[Tpuka3 MunucrepcTsa 3apaBooxpanenust PO ot 24 nosops 2021 r. N 1094n "O6 yrBepskaenun [lopsiika Ha3HaYeHUS

IIpuka3 Munucrepcrsa 3apaBooxpaHeHusi P® ot 24 Hosaopst 2021 r. N 1094n "OO0 yrBep:KaeHuH
[Topsinka Ha3HAYEHUS JIEKAPCTBEHHBIX NPEeNapaToB, (P)OPM pelenTypPHbIX 0JIAHKOB Ha
JIeKapcTBeHHbIe npenapatsbl, [lopsinka opopmiieHUs1 yKa3aHHBIX 0JIAHKOB, HX y4eTa U XpaHeHHU,
(¢opm 01aHKOB penenToB, coAepRANIUX HAZHAYCHUE HAPKOTHYECKUX CPEACTB MJIHM MCHUXOTPOIHBIX
BewecTs, [lopsaaka ux U3roroBjeHus, pacnpeaeJeHus, peruCTPALMH, YU4eTa U XPaHeHHs], a TaKKe
[IpaBu opopmiieHus1 0JIAHKOB peLieNTOB, B TOM YHCJe B (popMe 3JIEKTPOHHBIX IOKYMEHTOB"

B cootBercTBHM ¢ myHKTOM 16 yactu 2 crtarbu 14 ®enepanbHoro 3akona ot 21 Hos6ps 2011 r.
N 323-®3 "OO ocHOBax oOXxpaHbl 340pOBbs TpaxknaH B Poccuiickoit ®eneparuu" (Cobpanue
3akoHonarenscTtBa Poccuiickoit ®enepanuun, 2011, N 48, ct. 6724; 2017, N 31, cr. 4791), nyHkrom 2
ctatbi 26 @PenepanbHoro 3akoHa or &8 sHBaps 1998 r. N 3-®3 "O HapkOTHUECKHUX CpEACTBaxX U
ncuxoTponHbix BemiecTBax" (CoOpanue 3akoHomarenbcTBa Poccuiickoit @eneparuu, 1998, N 2, c1. 219;
2017, N 31, ct. 4791), nognyukramu 5.2.177, 5.2.178 u 5.2.179 nynkra 5 Ilonoxxenusst o MuUHUCTEpCTBE
3npaBooxpaHeHus Poccuiickoir  ®Denepaumy, yTBEPKIEHHOIO IOcTaHoOBiIeHUEeM IIpaBurenbcrBa
Poccuiickoit @eneparm ot 19 wmronst 2012r. N 608 (CoOpanue 3akoHOmaTenbcTBa Poccuiickoit
®enepauu, 2012, N 26, cr. 3526; 2015, N 23, ct.3333; 2017, N 52, cr. 8131; 2021, N 43, ct. 7258),
IIPUKa3bIBalo:

1. YTBepauTh:

[Topsiox Ha3HAUYEHUS JIEKAPCTBEHHBIX IIPENAPATOB COrNIACHO MpuiokeHuto N 1;

(opMBI perienTypHBIX OJTaHKOB Ha JIEKApCTBEHHBIE MIPENapaThl COrNIACHO MPUIIOKEHUI0 N 2;

[opsimox odopmileHUsT peLenTypHbIX OJIAHKOB Ha JIGKAPCTBEHHBIE Iperaparbl, MX ydeTa H
XpaHEHUs COracHo npuioxeHuto N 3;

¢opmMbl  OAaHKOB pELENTOB, COJEpXKAIIMX Ha3HAUCHHE HAPKOTHUECKUX CPEACTB WU
IICUXOTPOIHBIX BEIIECTB, COTIAaCHO NpUiIokeHuto N 4;

[lopsiiok  WM3rOTOBIIEHUS, pACHpPENEICHUs, PpErucTpanuy, YydeTa U XPaHEHUs PELENTOB,
CoJIeprKalluX Ha3HAYEHHE HAPKOTUYECKUX CPEACTB WM IICUXOTPOIHBIX BEIIECTB COIVIACHO NMPHIIOKEHUIO
N 5;

[IpaBuna odopmieHHS pENENnToB, COACPKAIMX Ha3HAUYCHHE HAPKOTHUYECKUX CPEICTB WIIH
IICUXOTPOITHBIX BELIECTB, B TOM YHUCIIE B (JOpPME AJIEKTPOHHBIX JOKYMEHTOB COTJIACHO MPHI0KEHHIO N 6.

2. Ilpu3HaTh yTpaTUBIIUMU CUITY:

npuka3 MuHucrtepcTBa 3apaBooxpaHeHust Poccuiickoit @enepauuu ot 1 aBrycra 2012 r. N 54n
"O6 yTBepkaeHUN (GOpMBI OJAHKOB PELENTOB, COAEPKAIIMX HA3HAYEHHWE HAPKOTUYECKUX CPEICTB HIU
IICUXOTPOIHBIX BEILECTB, NOPSAAKA UX U3TOTOBIEHUS, PACIIPEAEICHUS, PETUCTPALIMY, yUeTa U XpaHEHUS, a
Takxke mnpaBui opopmiieHus" (3aperucTpupoBan MunHucTepcTBoM toctuimu Poccuiickoit deneparyu 15
asrycra 2012 r., peructpanuonssiii N 25190);

npuka3 Munuctepcersa 31paBooxpanenus Poccuiickoit ®enepanuu ot 30 uronst 2015 r. N 3851 "O
BHECEHUM M3MEHEHMH B Npuka3 MuHucrtepcTBa 3apaBooxpaHeHust Poccuiickoit denepaunu ot 1 aBrycra
2012 1. N 54u "O06 yTBepxkaeHuu (Gpopmbl OJIAHKOB PEIENTOB, COACPIKAIUX Ha3HAUYCHHUE HAPKOTHUYECKUX
CPEJICTB WJIM IICUXOTPOIIHBIX BEIIECTB, OPSAIKA UX U3TOTOBJICHUS, paCIIPEIEICHUS, PETUCTPALIUY, yUeTa U
XpaHeHHs, a Takxke NpaBwil odopmieHus" (3apeructpupoBaH MuHHCTEpCTBOM IocTUIMKM Poccuiickoit
Oeneparuu 27 Hosi0ps 2015 1., peructparmonnsiii N 39868);

npuka3 MuHuctepceTBa 31paBooxpaHeHus Poccuiickoir @enepanuu ot 21 anpens 2016 r. N 254n
"O BHeceHMH M3MEHEHMM B mpuka3 MuHucrepcrsa 3apaBooxpaHeHus Poccuiickoit ®enepauuu ot 20
nexabpst 2012r. N 11758 "OO0 yTBepkaeHUHM TMOpsAAKa Ha3HAYCHHS WM BBINHCHIBAHHUS JICKAPCTBEHHBIX
IpenapaTos, a TaKke (GopM perenTypHbIX OJaHKOB Ha JIGKAPCTBEHHBIE MPENapaThl, Mopsaka oGopMieHus
yKa3aHHBIX OJIaHKOB, WX YydeTra M XpaHeHus" u mnpuwioxkeHue N2 K mnpukazy MuHHUCTEpPCTBA
3npaBooxpanenust Poccuiickoit ®enepammu ot 1 aBrycra 2012r1. N 540 "OO ytBepxaeHHH (DOpMBI
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OJTaHKOB PELIENTOB, COJACPKAIIMX HA3HAUYEHHUE HAPKOTHYECKUX CPEJICTB WM NCHUXOTPOIHBIX BEIIECTB,
NOpsAIKA WX W3TOTOBJIEHMS, PpACIpENeeHMs], pPErucTpaluy, ydeTa M XpaHEHHs, a TaKKe INPaBUI
odpopmiienus" (3apeructpupoBad MuHHcTepcTBOM IocTuiuu Poccuiickoit @enepanuu 18 urons 2016 T,
peructpauoHHblid N 42887);

IYHKT 4 U3MEHEHUH, KOTOpPBIE BHOCSTCS B HEKOTOPBIE MpUKa3bl MUHUCTEPCTBA 31paBOOXPAaHEHUS
U counanbHOro passurus Poccuiickoir Penepauyu u MuHHCTEpcTBa 3ApaBooXpaHeHHs Poccuiickont
@denepau O BOIpocaM OOpallleHus] JIEKAapCTBEHHBIX IPENapaToB, COACPKALIMX HAPKOTUUECKUE
CPEJICTBA, ICUXOTPOIHBIE BEIIECTBA W MX HPEKYpPCOpBl, U JEKAPCTBEHHBIX CPEICTB, MOAJIEKAIIUX
IIPEIMETHO-KOJIMUECTBEHHOMY Y4Y€Ty, YTBEP)KIEHHBIX IpUKa3oM MUHHUCTEPCTBA 34paBOOXPaHEHUS
Poccuiickoit @enepaunn ot 31 okrsadps 2017 r. N 882n (3apeructpupoBaH MHHUCTEPCTBOM IOCTHIIMU
Poccuiickoit @enepanuu 9 suBaps 2018 r., perucrpanuonsslii N 49561);

npuka3 MunHucTepcTBa 3apaBooxpaHeHuss Poccuiickoit ®enepaumu ot 11 nexabps 2019r.
N 10211 "O BHecenun usmeHeHui B npuioxenus N 2 u 4 k npuxkazy MuHucTepcTBa 31paBOOXpaHEHUs
Poccuiickoit @enepanuu ot 1 aBrycra 2012 1. N 54 "OO yTtBepx)aeHun (opmbl OIaHKOB PEIENITOB,
COJlepKalluX Ha3HAYCHUE HAPKOTHYECKMX CPEACTB WM IICUXOTPONHBIX BEIIECTB, NOpAAKAa UX
U3TOTOBJIICHHS, PpACHpeACNICHHUs, PEruCTpalliy, y4deTa M XpaHEHUs, a TakkKe MpaBuil opopmieHus"
(3apeructpupoBan  MuHuctepctBoM toctuiuu  Poccuiickoit  @epepanuu 28 sgHBaps 2020 r.,
peructpauuoHHslii N 57293);

npuka3 MuHHCTepCTBa 37paBooxpaHeHus: Poccuiickoit @enepanuu ot 8 okTsi6ps 2020 r. N 1076H
"O BHeceHuu u3MeHeHuid B llopsaok perucrpanum, ydera M XpaHEHUs CIELMAIbHBIX PELENTYPHBIX
ONaHKOB HA HAPKOTUYECKHE CpPEACTBAa WM IICUXOTPOINHBIE BEUIECTBA, YTBEPXKICHHBIM MPUKAa30M
MunuctepctBa  3npaBooxpaHeHus Poccuiickoit  ®enepanuu ot 1 aBrycra 2012r. N 54u"
(3apeructpupoBan  MunucrepctBoM toctunmu  Poccuiickoit  @eneparun 13 HOosOps 2020 T,
peructpanuoHHslii N 60898);

npuka3 MunmncrepcTsa 3apaBooxpanenus Poccuiickoit @enepannu ot 14 ssuBaps 2019 r. N 41 "O6
YTBEP)KJACHUM TMOpsAAKAa Ha3HAUCHUs JIEKAPCTBEHHBIX IIPEnaparoB, (OpPM peUEenTypHBIX ONAaHKOB Ha
JICKapCTBEHHbIC TMperaparbl, MOopsaka OQOpPMICHHS YKa3aHHBIX OJAHKOB, WX YydeTa M XpaHEHUs"
(3apeructpupoBan  MunucrepctBoM toctunuu  Poccuiickoit  ®enepaumn 26 mapra  2019r.,
peructpauuonHslii N 54173);

npuka3 MunHucTepcTBa 3apaBooxpaHenuss Poccuiickoit ®enepaumm ot 11 nexabps 2019r.
N 10221 "O BHeceHuM M3MEHEHMH B npuka3 MuHuctepcrBa 31paBooxpaneHust Poccuiickoit denepaunn
oT 14 suBaps 2019 r. N 41 "OO0 yTBepkIeHUH MOpsAAKAa Ha3HAYCHUS JICKAPCTBEHHBIX INPErnaparoB, GopMm
pelenTypHbIX OJIAHKOB Ha JIGKAPCTBEHHBIC MpemnapaThl, mopsaka opopMIICHUs yKa3aHHBIX OJIAHKOB, UX
yueta M XpaHeHMs" (3apeructpupoBaH MunucrepctBoM roctuuuu Poccuiickont ®@enepanuun 28 sHBaps
2020 r., peructpaunoHusiii N 57292);

npuka3 MuHHCTepCTBa 31paBooxpaHeHus: Poccuiickoit @enepanuu ot 8 okTsi6ps 2020 r. N 10751
"O BHECEHUU U3MEHEHMH B MOPSIIOK Ha3HAUEHUS JIEKAPCTBEHHBIX MIPENApPATOB, YTBEPKICHHBIN IIPUKa30M
Munuctepcrsa 31paBooxpaneHus Poccuiickoit @enepanuu ot 14 ssaBapsa 2019 r. N 41" (3apeructpupoBan
MunuctepctBoM rocturuu Poccuiickoit @enepanuu 22 nexadbps 2020 r., peructpanuonusiii N 61695);

nyHKT 3.8 MHCTpyKUIMU O TOps/IKE BBINUCBIBAHUS JICKAPCTBEHHBIX MpenapaToB M o(opMIIeHHUS
pelenToB W TpeOOBaHMI-HAKIAIHBIX, YTBEPXKICHHON MpHKa3oM MHHHCTEpCTBA 3APaBOOXPAHEHUS U
coumanbHoro paszsutus Poccuiickoit @enepanmu ot 12 despans 2007 r. N 110 "O nopsiaike Ha3HAYCHUS U
BBIIMCHIBAHUSI  JIEKAPCTBEHHBIX  IIPENapaTos, 178691 (0 17071 MEAMIMHCKOIO Ha3HAa4eHUs |
CHELHATU3UPOBAHHBIX TPOIYKTOB JiedeOHOro muTaHus" (3aperucTpupoBaH MHHHUCTEPCTBOM IOCTHLIUU
Poccuiickoit @enepanuu 27 anpenst 2007 r., peructpannoHHslii N 9364);

npuka3 MUHUCTEPCTBA 3paBOOXPaHEHMsSI M COLMANIBHOTO pa3BuTHs Poccuiickoit ®enepauuu ot 17
mas 2012r. N 562 "OG6 ytBepxknenun Ilopsinka oTmycka (QHU3MYECKHM JUIAM JIEKapCTBEHHBIX
IIPENapaToB A MEIUIMHCKOrO NMPUMEHEHHUS, COAEPXKAIIUX KPOME MAaJbIX KOJIMYECTB HAPKOTUYECKUX
CpPEeZCTB, TICUXOTPOIHBIX BEIIECTB U UX MPEKYPCOPOB Apyrue (papmMakoIornyeckre akTUBHBIC BellecTBa'
(3apeructpupoBan  MunucrepctBoMm  toctuuuu  Poccuiickoit  ®Pepepaumun 1 umrons 2012 r.,
peructpauoHHblid N 24438);

IYHKT 2 U3MEHEHHUH, KOTOpPBIE BHOCSTCS B HEKOTOPBIE MpUKa3bl MUHUCTEPCTBA 31paBOOXPAaHEHUS
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u couuanbHoro passurus Pocculicko @enepanuu, yTBEpXKACHHBIX IIPUKa3oM MwuHucrepcrsa
3npaBooxpaneHusi Poccuiickoit @enmepammu ot 10 wmrons 2013 r. N 369 (3apeructpupoBaH
MunucteperoMm roctuiu Poccuiickoit @enepannn 15 urons 2013 r., peructpannonssiii N 29064);

npuka3 MuHucrepcTBa 3apaBooxpanenus: Poccuiickoin @enepanuu ot 21 aBrycra 2014 r. N 4651
"O BHECEHHMH HM3MEHEHHUI B TOPSIOK OTIMYyCKa (U3NYECKUM JIMIIAM JIEKApCTBEHHBIX MPENapaToB JUIs
MEAMIMHCKOIO NPUMEHEHHUs, COAEpXKAIIUX KpOME MajblX KOJIMYECTB HAPKOTUYECKUX CPEICTB,
NCUXOTPOMHBIX BEUIECTB W HX NPEKypCcoOpoB Jpyrue (apMakoJIOTHYECKHE AaKTUBHBIC BEIECTBA,
YTBEPKACHHBI IPUKa30M MMHHUCTEPCTBA 31paBOOXPAHEHUS M COLUAIBHOIO pas3BuTus Poccuiickoit
@eneparun ot 17 mas 2012 r. N 562H" (3apeructpupoBan MuHuctepcTBoM rocTulMM Poccuiickoit
Oeneparun 10 cenrsadps 2014 r., peructpaunonssiii N 34024);

INYHKT 1 U3MEHEHM, KOTOpBIE BHOCSTCS B HEKOTOPBIE MpUKa3bl MUHUCTEPCTBA 31paBOOXPAaHEHUS
U couuanbHOro passurus Poccuiickoir Penepauuu u MuHuCTEpcTBa 3ApaBooXpaHeHHs Poccuiickont
®denepanyy, yTBEpKACHHBIX NpuKka3oM MuHucTepcTBa 3apaBooxpanenus Poccuiickoit ®enepanun ot 10
ceHtsa06psa 2015 1. N 634n (3apeructpupoBan MunuctepcTBoM octuiun Poccuiickoir @epepanuu 30
centsa6ps 2015 r., peructpanmonssiii N 39063);

IYHKT 3 U3MEHEHHUH, KOTOpPBIE BHOCSTCS B HEKOTOPBIE MpUKa3bl MUHUCTEPCTBA 3/1paBOOXPAaHEHUS
U couuanbHOro passurus Poccuiickoir Penepauyu u MuHHCTEpcTBa 3ApaBooXpaHeHHs Poccuiickon
@denepau IO BOIpocaM OOpallleHus] JIEKAapCTBEHHBIX IPENapaTroB, COACPKALIMX HAPKOTUUYECKUE
CPEJICTBA, IICUXOTPOIHBIE BEIIECTBA U HX IPEKypCOPOB, M JIEKApPCTBEHHBIX CPEACTB, MOAJIEKAIIUX
IPEIMETHO-KOJIMUECTBEHHOMY Y4Y€Ty, YTBEP)KIEHHBIX IpUKa3oM MUHHUCTEPCTBA 30paBOOXPAHEHUS
Poccuiickoit @enepaunn ot 31 okrsaops 2017 r. N 882n (3apeructpupoBaH MHUHUCTEPCTBOM IOCTHIIMU
Poccuiickoit @enepanuu 9 suBaps 2018 r., peructpanuonnsiii N 49561).

3. Penentypusie Omanku ¢opmbel N 107/y-HII, u3rotoBineHHble 10 IHS BCTYIUICHHS B CHILY
HACTOSIILET0 NMPHKa3a, MOTYT OBITh UCIIONB30BaHbI 10 1 maprta 2023 rona.

4. Hacrosiuuii npuka3 BcTynaer B cuily ¢ 1 mapra 2022 r. u neiictByer o 1 mapta 2028 r.

Munuctp M.A. Mypaiiiko

3apeructpupoBano B Muntocte PO 30 HosiOpst 2021 r.
Perucrpanmonnsiii N 66124

IIpunoxenne N 1

K npukazy MuHHCTepCcTBA 31PABOOXPAHEHHUS
Poccuiickoii Peanepaunu

ot 24 Hos10ps 2021 r. N 1094

HOpfl}IOK HasHAYCHUSA JIECKAPCTBCHHLIX IpemaparoB

1. O01ue moyI0KeHusA

1. Ha3naueHue I5eKapCTBEHHBIX IMpemapaToB s MEAMIMHCKOIO TMpUMEHeHus (Janee -
JIEKapCTBEHHBIE Mpenaparbl) OCYIIECTBISETCS JedaluuM BpadoM, (enpaiepoM, akyllepkod B ciydae
BO3JIOKEHUSI HAa HHUX [IOJIHOMOYHMH Jedallero Bpauya, NOpH OKa3aHUM MEIUIIMHCKOW TOMOIIM B

MEMIMHCKMX OpPraHU3alusX |, B IOPSKE, yCTaHOBJIEHHOM MPHKa30M MUHHCTEPCTBA 3paBOOXPAHEHHS U

coruanbHOTro pa3Butus Poccuiickoit eaepanmu ot 23 mapra 2012 r. N 2521 "O6 ytBepkaenuu [lopsiaka
BO3JIOKCHHS Ha (Qenpamepa, aKymepky pyKOBOAUTEIEM MEIUIIMHCKOW OpraHHu3aIluu MPH OpraHU3alluu
OKa3aHMUsI TEPBUYHOW MEAUKO-CAHMUTAPHOM TMOMOIIM M CKOPOM MEIUIMHCKOW MOMOIIHM OTIEIbHBIX
GyHKIMIA JIe"alniero Bpayda 1o HemocpeICTBEHHOMY OKa3aHHWIO METUIIMHCKOW TTOMOIIH MAIMEeHTY B MEPUOT
HAOJNIOZICHUST 32 HUM W €ro JICUCHHS, B TOM YHCJIE MO HA3HAYCHUIO M TIPUMEHEHHIO JICKapCTBEHHBIX
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IIPENapaToB, BKJIOYas HAPKOTHUYECKUE JIEKAPCTBEHHBIE NpENnaparbl U IICUXOTPOIIHBIE JIEKAPCTBEHHbIE

npenapathl” >,  MHIMBUIYAIbHBIMH  NIPEANPHHAMATEIAMH,  OCYIIECTBISIONMMH  MEIUMIIMHCKYIO

JESTENILHOCTH (Jajiee - MeIUIMHCKUE PAOOTHHKH).

MenuuuHCcKkiii  pabOTHUK, O(GOPMUBIIMI pElEeNnT ¢ HapyIICHHEM HACTOSILEro MOpsaKa, WIH
PYKOBOJUTEINb MEIUIIMHCKON OpraHu3allui 00eCIIeYrBaIOT CBOEBPEMEHHOE epeodopMiieHne TpedyeMoro
JUISl TIALIMEHTA peLerTa.

2. CpenmeHuss O Ha3HAYEHHOM JIEKAPCTBEHHOM IIpenapare (HaMMEHOBAaHUE JIEKAPCTBEHHOI'O
npemnapara, JA03UPOBKa, CIIOCOO BBEACHHMS U NPHUMEHEHHs, PEKUM JO3MPOBAHUS, MPOJOIKUTEIEHOCTh
JeyeHust 1 000CHOBAaHME Ha3HAYCHHS JICKAPCTBEHHOTO MpernapaTa) BHOCATCS MEJUIIMHCKAM PaOOTHUKOM B
MEAMIMHCKYIO TOKYMEHTAIMIO AIUEHTA.

