeHus Jnll, OOJIbHBIX
reMo¢uiIneii, MyKOBHUCLUA030M, THIIO(GU3APHBIM HAaHU3MOM, OoJie3HbI0 ['o1lle, 3710KaueCTBEHHBIMU
HOBOOOpa30BaHUSAMHU JHUM(OUTHONW, KPOBETBOPHOM M POJCTBEHHBIX MM TKaHEH, pacCesHHBIM
CKJIEPO30M, JMI] IIOCJI€ TPAHCIUIAHTAllMM OPraHoB M (WJIM) TKAaHEW, WHBIX JEKapCTBEHHBIX
IpenapaToB Ui MEAUIMHCKOro npuMmeHeHus. (B pea. PenepanbHoro 3akoHa ot 28.12.2017 N
425-D3)
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I'naBa 14.1. O PAHHUYEHUS, HAJIAI'AEMBIE HA
OPI'AHU3ALINU, OCYIIECTBJ/IAIOINUE AEATEJIBHOCTSD 110
OBPAIIEHUIO JIEKAPCTBEHHBIX CPEJICTB (B pen.
denepanbHoro 3akona ot 25.11.2013 N 317-®3)

Crarbd 67.1. OrpanuveHus, HaJlaraemMmbple IPHU OCYIIECTBJICHUH
AeATeJILHOCTH B cepe o0paleHHs JIeKAPCTBEHHBIX CPeICTB

1. Opranuzanuuy, 3aHUMaroIIMecs pa3pabOTKOW, NPOU3BOACTBOM U (WIM) peanu3anuen
JICKapCTBEHHBIX MpPEMapaToB i MEAWIIMHCKOTO TPHUMEHEHHUs, OpraHu3alud, O0JIagaromiie
npaBaMH Ha HCIOJIb30BaHHWE TOPrOBOTO HAMMEHOBAaHUS JIEKApCTBEHHOIO IIperapara Jyis
MEJUIIMHCKOTO TMPUMEHEHHUS, OpPraHU3allMK ONTOBOM TOPTOBIM JIEKAPCTBEHHBIMU CPEICTBAMH,
anTeyHble OpraHu3aluu (UX TMPEJCTaBUTENH, HWHbIE (U3NYECKHE U IOPUIWYECKUE JIHIIa,
OCYIIECTBIISIIOIINE CBOIO JIEATEILHOCTh OT MMEHM 3TUX OPTaHMU3aIMii) B OTHOIICHUH MEIUIIMHCKUX
pabOTHUKOB M PYKOBOJUTENEH MEIUIIMHCKUX OPTaHU3allNid HE BIIPaBe:

1) Bpy4aTh HOJapKH, BBIIIAYMBATh JCHEKHBIE CPEACTBA (3a MCKIIIOUYEHMEM BO3HArpa)KJAE€HUU IO
JIOTOBOpaM IIpU IPOBEJCHUM KIMHUYECKUX WCCIIEIOBAaHUI JIEKAPCTBEHHBIX IIPENapaToB s
MEUIUHCKOIO IMPUMEHEHUs, BO3HArpaKACHUM, CBS3aHHBIX C OCYIIECTBIEHHUEM MEIUIIMHCKUM
pabOTHUKOM MEAarornyecko M (Wjau) HAyYHOW JEATEIbHOCTH), B TOM YHCJIE OIJIAYUBaTh
pasBlIeYeHHUs, OTIBIX, IPOE3]] K MECTY OT/bIXa, a TAK)KE MPUBJIEKATh K YYACTHIO B Pa3BIIEKATEIbHBIX
MEPONPUITUSIX, IPOBOJIUMBIX 32 CUET CBOMX CPEJICTB;

2) 3aKJII049aTb COINTAICHHUA O Ha3HAYCHHM HWJIIM PCKOMCHAAIMWMKW IMaOMCHTaAM JICKAPCTBCHHBIX
npenaparoB J1jd MCIUIHWHCKOrO MNPHUMCHCHUA (33 HUCKIIIOYCHHUEM JOTOBOPOB O MPOBCACHHUU
KIMHHUYCCKUX I/ICCJ'IC,ZLOBaHI/Iﬁ JICKApPCTBCHHBIX IPLCIIApATOB IJII MEAULIUHCKOTO HpI/IMeHeHI/I}I);

3) MpeaAOCTaBIATH 06pa3m>1 JICKAPCTBCHHBIX NPCHapaToB A MECAULNUHCKOTO MPUMCEHCHUA B LEIIAX
BpYUYCHHA TMAlMCHTaAM (321 HUCKIIIOYCHHUEM CJIYy4YacB, CBA3aHHBIX C IIPOBCACHUCM KIIMHUYCCKHUX
I/ICCJ'ICI[OBaHI/II\/'I JICKApPCTBCHHBIX NPCIApaTOB AJISI MEAULIUHCKOTO HpI/IMeHeHI/Iﬂ);

4) npeaocTaBISATh HETOCTOBEPHYIO U (MJIM) HETIOJIIHYIO HH(OPMALIMIO O JEKAapCTBEHHBIX MpernapaTax
JUTSL MEJUIIUHCKOTO IPUMEHEHMS],