B cnywasx, ykazanHeix B mnyHKTax 8-11 Hactosmero Ilopsiaka, MeTUIMHCKUNA paOOTHHK,
HAa3HAUMBIIMK JICKApPCTBEHHBIN mpenapaT, oGopMisieT Ha3HauCHHE JICKApPCTBEHHBIX INPENapaToB, B TOM
YHCIIe TOJUIEKAIIMX H3TOTOBICHHUIO M OTIYCKY ANTEUYHbIMM OpraHu3alusMu (Jajee - JIEKapCTBEHHbIE
npenapaThl WHAWBUIYAIBHOTO M3TOTOBJICHUS), HA PELENTYpHOM OyiaHKe, O()OPMIIEHHOM Ha OyMa)kKHOM
HOCHTEJIC 32 CBOCH MOMAMUCKHIO (Jlajee - perent Ha OyMa)KHOM HOCHTENE), U (WIH) C COrjacHs MalHueHTa

MM €r0 3aKOHHOTO IIPECTAaBMTENsA > Ha pPelenTypHOM OnaHke B ()OpMe 3JIEKTPOHHOTO JOKYMEHTA C
UCTIOJIb30BaHUEM YCHJICHHON KBAIM(UIIMPOBAHHOM SJEKTPOHHON MOAMKUCH MEAUIIMHCKOTO pabOTHUKA
(manee - peuent B (hopMe 3JIEKTPOHHOTO JJOKYMEHTA).

Penienit B (hopme 3IEKTPOHHOTO JOKYMEHTA, COJIEpKalluii Ha3HaYeHHE HAPKOTHUYECKUX CPEICTB
WIA TICUXOTPOIHBIX BEILECTB, MOJNHMCHIBACTCS C MCIOJIb30BAHUEM YCHUJICHHOW KBaIM(PUIUPOBAHHON
3JIEKTPOHHOM MOJMKCHU JIeyalllero Bpaya win (enpaiepa, akymepk, Ha KOTOPBIX BO3JIOKEHB! (DYyHKIMU

JiCHalero Bpada, u COOTBGTCTByIOHleI MC,Z[I/H_[I/IHCKOI\/JI opraHuzanun 4.

Odopmienne perentoB B popMe INMEKTPOHHBIX TOKYMEHTOB OCYIIECTBISICTCS B CIy4ae TMPUHSATHUS
YIOJTHOMOYEHHBIM OPTaHOM HCIIOJIHUTEIBHON BiacTu cyObekTa Poccuiickoit denepanuu B COOTBETCTBUU
¢ nyHkroMm 4 crateu 6 DepepanbHoro 3akoHa ot 12 ampens 2010r. N 61-®3 "OO obpamenun

JNIEKapCTBEHHBIX CpeACTB" > pelleHHuss 00 HCIOJL30BAaHUM HAa TEPPUTOpUM cyObekra Poccuiickoit

Qenepaluyl HapAgy C peUENTaMHd Ha JIEKapCTBEHHBIC Ipernaparbl, O(QOpPMICHHBIMH Ha OyMa)KHOM
HOCHUTENE, PpELEeNTOB Ha JIEKapCTBEHHBIC IIpenaparbl, C(HOPMHUPOBAHHBIX B (OpPME 3IEKTPOHHBIX
JIOKYMEHTOB.

3. Ilpu BhINMCKE MNalUMEHTa W3 MEIULMHCKON OpraHu3aliyd, B KOTOPOH €My OKa3blBaJlach
MEIUIMHCKasT TOMOIINb B CTAal[MOHAPHBIX YCJIOBHUSX, IMPH HEOOXOAMMOCTH TPOJODKEHHUS TpHeMa
JIEKapCTBEHHOTO Ipernapara B aMOyJaTOPHBIX YCIOBHIX TaHHOMY HAIMEHTY 1O PEIICHUI0 PyKOBOIAMTEIS
MEIUIIMHCKON OpraHu3aluy Ha3HA4aloTCs ¢ opopMiIeHHeM perenta B popMe 3IEKTPOHHOTO TOKYMEHTa U
(unm) Ha OyMa)kHOM HOCHTENE (32 UCKIIOUeHHEM O(pOPMIICHHS PELETITOB Ha JICKApCTBEHHbIE MPENapaThl,
NOJUIXKAIME OTIMYCKY OECIUIATHO WJIM CO CKMIKOM) JMOO BBLAAIOTCS (MAIMEHTY WM €ro 3aKOHHOMY
NPECTaBUTEII0) OJHOBPEMEHHO C BBIMUCKOW W3 MCTOPUM OOJE3HM JICKApCTBEHHBIC IMpENaparhbl, B TOM
YHUCJIE€ HApKOTUYECKUE U IICUXOTPOIIHBIE JIEKAPCTBEHHBIE Ipenaparsl, BHeceHHble B cnucku II u III
IepeYHsl HAPKOTUYECKUX CPEIICTB, ICUXOTPOIHBIX BELIECTB U UX IIPEKYPCOPOB, MOJICKALUX KOHTPOIIIO B

Poccuiickoii ®emeparuu, yTBepskaeHHOro IlpasuTenscTBom Poccuiickoit ®enepamuu® (manee -

[lepeueHs), cUIBPHOEHCTBYOIINE JIEKAPCTBEHHBIE NIPENapaThl, HA CPOK IPUEMa NALUEHTOM 10 5 JHEM.

4. Ha3naueHue JEKapCTBEHHBIX IIPEMApaTOB IpU OKAa3aHUM MEAMLIMHCKOH IOMOLIM B
CTAlIMOHAPHBIX YCIOBHIX MOXKET OCYILECTBIISATHCS MTOCPEICTBOM TPEOOBAHUI METUIIMHCKON OpraHU3aIiH,
HaIIPaBJIsIEMBIX B alTEYHBIC OPraHU3aLUH, SABJIAIOIIUECS CTPYKTYPHBIMU IIOAPA3ACICHUIMHA MEIULIUHCKON

OpraHu3alum. ’

5. Ha3nauyeHue IJI€KapCTBEHHBIX MPENapaToOB OCYLIECTBISACTCS MEIUIIMHCKAM pPaOOTHHKOM IO
MEXIYHAPOJAHOMY HENATEHTOBAaHHOMY HAMMEHOBAHUIO, a IIPU €ro OTCYTCTBHUM - TPYNIIMPOBOYHOMY WU
XUMUYECKOMY HAauMMEHOBaHMIO. DB  ciayyae OTCYTCTBMS  MEXIAYHApOJHOIO  HEMATECHTOBAHHOIO
HAaUMEHOBAaHMS W TPYNIMPOBOYHOIO WIM XMMHYECKOTO HAUMEHOBAHHUs JIEKAPCTBEHHOI'O IIperapara
JIEKapCTBEHHBIN IMpenapaT Ha3HAa4aeTCsl MEAUIMHCKAM paOOTHHUKOM IO TOProBOMY HauMeHoBaHHIO. [Ipu
HaJIMYUU MEIULMHCKUX MOKa3aHUM (MHAMBUAyaJIbHAs HENEPEHOCHUMOCTD, M0 >KM3HEHHBIM IOKAa3aHUSIM)
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o pceuICHUIO Bpa‘{€6H0ﬁ KOMHUCCHHU MGIII/IHHHCKOP'I Opl“a.HI/I321L[I/II/I8 OCYHICCTBIIACTCA HA3HAYCHUC U

Oq)OpM.HeHI/Ie Ha3HA4YCHUA JICKAPCTBCHHLBIX IMPCIIApaTOB, HC BXOJAINIUX B CTAHAAPTHI MCHHHHHCKOﬁ

TIOMOIIY, Pa3pabOTaHHbIE B COOTBETCTBUU ¢ ITyHKTOM 14 ctaThu 37 denepambHoro 3akona N 323-03°,
WIH HE MPEIyCMOTPEHHBIX COOTBETCTBYIOIICH KIMHHYECKON pEeKOMEHIAIue, Ju00 1O TOPrOBBIM
HAUMEHOBaHUSAM. PerieHne BpaueOHOW KOMHCCHMM MEIUIIMHCKOW OpraHu3aiuu  (UKCHpPYeTCs B
MEAWIIMHCKON JOKYMEHTAIINH MMallMeHTa U B XKypHaJIe BpaueOHOW KOMUCCHHU.

Ecnu npu oxaszaHuM NAUMEHTY MEIWLMHCKOW TOMOIIM B MEIUWLUMHCKOW OpraHu3alvd B
CTAIlMOHAPHBIX YCJIOBUAX II0 PEHICHUIO BpadyeOHON KOMHCCHUM OCYIICCTBISIOTCS Ha3HAauYCHUE U
MIPUMEHEHUE JIEKAPCTBEHHOI'O Mpenapara ¢ KOHKPETHBIM TOPTrOBBIM HAaWMMEHOBAHHEM, TO NPHU OKA3aHUU
JaHHOMY MAalUMEHTY MEIUWUHMHCKOW IOMOLIM B MHOM MEIUMLMHCKOW OpraHu3alMd B CTallMOHAPHBIX
YCIIOBUSIX, a TaKke B aMOyJIaTOPHBIX YCIOBHUSX OCYIIECTBIISCTCS HA3HAUYCHHE €My JIEKapCTBEHHOTO

Tpenapara ¢ TeM e TOPTOBBIM HAUMEHOBAHHEM ',

6. Ha3naueHue JI€KapCTBEHHOTrO Iperapara B perente Ha OyMa)KHOM HOCUTENE WM pelente B
dopMe 3IEKTPOHHOrO JOKyMeHTa odopMisieTcss Ha MMs MalMeHTa, JUIsi KOTOpOro IpeaHa3zHaueH
JIEKapCTBEHHBIN IIpenapar.

Penent Ha OymakHoMm Hocutesne, oGOpMIIEHHBIH Ha peuentypHom Omanke ¢opm N 107/y-HIIL,
N 107-1/y, N 148-1/y-88, N 148-1/y-04(:1), yTBEp>KICHHBIX HACTOSAIIUM MPUKA30M, MOXKET OBITh MOTYUYEH
NAaIMEHTOM, €r0 3aKOHHBIM NPEACTAaBUTEIEM WIHM JHIIOM, UMEIOMNUM O()OPMICHHYIO B COOTBETCTBUH C
IPaXKJIAHCKUM 3akoHoaaresnbcTBOM Poccuiickoii denepanuu IOBEPEHHOCTh OT IALUEHTa Ha IPaBO
MIOJIyYEHUS TAKOro pelenTa (aajnee - yoJIHOMOYEHHOE JIUIO).

[IpencraBneHne AOBEPEHHOCTH HE TpeOyeTcs B CiIydae IMOJIyYEHHs pelenTta Ha JeKapCTBEHHBIH
npenapar i HHKypaOeIbHOro OOJIBHOTO Ha 3aBEpPIIAIOIIEM ATAaIle €ro KU3HU JIUIIOM, OCYIIECTBIISIONIIM
yXOXl 3a TaKMM HWHKypaOelIbHbIM OOJbHBIM. B TakoMm ciydyae MeIUIIMHCKUNA paOOTHUK BbIIAET JIUILY,
OCYILECTBIISIIOLIEMY YXOJ] 32 MHKYpaOeIbHbIM OOJBHBIM, JOKYMEHT, MOATBEPKIAIOIINN MHKYypalOenbHoe
COCTOSIHUE OOJIBHOTO, COJEpXKAIlMi CBEeNEHHs O JHLE, KOTopoe OyIeT NOoiy4aTb JIEKapCTBEHHBIC
npernaparsl Mo perenty (pamMuius, UMs, OTYECTBO (MTOCIEAHEE - TPU HATUYHH), BUT, cepus U (WIIK) HOMEp
JOKYMEHTA, yJIOCTOBEPSIOLIETO JIMYHOCTD), 3aBEPEHHBIN MOANUCHIO U MEYaThI0 JAHHOTO MEIULMHCKOTO
paboTHHKA, a TaKXKe MeYaThi0 MEJUIIMHCKON OpraHu3aluu.

JIOKyMEHT, TMOATBEPXAAIINUNA HHKypaOeIbHOe COCTOSHUE OOJBHOTO, OCTAaeTCs B aNTEYHOMN
OpraHM3aliH.

Penienit B opme 3IIEKTPOHHOTO JAOKyMEHTa (hOPMHUPYETCS C UCIOIb30BAHUEM TOCYIAapCTBEHHON
UH(POPMALIMOHHON cHCTEMBI B cdepe 3apaBooxpaHeHus cyobekTa Poccuiickoit deaepannu, MeTUIIMHCKON

MH(OPMAIIMOHHOM CHCTEMBI MEIMIIMHCKO OpraHu3aluy ',

@akT BBJAAYM pELENTa Ha JICKAPCTBEHHBIM IpernaparT 3aKOHHOMY IPEACTaBUTEII0 WIH
YIIOJIHOMOYEHHOMY JIUILY (PUKCHUPYETCS B METUIIMHCKOM JOKYMEHTALIUH MAIlUCHTA.
7. MeauuuHCKUM pabOTHHKAM 3ampeniaercs o(GpopMiIsTh pelenTsl MpU OTCYTCTBHM Y TalMEHTa

MeJMIMHCKHX MOKA3aHHil; Ha He3aperuCTPUPOBAHHbIE JIEKAPCTBEHHbIE TIPenapaThl \2; Ha eKapCTBEHHbIE

IIpenaparsl, KOTOpbIE B COOTBETCTBUM C MHCTPYKLUEH 110 MEIULIMHCKOMY IPUMEHEHUIO NPEIHA3HAYEHBI
JUISl IPUMEHEHUS TOJIBKO B MEAULUHCKUX OPraHMU3alUsAX; HA HAPKOTUYECKHUE CPEICTBA U IICUXOTPOIIHBIC
BEIlECTBA, BHECEHHble B crucok II IlepedHs, 3aperucTpupoBaHHBIE B KauyeCTBE JICKAPCTBEHHBIX
[IPENapaToB, B LEJAX IPUMEHEHUs [ JICUCHHUs] HADKOMAHUH.

NupuBunyanbHbIM — NPEAIPUHUMATENSAM, OCYLIECTBISAIOIUM  MEIUIUHCKYIO  JEATEIbHOCTD,
JIOTIOJTHUTENIBHO K TpeOOBaHMSM, yKa3aHHBIM B ab3ale MEepBOM HACTOSILNEro IYHKTA, 3alperiaeTcs
o(popMIIATH peLenTsl Ha HAPKOTUUECKUE CPE/ICTBA U IICUXOTPOIIHBIEC BEIIECTBA, BHECEHHBIE B cIUCKH Il
III Ilepeuns (najnee - HAPKOTMYECKHE U IICUXOTPOIHBIE JIEKapCTBEHHbIE IpemnapaTsl cnuckos I m III
[lepeuns).

8. Ilpu Ha3HAYeHMM HAPKOTUYECKUX M IICUXOTPOIHBIX JIEKAPCTBEHHBIX IIpemnapaToB crucka Il
Ilepeuns, 3a MCKIIOYEHUEM JICKAPCTBEHHBIX IPENAapaTOB B BUIE TPAHCAECPMAJIbHBIX TEPANEBTUYECKUX
CUCTEM H JIEKapCTBEHHBIX IPENApaToB, COACPKALIUX HAPKOTUYECKOE CPEACTBO B COYETAHUM C
AQHTarOHUCTOM OINHOMIHBIX PELENTOPOB, pELUENnThl Ha OyMaXHOM HocHTede O(OpPMISIIOTCS Ha
peuentypHoM 6nanke Gopmer N 107/y-HII.
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9. PenenitypHubiii 61ank Gopmbl N 148-1/y-88 opopmisieTcs npu Ha3HAUCHUH:

1) HapKOTHMYECKHMX M ICHUXOTPOIHBIX JIEKApCTBEHHBIX IpemnapaToB crnucka Il Ilepeuns B Buze
TpPaHCIEPMAJIBHBIX TEPANeBTHUECKUX CUCTEM, HAPKOTHMYECKHMX JIEKAPCTBEHHBIX IpemnapaToB crucka Il
[lepeunsi, conepkalux HAPKOTUYECKOE CPEACTBO B COYETAHUU C AHTArOHUCTOM ONHMOUAHBIX PELENTOPOB,
IICUXOTPOIIHBIX JICKAPCTBEHHBIX Ipenaparos cnucka Il [lepeuns;

2) KOMOMHMPOBAHHBIX JIEKAPCTBEHHBIX MPEMAPATOB, COACPIKAIINX:

a) KOJEMH WM ero coiu (B TIepecyeTe Ha YHUCTOE BEIIECTBO) B KojuuectBe 10 20 Mr
BKJIIOUHUTENBHO (Ha 1 103y TBEpOii IeKapCTBEHHOM (hopMbl) MK B KoiuuecTBe 10 200 Mr BKIIFOUUTEIHHO
(#a 100 mut wim 100 T KHUIKOM JeKapCTBEHHOM (POPMBI /U1l BHYTPEHHETO IPUMEHEHUS);

0) mnceBmoddenpuHa THAPOXJIOPHI B KOJIMYeCTBe, mpeBbimaiomemM 30wmr, u po 60 mMr
BKJIIOYHUTENBHO (Ha 1 103y TBEpIOH JIEKapCTBEHHON (hOPMBI);

B) nmiceBaod(enprHa THUAPOXJIOPUI B KOJIHYECTBE, mpeBblmaromem 30wmr, u mo 60 mMr
BKJIIOYUTEIBHO B COYETAaHHM C JEKCTPOMETOp(aHOM T'HIPOOPOMUIOM B KOJIMYECTBE, MPEBBHIIIAIOLIEM
10 mr, 1 10 30 Mr BKJIIOYUTENBHO (Ha 1 103y TBEpIO JeKapCTBEHHOM (popMBI);

r) nekctpomeropdana ruapodpomua B konuuectse 10 200 mr BrirounTenbHo (Ha 100 Mo wmm 100
T )KUJIKOH JIEKapCTBEHHON (hOPMBI /17151 BHYTPEHHETO IPUMEHEHHUS);

1) 3(eapuHa THAPOXIOPH B KoJIr4decTBe, npesbimaromieM 100 mr, u 1o 300 Mr BKIIOUUTENHHO (Ha
100 Mt mim 100 T XKHUIKOH JIeKapCTBEHHON (GOPMBI TSI BHYTPEHHET'O IPUMEHEHU);

e) sbdenpuna ruapoxjopua B KommdectBe 1m0 S50 mr BkmouuTenbHO (Ha 1 703y TBepmoit
JIeKapCTBEHHOM (pOpMBI);

k) (EHWINPOMAHOJIAMUH B KOJHYECTBE 10 75 MI BKIIOUMTENbHO (Ha 1 103y TBepaoit
nexapctBeHHON (hopmbl) wim 10 300 mr BrmrountenbHO (Ha 100 M wmm 100 T KUIKON JeKapCTBEHHOMN
(opMBI 17151 BHYTPEHHETO IPUMEHEHHUS);

3) ¢eHobGapOuTaT B KOIMYECTBE O 15 MI BKIIIOUMTENHHO B COYETAHUU C KOJIEHHOM (WA €ro
COJISIMM) HE3aBHCHUMO OT Kon4yecTBa (Ha 1 103y TBepaoil TekapCcTBEHHON (POpMBI);

u) ¢enobapburan B konumdectBe 10 20 M BKIIOYUTEIRHO B COYETaHUU C dPeIpruHOM
THJIPOXIIOPUIOM HE3aBUCUMO OT KOJMYecTBa (Ha 1 103y TBEpOH JIeKapCTBEHHOW (hOpMBI);

K) XJIOpJIMA3eNOKCU B KOJU4ecTBe, npesbimatonieM 10 mr, u 1o 20 Mr BKItOUnTENbHO (Ha 1 103y
TBEPJIOM JIEKAPCTBEHHOM (hOPMBI);

3) nexapCTBEHHBIX NpENapaTroB WHAMBUAYAIbHOI'O HM3TOTOBJIEHUS, COJAEPIKALIUX HAPKOTHYECKOE
CPEICTBO WJIM ICHUXOTpomHoe BemecTBo crnucka Il Ilepeunsi, u apyrue (apMakonornyeckue akTUBHBIC
BEUIECTBA B J103€, HE IPEBBIIIAIONIEH BBICHIYIO PAa30BYI0 103y, M NpPHU YCIOBHUH, YTO ITOT
KOMOWHHUPOBAHHBIM JICKAPCTBEHHBII Ipermapar HE SBISETCS HAPKOTHYECKUM MM TICUXOTPOIHBIM
JIEKapCTBEHHBIM IIpenaparoM crucka Il Ilepeuns;

4) I5exkapCTBEHHBIX IIPENapaToB, BKIIOUEHHBIX B II€PEUEHb JIEKAPCTBEHHBIX CPEICTB JUIS
MEAMIMHCKOIO MPUMEHEHUS, MOAIEKAUX IPEIMETHO-KOJIMYECTBEHHOMY YUETY (Jajiee - JEKapCTBEHHbIE

Tpenaparhl, BKIIOYeHHbIe B nepeueHs [IKY) 13,

10. Peuentypnsriii 6mank Gopmber N 148-1/y-04(11) opopmiisercss mpy Ha3HAYCHUH JIEKAPCTBEHHBIX
IpenapaToB rpakaaHaM, UMEIOLIMM MPaBO Ha OECIIaTHOE MOJY4YEHHE JIEKAPCTBEHHBIX IPENapaToB WU
II0JTyYEHUE JIEKAPCTBEHHBIX MPENApaToOB CO CKUJIKOM.

11. Peuentypusrii 6mank ¢popmsl N 107-1/y opopmisiercs npu Ha3HAYCHUH:

1) nexapcTBEHHBIX IPENapaToB, HE YKa3aHHbIX B MyHKTax §, 9 Hacrosmero [lopsnka;

2) KOMOMHHPOBAHHBIX JIEKAPCTBEHHBIX MPEMAPATOB, COACPIKAIINX:

a) JproraMMHa TUAPOTAPTPAT B KOJMYECTBE A0 5 MI' BKIIOUUTENBbHO (Ha 1 103y TBepaoi
JIeKapCTBEHHOM (popMBI);

0) adenpuna ruapoxnopun B konuuectse 10 100 mr BrmrountenpHo (Ha 100 mix wmm 100 T Kuakoid
JIEKapCTBEHHOM (DOPMBI 111 BHYTPEHHETO IPUMEHEHUS);

B) rceBnod(enprHa THIPOXJIOPHU]T B KoIU4ecTBe, He mpeBbimaromeM 30 mr (Ha 1 mo3y TBepoid
JIeKapCTBEHHOM (popMBI);

r) mceBnoddeapuHa THIPOXJIOPHI B KOJMYECTBE, HE NpeBblmaromeM 30 M, B COYETaHUU C
JIeKcTpoMeTophaHoM THAPOOPOMHIOM B KOJMYECTBE, MpeBbimatomeM 10 mr, 1 10 30 Mr BKIIFOUUTEIIBHO
(Ha 1 mo3y TBepIOii JeKapCTBEHHOM (POPMBI);
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n) JnekcrpoMmeropdaHa THAPOOPOMHUI B KoJW4yecTBe, mnpeBbimatomeM 10wmr, u g0 30 mMr
BKJIIOYHMTENBHO (Ha 1 103y TBEpIOH JIEKapCTBEHHON (hOPMBI);

e) benobapOuran B KomumuectBe, mpebimaromeM 20 mr, 1 10 50 Mr BrimrounTenbHO (Ha 1 103y
TBEPJIOM JIEKAPCTBEHHOMU (hOPMBI);

k) ¢eHobapOuTan B KoimuecTBe 10 20 Mr BKJIIOYHUTEIHHO B COYETAHHUH C DProTaMHUHOM
THIIPOTApTPATOM HE3aBUCUMO OT KonyecTBa (Ha 1 03y TBepaoil TekapcTBEHHOH (POpMBI);

3) XJIOpAUa3enoKkcua B KoundecTBe 10 10 Mr BKIrOUMTENbHO (Ha 1 103y TBEpAOH JIEKapCTBEHHOM
bopmbr).

12. Tlpn Ha3HAYEeHUH JIEKAPCTBEHHOI'O IIpenapaTa WHAUBUAYAIbHOI'O M3TOTOBJIEHMS B PELENTE Ha
OyMa)kHOM HOcUTeNe U (WIK) perente B (opMe 3JIEKTPOHHOTO TOKYMEHTa HAaUMEHOBAHUS JICKAPCTBEHHBIX
cpelcTB (BewiecTB), BKiIOUeHHBIX B mepeueHb [IKY, ykaspiBatoTcss B Hawasie penenrta, 3aTeM - BCe
OCTaJIbHbIE UHIPEIUEHTHI.

13. Ilpu Ha3HAUYEeHUM JIEKApCTBEHHOTO IpenapaTa B peuente Ha OyMaKHOM HoOcUTene U (W)
peuente B (opMe S3JIEKTPOHHOTO JIOKYMEHTa 3alpellaeTcsl MPEBBIIIATh KOJUYECTBO HAPKOTHUECKUX
CPEZCTB WJIM NICUXOTPOITHBIX BEIIECTB, KOTOPOE MOXKET OBITH BBIITMCAHO B OJJHOM PELENTE, yCTAaHOBJICHHOE
npunoxkeHueM N 1 k HacrosmeMy Ilopsaxy, 3a MCKIIOYEHMEM CIIyyaeB, YKa3aHHBIX B MyHKTax 15 u 24
Hacrosuero [lopsaka.

14. Ilpu Ha3HAYEHMHU JIEKApCTBEHHBIX MpPENapaToB, BKJIIOUEHHBIX B nepeueHs [IKY, no3a koropbix
NPEBBbIIIACT BBICIIMKA OAHOKPATHBIA TPUEM, MEIUIMHCKUNA pab0OTHUK 0003HAa4aeT 03y JTOro
JCKapCTBEHHOTO IIpernapara B peuente Ha OyMaXHOM HOCHTEJE MPOMHCHIO C IPOCTaBICHUEM
BOCKJIMIIATEIILHOTO 3HAaKa M (MJIHM) MPOCTAaBISAET BOCKIMLATENbHBIA 3HAK MpH O(QOPMIICHUH pelernTa B
(dbopMe NEKTPOHHOTO TOKYMEHTA.

15. KonuuecTBO Ha3HAUYEHHBIX JEKAPCTBEHHBIX MIPENapaToOB, BKIOUEHHBIX B nepedeHb [IKY, mpu
OKa3aHUU MalMeHTaM, HYKIAIOIIUMCS B JIUTEILHOM JIEUEHUH, IEPBUYHON MEANKO-CAHUTAPHON OMOIIU
U NATMATUBHOW METUIIMHCKOM MOMOIIN MOKET OBITh YBEIHMUEHO C yUYETOM KIMHUYECKHX PEKOMEHIAni
He Oosiee yeM B 2 pa3a MO CPAaBHEHHIO C KOJMYECTBOM HAPKOTUYECKUX CPEICTB MM IMCUXOTPOITHBIX
BEIIECTB, KOTOPOE MOXKET ObITh BBIMHCAHO B OJHOM peELENTe, YCTAaHOBJIECHHBIM mpuioxkeHneM N 1 k
Hacrosuemy [lopsaaxy.

B cnyuasx, npeaycMOTpeHHBIX ab3aieM MepBbIM HACTOSILETo MyHKTa, HA pelenTax Ha OyMaKHOM
HOCHUTEJE NMPOU3BOANUTCSA Haanuch "Ilo crnennanbHOMy Ha3HAuUEHUIO", OTAEIBHO 3aBEPEHHAs MOANHCHIO
MEIUIIMHCKOTO Pa0OTHUKA M TeYaThi0 MEJMIMHCKOM opraHuzammu "J[ns peunenTtoB"”, Ha peuentax B
dbopMe DSIEKTPOHHOTO JOKyMeHTa mpom3BoauTcs oTMmerka '"[lo crmenuadpbHOMY Ha3HAueHUIO" C
IPOCTaBJICHUEM YCHUICHHOW KBaTU(UIIMPOBAHHON 3JIEKTPOHHON MOJAMMCH MEIUIIUHCKOTO PaOOTHHUKA.

16. CocraB JekapCTBEHHOI'O IIperapara, JieKapcTBeHHass (GopMma U oOpalieHne MeIUIITHCKOTO
paboTHHKa K (papmalneBTHUYECKOMY PaOOTHUKY OO0 OTITyCKe JIEKApCTBEHHOIO Ipernapara Ha OyMaXHOM
HocuTene o(pOPMIIIOTCS Ha JIATHHCKOM WJIM PYCCKOM SI3bIKE B POAMTENBHOM Masiexke, 32 MCKIIOYCHUEM
oopmieHus peenToB B GopMe IEKTPOHHOTO JOKYMEHTA, OCYIIECTBIIEMOT0 Ha PYCCKOM SI3BIKE.

I[Ipu odopmiueHnH penenTypHbBIX OJIAHKOB  JIOMYCKAeTCs  HMCIOJb30BaHUE  COKpAIlleHHH
(npunoxxenne N 2 k Hacrosiuiemy [lopsiaky).

[Ipn Ha3HaueHUHM JEKApCTBEHHOIO IIpenapara He JOIYyCKaeTcs COKpalleHHME HauMEHOBaHUI
MHIPEAMEHTOB, COCTABJIAIOIINX JEKAPCTBEHHBIH MIpenapaT, HE MO3BOJISIIOIINX YCTAHOBUTh, KAKON UMEHHO
JIEKapCTBEHHBIN Npenapar Ha3HAueH.

17. Crioco6 mpuMeHeHHs JIEKapCTBEHHOTO TpenapaTa 0003HayaeTcs C yKa3aHUEM ITyTH BBEICHUS,
J103bl, YaCTOTHI, BPEMEHHU IpUEMA OTHOCHUTEIBHO CHA (YyTPOM, Ha HOYb) U €r0 IJIUTEIBbHOCTH, a AJs
JIEKapCTBEHHBIX MPENapaToB, B3aMMOICHCTBYIOUINX C MUIICH, - BPEMEHH UX YIOTPEOICHUS! OTHOCUTENHHO
preMa MUIM (A0 eAbl, BO BPEMS €J1bl, I10CJIE E/IbI).

18. IIpu HEOOXOAUMOCTH HEMEIJICHHOTO WIJIM CPOYHOrO (B T€UYEHHUE ABYX pabOUMX JHEH) OTIycKa
JIEKapCTBEHHOTO TpenapaTa MalueHTy B BEpXHEH yacTu perenTta Ha OyMa>KHOM HOCUTENE POCTaBIISIOTCS
ob6o3HaveHus "cito" (cpouHo) wim "statim" (HeMeasieHHO). AHATOTUYHBIE 0003HAYEHUS MMPOCTABISIOTCS B
BUJIE OTMETOK IpH 0POPMIICHUHU peLienTa B (hopMe IEKTPOHHOTO JOKYMEHTA.

19. TIpu oopmieHnn Ha3HAYEHUS TOTOBOT'O JIEKAPCTBEHHOTO Mpemnapara B perente Ha OyMakHOM
HOCUTENE WM peuente B (QOpMe 3IIEKTPOHHOI'O JOKYMEHTa KOJMYECTBO JEHCTBYIOIIMX BEILIECTB
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YKa3bIBA€TCS B COOTBETCTBHM C MHCTPYKIHEH IO METUIMHCKOMY IPUMEHEHUIO JIEKapCTBEHHOTO
npenapara. J{omycTUMO yKa3bIBaTh JO3UPOBKY JIEKAPCTBEHHBIX INPEMapaToB CUCTEMHOTO JeHCTBUS (IUIs
pe30pOTUBHOTO MpHUeMa) B TBEPABIX JIEKaPCTBEHHBIX (hopMax (Hampumep, TabJIeTKH, MOPOIIKH, KarCyJIbl)
KaK CcoJIep)KaHHe OJIHOTO WJIM HECKOJNBKUX JEHCTBYIOLIMX BEIIECTB B €IUHMIAX Macchl (B rpaMmax,
MIIMrpamMmax). JlomycTuMo ykas3blBaTh J03UPOBKY JIEKAPCTBEHHBIX MPENApaTOB CUCTEMHOTO JCHCTBUS
(U1 pe30pOTUBHOTO MPUMEHEHHS) B XKHUIKUX JIEKAPCTBEHHBIX (OpMax (HampuMep, pacTBOPHI, CYyCIICH3UH)
KaK COJEp)KaHHE OJHOTO WM HECKOJIbKHX JCHCTBYIOIIUMX BEIIECTB B €IMHHUIIAX MAacChl Ha EAWHUILY
o0beMa (HarpuMep, MILUTUTPaMM/MIIITHITUTP) ¢ yKa3aHUEM 00I1Iero oobeMa JIiekapcTBEHHON (hOPMBI.

[Ipu odopmieHun HazHaueHUs JEKAPCTBEHHOTO MpenapaTa WHIUBUAYAJIbHOTO HM3TOTOBJICHUS B
perente Ha OyMa)kHOM HOCHUTENIE WU pelente B (hopMe 3JIEKTPOHHOTO JIOKYMEHTa KOJIMYECTBO TBEPABIX U
CRIMy4MX (papMaleBTUYECKUX CyOcTaHIMi ykaspiBaetcs B rpammax (0,001; 0,5; 1,0), xuakux - B
MWUTHJIUTPaX, TpaMMax M Karisx.

20. Penentsl Ha OyMa)XHOM HOCHUTEJE, B (popMe 3JIEKTPOHHOTO JOKYMEHTAa, O(OpMIICHHBIE Ha
peuentypHoM Onanke ¢opmbel N 148-1/y-88 u mnpenHazHadyeHHbIE IS OTIYCKAa JIEKapCTBEHHBIX
IpenapaToB, MPeIlyCMOTPEHHBIX MOANMYHKTaMu 1-3 myHkTa 9 Hacrosmero [lopsiaka, HeHCTBUTENbHBI B
TedeHue 15 aHel co aHsA opopmieHuUs.

21. Penentsl Ha OyMa)XHOM HOCHUTEJE, B (popMe 3JIEKTPOHHOTO JOKYMEHTAa, O(OpMIICHHBIE Ha
peuentypHoM Onanke Qopmbl N 148-1/y-04(;1) m mnpenHa3HAYCHHBIE MJIs OTIYCKa JIEKapCTBEHHBIX
IIpenapaToB IpaxkJaHaM, ykazaHHbIM B nyHKTe 10 Hactosmiero [lopsnka, nelictButenbHbl B TeueHue 30
JHEW co THS 0OpPMIICHHS, 32 UCKIIOYEHUEM CiIydaeB O(pOPMIICHHS PELENTa B COOTBETCTBUU C IYHKTAMH
38 u 39 nacrosmiero [lopsiaka, mpu KOTOPHIX OH AEUCTBUTEJICH B TeueHHe 15 nHel co nHs odopmieHus.

22. Penentbl Ha OyMa)XHOM HOCHUTEJE, B (popMe 3JEKTPOHHOTO JOKYMEHTAa, O(OpMIICHHBIE Ha
peuentypHoM Onanke Qopmbl N 148-1/y-04(;1) m mpenHa3HAYCHHBIE MJIs OTIYCKa JIEKapCTBEHHBIX
npenapaToB TpakJaHaM, JOCTUTIIUM TIEHCHOHHOI'O BO3pacTa, WHBAJIWAAM MEPBOM  IPYMIIbI,
JeTAM-UHBAIUIaM, a TaKKe TPpaKAaHaM, CTPAAAIOUIUM XPOHUYECKHMMHU 3a00JEBaHUAMH, TPEOYIOIIUMHU
JUITENIFHOTO KypCOBOTO JIEYCHMS, JEHCTBUTENbHbI B TeueHue 90 mHel co nHsA odopmileHUs, 3a
UCKJIIOYEHHEM CIIy4yaeB, yKa3aHHbIX B HIyHKTax 38 u 39 Hacrosimero Ilopsinka, mpu KOTOpPBIX OH
JeiicTBUTeNeH B TeueHue 15 aueit co aHsg opopMieHusI.

Jiss nedeHus XPOHMYECKUX 3a00JieBaHMM YKa3aHHBIM KaTEropusM Tpa)J1aH JEKapCTBEHHBIC
npenapathl ¢ opopMIICHHEM pEIenToB Ha OyMa)XHOM HOCHUTENIE MM PELENTOB B (OpPME AIIEKTPOHHOTO
JIOKYMEHTa MOTYT Ha3Ha4yaTbCsl Ha Kypc jgedeHus a0 180 nuei.

23. Penentsl Ha OyMa)XHOM HOCHUTEJE, B (popMe 3JIEKTPOHHOTO JOKYMEHTAa, O(OpMIICHHBIE Ha
peuentypHoM Onanke (Gopmbl N 107-1/y u npenHa3HaueHHbIE UL OTITYCKa JIEKAPCTBEHHBIX MPENaparos,
npeaycMOTpeHHbIX MyHKTOM 11 Hactosimero Ilopsinka, aeilcTBuTenbHBl B TeueHue 60 aHe co naHA
oopmieHus.

[Ipy Ha3HaueHHMM TOTOBBIX JIEKAPCTBEHHBIX MPENApaTOB U JIEKAPCTBEHHBIX IPENapaToB
MH/IMBUAYAIbHOTO M3TOTOBJICHUS MalMEHTaM C 3a00JeBaHUAMH, TPEOYIOIIUMH JIUTEIHLHOIO KYpPCOBOTO
aeyeHus, ¢ opopmiieHneM Ha peuentypHoMm Onanke gopmbl N 107-1/y penenta Ha OyMa)KHOM HOCHUTENE
WIK B GOpPME 3JEKTPOHHOTO JOKYMEHTA YCTAaHABIMBACTCS CPOK JCHCTBUS pelenTa B mpeenax 10 OJHOrO
roja.

B cnyuyae ycraHOBieHHs CpoKa JAEHCTBHS peLenTa B Mpeaeiax 10 OJHOIO Toja B peLenTe
npousBoauTcs Haanuck: "[lo cneumanbHOMY Ha3HadeHHIO", 0003HAuUaeTCs CPOK JACHCTBHS pelenta u
NEePUOJTUYHOCTh OTITyCKa JIEKAPCTBEHHBIX MPENapaToB U3 alTeYHON OpraHu3alyy WIM WHIUBUAYAIbHBIM

TpeAnpUHUMATENeM, HMEIONUM JULIEH3HI0 Ha (apMaleBTHUeCKyIo JesATeNbHOCTh 4 (esxeHenenbHo,
€XKEMECSIYHO M HMHbIE NepHozbl). JONOJHUTENBHO 3TO yKa3aHHE 3aBEpSIETCS MOANMCHI0 MEIUIIMHCKOTO
paboTHHKa, a TaK)Ke MevYaTbl0 MEIUIMHCKON opranu3auuu "J{ng peuentoB" (s perenta Ha OyMaxXHOM
HOCHUTENE) WIN YCHJICHHON KBaJU(PHUIHUPOBAHHON SJIEKTPOHHOHN MOIMUCHI0 MEAMLIMHCKOTO PaOOTHHKA U
JMIA, YIOJHOMOYEHHOI'O 3aBEPATh JOKYMEHTBHl OT MMEHU MEAMIMHCKON OpraHu3anuu (11 peuenra B
(dopMe FIIEKTPOHHOTO TOKYMEHTA).

24. Penentsl Ha JEKapCTBEHHBbIE IpemnapaThl, BKIIOUeHHble B nepeueHb [IKY, misa nedenus
MaIMEeHTOB C XPOHUUECKUMH 3a00JI€BaHUSIMUA MOTYT 0(hOpMIIATBCS Ha Kypc JiedeHus 10 60 THei.

B ciydae, korma kypc nedeHust coctaBnsier Oonee 30 mHEW, JOMOJIHUTENBHO B peELENTax Ha
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OyMa)kHOM HOcCHUTeJIe TPou3BoaUTCs Haxnmuch "[lo crenuanbHOMYy Ha3HA4YeHUIO", 3aBepeHHAast MOANUCHIO
MEIUIIMHCKOTO Pa0OTHUKA M Te4YaThi0 MEIMIMHCKOM opranusammu "Jns peunenTtoB"”, Ha peuentax B
dopMe DIIEKTPOHHOTO JOKyMEHTa IMpou3BoAuTcs oTMmerka "[lo crenumanbHOMY Ha3zHadyeHUIO" C
NPOCTaBJICHUEM YCHUJICHHOW KBAJU(HUIHMPOBAHHOW 3JEKTPOHHOW IMOANUCH MEIUIMHCKOTO pabOTHUKA U
JMIA, YIIOJTHOMOYEHHOTO 3aBEPSTh JOKYMEHTHI OT UMEHM MEJUIIMHCKON OpraHU3aliy.

25. Peuent Ha OyMa)kXHOM HocuTelne B (opMe DIEKTPOHHOTO JOKYMEHTa, O(QOPMIICHHBIN C
HapylICHHEM YCTaHOBJICHHBIX HacToAmMM [lopsakoM TpeGoBaHMA, cunTaeTcss HeleHCTBUTEIbHBIM.

I1. HazHavyeHMe JieKaPCTBEHHBIX NPENapaToB MPU 0KA3aHUHM MEeIUIMHCKON MOMOIIHU B
CTALMOHAPHBIX YCJIOBHAX

26. Ilpy oka3aHWM MAIMEHTY MEIUIIMHCKOW IOMOINM B CTAl[MOHAPHBIX YCIOBHSX Ha3HAYCHUE
JICKapCTBEHHBIX TPENapaToB IMPOU3BOIUTCA Oe3 odopMIleHHs perenta MEAUIMHCKUM pabOTHHUKOM
€IMHOJINYHO, 32 HCKIIFOUCHHUEM CITy4aeB, yKa3aHHBIX B IyHKTe 27 Hactosmero [lopsxka.

27. CornacoBaHue Ha3HA4YCHUs JICKAPCTBEHHBIX MpENapaTroB C 3aBEIYIOLIMM OTACICHHEM HIIH
OTBETCTBEHHBIM JICKYPHBIM BPAuoOM JINOO JPYTUM JIMIIOM, YIIOJTHOMOYEHHBIM MPUKA30M TJIABHOTO Bpada
MEIUIIMHCKONW OpraHW3aluK, a TaKKe, NpU HaJWM4YMH, C BpPAuyOM - KIMHUYECKUM (PapMaKoIorom
HEOOXOIMMO B CITydasix:

1) OTHOBPEMEHHOTO HA3HAYCHUS IIATH U OO0JIee JIEKAPCTBEHHBIX MPENapaToOB OAHOMY MAIHEHTY;

2) Ha3HAYEHHS JICKAPCTBEHHBIX IPEMapaToB, HE BXOAALIMX B IEPEYCHb )KU3HEHHO HEOOXOIMUMBIX U

Ba)XHEHIIMX JIEKAPCTBEHHBIX MPENapaToB °, NpPH HETHIIMYHOM TEYEHHH 3a00JEBaHUs, HAIMYUH
OCJIOKHEHUH OCHOBHOTO 3a0oyieBaHMsi M (MJIM) COINYTCTBYIOIIMX 3a00JeBaHUil, NpH Ha3HAYCHUU
JICKapCTBEHHBIX TpPEnapaToB, OCOOCHHOCTH B3aUMOJCHCTBHS M COBMECTUMOCTH KOTOPBIX COTJIACHO
UHCTPYKLHMSAM 10 HMX TNPUMEHEHUIO MPUBOAAT K CHIDKeHHIO 3(ddektuBHOCTH U 0€30macHOCTH
dapmakoTepanuu u (WIK) O30T NOTEHIIMAIBHYIO OMACHOCTH JUIS KU3HH U 3J0POBBS MALUEHTA.

B ykazaHHBIX cllyyasix Ha3HAUY€HHUE JIEKAPCTBEHHBIX MPENapaTroB (UKCUPYETCS B MEIUIIMHCKOM
JOKYMEHTAIlUM TAallMeHTa W 3aBEpsAETCS MOJIMUCHI0 MEIMIMHCKOr0 pabOTHHMKAa M 3aBEIYIOLIETO
OTJIelIeHHEM (OTBETCTBEHHOIO JIEXKYPHOI'O Bpaya WK JIPYroro yrnoJIHOMOYEHHOTO JIUIA).

28. MeauuuHCKUl paOOTHUK MEIWIIMHCKONW OpraHu3aluu (ee CTPYKTYPHOTO MOJpa3esIeHUs ),
pPacHoJIO)KEHHOM B CEJIIbCKOM HACEJIEHHOM IIYHKTE, OCYILECTBISET Ha3HAYEHHUE JIEKapCTBEHHBIX
IIPENapaToB B CIyyasX, yKa3aHHBIX B MyHKTax 27 u 29 Hactosero ITopsaka, einHOINYHO.

29. Tlo permennio BpaueOHONW KOMHCCHU TAIMEHTaM NP OKAa3aHUHM UM MEIWIIMHCKOW MOMOIIU B
CTAllMOHAPHBIX YCJIOBMSX HA3HAYalOTCsl JIEKAPCTBEHHBIE IIpenapaThl, HE BKIIIOUEHHBIE B IIEPEUYCHb
KHU3HEHHO HEOOXOMUMBIX M BAXKHEHMIIMX JICKApCTBEHHBIX IPENapaTroB, B ClIy4yae HMX 3aMEHbl H3-3a
VHAMBUYyaJIIbHON HEMEPEHOCUMOCTH, 110 )KM3HEHHBIM [TOKA3aHUSIM.

Pemenne BpaueOHON KOMHCCHM (UKCHPYETCS B MEIUIIMHCKOH JTOKYMEHTAllMW MaIleHTa H
KypHaje BpaueOHOI KOMUCCHH.

30. B ciyuasx oOcienoBaHus M JICYEHUS TPaKIaHWHA B CTAIMOHAPHBIX YCIOBHUSAX B paMKax
IIPEIOCTABIEHUS MEIUIIMHCKUX YCIYTI Ha BO3ME3JHOM OCHOBE 3a CUET JIMUHBIX CPEACTB IpaskJaH, CPEIACTB
IOPUIMYECKUX JIMI] ¥ WHBIX CPEACTB Ha OCHOBAaHUM JIOTOBOPA, B TOM YHUCIIE JIOTOBOpa JOOPOBOJILHOTO

MCIUIIMHCKOI'O CTpaxXOBaAHUA 16, €My MOTYT OBITH Ha3HAYEHEI JICKAPCTBCHHBIC NPCIIapaThl, HC BXOAAIINUC B
MNEpCUCHb KU3HCHHO HCOGXOI[I/IMBIX U BaXXHEHUIITHUX JICKAPCTBCHHLIX MpCHapaTroB, €CJINM UX HA3HAUYCHUC U
IMPUMCHCHUC OGYCJIOB.HGHO MCAUIIMHCKHUMHU ITOKA3aHUAMU.