5) mocematk ux B pabouee Bpemsl Ha pabodux MeECTax, 3a MCKJIIOUEHHEM CIy4yaeB, CBSI3aHHBIX C
IIPOBEICHUEM KJIMHUYECKUX MCCIEIOBAHUM JIEKAPCTBEHHBIX IIPENApaToB Il MEIUIMHCKOTO
[IPUMEHEHUs, C YY4aCTUEM B IOPAAKE, YCTAHOBICHHOM PYKOBOIUTEIEM MEAULUHCKON OpPraHU3aluH,
B COOpaHUSAX MEIULMHCKUX PAOOTHUKOB M UHBIX MEPOINPUSATHUSAX, HATIPABICHHBIX HA MOBBIIIEHUE UX
npodeCCHOHATIBLHOIO YPOBHS WM HAa MPEOCTaBleHue HH(OPMAIIMH, CBA3aHHON C OCYIECTBICHHEM
MOHHMTOpPHHTA 0€30MaCHOCTH JIEKApPCTBEHHBIX MTPENapaTos;

6) moOy>XAaTh K BBINHUCHIBAHUIO JIEKAPCTBEHHBIX MPENapaToB i MEAMIIMHCKOTO MPUMEHEHUs Ha
OsaHKax, coAep KaluX MHPOPMALUIO PEKJIAMHOIO XapaKTepa, a TaKKe Ha PeleNTypHBIX OJaHKax,
Ha KOTOPBIX 3apaHee HaledyaTaHO HAaUuMEHOBAHME JIEKAPCTBEHHOIO IIpernapara Uil MEAMIMHCKOIO
MPUMEHEHHUS.

2. Opranuzanuu, yKa3aHHbIe B a03alle MepBOM 4acTu | HACTOSAIIEH CTaThU, M MX MPEJACTABUTEIH B
OTHOIICHUU (hapMarleBTHUECKUX paOOTHUKOB U PYKOBOAUTENIEH aNTeYHBIX OPraHU3aliii He BIpaBe:

1) Bpy4aTh moJapKu, BbIIIAYMBATh JEHEKHbIE CPEJICTBA, B TOM YHCJIE OIUIAYMBaTh pPa3BIICUYEHUS,
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OTAbIX, IPOC3J K MCCTY OTAbIXa, W NPHUBJICKATh K YYAaCTHIO B PaA3BJICKATCIBHBIX MCPOIIPHUATHUAX,
MMPOBOAMMBIX 3a CHCT CBOUX CPCIACTB;

2) mpenocTaBiATh 00pas3lbl JEKAPCTBEHHBIX MPENapaToB sl MEIUIIMHCKOTO MPUMEHEHHS IS
BpPY4YEHHUs HACEIICHHUIO;

3) 3aKJII049aTh COIJIalICHUSA O HNPCHJIOKCHHMU HACCICHUIO OIPCACIICHHBIX JICKAPCTBCHHBIX
nmpemnaparoB A1 MEAUIMHCKOI'O IIPUMEHCHU A,

4) npeAoCTaBIATh HEIOCTOBEPHYIO U (UJIM) HETIONHYIO HH(OPMAIIHMIO O JIEKAPCTBEHHBIX Mpernaparax
JUIT MEIUIMHCKOTO TPUMEHEHHUs, B TOM YHCJIE MMEIOIUX OJMHAKOBOE MEXIYHAPOIHOE
HENaTeHTOBaHHOE HaMEHOBAHHUE.

Crarbs 67.2. TpeOoBaHUS K OPraHU3allMy U MPOBEACHUI0 HAYYHbBIX
MEPONPHUATHIL, MHBIX MEPONIPUATHH, HATIPABJICHHBIX HA MOBbINICHUE
npo¢ecCHOHAIBHOI0 YPOBHA MEeIUIMHCKUX PA0OTHUKOB UJIHM HA
npeaocraBjieHue MHGOPMALUU, CBA3AHHON € OCYLIECTBJICHUEM
MOHHUTOPHHIA 0€30MACHOCTH JIEKAPCTBEHHBIX NPENapaToB

1. Ilpu nmpoBeneHNH HAyUHBIX MEPONPUITHHI, HHBIX MEPONPUITUNA, HAIIPABJIECHHBIX Ha MOBBIIIEHNE
npoeCCHOHATIBHOIO YPOBHSA MEAMLMHCKUX PAOOTHUKOB WMJIM Ha IPEJOCTAaBIIEHHE CBA3aHHOM ¢
OCYIIECTBJIEHUEM MOHHUTOPUHIa O€30IaCHOCTM JIEKAPCTBEHHBIX IIpernaparoB HHQpOpMaIH,
OpraHU3yeMbIX OpraHM3alUsAMH, YKa3aHHBIMU B a03ane nepBoM dacTu 1 cratbu 67.1 HacTosIero
QenepanbHOTO 3aKOHA, MX MPEACTABUTEISIMH M (W) (UHAHCUPYEMBIX 33 CYET CPEACTB ITHX
OpraHM3alMii W HX MpPEICTaBUTENICH, 3alpeniacTcs NpPensATCTBOBAaTh y4YacTUIO B YKa3aHHBIX
MEPOINPUATHAX WHBIX OpraHU3alMi, KOTOpPHIE IPOU3BOJAT WM PEAIU3YIOT JIEKAPCTBEHHBIE
npenaparbsl JUIsl MEAWLUHCKOTO TPUMEHEHHUS CO CXOKHUM MEXaHH3MOM (hapMaKOoJIOTHYeCKOro
neicTBus, 1100 co3/1aBaTh JUCKPUMHHALIMOHHBIE YCIOBUS Ul OJHUX YYaCTHUKOB 10 CPABHEHHUIO C
JPYTMMHU yYaCTHUKAMHU, & UMEHHO:

1) nmpenocTaBiIsATh Pa3IUYHOE KOJIMYECTBO BPEMEHH JUISl BBICTYIIJICHUH YYaCTHUKOB, pPa3IMYHBIE 110
pa3Mepy 3aHMMAaeMOW ILIOLA[N MECTa JUIsl IEMOHCTpaluu o0pa3lioB JEKAPCTBEHHBIX MPENapaToB
JUI MEAMLIMHCKOTO NMPUMEHEHHsI WM PEKJIaMHBIX MaTepHalloB O JIEKapCTBEHHBIX Ipernaparax Juis
MEAMIIMHCKOTO MPUMEHEHUsI Ha SKCIO3MIMAX, CTEHAaX, 3a HUCKIIOUEHUEM CIy4yaeB, €CIH TaKue
YCIIOBHS 3aKpEIUIEHbl B COTJIAIIEHUSIX 3TUX OpraHM3allui, UX MpeJcTaBuTeNnell o (MHAHCHPOBAHUU
YKa3aHHBIX MEpOINpPHUATHA U OOYCIOBJIEHbl pa3IUYHBIMU 3aTpaTaMd YYacTHMKOB Ha UX
OpraHH3aLHIo;

2) ycTaHaBIMBaTh pa3Mep B3HOCA JUIsl YYACTHUKOB MEPOIPUITHH, yKa3aHHBIX B ad3ale MepBoM
HACTOSIIICH 4acTH, MPEBBIMIAOIINAN CyMMYy 3aTpaT Ha OPraHU3alUI0 YKa3aHHBIX MEPOIPUATHH U
BEJYLIUI K HEOOOCHOBaHHOMY OTPaHUYEHHIO YHCia UX YYACTHUKOB.

2. Opranuzauuu, ykasaHHble B a0O3ame nepBoM yactu 1 crateu 67.1 Hactosuiero denepaabHOTO
3aKOHA, WX TMPEACTABUTENH, OCYIIECTBISIIONINEG oOpraHu3anuio U (i) ¢UHAHCHPOBAHUE
MEpOTIPUATHIA, YKa3aHHBIX B 4YacTW | HacTosAmEed cTaTbH, OO0s3aHBI OOECIeurnBaTh JOCTYI K
uHpOpMallMK O Jare, MECTe€ M BPEMEHU TMPOBENCHUS YKa3aHHBIX MEPOINPUSATHH, TIaHaX,
mporpamMmax TMpPOBEJICHUsI YKa3aHHBIX MEPONPHUATHNA W TeMaxX, MJIAHUPYEMBIX I PacCMOTPEHHS,
COCTaBe WX YYaCTHHKOB TIyT€M pa3MEMICHUsT COOTBETCTBYIOIICH WH(OpMAM Ha CBOUX
opunManbHbIX caitax B ceTu "VHTepHET" HE MO3/1HEee NBYX MECAIEeB J0 Hadajga MPOBEICHHS
YKa3aHHBIX MEPOTPUSITHI.
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3. Uudopmanus o mpoBeaeHUH MEPOIPUATHN, YKa3aHHBIX B YacTH | HACTOAIIEH CTaThH, B CPOK,
YCTaHOBJICHHBI YacThIO 2 HACTOSIICH CTaThH, JOJKHA OBITH HAaIpaBlieHA B ()eepaIbHBIN OpraH
WCIIOJTHUTENIbHON BIACTH, OCYIIECTBISIONMN (QYHKIMM 1O KOHTPOJIIO M Haa30py B cdepe
3IpaBOOXPAaHEHHUSI, JJISl TOCIEAYIOUIETO0 pa3MeUIeHUs €€ Ha O(UIMAIBHOM CaiiTe 3TOro OopraHa B
cetu "Uutepner".

I'napa 15. OTBETCTBEHHOCTD 3A HAPYIIEHUE
3AKOHOJATEJbCTBA POCCUIICKOH ®EJIEPAIIUU [TPU
OBPAIIIEHUU JIEKAPCTBEHHBIX CPEJICTB U
BO3MEIIEHUE BPEJA, IPHUUHEHHOI'O 310POBbIO
T'PAKJIAH BCJIEJCTBUE NPUMEHEHUS JJEKAPCTBEHHbBIX
IMPETIAPATOB

Crartbs 68. OTBEeTCTBEHHOCTH 32 HAPYLIEHHE 3AKOHOAATEeJIbCTBA
Poccuiickoii @egepanuu npu o0palieHun JeKAPCTBEHHBIX CPEACTB
1. Hapymenue 3akoHonmatensctBa Poccuiickoit Penepanmun mpu OOpalIeHUN JIEKapCTBEHHBIX

CPE/CTB BJIEYET 3a COOOH OTBETCTBEHHOCTh B COOTBETCTBUHU C 3aKOHOJATENbCTBOM Poccuiickoit
®denepanuu. (B pen. PenepanbHoro 3akona ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

2. 3a HempeAcTaBIECHUE UM HECBOEBPEMEHHOE Ipe/cTaBlIeHHe HH(popMauuu U (WIn) T0KyMEHTOB
au00 MpencTaBlieHUEe HEIOCTOBEPHbIX HMHGpOpMalMKM U (MIM) JOKYMEHTOB, MPEIyCMOTPEHHBIX
HacToAMM DenepanbHbBIM 3aKOHOM, CyOBEKThl OOpallleHusl JIEKapCTBEHHBIX CpPEICTB HECYT
OTBETCTBEHHOCTb B COOTBETCTBUU C 3aKOHOAaTenbcTBOM Poccuiickoit ®epepauuu. (B pen.
denepanbHbIX 3aK0HOB 0T 22.12.2014 N 429-®3 (pex. ot 13.07.2015), ot 04.06.2018 N 140-D3)

Crarbi 69. Bo3menienue Bpeaa, NPUYUMHEHHOTO 310POBHI0 IPAXKIAH
BCJIEICTBUE IPUMEHEHUS JIeKAPCTBEHHBIX MPenaparon