I11. HazHayeHHe JTeKapCTBEHHBIX MPENapaToB NMPH 0KA3aHUM NEPBUYHONH MEJUKO-CAHUTAPHOM
MOMOIIH, CKOPOIl MeAHIIMHCKON MOMOIIY U NAJIMATUBHOM MEAUIUHCKOH MTOMOLIH

31. Ilpu oka3aHuM NEPBUYHOM MEIUKO-CAHUTAPHON IMOMOIIM M MAUIMATUBHOM MEIUIIMHCKOU
MOMOIIM B aMOyJIaTOPHBIX YCJIOBHUSX Ha3HAUEHUE JIGKAPCTBEHHBIX TMIPEMapaToB OCYIIECTBIISCTCS
MEAWIIMHCKUM PaOOTHUKOM B CITydasx TUITHYHOTO TEYCHHsSI 3a00JIEBaHUS MAIUEHTA UCXOS U3 TSKECTH U
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xapakTepa 3a00J1eBaHusl.

32. Ha3HayeHue JeKapCTBEHHBIX IMPENapaToB MO PEIICHHIO BpauyeOHOW KOMHUCCHU NPH OKAa3aHUHU
NEPBUYHON MEIUKO-CAHUTAPHON NOMOIIY, MAJUIMATHBHON MEIMIIMHCKONH MOMOIIM B aMOyJIaTOPHBIX
YCJIOBUSIX NPOU3BOJUTCS B CIydasx:

1) oTHOBpEeMEHHOTO Ha3HAYEHUs] OJJHOMY HAlMEHTY ISTH U OoJiee JIGKapCTBEHHBIX MpEenapaToB B
TEYEHUE OJTHUX CYTOK WJIM CBBILIE I€CATH HAMMEHOBAHUH B TEYCHUE TPUILIATU JHEM;

2) Ha3HAYEHUs JIGKAPCTBEHHBIX NPENapaToB NMPH HETUIHUYHOM TEYCHHUU 3a00JICBaHMS, HATUYHH
OCJIOKHEHUH OCHOBHOTO 3a0oyieBaHHMsi M (MJIM) COINYTCTBYIOIIMX 3a00JeBaHUil, NpH Ha3HAYCHUU
JICKapCTBEHHBIX TpPEnapaToB, OCOOCHHOCTH B3aUMOJCHCTBUS M COBMECTUMOCTH KOTOPBIX COTJIACHO
MHCTPYKLHUSAM O HUX NPUMEHEHHUIO NMPHUBOIAT K CHIDKEHHIO (PQPEKTHBHOCTH M 0€30MACHOCTH JICUYCHHS
NanUeHTa 1 (WIN) CO3al0T NOTEHIUAIbHYIO ONACHOCTD /7S )KU3HU U 3/I0pPOBbS NALIUEHTA;

3) mNepBHYHOIO HA3HAYEHUS MALUEHTY HAPKOTHMUECKUX U IICUXOTPOINHBIX JIEKapCTBEHHBIX
npenapatos cnuckoB II u III Ilepeuns (B ciyyae mpuHATUS PYKOBOAMTEIEM MEIUIMHCKON OpraHMU3aliu
peleHust 0 HeOOXOMMOCTH COTJIACOBaHMS Ha3HAUCHHs TaKUX JIEKAPCTBEHHBIX INPENapaToB ¢ BpaueOHOI
KOMMCCHEH).

33. IloBTOpHOE Ha3HAUEHUE HAPKOTHUYECKMX U IICUXOTPOMIHBIX JIEKAPCTBEHHBIX IIPENapaToB
criuckoB I u III [lepeuns mpou3BOIUTCS MEAWIIMHCKUM PAaOOTHHKOM CAMOCTOSTEIHHO WU EAMHOIMYHO
0e3 ydacTusi BpaueOHONH KOMHCCHM TalMEHTaM C BBIPAKEHHBIM OOJIEBBIM CHHAPOMOM JIIOOOTO TI'eHe3a,
HapylICHHEM CHA, CYJOPOXXHBIMH  COCTOSHHSIMH, TPEBOKHBIMHU  paccTpoiicTBamu,  (GOOHSIMH,
IICUXOMOTOPHBIM BO30YK/ICHHEM.

34. Ilpu oxa3zaHHMU CKOpPOMl MEOULIMHCKOW IOMOIIM JIEKApCTBEHHBbIE Ipenaparbl Ha3HAYaIOTCs
MEIUIUHCKUM paOOTHUKOM BBIE3JIHOM Opurajgsl CKOpPOM IOMOIIM, MEIUIMHCKAM pPaOOTHHKOM
MEIMIIMHCKONH OpraHu3alliil NpPU OKa3aHWU MEIUIIMHCKOH IOMOIIM TpaKAaHaM INpu 3a00JIeBaHUSX,
HECUaCTHBIX CJIydasiX, TpaBMaX, OTPaBICHHUSIX U JAPYTHMX COCTOSHUSX, TPEOYIOUIMX CpPOYHOTO
MEJULMHCKOTO0 BMELIATENIbCTBA.

IV. HazHayeHHe JTeKapCTBEHHBIX NIPENapaToB rpax/JaaHaM, HMEIIIHMM NIPaBo Ha OecIiaTHOe
MOJIyYEeHHE JIEKAPCTBEHHBIX NPenapaToB WIH MOJy4YeHHe JeKAPCTBEHHbIX NPenapaToB ¢0 CKHAKOM,
NPHU OKA3aHUM NEPBUYHON MEAUKO-CAHUTAPHON MOMOIIH

35. Ilpu oxa3aHuu TEPBUYHOU MEIUKO-CAHUTAPHOM TOMOIIM HAa3HAYCHUE MEAUIIMHCKUM

pabGOTHUKOM Ha OCHOBE KIMHUYECKMX PEKOMEHIAIM U ¢ y4eTOM CTAaHAapTOB MEIUIMHCKOM momomiu !/
JIEKapCTBEHHBIX TPENapaToB, OTIYCKAEMbIX OSCIUTATHO MM CO CKHUIKOM, IpaXkIaHaM, MMEIOIIIUM IIPaBO Ha
oOecrieueHne JeKapCTBEHHBIMHU MTpenapaTaMy 3a CUeT CPEICTB OIOKETHBIX aCCUTHOBAaHUA (eepabHOTO
Oromxera U Or0pKeToB cyOBekTOB Poccuiickoit deneparin, oCcymecTBIsSETCS Ha PELENTYPHOM OJaHKe
N 148-1/y-04(x).

IIpu odopmnenun peuenta Ha Onanke ¢opmbl N 148-1/y-04() Ha OyMa)kHOM HOCHUTENeE
oopMIISIOTCS JIBa SK3EMIUISIPA, OAWH M3 KOTOPBIX OCTAeTCs B aNTEYHON OpraHu3allld, BTOPOH - B
MEIUIIMHCKON JIOKYMECHTAIIMHU TTallUCHTA.

36. IlpaBo Ha3HAYaTh JEKAPCTBEHHBIC MpEMapaThl IpakAaHaM, UMEIOIIUM TpaBO Ha OecIUIaTHOE
HIOJTy4eHHE JICKaPCTBEHHBIX MPENapaToB WM MOTyYeHHE JIEKapCTBEHHBIX MPENapaToB CO CKUIKOM, TaKKe
UMEIOT:

1) MeauIUHCKHE PaOOTHUKH, pabOTaIOIINEe B MEAUIIMHCKON OpPraHU3aliy 10 COBMECTUTEILCTBY (B
npejesiax CBOeH KOMIIETEHIIUN);

2) MeIMUMHCKHE pPAaOOTHUKM CTallMOHAPHBIX OPraHM3alMil COLMAIBLHOTO OOCITY)XUBAHHS TIPH

HaJIMYUKU  JIMOCH3WKW Ha  OCYHICCTBJIICHUC MGIIHI.[PIHCKOﬁ ACATCIIbHOCTH 18 , HIpeayCcMaTtpuB EHOH.[QIZ

BBITIOJTHEHHE pa0oT (OKa3aHWE YCIOYr) IO OKA3aHWI0 TIEPBUYHOM MEIMKO-CAaHUTAPHOW TIOMOIIM B
aMOYJIaTOPHBIX YCIOBUAX (HE3aBUCHMO OT BEJJOMCTBEHHOM MPUHAIIICKHOCTH);

3) wMenuuuHCKHE PAOOTHHKU MEIUIMHCKUX OpTaHM3allMii, OKa3bIBAIOIIUX IEPBUYHYIO
MEANKO-CAHUTAPHYIO TIOMOIIIb, IOABEIOMCTBEHHBIX (heJiepaibHbIM OpraHaM MCTIOTHUTEIHLHOM BIACTU WU
OpraHaM HCIIOJIHUTENBHOM BiacTu cyOnekToB Poccuiickoit denepanuu;
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4) uHAMBHIYyaJbHBIC NPEANPUHUMATENH, OCYIIECTBIAIONIME MEIUIMHCKYIO AEATENbHOCTh H
BKJIIOYCHHBIE B PEECTP MEIUIMHCKUX OpraHu3alui, OCYHIECTBISIOMINX JAEATENbHOCTh B  cdepe
00513aTEIbHOTO MEAUIIMHCKOTO CTPAXOBAHUSI.

37. Ilpn Ha3HauUEHHHM JIEKAPCTBEHHBIX MpEnapaToB rpa)kJaHaMm, UMEIOIIMM IPaBO Ha OeCIUIaTHOE
NOJy4YeHHE JIEKaPCTBEHHBIX IPENapaToB WM IOJy4YE€HHE JEKAapCTBEHHBIX MNPENapaToB CO CKHUIKOH, B
perente yka3plBaeTcsi HoMmep TenedoHa, MO KOTOpOMYy paOOTHHUK anTeYHOH OpraHu3aluu IpH
HEOOXOIMMOCTH MOXKET COTJIacOBaTh C MEIUIIMHCKUM PaOOTHUKOM 3aMEHY JIEKapCTBEHHOTO Mperapara.

38. Ha3nHaueHuMe HapKOTMYECKHMX M IICUXOTPONHBIX JIEKAPCTBEHHBIX IpenaparoB cnucka Il
[lepeunst (3a MCKIIOUEHHEM JIEKAPCTBEHHBIX MPENApaToB B BHJE TPAHCACPMAIBHBIX TEPANEBTHUECKUX
CHCTEM, a TaK)Ke JICKAPCTBEHHBIX IPENaparoB, COACPKAIIMX HAPKOTHUYECKOE CPEICTBO B COUETAHHUU C
AQHTarOHUCTOM OIMOMIHBIX PELENTOPOB) TpakKIaHaM, HMEIOUIMM IpaBO Ha OecIyIaTHOE TIOJyuyeHHEe
JIEKapCTBEHHBIX IMPENapaToB WM MOJYUYCHHUs JEKAPCTBEHHBIX MPENapaToB CO CKUIAKOW, OCYIIECTBIISAETCS
Ha peuentypHoMm Onanke ¢opmbl N 107/y-HII, k' KOTOpoMy HOMONHUTENHEHO O(QOPMIISETCS pelent Ha
peuentypHoM Onanke ¢gopmbl N 148-1/y-04(x1) (B ABYX 3K3eMIuisipax mpu OPOpMIICHHH HA OyMakHOM
HOCHUTEIIC).

39. Ha3nHaueHuMe HapKOTMYECKHX M IICUXOTPOIHBIX JIEKAPCTBEHHBIX IpenaparoB cnucka Il
Ilepeunst B Buae TpaHCIEPMAIbHBIX TEPANEBTHUYECKUX CHCTEM, HApPKOTHYECKUX JIEKApPCTBEHHBIX
npenapatoB cnucka Il Ilepeuns, comepkamux HApKOTHYECKOE CPEICTBO B COUETAHMU C aHTarOHHUCTOM
OIMOMUJHBIX  PELENTOPOB, ICUXOTPOIHBIX JIEKAPCTBEHHbIX mpenapatoB cnucka I Ilepeuns,
JIEKapCTBEHHBIX MpPENaparoB, BKIOUEHHBIX B nepeueHb [IKY, comepkamuxca B noanyHkre 2 myHkTa 11
Hacrosimero llopsiaka, mpenHa3HAuyeHHBbIE U JICYEHUS TpaKAaH, MMEIONMX MNpaBO Ha OecIuiaTHOE
NOJYYCHHE JIEKAPCTBEHHBIX MPENapaToB WM MOJYYCHHE JIEKAPCTBEHHBIX IPENapaToB CO CKHUIKOM,
OCYILECTBIIsIETCS Ha perenTypHbIX O1ankax Gopm N 107-1/y u N 148-1/y-88, Kk KOTOpPBIM JOMOTHUTEIHHO
opopmisieTcss peuent Ha pernentypHoM Omanke Gopmbl N 148-1/y-04(m) (B ABYX SK3eMIUIApax MpH
oopmieHnn Ha OyMa)XHOM HOCHUTEIE).

! ITynkr 11 crareu 2 ®enepansHoro 3akoHa ot 21 HosOpst 2011 1. N 323-®3 "O6 ocHOBax OXpaHbI 3I0POBbS TPaKIaH
B Poccuiickoit ®enepanuun" (Cobpanue 3akoHomarenbcTBa Poccuiickonr Demepammm, 2011, N 48, cr. 6724, 2019, N 52,
cT. 7796) (nanee - denepanpHbIi 3ak0oH N 323-D3).

T'APAHT: Ilo-BuaumomMy, B TEKCTe MpeAblAylIero abdsama gomyiieHa omedatka. Bmecto "Ilynkr 11
crarbu 2" umeercs B Buay "[lynkr 11 gactu 1 crateu 2"

2 3apeructpupoBaHn MunuctepctsoMm rocturuu Poccuiickoit ®depepauuu 28 ampenst 2012 r., perucTpanvoHHBIN
N 23971 ¢ n3MeHeHHsIMH, BHECEHHBIMH IpHKa3oM MuHHUCTEpCTBa 31paBooxpaneHust Poccuiickoit denepanun ot 31 okTsaOps
2017 r. N 882H (3aperucrpupoBan MunucrepcTBoM toctuiinn Poccuiickoit ®enepanun 9 stBaps 2018 r., perncTpannoHHbIH
N 49561).

3 [Tynkr 2 crateu 20 @enepanproro 3akoHa N 323-D3 (Cobpanue 3akoHomatenscTBa Poccuiickoit @enepanuu, 2011,
N 48, ct. 6724; 2021, N 27, cT. 5159).

4 ITynkr 1 crateu 26 depepanbHoro 3akoHa oT 8 sHBaps 1998 r. N 3-O3 "O HapKOTHUECKHX CPEICTBAX U
ncuxotponsbix BeniectBax" (Cobpanue 3akoHonaTenbcTBa Poccuiickoit deneparmu, 1998, N 2, ct. 219, 2017, N 31, ct. 4791)
(manee - ®enepanbhelii 3akoH N 3-03).

5 Co0Opanue 3akoHonatenscTBa Poccuiickort @eneparmu, 2010, N 16, cr. 1815, 2019, N 52, cr. 7793.

6 [Mynxkr 2 crateu 2 ®enepanbroro 3akona N 3-03 (Cobpanune 3akoHoxarenbcTBa Poccuiickoit @enepanun, 1998, N 2,
cT. 219; 2016, N 27, c1. 4238).

! [TynkT 54 crath 4 denepanbroro 3akona ot 12 anpeins 2010 r. N 61-®3 "O06 oOpaieHnn JieKapCTBEHHBIX CpesCTB"
(Cobpanue 3akononmarensctBa Poccuiickort ®@eneparun, 2010, N 16, ct. 1815; 2019, N 31, cT. 4456) (nanee - deaepanbHblit
3akoH N 61-03).

8 IIpuxa3 MuHHCTEpCTBa 3APaBOOXPAaHEHMsS M COLHUAIbHOro pasButus Poccuiickoit denepauuu ot 5 mast 2012 .
N 5028 "OO yTBepXKICHUM MOPsIKA CO3JaHUS W JEATEIBHOCTH BpPaueOHOW KOMHMCCHM MEAMIMHCKOW opraHuzanuu”
(3apeructpupoBan MunucrepctBoM toctuin Poccuiickoit ®depeparmn 9 wmionst 2012 r., peructpaunonHsiii N 24516) c
M3MCHEHMSIMHM, BHECCHHBIMHM IpHKa3oM MuHucTepcTBa 3apaBooxpaHeHusi Poccuiickoit ®epepanun ot 2 nexadbpst 2013 r.
N 886n (3apeructpupoBan MunucTepcTBoM toctuimu Poccuiickoit ®@emepanmu 23 pekadps 2013 r., perucTparrioHHBII
N 30714).
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? Co0Opanue 3akononatenscTBa Poccuiickoit @enepanmu, 2011, N 48, cT. 6724,

10 ITynkr 2 nocranosienus [IpaButenbctBa Poccuiickoit @enepaunu ot 30.06.2020 N 965 "O BHeceHHM U3MEHEHUI B
IIpaBuna QopMupoBaHHS TEpeUHs JIGKAPCTBEHHBIX CPEICTB, 3aKYyIKa KOTOPBIX OCYIIECTBISCTCS B COOTBETCTBHU C HX
TOPrOBBIMU HAWMCHOBAHUSIMU, O NMPUMCHCHHUH JICKAPCTBEHHBIX MPENapaToB ¢ KOHKPETHHIMUA TOPTOBBIMH HAUMCHOBAHUSMU'"
(Cobpanue 3akoHonarenbpetBa Poccuiickoit denepanuu, 2020, N 28, cT. 4422).

" Craren 91 u 91.1 ®enepanbnoro 3akona N 323-@3 (Cobpanue 3akononarenscrsa Poccuiickoit ®enepanun, 2011,
N 48, cr. 6724; 2021, N 27, ct. 5141).

12 pemenne Cosera EBpaswuiickoii sxoHOMHIYecKOH Komuccuu oT 3 Hosiops 2016 . N 78 "O [IpaBunax perucrpauuu u
9KCIEPTHU3BI JIEKAPCTBEHHBIX CPEJICTB Ul MEIMIMHCKOro npuMmeHeHus" (opuuuanbHbelid caiit EBpasuiickoro 3KOHOMHYECKOTro
coro3a http://www.eaeunion.org/, 21 nosiOpst 2016 r.). Crates 13 @enepansroro 3akona N 61-03 (Cobpanue 3aKOHOIATEIHCTBA
Poccuiickoit ®eneparum, 2010, N 16, ct. 1815; 2020, N 14, cr. 2028).

13 Hoamyskr 5.2.171(1) mynkra 5 nocranosnenus [IpaBurtenscrBa Poccuniickoit ®@enepanun ot 19.06.2012 N 608 "O06
yrBepkaeHun Ilomoxenus o MuHucTepcTBe 31apaBooxpaHeHuss Poccuiickoit ®epepanun" (nanee - Ilomoxkenue o
Munucrepctse) (Cobpanue 3akoHonarenberBa Poccuiickoit depepanuu, 2012, N 26, ct. 3526; 2013, N 16, ct. 1970).

14 Ilynkr 47 wactu 1 crateu 12 ®@egepanbHoro 3akoHa oT 4 mast 2011 r. N 99-@3 "O nuueH3upOBaHUU OTIEIbHBIX
BUOB aestenpHOCTH" (manee - denepanpubiii 3akoH N 99-03) (CobOpanue 3akoHomatenbcTBa Poccuiickoit denepanuu, 2011,
N 19, ct. 2716; 2021, N 27, ct. 5177).

'S Yacru 1 crateu 60 ®Oenepanbroro 3akoHa N 61-®3 (Cobpanue 3akoHonarenscrBa Poccuiickoit deneparyn, 2010,
N 16, ct. 1815; 2020, N 29, ct. 4516).

'S Mocranosnenne [IpaBurenscrBa Poccuiickoit denepaunu ot 4 okrsaopst 2012 r. N 1006 "O6 yreepxkaenuu [Ipasun
NPEIOCTABICHUS] MEJULIMHCKUMH OpraHM3allMsIMU TUIATHBIX MeauuuHckux ycryr” (CoOpanue 3akoHonarenscTBa Poccuiickoit
Oenepanyn, 2012, N 41, c1. 5628).

17 Crates 37 ®enepanproro 3akona N 323-03 (Cobpanue 3akoHonarenberBa Poccuiickoit @eneparm, 2011, N 48,
cT. 6724; 2021, N 27, ct. 5186).

18 [Tynkr 46 wactm 1 crarbu 12 @PenepanbHoro 3akona N 99-@3 (Cobpanume 3akoHonarenscrBa Poccuiickoit
Oenepanym, 2011, N 19, cr. 2716; 2021, N 27, cr. 5159).

IIpunoxenne N 1

K Ilopsiaky Ha3HaAYeHHHA
JIEKAPCTBEHHBIX NpPenaparos,
YTBEpPKICHHOMY IPHKA30M
MuHucTepeTBa 31paBOOXPAHEHUA
Poccuiickoii Peaepaunu

ot 24 Hos10ps 2021 r. N 10941

KoaudecTBO HaAPKOTUYCCKHUX CPEACTB WIHN MCUXOTPOITHBIX BEIIECTB, KOTOPOE€ MOKET ObITh
BBINIHCAHO B OTHOM peuenrTte

N n/n MexnyHapogHoe ®dopwma BbIITyCKa U KonnuectBo
HETIaTeHTOBaHHOE T03UPOBKA
HaNMCHOBAHHE
HapKOTHYECKOTO U
TICUXOTPOITHOTO
JICKApCTBEHHOTO Tperapara
1. bynpenopdun+Hanokcon TabneTku cyOIMHTBAIBHBIE 60 Tabnerok (ymakoBka,
0,2 mr+0,2 mMr kpatHas N 20)
2. Bynpenopdun PactBop st unbekmid, | 30 ammys (IIMPHUI-TIOOMKOB)
0,3 mr/mi 1 M
3. Bymperopdpun TpancnepMaabHbIi
IJIaCTHIPh
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35 Mkr/4ac 20 nutacTelpeit
52,5 MKkr/4yac 10 rutacTeipeit
70 MKr/4ac 5 nnacteipent
4. Mopdun PactBop miist mabekiuid, | 20 ammyn (IpHUI-TIOOUKOB)
pacTBOp 7Sl IOJKOKHOTO
BBenenuda 10 mr/mi 1 Mo
5. Konenn+Mopduna+Hockanuua+ | PacTBop a1 MOAKOKHOTO 20 ammyn
[TarmaBepun +Tebann BBEJICHUSA
0,72+5,75+2,7+0,36+0,05
mr/mi 1 min
1,44+11,5+5,4+0,72+0,1 mr
/M 1 mn
6. Tpumenepuaux Tabnetku 25 mr 50 TabneTok
7. Tpumenepuara PacTtBop miist uabekuumi 20 ammyn (IITPHIT-TIOOUKOB)
10 mr/ma 1 mit 20 Mr/miu
1 mi
8. Mopdun TabneTku (Kamcyb) 180 Tabnerok
MIPOJIOHTUPOBAHHOTO (xamcyn) 60 TabneTok
NeNCTBUA (xancyn) 40 TabneTok
10 mr (xancyn) 20 TabneTok
30 mr (xamcyn) 20 TabneTok
60 mr (xarcyn)
100 mr
200 mr
9. Mopdun Tabnerku
5wMmr 100 TabGnerok
10 mr 100 TabGnerok
10. Mopdun Kannm ayist npuema BHyTpb
20 mr/mi 20 M 4 dnakona
11. Mopdun PactBop mnsa nmpuema
BHYTpPb (MOHOI03bI)
2 mMr/mit 5 mut 100 ammy /3
6 Mr/mMi 5 M 80 ammy /3
20 mr/mi 5 mi 30 ammyn /3
12. Oxkcuxkonod+Hamokcon Ta0meTkun
MIPOJIOHTUPOBAHHOTO
NIEUCTBUS
5 Mr+2,5 mr 100 TabaeTox
10 Mr+5 mr 60 TabneTok
20 Mr+10 mr 40 TabreTox
40 mr+20 mr 20 TabneTok
13. [ponnonmndenmmTokendyTi- | Tabnerku 3ameynsie 20 mr 50 tabneTok
JMUTEPUIIH

16.01.2024
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14. deHTaHuI [Tnacteipp
12,5 Mkr/4ac 20 mnacTeipeit
25 MKr/4ac 20 nutacTelpeit
50 MKr/4ac 10 rutacTeipeit
75 MKr/4ac 10 rutacTeipeit
100 mkr/gac 10 rutacTeipeit
15. deHTaHun Crpeil Ha3anbHBIN
®naxon 50 MKr/mo3a
2,0 M1 (10 no3) 24 ¢nakona
3,2 mi (20 1o3) 12 ¢pnaxonoB
5,0 mit (40 03) 6 pmaxoHOB
®nakon 100 Mxr/mo3a
2,0 M7 (10 no3) 12 ¢pnaxonoB
3,2 M (20 103) 6 pmaxoHOB
5,0 mit (40 03) 3 ¢rmakona
®nakon 200 MKr/mo3a
2,0 M1 (10 no3) 12 ¢pnaxonoB
3,2 M (20 1o3) 6 pmaxoHOB
5,0 mit (40 103) 3 ¢nakona
IIpunoxenne N 2
K Ilopsiaky Ha3HaAYeHHA
JIEKAPCTBEHHBIX MPENapaTos,
yYTBepP:KIeHHOMY MPHKA30M
MuHucTEepCcTBA 3APABOOXPAHEHHS
Poccuiickoii Penepaunu
ot 24 Hos10ps 2021 r. N 1094
CnpaBo4HO
PexoMeH10BaHHbIE K HCIOJIB30BAHUIO COKPaLleHHsl TPU 0 OopMJIeHUH PelenToB
N n/n Cokpanienue [TonHoe Hanucanue [TepeBon
1. aa ana 10, TOPOBHY
2. ac, acid. acidum KHCJIOTa
3. aer. aerozolum a’p0o30Jib
4. amp. ampulla amITyJia
5. aq. aqua BOJIA
6. aq. purif. aqua purificata BOJIa OYHIIICHHAS
7. but. butyrum Macyo (TBEpIoe)
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caps. capsula Karcysa
9. comp., cps compositus (a, um) CJIOKHBIN
10. D. Da (Detur, Dentur) Brinait (ITycts Beinano, Ilyctsb
OyJIeT BBIIaHO)
11. D.S. Da, Signa Brinaii, 0003Ha4b
Detur, Signetur [Tycth OyneT BeIIaHO,
O603Ha4yeHO
12. D.t.d. Da (Dentur) tales doses Brinait (Ilycts OyayT BbIIaHbBI)
TaKue J03bl
13. dil. dilutus pa3BeICHHBIN
14. Div. in p. aeq. Divide in partes aequales Paznenu Ha paBHBIC yacTH
15. emuls. emulsio AMYITbCHUS
16. extr. extractum SKCTPAKT, BBITSIKKA
17. in enem. in enemas B MUKPOKJIM3MaxX
18. F. Fiat (fiant) [TycTtes 06pasyercs
(o6pa3ytrorcs)
19. gran. granulum TPaHYJIBI
20. gt.,gtt gutta, guttae Karuisi, Karim
21. gtt. peror. guttae peroralis KAy Jyisl IpueMa BHYTPb
22. inf. infusum HAcTOU
23. in amp. in ampullis B aMITyJIax
24, in tab. in tab(u)lettis B Ta0JIeTKax
25. in tab. prolong. in tab(u)lettis prolongatis B Ta0JIETKaX C
MPOJOHTUPOBAHHBIM
BBICBOOOKIEHHEM
26. in tab. prolong, obd. in tab(u)lettis prolongatis B TaOJIETKaX C
obductis IPOJIOHTUPOBAHHBIM
BBICBOOOKICHUEM, MTOKPBITHIX
000JI04KOi
27. in tubul. in tubulis B TIOOMKax
28. lin. linimentum JMHUMEHT
29. lig. liquor KHUIKOCTh
30. lot. lotion JIOCbOH
31. m. pil. massa pilularum MJTIONBHAS Macca
32. membr. bucc. membranulae buccales IUIEHKH 3all[€YHbIE
33. M. Misce, Misceatur Cwmemraii (ITycts Oyner
CMEIIIaHO)
34. mixt. mixtura MHUKCTypa
35. N. numero YHUCIIOM
36. ol. oleum Macio (FKUIKOe)
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37. past. pasta nacra

38. pil. pilula, pilulae MIWJTIOJIS, TTMJTEONIA

39. p. aeq. partes aequales paBHbIE YacTH

40. ppt, praec. praecipitatus OCaKJICHHBII

41. pulv. pulvis MTOPOIIIOK

42. q- s. quantum satis CKOJIBKO MOTpeOyeTcsi, CKOJIBKO

HaJ0

43. r., rad. radix KOpEHb

44. Rp. Recipe Bozsmu

45. Rep. Repete, Repetatur [TosTopu (IlycTs Oyner
MTOBTOPEHO)

46. rhiz. rhizoma KOPHEBUIIE

47. S. Signa, Signetur O603naus (Ilycts Oynmer
0003HaYEHO)

48. sem. semen cems

49. simpl. simplex MPOCTOM

50. Sir.. sirupus CUpOII

51. sol. solutio pacTBop

52. Spr. spray cripei

53. Spr. nas. spray nasale CIIpei Ha3aJbHbIN

54. supp. suppositorium CBeua, CYMIO3UTOPUI

55. susp. suspensio CYCII€H3Hs, B3BECh

56. tab. tab(u)letta TabieTKa

57. t-ra, tinct. tinctura HAaCTOMKa

58. tubulis tubulis TIOOUKH

59. STT Systema TpancaepmanbHas

Therapeutica Transcutanea Tepaneptuueckas Cucrema
60. ung. unguentum Ma3b
61. vitr. vitrum CKJISTHKA

T'APAHT: Cwm. nannyro ¢hopmy B pegakrope MS-Word

MUHMCTEPCTBO 3IPaBOOXPAHEHUI

16.01.2024

IIpniaoxenne N 2

K npuka3sy MuHHcTepcTBa
3ApPaBOOXPAaHEHHUS
Poccuiickoii Penepannu

oT 24 Hos10ps1 2021 r. N 1094

®opma peunentypHoro 0aanka N 107-1/y

Konm odopwmer no OKYI

Cuctema 'APAHT
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Poccurickom denepauun Kon yupexnenHma no OKIIO

MeoMUMHCKasa OOKYMEHTalud

HamMeHOBaHMe (mTamil) MeIMIMHCKOM dopma N 107-1/y

opraHmM3aumm YTBepXOeHa NpMKasoM MuMHMCTepCcTBa
30paBOOXpaHeHusa Poccuymckom

HaumeHOBaHMEe (WTaMIl) MHOMBUIYAJBHOTO denepaunm

npennpuHuMaTens (ykaszaTb azpec, HoMep OT 24 Hosabps 2021 r. N 1094u
M IaTy JMLEeH3MUM, HauMeHOBaHMEe opTaHa
TOCYyIapCTBEHHOM BJIaCTM, BbOABLEIO

JINLIEH3UIO)
PELEINT
(B3pOCILI, IOEeTCKMM — HYXHOE IONUEPKHYTH)
AL AL 2 O T
daMmnmg, MHMILMAJE MMEHM M OTdUeCcTBa (IocJienHee — [IPpM HaJM4dumM)
nauyeHTa
JaTa poxmeHUA
daMuIMsa, MHUIMAJE MMEeHU UM OTUeCTBa ([IocJienHee — I[IPU HaJIUUUM)
Jleyamero Bpauda (denbaumepa, akylLepKu)
pyo. |komo. | Rp.
py0. |kon.| Rp
py0. |kon.| Rp
[loonuce
¥ IIedaThb JledalleI'o Bpada M.II.

(momnmucek OGernpmumepa, aKyWEepKM)

PeuenT pmencTBUTEJeH B TeueHume 60 pmHem, mo 1 roma ( )
(HyXHOEe MNOOUYEPKHYTH) (ykazaTh KOJIMUECTBO
OHewn)

Oo6opoTHas cTopoHa

OtMmeTKa 0 Ha3HaYEHUH JIEKAPCTBEHHOIO IIperapara
0 PELICHHUIO BpaueOHON KOMUCCHH

[Ipurorosun IIposepui Otnycrun

®opma peuentypHoro 0anka N 148-1/y-88

MMHMCTEPCTBO 3IPaBOOXPaHeHMd
Poccurickon denepauun
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HamMmeHoBaHMe (mTamil) MeIMLMHCKOM Kon dopmer mo OKYI 3108805
opraHmM3aumm MemmumHckasa nokyMeHTaumsa dopma
N 148-1/y-88
HamuMeHOBaHMe (mTamil) YTBepXIeHa IpUKa30M MMHMCTEpCTBAa
VHIUBULOYAJILHOTO NPellpUHYMATEIS 30paBOOXpPaHeHUs POCCUMCKOM
(yxazaTp aipec, HOMEp M IHaTy demepaunn
JIMLIEH3MM, HaMMEHOBAaHME opTraHa or 24 HOosa0psa 2021 r. N 1094H
TOCyIapCTBEHHOM BJIACTM, BHIABIIEITO
JINILIEH3UIO)
Cepusa N
PELEINT " " 20 1.
(maTa obopMIieHMA pelenTa)
(B3pOCIBIL, IOEeTCKMM — HYXHOE INOOUEPKHYTH)
daMmmg, MHMIUMAJE MMEHM M OTdUeCcTBa (IocJienHee — [IPM HaJIM4dUmM)
nauyeHTa

HaTa poxmeHUA
Anpec MecTa XUTeJbCcTBa MM N MeIMIIMHCKOM KapTh aMOyJIaTOPHOT'O IalMeHTa,
nojiydamomero MeOIMUMHCKY [IOMOUb B aMOyJIaTOPHHX YCJIOBMAX
daMuIMsa, MHUIMAJE MMEeHU UM OTUeCTBa ([IocJienHee -— I[IPU HaJIUUUM)
Jleyamero Bpauda (denbnumepa, akylLepKu)

[lognuce M [edaTh Jiedalero Bpaua M.II.
(momnmuce oGernpmumepa, aKyWEepKM)

PellenT HOeMCTBUTEJIEH B TeueHMe 15 mHenl

O6opoTHast CTOPOHAa

OTMeTKa 0 Ha3HAYeHHUH JIEKAPCTBEHHOTO TIperapara
M0 PENICHUI0 BpadyeOHO KOMHCCHUU

[IpuroToBun [TpoBepun Otnyctun

T'APAHT: Cwm. nannyto ¢popmy B penakrope MS-Word

®opma penentypHoro 01anka N 148-1/y-04(:1)

MuyHmMCcTepCcTBO MECTO IJIA YTBEPXIEHA
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3IPaBOOXPAaHeHNA MTPUXKOIA* npmkasoM MuMHMCTepCTBa
Poccumickoy denepalumum Poccumickou Odenepauum
3OpaBOOXpPaHeHnAH or 24 HOoa6ps 2021 r. N 1094H
MTamm

Kon
MEeOMIMHCKOM OpIraHM3alun

ITamrt
Kon
VHIOVBUOYAJbHOT'O MNPEenlpMHMMAaTEIIA

Kox ¢popmsr mo OKVY /1 3108805
®opma N 148-1/y-04(m)

Kon xareropun Kox Ho3010rMueckoi HcTouHMK (pMHAHCUPOBAHUS: % omaTsl:
rpaxaaH ¢dopmsl (mo MKB) (MOqYEpKHYTH) (MOqYEpKHYTH)
1. ®enepanbHblil OOKET 1. becrutatao
2. bropker cyObekTa 2.50 %
Poccuiickoit ®enepanuu 3. uHoi %
3. MyHHUIIUTIaTBHBINA OFOKET

PELEIT Cepusa N ODaTa obopMJIEHUA : 20 T.

damMmnmsa, MHULUMAJE MMEHM M OTUeCTBa (mocyennee -
npn Hauuuu) TIMalMeHTa JarTa PoOXIOEeHMA

CHMJIC

N monmca
o0s13aTe-
JIBHOTO
MEIULIMH-
CKOTO
CTpaxoBa-
HUS:

HoMep MemMUMHCKOM KapTH [IalMeHTa, rnoJjiyuamnumero MeIULMHCKYI IIOMOUb B
aMOyJIaTOPHEIX YCJIOBUSAX

daMuIMsa, MHULIMAJE MMEeHU UM OTUeCTBa ([IocJienHee -— I[IPU HaJIUUUM)

Jleyamero Bpauda (denbnumepa, akylLepKu)

PyoO. Kom. 2 T
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[loonmuche ¥ IIeuyaTh Jiedaller'o Bpaua
(momnmuchk oGesbOmepa, aKylepKM) M.II.

PeuenT melricTBuTeJieH B Teuenme 15 muem, 30 guen, 90 mHenl
(HyXHOe MNOOYEepPKHYTH)

OTnymeHo mo penenty: ToproBoe HaMMeHOBaHUE U TO3UPOBKA:
Hata otnycka: " " 20 r. | KonnuectBo:
[TpurotoBu: [Iposepuit: OTnycTun:

Kopemok penentypHoro 61anka Crioco6 nmpuMeHeHUS:

HaumenoBanue [IponoKUTENHHOCTH Hen

JIEKapCTBEHHOT'O IpernapaTa:

Jlo3upoBka: KonnuecTBo mpueMoB B I€HB: pa3 Ha 1
MIpUEM: en.

(*) B citydae U3roToBICHUS PEIENITYPHOTO OJaHKa ¢ UCTIOIL30BAHUEM KOMITBIOTEPHBIX TEXHOJIOTHI

Oo6opoTHas cTopoHa

OTmeTKa 0 Ha3HAYEHHUH JIEKaPCTBEHHOTO
npernapara 1o peeHnio BpaueOHONH KOMUCCHH

IIpurorosun IIposepui Otnycrun

IIpunoxenne N 3

K npukazy MuHHCTEepCTBA 31PABOOXPAHEHHUS
Poccuiickoii Peaepaunu

ot 24 Hos10ps 2021 r. N 10941

HOpH}IOK 0(l)OpM.]'IeHI/I$[ pPeuenTypHbIX 0JIaHKOB Ha JICKAPCTBCHHLBIC MPeIiapaThbl, UX, YU4€Ta U
XpaHCHUA

I. Opopmiienne penenta Ha OyMaKHOM HOCHTeEJIE

1. Ha peuentypasix 61ankax ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(;1) B 1€BOM BEpXHEM
yIJIy TPOCTABIISIETCS MITaMI MEAWIMHCKOW OpraHW3alMyd C YKa3aHHeM e¢ HaWMEHOBaHWSs, aapeca H
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Tese(hoHa ¢ TaTON BBIMUCKH (aToi 0opMIIEHHS) peLienTa Ha JIEKapCTBEHHBIH Mpernapar.

JlononHutenbHo Ha penentypHoMm Omanke ¢opmbl N 148-1/y-04() mnpocraBisercss Kox
MEIUIIMHCKON OpraHu3almi B COOTBETCTBUU C (OCHOBHBIM T'OCYJAapPCTBEHHBIM PETUCTPAMOHHBIM
HomepoM (naiee - OI'PH).

Cepust penientypHoro Onanka (opmbl N 148-1/y-04(;) BkmtouaeT koj cyObekTa Poccuiickoii
®deneparuy, COOTBETCTBYIOMIMN BYM MepBbIM IHppam OOmepoccuiickoro kiaccudukaropa 00ObEKTOB
aJMMHHUCTPaTUBHO-TEppUTOpHaIbHOTO feneHus (ganee - OKATO).

Paspemaercs nsrorasiuBathk perentypHsie O01anku Gpopmsl N 107-1/y u popmsr N 148-1/y-04(11) ¢
MOMOIIIBI0 KOMIIBIOTEPHBIX TEXHOJIOTHUH.

Penentypusie  Omanku  gopmbl  ¢opmbl N 148-1/y-88  H3roTraBIMBalOTCS  HUCKIIOYUTEIBHO
TUNOTPAPCKUM CIIOCOOOM.

2. Ha peuentypHbiXx OnaHkax, OG(OPMISEMBIX HHIUBUAYATbHBIMH IpEINPUHUMATEISIMH,
UMEIOIMMHU JTUICH3HIO Ha MEUIIUHCKYIO AEATEIbHOCTD, B BEPXHEM JIEBOM YIIIy TUHOTPA(CKUM CIIOCOOOM
WINA MYTEM IMPOCTABJICHUS IITaMIa JOJDKEH OBITh YKa3aH aJpec MHIMBHIYaTbHOTO MpPEANpPUHHUMATEINS,
HOMED U J1aTa JUICH3UH, HAUMEHOBAaHUE OpraHa rOCYJapCTBEHHOM BIACTH, BBIAABILIETO JTUIICH3HIO.

3. Penentypusie Omanku ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(;1) 3anonssoTcs
MEIUITUHCKUM PaOOTHUKOM YepHUJIAMH UJIH HIAPUKOBON PYUYKOIi.

4. lonyckaetcst oopMIICHHE BCEX PEKBU3UTOB (3a UCKITIOUeHHEM pekBu3nuTa "Iloamuce nedamiero
Bpaua (moanuce (enpamiepa, akymepku') peuentypHsix 01ankoB ¢popmsl N 107-1/y, popmbr N 148-1/y-88
u ¢popmbl N 148-1/y-04(:1) ¢ HCTIOTB30BAHUEM TTEUATAIOIINX YCTPOUCTB.

5. Odopmnenne peuentypHbix OnankoB ¢opmbl N 148-1/y-04(;1) Bkmowaer 1udpoBoe
KOJIMPOBaHUE.

HudpoBoe koarpOBaHUE YKA3aHHBIX PELIENITYPHBIX OJAHKOB BKIIIOYACT:

1) kon MemuuuHckou opranuzauuu (OI'PH) wnam xox WHAMBUAYaTbHOTO MpPEANPUHUMATENS B
coOTBeTCTBUM C OCHOBHBIM TOCYJAapPCTBEHHBIM PETUCTPAMOHHBIM HOMEPOM HHIUBUAYaIHEHOTO
npeanpunumMarens (nanee - OI'PHUII), npoctaBnsiemMblil IpH U3rOTOBIEHUH PELIETITYPHBIX OJIAHKOB;

2) KOA KaTeropuM TpakJaH, MMEIOIIMX IPaBO Ha MOJYYCHHE JIEKAPCTBEHHBIX IPErapaToB B
COOTBETCTBUU €O cTaTbel 6.1 DenepanpHoro 3akoHa ot 17 uronst 1999 r. N 178-D3 "O rocynapcTBeHHON

conpanbHoii momormu"!, M KOJ HO30/M0TMUYEcKoi (opMBl 10 MeXIyHAPOJHOM CTATHCTHYECKOMH

KiIaccupukanuy 0oJje3He W mpobiieM, cBsA3aHHBIX co 310poBbeM (10-if mepecmotp) (manee - MKB),
3aroJIHSAEMbIE JICUAIlUM BPadoM IyTE€M 3aHECEHHs KaXAO0H HU(PBI B MyCThIe sUEHKH, MPU 3TOM TOUYKa
IIPOCTABJIECTCS B OTJEIBHOM STYCHKE;

3) ormerky 00 uctouHuke ¢uHaHcUpoBaHusA (PenepanbHblii Oromxer [1], Owmker cyObekTa
Poccwuiickoit ®enepanuu [2], MyHUIUIIATBHBINA Of0/pKeT [3]) 1 mporieHTe omaTsl penenta (becratao [1],
50% [2], unoit % [3]);

4) IWTPUX-KOA - JOMOJHUTEIbHBIN PEKBU3UT (B Cllyyae M3rOTOBJICHHS HA TEPPUTOPUU CYOBEKTa
Poccuiickoit @enepannu peenTypHoro 0aHka ¢ HCIOJIb30BaHHEM KOMITbIOTEPHBIX TEXHOJIOTH).

6. B penentypnsix 6mankax ¢gopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(x1) B rpade "Damunus,
MHHIIMAAIBI UMEHH U OTYECTBa (IOCIeIHee - IPU HAJTMYUH) MalueHTa" yKa3bIBaloTCs (paMuius, MHUIUAIBI
UMEHHU U OTYeCTBa (IOCieHee - PU HAJTMYUH) TallUeHTa.

7. B peuentypubix Omankax ¢opm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x1) B rpade "/lara
pokneHus" yka3bIBaeTCs 1aTa POKICHHUS MalUeHTa (YUCII0, MECSL, TON).

JlonomHHUTENBHO B peuenTypHbIX O1ankax Gopmbl N 148-1/y-88 u ¢opmsr N 107-1/y ms nereit B
Bo3pacte 10 | roga B rpade "Jlata poxkaeHus" yKa3bIBaeTCsl KOJMUECTBO MOJTHBIX MECSIIEB.

8. B peuentypubix Omankax ¢opmbl N 148-1/y-04(;1) B rpadax "CHWJIC" u "N mommca
0053aTEIbHOTO  MEIUIIMHCKOTO CTpaxoBaHUsA" YKa3bIBAIOTCS CTPAXOBOW HOMEP HHIUBUAYATIHLHOTO
nuIeBoro cueta rpaxaanuHa B [lencuonnom ¢onne Poccuiickoit @enepannu (CHUIC) (mpu Hanuauu) u
HOMED IoJIuca 00s13aTeIbHOT0 METUIIMHCKOTO CTPaXOBaHMUS.

9. B peuentypnbix 61ankax Gopmbl N 148-1/y-88 B rpade "Anpec MecTa )KUTEIBCTBA UIH HOMEP
MEIUIIMHCKON KapThl MalMEeHTa, MOJTYYalolero MEAWIUHCKYI0 MOMOINb B aMOyJIaTOPHBIX YCIOBUSX',
yKa3bIBa€TCSl TMOYTOBBIM ajgpec MecTa >KUTEIbCTBA (MecTa NpeObIBaHMA WIM MecTa (PaKTHUIECKOTOo
NPOKMBAHUS) TAlMEHTa WIM HOMEpP MEIWIMHCKOM KapThl MalKeHTa, IOJyYarollero METUIIMHCKYIO
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TIOMOIIb B aMOYJIaTOPHBIX YCIOBUSX .