1. Ilpon3BoauTens J€KapCTBEHHOIO Mpernapara 00s3aH BO3MECTUTh Bpe/l, IPUYHMHEHHBIN 3/10pPOBbIO
IpaXkJaH BCIEACTBUE IPUMEHEHHMS JIEKAPCTBEHHOI O IIpenapara, €CJId JOKa3aHo, 4To:

1) nexkapcTBEHHBIM Npenapar NPUMEHSJICS 10 Ha3HAUYEHHUI0 B COOTBETCTBMM C HMHCTPYKLMEH IO
PUMEHEHHUIO JIEKApCTBEHHOTO MpernapaTa ¥ NpUYMHOM Bpela SBUJICS BBOJ B IPaXJaHCKHI 000poT
HEeZ00pOKaYeCTBEHHOT'O JIEKapCTBEHHOTO Mpenapara;

2) Bp€a 3A0POBbBIO NPHUYMHCH BCJICACTBHUC HCHOCTOBepHOﬁ HH(bOpMaLII/II/I, COI(Cp)K@.U.ICfICﬂ B
HHCTPYKIIMK MO0 MPUMCHCHHUIO JICKAPCTBCHHOI'O  IIpcriapara, HSJIaHHOfI IIPOU3BOJUTCIIEM
JICKApCTBCHHOTO IIpCIriapara.

2. B ciyuae, ecnu Bpen 370pOBBIO I'paKAaH MPUYMHEH BCIEICTBUE NPUMEHEHUS JIEKAPCTBEHHOI'O
npenapara, IPUIIEANIET0 B HErOJHOCTh B pe3yjibTaTe HaApyLIEHUs IPAaBWI XPAHECHMS
JIEKApCTBEHHBIX CPEICTB, IMPAaBWJI ONTOBOM TOPIOBJIM JIEKAPCTBEHHBIMM IIpPEIapaTaMHy, IIPaBUIl
OTIyCKa JIEKapCTBEHHBIX MPENapaToB, MPAaBWJI U3TOTOBIECHHUS W OTIYCKa JIEKAPCTBEHHBIX
[IPEnaparoB, BO3MEILIEHHUE Bpela OCYLIECTBIISIETCS COOTBETCTBEHHO OpraHU3alUedl OINTOBOH
TOPrOBJIM  JICKAPCTBEHHBIMM  CpPEJCTBAMH, aNTE€YHOM  OpraHW3alueld, WHIUBUIYAIbHBIM
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pearprUHUMAaTEIeM, UMEIOITUMH JTMIEH3UI0 Ha (papMaleBTUUYECKYIO NEATEIbHOCTh WU JTULEH3UIO
Ha MEIUIUHCKYI0 JIeSTeNbHOCTh, MEIUIMHCKONH OpraHu3aluei, HMEIOMmeld JHUICH3UI0 Ha
(dbapMareBTUUECKYI0 JIeATEeIbHOCTh (ee 000COOJEeHHBIM Moapa3iencHueM (aMOysaTopuei,
denpamepckuM U (penapANIEPCKO-aKyIIEPCKUM ITYHKTaMH, LEHTpOM (OTAeleHueM) oOrien
BpaueOHO (CeMeHON) MPaKTUKH), PACTIONOKEHHBIM B CEJIbCKOM HACEJIIEHHOM ITYHKTE, B KOTOPOM
OTCYTCTBYET amnTe4yHas OpraHu3anus), JOMyCTUBIIMMH MPOAAXy WM OTIYCK TaKoro
JIEKapCTBEHHOTO mpemnapara. (B pea. PenepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

3. Bosmemenue Bpena, MNPUYMHEHHOTO 370POBbIO0  TpaXkJaH BCIEICTBUE IPUMEHEHUs
JIEKapCTBEHHBIX MPEnapaToB WM COBEPILEHHS MPOTUBONPABHBIX JCHCTBUI CyObeKTaMu 00palieHus
JICKapCTBEHHBIX CPEICTB, OCYIIECTBIISIETCS B COOTBETCTBUU C 3aKOHOJATeNlbcTBOM Poccuiickoii
®denepauuu.

I'nasa 16. 3AK/IIOYUTEJIBHBIE ITIOJOKEHU A

Crarbs 70. O npu3HAHUU YTPATUBIINMH CHJLY OTAEJIbHBIX
3aKOHO/ATEJIbHBIX AKTOB (I0JI0KeHU I 3aKOHO1AaTeJIbHBIX AKTOB)
Poccuiickou Deaepauuu
IIpu3HaTh yTpaTUBIIMMU CUILY:

1) ®enepanbhblii 3akoH oT 22 utoHs 1998 rona N 86-®3 "O nekapcrBeHHbIX cpeactBax’ (CoOpanue
3akoHoaarenbeTBa Poccuiickoit deneparuu, 1998, N 26, ct. 3006);

2) ®enepanbHblil 3akoH OT 2 siHBaps 2000 roga N 5-®3 "O BHeceHUHM W3MEHEHUS U JOTIOJHEHUN B
®enepanbHbiil 3akoH "O nekapcTBeHHbIX cpencTBax" (CoOpaHue 3akoHoAarenbcTBa Poccuiickoit
®enepannn, 2000, N 2, cT. 126);

3) cratpio 40 denepanpHoro 3akoHa ot 10 sHBaps 2003 roga N 15-03 "O BHeceHUU M3MEHEHUI U
JIOTIOJIHEHNH B HEKOTOPBIE 3aKOHOJAATENbHBIE akThl Poccuiickoi denepanuu B CBSI3U C MIPUHATUEM
@enepanbHoro 3akoHa "O JIMIEH3UPOBAHMU OTHENBHBIX BUAOB jeaTesnbHocTH" (CobpaHue
3akoHoaarenbcTBa Poccuiickoit deneparuu, 2003, N 2, ct. 167);

4) cratpio 31 ®denepanbhoro 3akoHa oT 30 uroHs 2003 roga N 86-D3 "O BHeceHHH U3MEHEHUN W
JIOTIOJIHEHU B HEKOTOpbIE 3aKOHOJaTeNbHblE akThl Poccuiickoit @exnepauuu, NpU3HAHUU
YTPaTUBIIMMHU  CHJIy  OTAEIBHBIX  3aKOHOAATENbHBIX  akToB  Poccuiickoir  dDepepanuu,
MPEAOCTABIEHUN OTJEIbHBIX TapaHTUH COTPYJHUKAM OpPraHOB BHYTPEHHUX [I€J, OPraHOB IO
KOHTPOJIIO 32 00OPOTOM HApPKOTHYECKUX CPEACTB M TICUXOTPOMHBIX BEIIECTB U YIPa3THAEMbBIX
dbenepalbHBIX OPraHOB HAJIOTOBOM TOJWIIMM B CBS3M C  OCYIIECTBICHHEM MeEp IO
COBEpIIICHCTBOBAHUIO TOCyIapcTBeHHOTO yrpaBieHus" (CoOpaHue 3akoHOAaTensCcTBa Poccuiickoii
®enepannn, 2003, N 27, ct. 2700);

5) crateio 101 denepansHoro 3akona ot 22 aBrycra 2004 romga N 122-®3 "O BHeceHHH HU3MEHEHHIA
B 3aKOHOJATeNIbHbIE aKThl Poccuiickoit @enepanuu U MpU3HAHUM YTPATUBIIMMU CHIIy HEKOTODPBIX
3aKOHOJATeIbHBIX akTOB Poccuiickoil @enepanuu B cBsi3u ¢ NpUHATHEM (peepalbHbIX 3aKOHOB "O
BHECEHUU M3MEHEHHH U nonoiHeHuil B @enepanbHblil 3akoH "OO 00IMMX MPUHIUIIAX OpraHU3aIH
3aKOHOJATENIbHBIX (TPEICTABUTENbHBIX) W HCIOJHUTEIBHBIX OpPraHOB TOCYJApCTBEHHOH BIAcTH
cyobektoB Poccuiickoit ®enepauun” u "OO oOmMX MNPUHIUMNAX OpPraHU3AlUU MECTHOTO
camoympaBinenuss B Poccuiickoit ®Depepanun" (CoOpanue 3akoHomatenbcTBa Poccuiickoi
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®denepannn, 2004, N 35, ct. 3607);

6) crateio 28 deaepansHoro 3akona ot 18 mexkabps 2006 roga N 231-d3 "O BBefcHHUU B ICHCTBHE
gactu yerBeptoii ['paxmanckoro koaekca Poccuiickoit @enepannu" (CoOpaHue 3aKOHOIATENHCTBA
Poccutickoit ®eneparuu, 2006, N 52, ct. 5497).

Crartba 71. Beryniienue B cuiy HacTosiiero denepajbHOro 3aKkoHa
1. Hacrosmuii denepanbHbIil 3aK0OH BeTymaeT B cuity ¢ 1 cenTsiopst 2010 roga.

2. JlexapCTBEHHBIE CpPEICTBA, 3apETUCTPUPOBAHHBIE N0 OHS BCTYIUICHMS B CHIIy HAcCTOSIIETO
@denepanbHOrO 3aKOHA, IOMJIEXKAT BKJIIOYEHUIO B TOCYAAPCTBEHHBIE DPEECTPBI JIEKAPCTBEHHBIX
CPEICTB C BHECCHMEM YyKa3aHHbIX B 4dactu | cratem 33 Hacrosmero denepanpbHOro 3akoHa
CBeleHUII 00 OSTUX JIEKapCTBEHHBIX CpEACTBaX 0€3 MPOXOXKIEHHS BHOBb IPOIETYpHI
roCyapCTBEHHOW PETUCTPALUHU JIEKaPCTBEHHBIX IIPENapaToB.

3. TocynapcTBeHHas perucTpals JEKapCTBEHHBIX MPENaparoB, 3a UCKIIOUEHUEM JIEKAPCTBEHHBIX
[pernapaToB JUisl MEIUIIMHCKOTO MPUMEHEHUs, MPEJCTaBICHHBIX HA YKa3aHHYIO PErHCTPAIUIO 10
JIHS BCTYIUICHUSI B CHIIy Hactosimiero denepanbHOT0 3aKOHA, OCYIIECTBISIETCA B COOTBETCTBUU C
HacTosauM DenepaabHbIM 3aKOHOM Ha OCHOBAaHUM JTOKYMEHTOB M JaHHBIX, MPEICTaBICHHBIX IO
JIHS BCTYIUICHHMsSI B CWJIy Hactosimero degepanbHoro 3akoHa. (B pea. demepaibHOTO 3aKOHA OT
11.10.2010 N 271-®3)