VYkazaHue u ajgpeca MecTa KHUTEIbCTBA U HOMEpAa MEIUIIMHCKON KapThl MAalMEHTa, MOJyYaroIiero
MEIUIIUHCKYIO TOMOIIb B aMOYJIaTOPHBIX YCIOBUSX, HE SBISETCS OLIMOKOI.

B peuentypubix Omankax ¢opmbel N 148-1/y-04(;1) B rpade "Homep MenMIIMHCKON KapThbl
NalMeHTa, MOJYYalollero MEIUIIMHCKYIO IMOMOIIb B aMOYJNaTOPHBIX YCIOBUAX" YKa3bIBaeTCs HOMEp

MGHHHHHCKOﬁ KapThl MAlUCHTA, IMOJIyYaro1mero MCAUIUHCKYO ITOMOIIb B aMGYJIaTOpHLIX YCJ'IOBI/ISIX3.

10. B rpade "®amunus, WHUIMAIBI UMEHU W OTYECTBa (MOCIEAHEE - NMPU HAJIUYMHU) JICYAIIETO
Bpaua (¢enpamiepa, akymepkn)" peuentypHbix 61ankoB gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x)
YKa3bIBAIOTCS MOJHOCTHIO (aMWiinsi, WHHULIMAIBI HWMEHM OT4ecTBa (TOCleAHee - TpU HAIWYHH)
MEIUIIUHCKOT0 pabOTHHKA, HA3HAUYMBIIETO JIEKAPCTBEHHBIEC PEnapaThl ¥ 0()OPMHUBILETO PEIIETIT.

11. B rpade "Rp" peuentrypueix OmankoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(i)
yKa3bIBaeTCs:

1) HauMeHOBaHKE JIEKapPCTBEHHOTO Mpenapara (MeX,IyHapoIHOE HENAaTEHTOBAHHOE HAaUMEHOBAaHHUE,
IPyNIMPOBOYHOE WM XMMHYECKOE HaUMEHOBAaHME, TOPrOBOE HAUMEHOBAHUE) HA JIATUHCKOM SI3bIKE WJIN
Ha PYCCKOM s3bIKE, (JOpMa BBIMYCKa, JO3MPOBKA, KOJIMYECTBO (YKa3bIBAeTCs MPOIMHUCHIO0 HA PELENTYPHOM
6manke Gopmbl N 107/y-HII);

2) cnoco0 TpUMEHEHHUs JEKapCTBEHHOTO IpernapaTra Ha TOCYIapCTBEHHOM si3bike Poccuiickoit
Qdenepauyy WM Ha TOCYAApCTBEHHOM s3bike Poccuiickonn denepanuu M rocyJapCTBEHHOM SI3BIKE

pecnyOIHK ¥ UHBIX s13bIKax HapoaoB Poccuiickoit Denepanuu 4

13. Tlpu odopmieHUH pEUENTYypHBIX OJAHKOB 3alpeliacTcs OTrpaHUYMBATHCA — OOIIMMHU
yKa3aHUsAMH, HanpuMmep, "BHyTtpennee", "M3BecTHO".

14. Peuent, odopmienHslii Ha peuentypHom Omanke ¢opm N 148-1/y-88, N 107-1/y u
N 148-1/y-04(;1), moanuceIBaeTCs MEJUIIMHCKAM paOOTHUKOM U 3aBEPSAETCS €ro IMeyaTbio.

Penenit, oopmiieHHsIit Ha peuentypHoM Onanke ¢opmbl N 148-1/y-88 u popmbr N 148-1/y-04(a1),
JIOTIOJTHUTEIBHO 3aBEPSETCS MMeUaThio MEAUIIMHCKON opranu3aiuu "/J{is perenTto".

s penenita, oopmileHHOTO Ha peuentypHoM Onanke ¢opmsl N 107-1/y, nannuue nevatu "J{is
penenToB" He SABIETCS 00sS3aTeIbHBIM.

15. Ha onnom peuentyprom Omanke Gopmbl N 148-1/y-88 u popmer N 148-1/y-04(:1) pazpemaercs
OCYILECTBIISATh Ha3HAYCHHE TOJIBKO OJJHOI'0 HAMMEHOBAHUS JIEKAPCTBEHHOT'O IIpenapara.

Ha onmnom peuentypuom Omanke ¢opmbl N 107-1/y pasperraercsi OCyIIECTBIIATh HazHAuCHUE
TOJBKO OJHOTO HAMMEHOBaHMsA  JIEKAPCTBEHHOrO  Ipemapara, oTHocsmerocs 1o ATX
aHTurncuxoruueckum cpeactBam (koa NOSA), ankcuonutukam (kog NO5SB), CHOTBOPHBIM U CeAaTUBHBIM
cpeacTeam (xon NO05C), aHTHUJIETIPECCAHTaAM (xon NO6A) u HE MOUIEKAIIETO
NPEMETHO-KOJINYECTBEHHOMY YUETY, U IO TPeX HAaMMEHOBAHUH JIEKAPCTBEHHBIX MPENapaToB - IJIsi MHBIX
JIeKapCTBEHHBIX MpenapaToB, HE OTHECEHHBIX K BhIlIeyka3aHnHbIM ATX.

16. MctipaBienust B pelienTe He AOIYCKatOTCsl.

17. Ilpu opopmnennu peuentypHbix 61ankoB Gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(:1) Ha
JIeKapCTBEHHBIE MperapaThl, Ha3HAUYCHHBIE 110 PEIIEHUI0 BpauyeOHONW KOMHCCUH, Ha 000pOTEe PELENTYPHOTO
OJlaHKa CTAaBUTCS CIeNUaIbHAas OTMETKA (IITaMI).

18. Ha penentypHom Omanke ¢opmbl N 148-1/y-04(;1) BHHM3Y wHMeeTCsl JHMHHS OTpbIBa,
pa3fensonas pelenTypHbIH OJIaHK ¥ KOPEIIOK.

Kopemok ot penenrta, opopMICHHOT0 Ha yKa3aHHOM PELENTYPHOM OJIaHKE, BBIIACTCS MallUeHTY
(ero 3aKOHHOMY WPEJCTABUTENI0) B aNTEYHOH OpraHU3alldd, Ha KOpPEIIKE JeNaeTcsi OTMEeTKa O
HaMMEHOBAHUU JIEKAPCTBEHHOTO Ipernapara, J03UpOBKe, KOJIMYECTBE, CII0co0e MPUMEHEHUSI.

II. Odpopmiienue penenta B popme 3JIeKTPOHHOTO JOKYMEHTA
19. Peuent B hopme 37EKTPOHHOTO TOKYMEHTA, MOAMUCAHHOTO YCUICHHOW KBaTH(PUIMPOBAHHON
AJIEKTPOHHOM MOJAMUCHIO, (HOPMHUPYETCS MEAUIUHCKHUM DPAOOTHHUKOM, CBEJCHHS O KOTOPOM BHECEHBI B

(enepanbHbIil perucTp MEAUIMHCKUX PaOOTHUKOB >, a TAKKe IPU yCIOBHU PETHCTPALMU MEIUIMHCKOM
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OpraHM3aIuM, B KOTOPOil odopMmiseTcs pelent, B (elepalbHOM peecTpe MEIUIMHCKMX OpraHu3aiuii ©

€IMHOW rOCyAapCTBEHHOW MH(POPMALIMOHHOM CUCTEMBI B chepe 3paBOOXPAHEHHUS U MOAKIIOUCHHS TaKOH
MEIUIIMHCKON OpraHM3aluu K TOCYAapCTBEHHOM MH(pOpPMAIMOHHOHN cucteMe B cepe 3ApaBOOXpaHEHUS

cyombexra Poccuiickoii ®enepanyu .

20. IIpu oopmiiennu perenta B popme 3JIEKTPOHHOTO JOKYMEHTA Ha JIEKapCTBEHHBIC MTPETapaThl,
ykazaHHble B nyHKTax 9 u 11 Ilopsinka Ha3HaueHus JIEKApCTBEHHBIX IPENApaTOB, YTBEPKIECHHOIO
HACTOALIMM MPUKA30M, U OTIIyCKaeMbI€ 3a IIOJHYI0 CTOMMOCTb, 3aII0JIHAIOTCA CIEAYIOIINE PEKBU3UTHI:

1) xon cyOwekta Poccuiickoit ®enepamuun no OKATO, ompenensioniuii rocyJapcTBEHHYIO
UHPOPMALIMOHHYIO CUCTeMY B cdepe 3apaBooxpaHeHus cyObekTa Poccuiickoir @enepaiuu, B KOTOPOi
chopMHpOBaH peuent B (hopMe 3JIEKTPOHHOTO JOKYMEHTA;

2) HaMMEHOBAaHUE MEIUIIMHCKOM OpraHu3aluy, ajapec, TeaeGoH Wiu paMuiIns, THULIHAAIb IMEHU 1
oTuecTBa (IOCIEAHEE - NPU HAJTUYMK) MHAMBHUIYAIBHOTO NMPEANPUHUMATENS, UMEIOLIETO JUICH3UI0 Ha
MEAMLMHCKYIO JESTENBHOCTb, €r0 aJpec;

3) OI'PH ropunnueckoro nuna (MenuuuHckoit opranuzauuu) win OI'PHUII muauBuyansHOTO
IpeIIPUHUMATES;

4) nata ohopmiieHus perenta (yKa3bIBaeTCsl YUCIIO, MECSIL, TOM);

5) nmata okoH4YaHMsA JeWcTBUS penenta ((GpopMHPYETCs TOCyNAapCTBEHHOH HH(GOPMAIIMOHHON
cucteMoil B cepe 3npaBooxpaHeHUs cyonekra Poccmiickoii denepannu B COOTBETCTBUH CO CPOKAMU
nerctBus peuentoB: 15 nueit, 30 quelt, 60 aueit, 90 nuei, no 1 roga);

6) YHUKaJIbHBIH HOMep perenta (hopMHUpPYyeTCss TOCYAapCTBEHHOW MHPOPMALMOHHOW CHCTEMOH B
chepe 3apaBooxpaHeHus cyOwpekta Poccuiickoli ®enepanmuu uW - o0ecreyMBaeT  OJHO3HAYHYIO
UICHTHQHUKAIMIO peuenta B (opme aeKTpoHHOro nokymeHta B couyetanuu ¢ OKATO, OI'PH wmm
OI'PHUII);

7) ormetku "cito" (cpouHo) wim "statim" (HEMEUIGHHO) MPU HEOOXOJUMOCTH CPOYHOTO WIIU
HEMEJIEHHOTO OTITYCKa JIEKaPCTBEHHOT'O IIperapara MauueHTy;

8) ampec marmeHTa (ykKa3bIBaeTCsl TIOYTOBBINA apeC MeCTa JKUTENbCTBA (MecTa MPEeObIBaHUS WU
MecTa (PaKTUYECKOTro MPOXKUBAHMA) C YKa3aHHEM HMHJIEKCA, HAMMEHOBAHUS Kpas, 00JacTu, peciyOsuKH,
aBTOHOMHOT'O OKpyra U uHoro cyonekra Poccuiickoit deneparnyy, HAMMEHOBAHHs HACEIEHHOTO MyHKTAa,
HAaUMEHOBAaHUA YJUIBl (IIPOCIEKTa, MEpeyiKa, Npoe3fa), HoMepa JAoMa (C yKa3aHHEeM Koplyca, IpH
HaJIMYUM ), HOMEpa KBapTUPBI);

9) HOMEp SNEKTPOHHON MEIWIMHCKON KapThl MAaIMeHTa B TOCYJapCTBEHHON HH(OpMaIMOHHON
cucreme B chepe 3apaBooxpaHeHns cyobekra Poccuiickoii deneparum;

10) pamwunust, iMsi, 0OTYECTBO (ITOCIIETHEE - IPU HATMYUH) MAIMEHTA MOJTHOCTHIO;

11) pmara poxknenuss mnamueHTta (yKa3blBaeTCs 4YHUCIIO, Mecsl, roa), s jaered no 1 roma
JIOTIOJTHUTEBHO YKa3bIBAETCSI KOJMYECTBO MOJIHBIX MECALIEB;

12) damunus, MHUOMATBI MMEHHM W OTYecTBa (TOCIEAHEE - MpH HAIUYMU) MEAULUHCKOTO
paboOTHHKA MOTHOCTHIO;

13) HaumeHOBaHME  JIEKAPCTBEHHOI'O  Ipemnapara  (MEXAyHapoAHOE  HEMaTEeHTOBAaHHOE
HauMEHOBAHUE, TPYNIUPOBOYHOE WIM XMMHUYECKOE HAUMEHOBAHNE, TOPTOBOE HAUMEHOBAHUE ), JO3UPOBKA,
¢dopma BbIITyCcKa, KOJIMYECTBO (BCE TO3ULIMHU YKA3bIBAIOTCS HA PYCCKOM SI3BIKE);

14) coco6 mpuMeHeHusi JEKapCTBEHHOTO Mperapara Ha TOCyJapCTBEHHOM s3blke Poccuiickoit
Qdenepauyy WM Ha TOCYAApCTBEHHOM s3bike Poccuiickonn denepanuu M rocyJapCTBEHHOM SI3BIKE

pecnyOIHK ¥ UHBIX s13bIKax HapoaoB Poccuiickoit denepanuu 8,

15) HOKyMeHT, NOATBEP)KIAIOIIMM Ha3HAYEHHE JIEKapCTBEHHOIO IIpernapaTa IO PELIEHUI0
BpaueOHOM KOMUCCUN MEIUIIMHCKON OpTraHu3aIiHg;

16) ormeTka O Ha3HaYEHHM JIEKAPCTBEHHOrO IpenapaTa MO PEHICHUIO0 BpaueOHONH KOMHCCHU
MEIMIIMHCKON OpraHM3aldy B CiydasxX, yKa3aHHBIX B ab3ame BTOpoM myHKTa 6 [lopsaka HazHaueHUs
JIEKapCTBEHHBIX IIPENAPATOB, YTBEPKACHHOIO HACTOSLINM IIPUKA30M;

17) oTmeTKa O cHenMaJbHOM HA3HAYEHUM JIEKAPCTBEHHOIO IpernapaTa (3aloyIHAETCs B CIIy4dasXx,
yKa3aHHbIX B NyHKTax 15 u 24 Ilopsnka Ha3sHaueHUs JIEKapCTBEHHBIX IIPENApaToOB, YTBEP:KIECHHOIO
HACTOALIUM IPUKA30M);
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18) oTmeTKa 0 criennanbHOM Ha3HAUYEHHUH JIEKApCTBEHHOT'O Mperapara MalleHTy ¢ 3a00JIeBaHueEM,
TPeOYIOLINM JITUTEIBHOTO KYpPCOBOTO JICUEHHs (3alOIHIETCS B Cllydyae, ykazaHHoM B myHKTe 23 Ilopsaka
Ha3HA4YEeHMs JIEKAPCTBEHHBIX IIPENApPATOB, YTBEPHKACHHOIO HACTOSILUM IIPUKA30M) C IPOCTABIECHUEM
NEPUOANYHOCTH OTITYCKa JIEKApCTBEHHOTO Ipenapara;

19) npu opopmiennu peuenta B GopMe 3JIEKTPOHHOTO JTOKYMEHTA Ha JIEKapCTBEHHBIE MPeraparsl,
yYKa3aHHbIE B MOANYHKTaxX 2-5 myHkTa 9 u nmyHkte 11 [lopsaaka Ha3HaYeHMsI JIEKAPCTBEHHBIX MPENapaTos,
YTBEP)KJCHHOTO HACTOSIIMM TPUKA30M, TpakJaHaM, HMMEIOLUIMM MpaBO Ha OeCIulaTHOE TMOJyueHHe
JIEKapCTBEHHBIX IPENapaToB WIM IOJyYEHHUE JIEKAPCTBEHHBIX IIPENApaTOB CO CKUAKOM, 3alOIHSIOTCS
PEKBU3UTHI, IPEYCMOTPEHHBIE MOANTYHKTaMU 1-18 HACTOALIETO MyHKTA, a TAK)KE CIIEIYIOIINE PEKBU3HUTHIL:

a) KaTeropus TrpakJaH, HMMEIOIIMX IpaBO HA IOJIY4YEHHME JIEKAPCTBEHHBIX IIPENapaTtoB B
COOTBETCTBUU €O cTaTbel 6.1 DenepanbHoro 3akoHa ot 17 uronst 1999 r. N 178-D3 "O rocynapcTBeHHON

o 9.
COILIMAJILHOM TToMoIH" ~;

0) xox Ho3osorn4eckoit popmel o MKB;

B) ucTOYHMK (punaHcupoBanus (1 - ¢enepanbHbIil OromKeT, 2 - OromKeT cyObekTa Poccuiickoi
®deneparun, 3 - MyHUIUIIATBHBIA OIOKET);

r) pazmep oruiatkl (1 - 6ecruiatHo, 2 - 50%, 3 - unoit %);

J) CTPaxOBOH HOMEp WHAMBUIYAIBHOTO JIMIIEBOrO cyera TpakaaHuHa B IleHcnoHHOM QoHze
Poccuiickoit ®enepanuu (npu nanuuuun) (CHUIIC);

€) HOMep ToJIKca 00513aTeTLHOI0 MEIUIITHCKOTO CTPaXOBaHMUS.

21. Ilpu mpocTaBiieHUM OTMETKHM, yKa3aHHOW B moAamyHkTe 16 myHkra 20 Hactosmiero Ilopsnka,
peuent B (QopMe BIIEKTPOHHOTO JOKYMEHTa IOJAMUCHIBACTCS YCHJICHHON KBaTU(UIIMPOBAHHOU
SJIEKTPOHHOM TOJMMCHIO TpeJceiaTeNis MM CeKpeTaps BpayeOHOW KOMHCCHM  MEIUIIMHCKON
OpraHM3aliy, MPU MPOCTABIEHUM OTMETOK, YKa3aHHBIX B moanyHkrax 17 u 18 mynkra 20 HacTosiero
Iopsiaka, - YyCHJICHHBIMH KBaJH(PUUUPOBAHHBIMH DSJCKTPOHHBIMH MOJIHUCSIMU COOTBETCTBYIOIUX
MEAUIIMHCKUX PAOOTHUKOB.

22. Tlo TpeOOBaHUIO MAIMEHTAa WIM €r0 3aKOHHOTO TMPEACTaBUTENS O(QOPMIISETCS 3K3EMIUIIp
peuenta B QopMe DIEKTPOHHOTO MJOKyMEHTa Ha OyMaXHOM HocuTelne ¢ oTMeTkor "JlyOmmkar
AJIEKTPOHHOI'O JOKyMEHTa".

II1. Y4er penentypHbIX 0JIAHKOB (32 HCK/JIIOYEHHEM pelenTypHbIX 01aHkoB 1o ¢popme N 107/y-HII
"CnenuajbHblii peuenTypHbiii 0J1aHK')

23. Vwuer peuentypueix OmankoB ¢opm N 107-1/y, N 148-1/y-88 wu N 148-1/y-04(n),
U3rOTaBIMBAEMBIX THIIOTPAPCKUM CIOCOOOM (Hajiee - pelenTypHble OJaHKH, MOJIEKAILIHE YYeTy),
OCYILIECTBIISICTCS B J)KypHAJIax ydera, IPOHYMEPOBAHHBIX, MPOIITHYPOBAHHBIX M CKPEIJICHHBIX IMOANUCHIO
PYKOBOIWTENST W  TEYaThl0 MEOUIMHCKON  OpraHM3alud WM THOJNHCHI0O  WHAWBUIYAIbHOTO
NpeANpPUHUMATENIS, UMEIOLIETO JTUICH3UI0 HA MEIUIIMHCKYIO AEATEIbHOCTb.

24. XKypnan yuera peuentypHbix 61ankoB ¢popmbl N 107-1/y conepxur cnenyromnie rpagsl:

1) HoMep 1o NOpsAIKY;

2) B paznene "llpuxon":

a) JlaTa PEerucTpaluy TOKyMEHTa, HOATBEPIKIAIOIIET0 MOCTYIICHNUE;

0) HOMep U J1aTa JOKYMEHTa, IOATBEPKJAIOIIEro MOCTYIUIEHUE, HANMEHOBaHHUE TIOCTABILUKA;

B) 00111ee KOJIMYECTBO MOCTYNHUBIIUX PELIETITYPHBIX OJIAHKOB;

r) QaMuiaus, HMHAOUATIBI MMEHM M OTdecTBa (TMOCieAHee - MpU HATUYWU) U TOJIHUCH
OTBETCTBEHHOT'0 MEAMIIMHCKOTO paOOTHHUKA, ITOJYUYUBIIETO PELENTYpHbIE OJIaHKU OT TOCTABILUKA,;

3) B pa3nene "Pacxon':

a) JlaTa BhIJA4U PELENTYPHBIX OJaHKOB;

0) KOJIMYECTBO BBIIAHHBIX PELIENITYPHBIX OJIAHKOB;

B) (amwius, WHUIMAIBl MMEHM M OT4yecTBa (TOCIeqHEee - NPU HAJIMYUH) OTBETCTBEHHOTO
MEIUIIUHCKOTO pabOTHHKA, OTYYHUBILETO pelenTypHbIe OJaHKH;

I') HOJIKMCHh OTBETCTBEHHOTO MEMIIMHCKOTO PaOOTHUKA, TTOJYUYUBIIETO PELENTYPHbIC OJIaHKY;

16.01.2024 Cuctema TAPAHT 24/33



[Tpuka3 MunucrepcTsa 3apaBooxpanenust PO ot 24 nosops 2021 r. N 1094n "O6 yrBepskaenun [lopsiika Ha3HaYeHUS

4) damwnus, WHANHATBI WMEHHM W OT4ecTBa (MOCIEAHEe - TpPU HAIWYUH) U TOANUCH
OTBETCTBEHHOT'0 MEHMIIMHCKOTO paOOTHUKA, BHIAABILIETO PEIEITypHbIE OJaHKH;

5) ocTaToOK perenTypHbIX OJIaHKOB.