3.1. 'ocynapcTBeHHass perucTpanus JEKapCTBEHHBIX MPENnaparoB I MEJULMHCKOrO IIPUMEHEHMS,
IPEJICTABICHHBIX Ha TOCYJAPCTBEHHYIO PETUCTPALMIO O JHS BCTYIJICHHS B CHUJIy HACTOSILEro
@enepallbHOTO 3aKOHA, W TOCYAAPCTBEHHAs pPETUCTpalus JIEKapCTBEHHBIX IPENaparoB JUIs
MEAMIMHCKOTO MPUMEHEHHUS, MPEJCTABICHHBIX Ha SKCIEPTH3Yy JEKAPCTBEHHBIX CPEJCTB A0 JHS
BCTyIUIEHUsT B cuiy Hacrtoamero @DenepanpHOro 3akoHa B LEIAX MX MOCIERyHOLIEH
TrOCYy/IapCTBEHHOW pPETUCTpPAlliU, OCYIIECTBIISIIOTCS HAa OCHOBAaHUU JIOKYMEHTOB U JIaHHBIX,
IIPEJCTaBICHHBIX /0 [JHSA BCTYIUIEHHs B cuiy Hacrosiero @®enepaJbHOrO 3aKOHA, a TaKXKe
3asBJICHUS O TOCYJApCTBEHHOM pErucTpaluy JEKapCTBEHHOTO Ipenapara, IMpeACcTaBIEHHOro
IIPOU3BOJUTENIEM JIEKAPCTBEHHBIX IIPENAPATOB WM YIOJIHOMOYEHHBIM UM JIMIIOM B COOTBETCTBHH C
HacToAMM DenepalibHbIM 3aKOHOM B YIOJHOMOYEHHBIM (efepanbHbI OpraH HCIOIHUTEIbHON
Bractu g0 1 wmaprta 2011 roma, ©Oe3 TpeOoBaHMS yIJIaThl TOCYJAPCTBEHHOM IOIUIMHBL,
MPETYyCMOTPEHHOM 3akoHOJaTeNbCcTBOM Poccuiickorn denepanuu o Hajmorax u cOopax. (B pen.
denepanbHOro 3akona ot 29.11.2010 N 313-D3)

3.2. lloarBepxkneHue TOCYJAapCTBEHHOM pErucTpalud JIEKAPCTBEHHBIX IpEenaparoB s
MEAMLIMHCKOTO  NPUMEHEHMsI, MPEACTaBICHHBIX JUISl  MOATBEPKACHHUS  TOCYAapCTBEHHOU
pEerucTpaluyi 10 JHS BCTYIUIEHHMS B CHIIy Hactosmero deaepanbHOro 3aKOHA, W MOJATBEPKICHUE
TOCYy/IapCTBEHHOW PETUCTPALMU JIEKAPCTBEHHBIX IPENAapaToB JUIsl MEIULUHCKOIO IPHUMEHEHUS,
MPEJICTABICHHBIX Ha 3KCIEPTU3Y JIEKAPCTBEHHBIX CPEACTB J0 JHS BCTYIUIEHHS B CHIIy HACTOSIIETO
@enepallbHOTO  3aKOHA B LEISIX MOCIEAYIOIIEro MOATBEP)KIEHUS UX TIOCYAapCTBEHHOU
PErUCTpalvy, OCYIIECTBISIOTCS HAa OCHOBAHMM JOKYMEHTOB M JaHHBIX, MPEJCTaBICHHBIX 1O JHS
BCTYIUIEHUS B CHJIy Hacrosuiero denepajlbHOTO 3aKOHA, a TAK)KE 3asBJICHMSI O MOATBEPKIACHHUU
TrOCYyapCTBEHHOW PETHUCTPAllMU JIEKAPCTBEHHOTO IIPENapara, MPEACTABICHHOTO NPOU3BOIUTEIEM
JIEKapCTBEHHBIX IPENAapaToOB WIM YIOJHOMOYEHHBIM MM JIMIIOM B COOTBETCTBUU C HACTOSLIUM
@®enepalibHBIM 3aKOHOM B YIOJHOMOYEHHBIN (eepalbHbIii OpraH MCHOJHUTENbHON BiIacTH 10 1
mapta 2011 roma, 6e3 TpeOGOBaHUS yIUIAThl TOCYAAPCTBEHHOW MOILIMHBI, MPEIYCMOTPEHHOM
3akoHoaatenbcTBOM Poccuiickoit @enepannu o Hanorax u coopax. (B pea. denepaabHOro 3akoHa
01 29.11.2010 N 313-P3)
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3.3. IlpuHaTHE pelieHuss O BHECEHUM W3MEHEHUHW B JOKYMEHTBI, COJAEp’Kallhecs B
PETUCTPALIMOHHOM J0Ch€ Ha 3apErUCTPUPOBAHHBIN JIEKAPCTBEHHBIN IpenapaT Uisl MEAUIIMHCKOTO
MIPUMEHEHHU U NPEJCTaBICHHbIE 1O AHS BCTYIUIEHUs B CHIly Hactosmero denepaibHOro 3akoHa, U
IPUHITHE PEIICHHUS O BHECEHUMU W3MEHEHUN B JIOKYMEHTBI, COJEpIKalleecs B PETUCTPALOHHOM
JIOChE Ha 3apEeTrMCTPUPOBAHHBINA JIEKAPCTBEHHBIN MpenapaTr A MEIULUUHCKOrO IMPUMEHEHHUS U
IIPEJICTaBICHHBIE HA DKCIIEPTU3Y JIEKAPCTBEHHBIX CPEJCTB /10 JIHS BCTYIUIEHUS B CHJIy HACTOSILErO
®denepanbHOro 3aK0HA, OCYLIECTBIISIIOTCA HA OCHOBAHUU JIOKYMEHTOB U JaHHBIX, IIPEICTABICHHBIX
JI0 JHS BCTYIUIEHUS B cuily Hactosuero denepaibHOro 3aKOHA, a TAKXKE 3asBICHUS O BHECEHUU
U3MEHEHUN B JIOKYMEHTBI, COJEP)KAIIMECS B PErMCTPALlMOHHOM JIOChE€ HAa 3apErMCTPUPOBAHHBIN
JIEKapCTBEHHBIN Ipenapar s MEIULUHCKOTO NMPUMEHEHMS], IPEICTABIEHHOIO MPOU3BOIUTEIEM
JIEKAPCTBEHHBIX NPENapaToB WM YIOJHOMOYEHHBIM MM JIMIIOM B COOTBETCTBUU C HACTOSALIUM
@DenepanbHBIM 3aKOHOM B YIIOJIHOMOYEHHBIA (pe/iepabHbIil OpraH MCIOJHUTEIbHON BiacTu 10 1
mapta 2011 roma, Oe3 TpeOOBaHWS YIUIATBHI TOCYAAPCTBEHHOW TMOIUIMHBI, IMPETyCMOTPEHHOMN
3aKoHONaTeNbCTBOM Poccuiickoii @enepanuu o Hanorax u coopax. (B pea. PenepaibHOrO 3aKOHA
01 29.11.2010 N 313-®3)

3.4. Beiiaua pa3pelieHuil Ha poBeieHHe KIMHUYECKUX UCCIel0BaHUN JIEKAPCTBEHHBIX MpenapaToB
JUIsL MEIMLMHCKOIO IPUMEHEHMsI MO 3asBICHUSAM, IOJAHHBIM 1O JHSA BCTYIUIEHHMS B CHILY
Hacrosero depepanbHOro 3aKOHA, a TAKXKe IO 3asBJICHUAM, [TOJAHHBIM 1OCIE THS BCTYIJICHUS B
cuiny Hacrosuero @®enepaJibHOrO 3aKOHAa HAa OCHOBAaHMHM OHKCIEPTHU3, INPOBEAECHHBIX 10 JHSA
BCTYIUIEHUS B CHIIy HacTosuiero @enepaabHOro 3aKOHA, OCYILECTBIIETCS B COOTBETCTBUM C
HacToAmM DenepanbHbIM 3aKOHOM Ha OCHOBAaHUHU JOKYMEHTOB M JAHHBIX, NPEACTABIECHHBIX WIH
HOJYYEHHBIX [JO JHS BCTYIUICHMS B Cwily Hacrosmero ®enepaibHOro 3aKoHa, a TaKXe Ha
OCHOBAaHUU KOIMM IPEABAPUTEIILHOIO JOrOBOpa 00S3aTEIbHOTO CTPAaXOBAaHUS >KU3HH, 370POBbS
NAlMEeHTOB, YYAaCTBYIOIIMX B KJIMHUYECKOM HCCIIEAOBAaHUM JIEKAPCTBEHHOro Ipenapara Jis
MEAMIMHCKOTO NMPUMEHEHUSI, UM KOIUU JIOTOBOpa 0053aTeNbHOI0 CTPAXOBAHUS JKU3HM, 3/10pPOBbS
NAlUEHTOB, YYacTBYIOIIMX B KIMHUYECKOM HCCIIEIOBAaHUM JIEKAPCTBEHHOIO IIpernapara Juis
MEAMIMHCKOTO MPUMEHEHUS, JINOO MPECTABIEHHON KOMMU JI0TOBOpa 00s13aTENIbHOTO CTPaXOBaHMUS,
3aKJIFOYEHHOTO B COOTBETCTBUHU C THIOBBIMHU IPAaBUIIAMU 0053aTEILHOTO CTPAXOBaHUs, C YKa3aHHUEM
NpelelbHON  YHMCIEHHOCTM  NAIMEeHTOB, YYacTBYIOIIMX B  KIMHUYECKOM  HCCIIEJOBaHUU
JeKapCTBEHHOTO IMpenapara i MEAWLUHCKOTO TpUMEHEHus, ©0e3 TpeOoBaHMs YIUIATHI
roCyJJapCTBEHHOM IMOUUIMHBI, MPEIyCMOTPEHHON 3aKoHOAaTenbCcTBOM Poccuiickoit denepanuu o
Hajorax u coopax. (B pexn. ®enepanpHoro 3akoHa ot 29.11.2010 N 313-D3)

3.5. 3apeructpupoBaHHbIE B HMHOCTPAaHHON BaJlOTE€ MO JHS BCTYIUICHHS B CUJIy HACTOSIIETO
@enepallbHOTO  3aKOHA IIPENEbHBIE OTIIYCKHBIE IIEHBl HWHOCTPAHHBIX IPOM3BOAUTENEH Ha
JICKApPCTBCHHELIC ITpCIIapaThl, BKIIOYCHHBIC B IMCPCUCHL JKU3HCHHO HCO6XOJII/IMI)IX A BaXHEHIIIMX
JeKapCTBEHHbIX NpenapaToB, MOJUIeXaT mepecuyery B pyomu mo kypcy LleHTpanbHOro OaHka
Poccuiickoit @enepanuu Ha aaty, ycraHoBiaeHHYyto [IpaButensctBom Poccuiickoit ®enepanuu, 6e3
NIPEJICTABICHNS] 3asBICHUS O IIEPECUETE LIEHbl C BHECEHMEM COOTBETCTBYIOUIMX H3MEHEHUH B
TOCYIApCTBEHHBIA PEECTp MpPENETbHBIX OTHYCKHBIX II€H MPOU3BOJUTENEH HA JIEKAPCTBEHHBIE
npenapaThl, BKIIOUEHHbIE B TEpeUeHb JKU3HEHHO HEOOXOAMMBIX M BAaKHEHIIHMX JIEKapCTBEHHBIX
npemnapatos. (B pex. Peaepanbroro 3akona ot 11.10.2010 N 271-D3)