25. Kypnan ydera peuentypHbix OmankoB (opm N 148-1/y-88 u N 148-1/y-04(:1) comepxur
crnenyromue rpadbr:

1) HoMep 1o NOpSAIKY;

2) B paznene "llpuxon":

a) JlaTa PerucTpaluy TOKyMEHTa, HOATBEPIKIAIOIIET0 NOCTYIICHNUE;

0) HOMep U J1aTa JOKYMEHTa, IOATBEPKJAIOIIEro MOCTYIUIEHHE, HANMEHOBaHHUE TIOCTABILUKA;

B) 00111ee KOJIMYECTBO MOCTYNHUBIIUX PELETITYPHBIX OJIAHKOB;

I') CepUU 1 HOMEpa PELENTYPHBIX OJIAHKOB;

1) KOJIMYECTBO PELETITYPHBIX OJIAHKOB 110 CEPUSM;

€) damunus, HWHAOUAIBI UMEHM M OT4ecTBa (TMOcieaHee - MpH HATUYMU) M THOJIIHCH
OTBETCTBEHHOT'O MEMIIMHCKOTO paOOTHHUKA, ITOJYYUBIIETO PELENTYpHbIE OJIaHKU OT TOCTABIUKA;

3) B pa3nene "Pacxon':

a) J1aTa BhIJA4U PELENTYPHBIX OJaHKOB;

0) cepuy 1 HOMEpa BBIJJTAHHBIX PELENTYPHBIX OJaHKOB;

B) KOJIMUECTBO BBIJAHHBIX PELENTYPHBIX OJaHKOB;

r) ¢amMuiaus, WHUOMAAIBI MMEHHM M OT4ecTBa (TOCIeqHee - NpU HAJMYUM) OTBETCTBEHHOTO
MEIUIIUHCKOTO pabOTHHKA, OTYYHBILETO pellenTypHble OJaHKH;

1) TOJMCHh OTBETCTBEHHOTO MEJUIIMHCKOTO pabOTHHKA, MOIYUHBIIETO PELENTYPHbIC OaHKHU;

4) damwnus, WHANHATBI WUMEHHM W OTYecTBa (MOCIEAHEe - TpH HAIWYUH) W TOANUCH
OTBETCTBEHHOT'0 MEJHMIIMHCKOTO pabOTHUKA, BHIAABILIETO PEIENITypHbIE OJIaHKH;

5) ocTaToK perenTypHbIX OJIaHKOB.

26. Ydyer peuentoB, O(GOpPMIIEHHBIX B (OpPME 3IIEKTPOHHOI'O JOKYMEHTA, OCYIIECTBISIETCS B
rOCyJapCTBEHHON HH(OpMaIMOHHONW cucteMe B cdepe 3apaBooXpaHeHHs cyObekra Poccuiickoit
®denepalul MOCPEACTBOM BEICHUS €IMHOTO PEECTpa pelenToB, 0pOpPMIIEHHBIX B (hOpME 3JIEKTPOHHBIX
JIOKYMEHTOB.

IV. Xpanenue peuentypHbIX 0JJAaHKOB (32 HCKJIIOYEeHHEM pelenTyPHbIX 0JJaHKOB 0 (hopMme
N 107/y-HII "CneuuajbHbli peuentypHbiii 0J1aHK")

27. MemuIMHCKHUE OpraHu3ally MOJIy4aloT HEOOXOAUMBIE pelenTypHble OJaHKH, 0(opMIICHHBIE
TUNOrpadCKUM  CcrocoboM, uepe3 TEeppUTOpPHATIbHBIC OpraHbl YNPaBICHUS 3PAaBOOXPAHEHHUEM WIIH
OpraHu3aliy, YMOJHOMOYCHHbIE HAa 3TO OpraHaMU HCIOJHUTENIBHOW BIAacTH CyObekToB Poccuiickoit
Denepanuu.

28. PeuentypHble OJaHKH, MOJICKAIIUE yUYETy, XPAHITCA OTBETCTBEHHBIM JIMIIOM, Ha3HAYEHHBIM
PYKOBOJUTENIEM MEAMLMHCKOW OpraHu3aliy, B 3alHpacMoM MeTauimueckoM Inkady (ceiide) wumm
METAJITINYECKOM SILTHKE.

29. UnauBuayanbHbli NpeANPUHUMATEND, UMEIOIINN JULEH3UI0 HA MEIUIMHCKYIO JEATEIBHOCTD,
XpaHHUT pelenTypHble OJaHKH, MOJIeKAIIUE YUETy, B 3allUpaeMoOM MeTajulndeckoM Imkady (ceiide) nim
METAJITINYECKOM SILTHKE.

30. ITpoBepka COCTOSHUSI XpaHEHUs, ydeTa, (PAaKTUUYECKOTO HAIMYHMs M pacxoja pelenTypHBIX
ONaHKOB, MOMJICKAIIMX Y4YeTy, OIMH pa3 B KBapTal OCYIIECTBISAETCS KOMMCCHEH, CO3JaHHON B
MEIHUIIMHCKON OpraHu3aluu.

31. Penentypuble OnaHku, odopmisieMble Ha OyMa)XHOM HOCHUTENIE M TOJUICKAILIUE YYeTy,
BBIJJAIOTCSI MEAMLMHCKUM pabOTHHKaM, MMEIOUIMM MpPaBO O(GOPMIICHHUS PEIENTOB, MO PACHOPSHKEHUIO
IJIaBHOTO Bpayua WIN €ro 3aMeCTUTEIS.

[lonmyuennble penentypHele ONaHKM Ha OYMaXHBIX HOCHUTENISX XPAHATCS MEAULIUHCKUMHU
pabOTHHKAaMU B IOMEIICHUSX, 00ECTIEYNBAIOIINX UX COXPAHHOCTb.

32. [IporpaMMHO-TEXHUYECKHE CPEJICTBA IOCYNapCTBEHHBIX MH(POPMAIIMOHHBIX CHUCTEM B cdepe
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3/IpaBOOXPAaHEHHS], MEAUIIMHCKIX MH(POPMALMOHHBIX CUCTEM MEIUIIMHCKUX OpraHu3aluil 00ecredrBaoT
XpaHEHHE IEKTPOHHBIX PEIENTOB, 0(OPMIICHHBIX B (POpPME AIIEKTPOHHBIX TOKYMEHTOB B TEUCHHE CPOKOB,
YCTAHOBJICHHBIX JJISI XPaHEHHs PEIenToB, OPOPMIICHHBIX Ha COOTBETCTBYIOHIMX (popMax perenTypHBIX

61aHKOB Ha GymaskHOM HocuTene 'O,

! CoOpanue 3akoHonaTenbcTBa Poccuiickoit @eneparum, 1999, N 29, ct. 3699; 2020, N 52, ct. 8577.

2 ITpukas MunuctepcTBa 31apaBooxpanenus Poccuiickort @eneparum ot 15 mexadps 2014 r. N 834u "O06 yTBepKACHHH
yHAGHUIUPOBAHHBIX (OPM MEAMIMHCKONW MTOKYMEHTAI[MH, HCIOJb3yeMbIX B MEIUIMHCKAX OPraHM3alMsiX, OKa3bIBAIOIINX
MEIWIIMHCKYI0 TIOMOII, B aMOyJIaTOPHBIX YCIOBUSX, W TOPSAAKOB MO wuX 3anoinHeHwro" (mamee - Ilpukas N 834H)
(3apeructpupoBan MuHucTepcTBOM focTurmu Poccuiickorr @eneparuu 20 depans 2015 r., perucrpanmonusiii N 36160) ¢
W3MEHEHUSIMH, BHECEHHBIMHU TIpHKa3zaMu MUHHCTEpPCTBA 3apaBooxpaneHus Poccuiickoit @exepariu ot 9 saBaps 2018 r. N 2
(3apeructpupoBan MuHHCTEpCTBOM focTHIMH Poccuiickoit deneparum 4 anpens 2018 1, peructpanmonnsiii N 50614), ot 2
HOs1Opst 2020 r. N 1186H (3apeructpupoBaH MHUHHCTEPCTBOM IocTUIMM Poccuiickoit @enepammu 27 HosiOps 2020 r.,
peructpanmroHHbii N 61121).

3 ITpukas N 834mH.

* Yacrs 1 cratbm 15 3akona Poccuiickoii ®Deneparmun ot 25 okTsabps 1991 r. N 1807-1 "O s3pIkax HapoIOB
Poccwuiickoit ®enepanun” (manee - 3akon N 1807-1). (Bemomoctu che3na Hapoanbix nenytatoB PCOCP u BepxosHoro CoBera
PCOCP, 1991, N 50, ct. 1740; Cobpanue 3akoHoaarenscTBa Poccuiickoit @enepannu, 1998, N 31, ct. 3804).

> Yacrs 4 cratbm 91.1 ®denepanbHOTO 3aKk0oHa N 323-D3 (Cobpanune 3akoHomatenbcTBa Poccuiickoit deneparuu, 2011,
N 48, cr. 6724; 2020, N 29, cr. 4516).

% Yacrs 4 cratbm 91.1 ®denepanbHOTO 3aKk0oHa N 323-D3 (Cobpanune 3akoHomatenbcTBa Poccuiickoit deneparuu, 2011,
N 48, cr. 6724; 2020, N 29, cr. 4516).

" Crarsu 91 u 91.1 ®denepanbHoTo 3aKk0Ha N 323-D3 (Cobpanue 3akoHomatenbeTBa Poccuiickoit deneparum, 2011,
N 48, ct. 6724).

8 Yacrp 1 crateu 15 3akona N 1807-1 (Bemomoctu cbe3na Haponmubix nenytatoB PCOCP u BepxoBHoro Cosera
PCOCP, 1991, N 50, ct. 1740; Cobpanue 3akoHoaarenbcTBa Poccuiickoit ®enepannu, 1998, N 31, ct. 3804).

? CoOpanue 3akoHomaTenbcTBa Poccmiickont @eneparym, 1999, N 29, c1. 3699; 2020, N 52, cr. 8577

10 [Moamynkr 5.2.169 Tonoxenus o MunuctepctBe (CobpaHue 3akoHomaTenbcTBa Poccuiickoit @enepamuu, 2012,
N 26, cr. 3526; 2021, N 43, cr. 7258).

T'APAHT: Penentypsasie 6manku ¢hopmsl N 107/y-HII, usrorosnennsie 1o 1 mapta 2022 1., MOTYT OBITh
KCMOJIb30BaHbl 10 1 mapta 2023 r.

Ipunoxenne N 4

K npukazy MuHHCTepCcTBA 31PABOOXPAHEHHUS
Poccuiickoii Peaepaunu

ot 24 Hos10ps 2021 r. N 10941

®opma cnenuaabHOro penentypnoro 6aanka N 107/y-HII

MMHMCTEPCTBO 3OPAaBOOXPAaHEHMSA Kon dopwmer no OKYI

Poccurickoit denepaluum MenuuMHCKAass IOOKYMEeHTAaLMs
®opma N 107/y-HII, yTBepXOeHHAd
npukasoM MuHMCTEpCTBAa
3OpaBooXpaHeHMsa Poccurickom demepalnu

WTaMIll MeOUMUIMHCKOM OpraHM3alumu or 24.11.2021 N 1094n

PELEIT

Cepua N N
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" AL 2 O i
(maTa BHIIMCKM pelenTa)
(B3pOCIEM, IOEeTCKMM — HYXHOE INOOUEPKHYTH)
damMmnmsa, MMA, OTUECTBO ([IoCjieIHee - [PU HaJIU4dUM)
naumMeHTa
BoszpacTt
Cepus ¥ HOMep IoJiMca 00g3aTeJIbHOT'O MEeIMIMHCKOT'O CTpaxoBaHUS
HomMep MeIMLMHCKOWM KapThl
daMmimsa, ¥Msa, OTUECTBO ([IOCJienHee — IIPM HaJIUUUM)
Jleyamero Bpauda (denbnumepa, akylLepKu)
R
[loonuce M JMYHadgd IIedaThb Bpaua
(momnmucek oGernpmumepa, aKyWEepKM)

M.II.
dammnms, VM, OTUEeCTBO (mIocyienHee - IpM HaJIMYUN) u infediinizie))
YIIOJIHOMOUYEHHOT'O JiMlla MEeIMLMHCKOM OpIraHM3alumn

M.II.

OTMeTKa alTeyHOM opraHmz3auum o6 OTIyCcKe
daMmymsa, ¥Msa, OTUECTBO ([IOCJienHee - OPM HaJMUUM) M IOAONUCH paboTHUKA
alTeyHoOM opIraHu3alum

M.II.
Cpok IewcTBuUA pelenTa 15 OHeM

IIpunoxenune N 5

K npuka3y MuHucTepCcTBa 3PaBOOXPaHEHHUS
Poccuiickoii Penepannu

oT 24 Hos10ps1 2021 r. N 1094n

HOpﬂ}]OK H3roTOBJICHUSA, PACIIPEACICHUSA, PETHCTPAlUH, YIE€TA U XPAHCHUSA PCUENITOB, COACPKAIINX
HA3HAYCHHUEC HAPKOTHYECCKUX CPEACTB UJIH IICUXOTPOIMMHBIX BEHIECTB

I. ITopsioK U3rOTOBJIEHUS, PAcHIpPeAe/ieHUs CIeNNAJTbHBIX PelleNTYPHbIX 0JIaHKOB 10 ¢opme
N 107/y-HII

1. Opranuzanuio U3roTOBJICHUS U paclpeieieHusl pelenTypHbIx OnankoB no gopme N 107/y-HIT
"CreuuanabHBIA pelenTypHbId OmaHk" (manee - crhenuaabHBIA pPElenTypHBI OJaHK) OCYIIECTBISET
MunuctepcTBo 311paBooxpanenust Poccuiickoit @enepanuu (nainee - MUHUCTEPCTBO).

2. CneuunanbHble peLEenTypHble OJaHKU SBIAIOTCS 3aIIUIIEHHON MONUTpadUuecKol MpoayKIueH
ypoBHs "B", u3roraBnuBaemoii Ha Oymare po3oBoro msera pasmepoMm 10 cM x 15 cM, HOIKHBI UMETh
CepUI0 U HOMEp, a TaKXKe COOTBETCTBOBATH TPeOOBaHMSAM, YKa3aHHBIM B IpHKa3e MUHHUCTEPCTBA
¢unanco Poccuiickoit ®@enepauuu ot 29 centsops 2020 r. N 2171 "O06 yrBepxaeHHH TeXHUYECKUX
TpeOOBaHUI W YCIOBMH HW3TOTOBJICHHS 3aIlIMIICHHOM OT MOAJENOK MOJUrpaguyeckod mpoayKiuu"
(3apeructpupoBan MunuctepcTBoM roctummu  Poccuiickoit  ®enepanmun 16 HOsO6ps 2020 .,
peructpanuoHHelii N 60930).

3. B mensix opraHu3anuy W3TOTOBIICHHUS M PACIpPEENCHHs CIEHUANbHBIX PELENTYPHBIX OJaHKOB
MEAMIMHCKUE OpraHM3allMM, HMMEIOIME IIPABO OCYILIECTBIIATH BbIA4y PELENTOB HAa HApKOTUYECKHE
cpencTBa WM ICUXOTpomHble BeumiecTBa crnucka II Ilepeuns m 3apeructpupoBanHble B Poccuiickoi
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@enepaliii B KauyeCTBE JIEKAPCTBEHHBIX IpPENapaToB Uil MEAMLMHCKOIO INpUMEHEHus (naiee
COOTBETCTBEHHO - MEAMIMHCKAs OpraHu3alus, HApKOTUYECKUH (IICUXOTPOIHBIN) JEKapCTBEHHBIN
npemnapar), COCTaBJIAIOT 3asBKH Ha pEIeNITypHbIE OJaHKH.

4. B cpok 10 1 OKTsOpsi TEKywIero roja 3asiBKM MEAMLUMHCKUX OpraHM3aluid Ha CIelHalbHbIC
penenTtypHbie OJTaHKU MPEICTABIISIOTCS:

1) MeOMUIMHCKUMH OpraHM3aLMsAMH, HaXOIAIIMMUCS B BEACHUU (eaepanbHBIX OpraHoB
UCTIOJIHUTENILHOW BJIACTH, - B COOTBETCTBYIONIME (heiepalbHbIe OpraHbl HCIIOJHUTEIBHON BIIACTH;

2) MEOUIMHCKUMHU OpraHu3alusM{, HaxXOISAIIMMUCSI B BeIEeHUU CyOBeKToB Poccuiickoii
®denepanyy, MEAULUHCKAMY OPraHU3alUsAMU MYHUIMIIAIBHOW M YaCTHOW CHCTEM 3IpPaBOOXPAHECHUS - B
OpraHbl HCIIOJIHUTENBHONH BiacTH cyObekToB Poccuiickoit @enepanun B cdepe OXpaHbl 3T0POBbS
rpakJaH, Ha TEPPUTOPUU KOTOPBIX OHHU PACIOJNIOXKEHBI (Jajnee - OpraHbl MCIOJHUTEIBHOW BIIACTU
cyonekToB Poccuiickoit denepanun).

5. B 3asBKe MEOUIIMHCKON OpraHu3ali Ha ClEHUalbHbIe PELENTypHbIe OJTaHKH YKa3bIBAIOTCS
CJIEYIOIINE CBEICHHUS:

1) cBeneHuss 0 MEIMLMHCKON OpraHu3allid, MOJABIIEH 3asBKy Ha CIELMAIBHBIE PELENTYpPHBIE
Onanku (IOJTHO€ HAUMEHOBAHKE, a/IPEC MECTa HAXOXKICHHUS);

2) KONMYECTBO CIEUUANbHBIX pPELENTYPHBIX OJaHKOB, HW3PACXOJOBAHHBIX MEIULIUHCKON
opraHusanueil Ha | sHBaps NPeaIeCTBYIOLIETO IOAa;

3) KOJIMYECTBO CINEUUAIBHBIX PEUENTYPHBIX OJaHKOB, HEOOXOAMMBIX MEAULMHCKONW OpraHU3aluu
Ha CIEAYIOLINN T,

3asBKa MEIUIIMHCKOM OpraHu3allMi Ha CIEHUalbHble pPELENnTypHble OJIaHKU IOIMUCHIBACTCS
PYKOBOAMUTEIEM MEAULUHCKOM OpraHu3alMM, KOTOPBIA HECET IIEPCOHAIBHYI0 OTBETCTBEHHOCTH 32
000CHOBAHHOCTb U JIOCTOBEPHOCTh YKAa3aHHBIX CBEJICHHIA.

6. denepanbHble OPraHbl UCIIOJHUTEIBHOM BJIACTH, B BEACHUH KOTOPBIX HAXOJATCS MEIULIMHCKUE
opranuzaiuu (nanee - ¢eaepanbHble OpPraHbl HCIOJIHUTEIBHOW BIIACTH), M OpPraHbl HCIOJHUTEIHHON
BiIacTu cyObekToB Poccuiickoii ®denepanyy Ha OCHOBaHMM 3asBOK MEIMIIMHCKUAX OpraHU3aluii Ha
CHelMalbHbIC pelenTypHble OJaHKH (OPMUPYIOT CBOHBIC 3asIBKM Ha CIICLUAIbHBIC PELENTYpHbIE OJIaHKU
U B cpoK 710 | nexaOpst TeKyIero roja npeacTaBiIsioT uX B MUHUCTEPCTBO.

7. B cBOZHOM 3asiBKE Ha CIIeIMAIbHbIE PELENTYPHbIE OJIAHKN YKa3bIBAIOTCS CIIEIYIOIINE CBEICHHS:

1) cBenenust o QenepaabHOM OpraHe UCIOIHUTENBHONW BIACTH (OpraHe MCIOJHUTEIbHON BIACTH
cyobekra Poccuiickoii denepanyn), NpeACTaBUBIIEM CBOJAHYIO 3asBKY Ha CIEIHAJIbHBIC PELENTYpHbIC
Onanku (IOJTHO€ HAUMEHOBAHKE, a/IPEC MECTA HAXO0XKICHHUS );

2) KOMUYECTBO CHEUMATbHBIX PELENTYPHBIX OJAHKOB, paclpeleseHHbIX (heepanbHbIM OpraHOM
UCTIOJIHUTENIHOW BJIACTH (OPTaHOM HCIOJIHMUTENBbHOM BiacTH cyownekta Poccuiickoit deneparnun) Ha 1
SHBaps MPEAUIECTBYIOLIETO IOJa MEXAY MEIULIUMHCKUMU OpraHUu3alusIMU;

3) KOIMYECTBO CIEHMHUATBHBIX PELUENTYPHBIX OJAHKOB, HEOOXOAMMBIX (eaepantbHOMY OpraHy
UCTIOJIHUTENILHOW BJIACTH (OpraHy HMCIOMHUTENbHON BiacTu cyObekTa Poccuiickoit ®enepanuu) Ha
CIEAYIOIIHN O JUIsl paCIIpeNeIICHHs] MEXY MEAUIUHCKUMH OpraHU3alUsIMU;

4) cBeneHHs O TOJBEIOMCTBEHHOW OpraHM3allMH, YIOJHOMOUYEHHOH (enepaabHbIM OpPraHOM
UCTIOJIHUTENIFHOW BJacTH (OpraHOM HCHOJHMUTENBbHOM BiacTH cyObekra Poccuiickoit deneparyn)
OCYILECTBIISATh TOJTYYECHUE CIEHUAIBHBIX PELENTYpPHBIX OJaHKOB OT MMHHUCTEpPCTBA, UX XpaHEHUE U
BBIJIa4y MEAUIMHCKUM OpraHu3anusM (IOJTHOEe HauMEHOBaHHe, aapec MecTta Haxoxaenws, WHH/KIIII,
OKTMO opranuzanuy, pakTudeckuii aipec mocTaBKu).

8. Ha ocHOBaHMM TMOJyYEHHBIX CBOJHBIX 3asBOK Ha CIEUUAIbHBIC peIEeNTypHble OlaHKU
MUHHCTEPCTBO €XEeroJHO B CPOK 10 15 sHBaps cieaytomero roga (GpopMHpyeT W YTBEp)KAAeT IUIaH
pacmpenieNeHusl CIeUUalbHBIX PELENTYPHbIX OJNAHKOB, B KOTOPOM OTpa)KaeTcs ToA0Bas MOTPEOHOCTH
Poccuiickoit ®enepanuu B CHENMANbHBIX pEHENTYypHBIX ONaHKax (dajee - IUIAH pacHpeesCHHs
MunucrepcTsa).

9. B nnane pacnpenenenuss MUHUCTEPCTBA YKa3bIBAIOTCS CIEAYIOLINE CBEICHU:

1) nopsiAKOBBIM HOMEDP 3aNUCH;

2) HauMeHOBaHHE (eaeparlbHOrO OpraHa HCIOJHUTENFHOW BJAcTU (OpraHa HMCIOJHUTEIbHOU
BiIactu cyOwbekTa Poccuiickoit ®enepaunu), NpPEACTABUBIIETO CBOAHYIO 3asBKY Ha CICIHaJbHBIC
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penenTypHble OJIaHKU;

3) He0OX0MMOE KOJIMYECTBO CIIEHUANIBHBIX PEIETITYPHBIX OJIAHKOB.

10. HanpaBnenue crenuanbHbIX PEeUENTYpHBIX OJIaHKOB (hefepaibHbIM OpraHaM HCIIOJIHUTETbHON
BJIACTH, OpraHaM MWCIIOJHHUTENIbHON BiacTu CcyObekToB Poccuiickoit @enepanuu OCYyIIECTBISACTCS
MUHUCTEPCTBOM B KOJIMYECTBE, IPEyCMOTPEHHOM INIAHOM pacnpeseseHns MuHucrepcTsa.