3.6. 3aperucTpupoBaHHbIE [0 JIHS BCTYIUIEHUSI B CuJy Hacrosmero ®deneparbHOro 3akoHa
MpeliebHbIE OTIMYCKHBIE IIEHBI POCCUUCKHX TPOU3BOAUTENCH HA JEKAPCTBEHHBIE MPENapaThl,
BKIIIOUCHHBIC B TIEPECUYCHb KU3HEHHO HEOOXOJMMBIX M BaXHCHUINUX JICKAPCTBEHHBIX IPEIapaToB,
nojmnexar uHaekcanuu ¢ 1 HosOps 2010 roga wcxonas W3 MPOTHO3UPYEMOTO YPOBHS WHQISAINH,
ycraHoBJeHHOTOo DepepanbHpiM 3akoHOM 0T 2 jgekadps 2009 roma N 308-d3 "O denepamsHoM
oromkere Ha 2010 rox m Ha tutanoBbii mepuox 2011 u 2012 romo" wa 2011 roxa. (B pen.
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denepanpaoro 3akona ot 11.10.2010 N 271-D3)

3.7. llocne 1 mapra 2011 rona He qomycKarOTCs MPOU3BOACTBO UM BBO3 B Poccuiickyro denepanuio
JICKapCTBEHHBIX IMPENapaToB B YIMAKOBKaX C MapKUPOBKOW, KOTopas ObUla HaHECeHa 10 JIHSA
BCTYIUICHUS B CHITy Hacrtosmiero denepaibHoro 3akoHa. [1o ucredyeHnn ykazaHHOTO CpOKa JaHHBIC
JIEKAPCTBEHHBIE TperapaThl MOTYT OTHYCKAThCS, PEaTN30BbIBATHCS, MEPEIaBATHCS U MPUMEHSTHCS

JI0 UCTEUEHUS WX CpOKa TogHOCTH. (B pea. DeaepanbHbIXx 3akoHOB OT 29.11.2010 N 313-®3, ot
06.12.2011 N 409-®3)

4. Co nHs BCTyIUIEHHMS B cuily Hactosimero @enepanbHoro 3akoHa v nmo 30 ampens 2011 ropa
BKJIFOYUTENIBHO JIOMYCKAEeTCsl IPOBEICHUE SKCIEPTHU3bl JIEKAPCTBEHHBIX CPEACTB 3KCIEpPTaMu
SKCTIEPTHOTO YUPEKICHUS 1O TMPOXOXKIACHUS HMH aTTECTAllMd B TIOPSJKE, YCTaHOBJICHHOM
YIOJTHOMOYECHHBIM ()eIepaTbHBIM OPTaHOM HCIIOTHATEIHLHOU BIIACTH.

5. Co nmHs BerymuieHus B cwity Hacrosimero ®denepanpHoro 3akoHa u mo 31 mexadbps 2013 roma
BKIIIOUUTENBHO OCYIIECTBIISCTCS IMEpPexXoJ K MPOU3BOJCTBY JIGKAPCTBEHHBIX CPEICTB B
COOTBETCTBUHU C MPaBWJIAMU OpPraHU3AIMU TPOM3BOJICTBA U KOHTPOJIS KauecTBa JIEKAPCTBEHHBIX
CPEICTB, yKa3aHHBIMH B 4acT 1 ctaTthu 45 Hacrosmero denepanbHOro 3aKoHa, B IOTHOM O00BEME.
Cpoku mepexojia MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB K MX MPOU3BOJICTBY B COOTBETCTBUH C
KOHKPETHBIMU TPEOOBaHUSAMH JaHHBIX MIPaBUJI, BKJIIOYAs CPOKH aTTECTAI[UU YIIOJTHOMOYEHHBIX JIHII,
yYKa3aHHBIX B 4YacTsaXx 6 m 7 crarbm 45 Hacrosmiero denepaabHOro 3aKOHA, YCTAHABIUBAKOTCS
[IpaBuTenscTBOM Poccutickoit denepanuu.

6. JluueH3uu Ha MPOU3BOACTBO JICKAPCTBEHHBIX CPEICTB, BblAaHHbIe a0 1 sHBaps 2014 ropa,
nerctByror nocine | sHBaps 2014 roma A0 uCTeueHHs CpOKAa MX JEHCTBUS NPHU  YCIOBUHU
COOTBETCTBUSI JIMIIEH3MATa TMpaBUJIiaM OpraHU3AIlMM TMPOU3BOJCTBA M KOHTPOJISI KadyecTBa
JIEKapCTBEHHBIX CPEJICTB, YKa3aHHBIM B yacTh 1 cratbu 45 HacTosuiero denepanbHOro 3aKoHa.

7. ®opmupoBaHHE TOCYJAapCTBEHHOTO 3a/JaHMsl Ha MPOBEJAEHUE SKCIEPTHU3bl JIEKAPCTBEHHBIX
cpeacTB  (eneparbHOMY TOCYAapCTBEHHOMY OIOJDKETHOMY YUYPEXKACHHIO IO TPOBEACHHUIO
OKCIIEPTU3BI JIEKAPCTBEHHBIX CPEICTB M (pUHAHCOBOE 00OeCleYeHHE BBHITIOJHEHHUS 3TOTO 3aJaHUS
OCYIIECTBIISIIOTCS B TIOPSIIKE, yCTaHOBIIEHHOM DenepaibHbIM 3aKOHOM OT 12 siuBaps 1996 rona N

7-®3 "O HekomMmepueckux opraHuzanuax". (B pen. PenepanbHoro 3akoHa or 29.11.2010 N
313-93)

IIpezuoenm Poccuiickou ®edepayuu

JT. MEIBEIEB

Mocksa, Kpemib
12 anpens 2010 roga
N 61-03
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