11. MuHHCTEPCTBOM JOMOJHUTEIBHO K KOJMYECTBY CIEHUAIBHBIX PELENTYPHBIX OJaHKOB,
NPEeIyCMOTPEHHOMY IUIAaHOM — pacmpeieneHus MuHucCTepcTBa, (opMupyeTcs pe3epBHBIA  3amac
CIEIMANILHBIX PEHENnTypHBIX OJaHKOB B KojJudecTBe, He mnpebimaromeM 150 000 crnenuanbHBIX
peLenTypHBIX OJIAHKOB.

12. B ciyyae yBenu4yeHHsi MOTPEOHOCTH B CIHEIMAJIbHBIX PELENTYypHBIX OiaHkax (enepabHble
OpraHbl HCIIOJHUTEIBHON BIACTH (OpraHbl UCIIOJIHUTENBFHON BacTH cyObekToB Poccuiickoii denepariyn)
HaIpaBislOT B MMUHHCTEPCTBO CBOJHBIE 3asBKM Ha JIONOJHHUTEIBHOE KOJMYECTBO CIELUAIBHBIX
pelenTypHbIX OJIaHKOB (¢ OOOCHOBaHMEM YBEIMYEHHUS IMOTPEOHOCTH B CIEIHAIBHBIX PELENTYypPHBIX
OnmaHkax), KOTOpble MPEIOCTaBIISAIOTCS MUHHCTEPCTBOM M3 PE3EPBHOTO  3amaca  CIEeHUAbHBIX
peLenTypHBIX OJIAHKOB.

13. ®enepanbHble OpraHbl UCIIOTHUTEIBHON BJIACTH (OpraHbl UCIOIHUTEIBHON BIACTH CYOBEKTOB
Poccuiickoit ®enepauuu) pacrpenensioT MNOJIyYeHHbIE CIEHUAbHBIE pPELENTypHbIE ONAaHKH MEXIy
MEIWIUHCKIMH OpraHu3alMsIMd Ha OCHOBAaHMM IUIAHOB paclpeneseHusi, CPOPMHPOBAHHBIX B
COOTBETCTBUH C 3asBKAMU MEIUIIMHCKUX OpraHu3aluil Ha CrelMaIbHbIe PelenTypHbIe OTaHKH.

I1. ITopsimok perucTpanum, y4era i XpaHeHUs CleNMATbHBIX pelenTyPHbIX 0JIaHKOB 10 (hopme
N 107/y-HII

14. MunucrepcTBo, uHBIE (enepaabHble OpraHbl HCIOJHUTENBHOW BIACTWU UM OpraHbl
UCTIOJIHUTENIFHONW BlacTH cyObekToB Poccuiickoit depepanuy OpPraHu3yloT XpaHEHHE CIEHUAIBHBIX
pelenTypHbIX OJIaHKOB B  TOABEIOMCTBEHHBIX OpraHM3alMAX, YINOJHOMOYEHHBIX OCYILECTBISATh
NOJYYeHHUE CIEIHMAJIbHBIX PELENTYPHbIX OJaHKOB OT MMHHUCTEPCTBA, HMX XpaHEHUWE U BBIIAUY
MEAMIIMHCKUM OpraHu3alusM (J1ajee - yIoJIHOMOUYEHHAs! OpraHnu3alys).

15. B ynosHOMOYEHHON OpraHu3alvyd U MEAMIMHCKON OpraHW3aliH, MMOITY4YUBIIEH CIEIUAIbHbIE
pelenTtypHble OJIAHKH, OPTaHMU3YETCS PErucTpalus, y4eT M XpaHCHHE CIEHUAIBHBIX PpEleNnTypPHBIX
OJIaHKOB.

Perucrpanusi, y4er W XpaHEHHME pE3EPBHOTO 3amaca CIEIHUalbHBIX PELENTYPHbIX OJaHKOB
MunucrepcTBa  OCyliecTBisieTcss  (efiepalibHbIM — TOCYAAPCTBEHHBIM — OIO/DKETHBIM  YUPEKICHUEM,
HaxXOsIIMMCS B BeIeHUM MUHHCTEpCTBa (Jjajlee COOTBETCTBEHHO, - PE3EPBHBIN 3a1ac, 0IBEJOMCTBEHHOE
YUpeKICHUE).

16. PaboTHMK, Ha3HAUYEHHBIH TNPHUKA30M PYKOBOJUTENS YIOJHOMOYEHHOW OpraHU3aluu
(YnOJTHOMOYEHHON OpraHW3aliy, MOJBEJIOMCTBEHHOIO YUPEXJEHHUS) OTBETCTBEHHBIM 3a PETHUCTPALHUIO,
XpaHeHHE M Y4YeT CHEIMaJbHBIX pPELENTYPHbIX OJaHKOB (Janee - OTBETCTBEHHbIM paOOTHHK), Ha
OCHOBAHUHU JIOBEPEHHOCTH, O(OPMIICHHON B MOPSAIKE, YCTAHOBJICHHOM 3aKOHOJATENLCTBOM Poccuiickoit
@enepan  (C MOANMCHIO  PYKOBOAMUTENS  YNOJIHOMOYEHHOM oOpraHu3anuu  (yInoJIHOMOYEHHOMU
OpraHu3aIiy, MOABEIOMCTBEHHOTO YUPEKICHNUS), [NIABHOTO OyXrajTepa, 3aBepeHHbBIX KPYTJIOi NeuaThio),
NOJy4aeT CreMUalbHbIe PELENnTypHbIe OJIAHKU M OCYLIECTBIISIET BEJICHUE KypHalla pETUCTPAlMM U yueTa
CHELMANbHBIX pPELUENTYpHbIX OJaHKOB, K KOTOpoMy mpuoOmaer ¢oro- u (WIiM) BHACOMATEpHAIIBI,
noaTBepkaarome pakt opopMIICHHUS pELENTYpPHBIX OJIaHKOB HA AOMY (TIpH HAJTHYUH).

17. XKypHanm perucTpanii M yd4era CIEHUAIBHBIX PEUENTYypHBIX OJaHKOB JOJDKEH OBITh
IIPOHYMEPOBaH, IPOLIHYPOBAH, HUMETh Ha IOCIEAHEH CTpaHULE 3alMCh, COACPIKALLYI) KOJIUYECTBO
CTpaHHUL, IIOJHO€ HAMMEHOBAHME YIOJHOMOYEHHON OpraHu3auuyd (MEAMLIMHCKOW OpraHu3aluu,
MOJIBEJOMCTBEHHOTO  YUPEKIEHHS), a TaKKe CKpPEIUIEH TMOANMCHIO PYKOBOAUTENSI U  IEYaTbhio
YIOJTHOMOYEHHOH OpraHu3anuu (MeIULIUHCKON OpraHn3allii, II0IBEJOMCTBEHHOTO YUPEKACHHUS).

XKypHan peructpaniu W ydera CHEIHMAJIbHBIX PELENTYPHBIX OJAaHKOB pPE3EpBHOrO 3araca
MuHucTepcTBa CKpeIusieTcs TakKe IMOANKCHI0 JUPEKTOpa (B CiIydae €ro OTCYTCTBHUSL - 3aMECTHUTENS
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nupekTopa) JlemaprameHTa peryiaMpoBaHUs OOpallleHHs JIEKAapCTBEHHBIX CPEACTB M MEAUIUHCKHX
u3aenuii MuHucTepCTBa U eyaTei0 MUHHCTEPCTBA.

18. B xypHaie perucrpauud M yd4era CIHEIHaJbHBIX PELENTYPHbIX OJaHKOB YKAa3bIBAIOTCS
CJIETyIOIINE CBECHUS:

1) nopsAKOBBIN HOMEDP 3aIUCH;

2) npUXOo CHEIHATbHBIX PELEeNTYPHBIX OJIAHKOB!

a) PEKBU3UTHI U J1aTa PErUCTpaliy IPUXOJHOIO JOKYMEHTA;

0) o011ee KOJTMYECTBO MOCTYIUBIINX CIICIUATBHBIX PELENITYPHBIX OJIAHKOB;

B) cepHsl U HOMEDP CIELUATBHOTO PEelenTypHOro OJaHKa;

I') KOJINYECTBO CHEIHATIBHBIX PELENTYPHBIX OJAHKOB MO KAXKA0H cepuu;

1) hamMuust, UMsi, OTYECTBO (TIOCJIEHEE - TPU HAIMYMN) U TIOJIHCh OTBETCTBEHHOTO paOOTHHKA;

3) pacxo/1 CienUabHBIX PELeNTypHBIX OJIaHKOB:

a) J1aTa BhIJA4U CIIEHUAIBHBIX PEIENTyPHBIX OJaHKOB;

0) cepuy 1 HOMEpa BbIJITAHHBIX CIEIHUATBHBIX PEHENTYPHBIX OJaHKOB;

B) KOJHMYECTBO BBIJIAHHBIX CIEUUAIBHBIX PELENTYPHbIX OJNAHKOB C YKa3aHHEM B CKOOKax
KOJINYECTBA CTICUAIBHBIX PELENITYPHBIX OJIAHKOB, BBIIAHHBIX 11 OhOpMIICHHUS Ha JIOMY;

r) damunus, uMs, OTYECTBO (TOCIEIHEE - NMPU HATUYMK) M TMOANUCH JIMLA, MOIYYHMBIIETO
CHeLMaIbHbIE PeLEeNTYpHbIE OJIaHKHU;

1) KOJIMYECTBO CIEIHATIBHBIX PELENTYPHBIX OJAHKOB, 0(POPMIICHHBIX Ha JIOMY;

e) ¢dammius, UMs, OTYECTBO (TOCIEAHEE - MPHU HAIWYMM) M TOANUCH JIUIA, O(QOPMHUBIIETO
CHelMaIbHbIE PeLENTYPHbIC OJIaHKK Ha IOMY;

4) ¢hamunus, UMs1, OTIECTBO (TIOCIIEAHEE - TPU HAIMYMN) U TIOJIHICH OTBETCTBEHHOTO pabOTHHUKA;

5) OCTaTOK CreNUaIbHBIX PEENTYPHBIX OJaHKOB.

19. CneuuanbHbIi penenTypHbId ONaHK SBISETCS JOKYMEHTOM CTPOTOM OTYETHOCTH. 3amac
CHEUHANBHBIX PELENTYPHBIX OJaHKOB B MEIUIIMHCKON OpPraHU3allMM JOJDKEH XPAHUTHCS B CIIELUAIBHBIX
MOMEIICHUSX, ceii(pax MM B CIEIMAIbHO U3TOTOBJICHHBIX HIKa(ax, OOMTHIX OLMHKOBAHHBIM KEIIE30M, C
HaJIe’)KHBIM BHYTPEHHUM WJIM HAaBECHBIM 3aMKOM.

[Tomemienus, ceiidpl, mKadpl, B KOTOPBIX XPAHATCA CIELUAIbHBIE PELENTypHbIC OJIaHKHU, TOJDKHBI
OBITh 3aKpbhITBl HAa 3aMKH M TIOCIE€ OKOHYAHUS pabOThl OIeYaTaHbl IE€YaTbi0 YIOJIHOMOYEHHOU
opranu3anuy (MEAULIMHCKONW OpraHN3allui) WK OIUIOMOMPOBAHHI.

20. B MemuIMHCKHX OpraHU3alMsIX 3amac CHEelMalIbHBIX PELENTYPHbIX OJaHKOB HE JOJDKEH
IPEBBIIATh FOJJOBOI MOTPEOHOCTH.

21. Paspemaercss BbIIaBaTh MEIUIIMHCKOMY paOOTHUKY, HMEIOLIEMy TIpaBO Ha3HA4aThb
HapKOTHYECKHE (TICUXOTPOMHBIE) JEKapCTBEHHbIE NpenapaThl, €JUHOBPEMEHHO He Oosee IBalaTh
CHEUHATBbHBIX PEUENTYPHBIX OJaHKOB.

MenuiuHckie paOOTHHUKM, BBINMKCBIBAIONINE PEIENThl HAa HAPKOTUYECKHE (IICUXOTPOIHBIE)
JIEKapCTBEHHbIE Ipenaparbl, HAa OCHOBAaHUU IIPUKa3a PyKOBOJIUTENS MEIULMHCKON OpraHu3alMd HECYT
JUYHYI0O OTBETCTBEHHOCTb 33 COXPAHHOCTh TMOJYYEHHBIX CIELUANBHBIX pPELENTYPHbIX OJaHKOB.
CrieniuanbHble pelenTypHble OJaHKH, MMOJyYeHHbIE MEAMIMHCKUM PAaOOTHUKOM, XPAHATCS MO 3aMKOM B
ceiipax, METAITMUECKUX MIKa(ax WM METAUTMIECKUX SITUKAX.

22. B MeaunuHCKONW OpraHu3aldyd CO3/JAaeTCsl MOCTOSHHO JIEUCTBYIONIAsi KOMHUCCHS, KOTOpas HE
pexe 1 pasa kBapras (IO pELICHHUIO PYKOBOJIUTENS MEIUIMHCKOM OpraHM3allud BO3MOKHO Yalle)
OCYILIECTBIISICT MPOBEPKY COCTOSIHUS PETUCTPALlMM M y4yeTa CHELUUANbHBIX PEHeNnTypHBIX OJaHKOB, B TOM
quce MyTeM CBEPKH 3aluceil KypHajla peruCTpallMd M ydeTa CHEelMalbHbIX PELENTYpHbIX OJaHKOB, C
(aKTHUECKUM HAJTMYUEM CIICHUATBHBIX PELENTYPHBIX OJaHKOB, a TaKXKe NMPOBEPKY COCTOSHUS XPaHEHUS
CHEUHATBbHBIX PEUENTYPHBIX OJaHKOB.

[To pe3ynpTaTaM MpoBEpKHU B KypHAJe PETUCTPAIMU U y4YeTa CIEUUANbHBIX PELENTYPHBIX OJaHKOB
JIEJIaeTCsl 3allUCh O PE3yJIbTaTax MPOBEJIEHUS CBEPKU JAHHBIX, 3aKPEIJICHHAs] MOJIMCSIMH BCEX WICHOB
KOMHCCHH WM CO3/1a€TCs CIELUANIbHBIN aKT MPOBEPKHU.

23. ®enepanbHbIE OpraHbl HCIIOJTHUTEIBHON BIACTH M OpraHbl HCIIOJHUTEIHHON BIACTH CYOBEKTOB
Poccuiickoit @enepanuy OCYLIECTBIISAIOT KOHTPOJb 3a OpPraHU3alMedl perucTpalyy, ydyeTa U XpaHCHUs
CHELHATBHBIX PEUENTYPHBIX OJAHKOB B YIOJIHOMOYEHHBIX OPraHU3AIMAX U MEUIIMHCKUX OpPTraHU3aLUsiX.
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24. Bpmaya crneuuanbHBIX pPELENTYpHbIX OJaHKOB M3 pe3epBHOrO 3amaca MUHHUCTEPCTBA
(denepanbHBIM OpraHaM MCIOJHUTEIBHOW BIACTHM W OpraHaM HCIHOJHHUTENBHOM BIACTH CyOBEKTOB
Poccuiickoit @enepannu oCyIeCTBISETCS OTBETCTBEHHBIM pAOOTHUKOM MOABEIOMCTBEHHOTO YUPEKICHHS
Ha OCHOBAHMHU pEIIEHUs 00 OTMyCKE CHEIMAJIbHBIX PELENTYPHbIX OJIAHKOB, O(QOPMIICHHOTO B BHJE

NUCbMa, TOJMHMCAHHOTO JTUPEKTOpOM (B Cllyyae €ro OTCYTCTBUS - 3aMECTHTENIEM JHPEKTOpa)
JlemapraMeHTa peryiupoBaHHs OOpallleHHsl JIEKAPCTBEHHBIX CPEACTB M MEIWIUHCKHX M3JeIUl
Munucrepcrsa.

[IpoBepka neATenbHOCTH MOABEIOMCTBEHHOTO YUPEXKIACHUS MO PETUCTPALUU, YUYETy U XPaHEHUIO
pe3epBHOrO 3amaca OcyllecTBIseTcs JlemapraMeHTOM perylupoBaHUs OOpaIleHusl JIEKapCTBEHHBIX
CPEACTB U MEIULIMHCKUX M3enuii MuHucTepcTBa 2 pasza B roJ| He no3aHee 20 yncia Mecsia, ClIeTyonero
3a UCTEKIIUM MOJIYTOJIUEM.

IIpuniaoxenne N 6

K npuka3y MuHucTepCcTBa 31paBOOXPAHEHHA
Poccuiickoii Penepannu

oT 24 Hos10ps1 2021 r. N 1094

IIpaBuia opopmiieHusI penenToB, COJEPKAINMX HA3HAYEHHE HAPKOTHYECKHUX CPeACTB WJIH
MCUXOTPOMHBIX BelleCTB, B TOM YHCJe B (popMe JJIEKTPOHHBIX TOKYMEHTOB

I. Opopmirenne penenta Ha OyMaKHOM HOCHUTeEJIE

1. Ha peuentypubix 6mankax ¢opmsl N 107/y-HII B 1eBoM BepXHEM yIiIy MPOCTABIIAETCS IITAMII
MEIMIIMHCKONH OpraHM3allii C yKa3aHHEeM ee IOJHOr0 HAaMMEHOBaHMA, ajpeca M TeiedoHa C AATOH
BBINUCKY (J1aTOM 0(opMIIEHHS ) pelLienTa Ha JIGKapCTBEHHBIN Mpenapar.

Penentypusie 6manku ¢opmer N 107/y-HII m3roraBnuBaroTCs MCKIIOUUTENBHO THIIOTPa(CKUM
CIIOCOOOM.

2. Ha peuentypHbiXx OnaHkax, OG(OPMISEMBIX HHIUBUAYATbHBIMU IpEIPUHUMATEISIMH,
UMEIOIMMHU JTUICH3HIO Ha MEIUIIUHCKYIO AEATEIbHOCTD, B BEPXHEM JIEBOM YIIIy TUHOTPA(CKUM CIIOCOOOM
WINA MYTEM IMPOCTABJICHUS IITaMIa JOJDKEH OBITh YKa3aH aJpec MHIMBHIYaTbHOTO MpPEANpUHHUMATEINS,
HOMEp M JlaTa JIMLEH3UH, HAUMEHOBAaHUE OpPTraHa rOCy1apCTBEHHOM BJIACTH, BBIIABLIETO JIULEH3HUIO.

3. Peuentypubie Osanku ¢opmsl N 107/y-HII 3anonsHsiorcs MEAUIUMHCKHUM pabOTHUKOM
YEPHWIAMH WX HIaPUKOBOM Py4KOM.

4. lonyckaetcst oopMIICHHE BCEX PEKBU3UTOB (3a UCKIIOUeHHEM pekBu3uta "Ilonmuce nedamniero
Bpaua (moanuch ¢enpamepa, akymepku') peuentypHbsix 6sankoB ¢popmsl N 107/y-HII ¢ ucnionszoBanuem
Ie4yaTaromux yCTPOUCTB.

5. B peuentypuom 6nanke ¢opmsl N 107/y-HII B ctpokax "damunus, UMsl, 0OTYECTBO (TIOCIEIHEE -
npy Hanmu4uuu) nanuenta” u "Bo3pact” ykas3pIBalOTCS MOTHOCTBIO (paMmins, UMsl, OTYECTBO (TIOCIIEIHEE -
[P HAJIWYMH) MMALUEHTA, €T0 BO3PACT (KOJIMYECTBO MOJIHBIX JIET).

JlonycTMO yKa3aHue 1aThl POKACHUS MMALIUEHTA.

6. B penentypunom 6manke ¢popmsl N 107/y-HIT:

1) B ctpoke "Cepust 1 HOMep TOJKca 0043aTEIBHOTO MEIUIIMHCKOTO CTPaXxOBaHUs" yKa3bIBaETCs
HOMED I0JIuca 00s3aTeIBbHOT0 METUIIMHCKOTO CTPaxOBaHUs NMAllMeHTa (IIPU HAIWYHHN);

2) B cTpoke "Homep MeAMIMHCKONW KapThl' YKa3bIBAE€TCS HOMEP MEIUIMHCKOM KapThl MallUEHTa,
MOJYYaroIero MEIUIIMHCKYIO MOMOIIb B aMOYJIATOPHBIX YCIIOBHUSX, WJIM MCTOPUHM OOJE3HM MAlMEHTA,
BBIIMCHIBAEMOI'0 U3 MEAUIIMHCKON OpraHU3aluy;

3) B cTpoke "damuius, UMsl, OTYECTBO (IOCIIEIHEE - IPH HAJTMYKK) JIedalero Bpaya (¢enpamepa,
aKymepku)" yKa3bIBaeTCs MOJTHOCTHIO (haMMIIUsS, UMs, OTYECTBO (IIOCIENHEE - NpU HAJIMYUM) Bpaya
(penpamepa, akymepku), BBINMKUCABIIETO pPELENT Ha HAPKOTHUECKUH (IICMXOTPOIHBINA) JIeKapCTBEHHBIN
npemnapar.

7. B rpade "Rp" peuentypHoro 6manka popmer N 107/y-HII, ykazbiBaercs:
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1) HauMeHOBaHKE JIEKapCTBEHHOTO Mpenapara (MeX,IyHapoIHOE HENAaTEHTOBAHHOE HAUMEHOBAaHHUE,
IPYNIMPOBOYHOE WM XMMHYECKOE HaUMEHOBaHME, TOPrOBOE HAUMEHOBAHUE) HA JIATUHCKOM SI3bIKE WJIN
Ha PYCCKOM s3bIKE, (JOpMa BBIMYCKa, JO3MPOBKA, KOJIMYECTBO (YKa3bIBAeTCs MPOIMHUCHIO0 HA PELENTYPHOM
6nanke Gopmbl N 107/y-HII);

2) cnoco0 TpUMEHEHHUs JEKapCTBEHHOTO IpernapaTra Ha TOCYIapCTBEHHOM si3bike Poccuiickoi
Qenepauyy WM Ha TOCYAApCTBEHHOM s3bIke Poccuiickonn denepanuu M rocyJapCTBEHHOM SI3BIKE

pecnyOIHK ¥ UHBIX s13bIKax HapoaoB Poccuiickoit Denepanuu L

8. Ilpu opopmiieHHH pelenTypHBIX OJAaHKOB 3aIpeIlaeTcsl OrPaHUYNBATHCS OOIIMMHU YKa3aHUSIMH,
Hanpumep, "BHyTpennee", "M3BecTHO".

9. Ilpu odopmieHnn nanueHty penentypHoro 6manka ¢gopmbsl N 107/y-HIT Ha HaproTHyecKuid
(ICUXOTPOIHBIM) JEKApCTBEHHBIN IpenapaT B paMKax OKa3aHUs MEIULMHCKON TOMOIIM IIpH
OTIpeIeIEeHHOM 3a00JIeBaHUU TAKOM PEIenT 3aBepseTCs:

1) moANuCHIO ¥ TUYHON NeYaThio Bpaya 00 MOANKMCHIO (enpamepa (aKymepKu);

2) meyaThl0 MEIUIIMHCKOH OpraHu3aluu, 00 CTPYKTYpHOTO MOApa3AeieHUs MEIULUHCKON
opranmzanuu "Jlng penento", KOTOpas MPOCTABIAETCS JIUIOM, YIOJIHOMOYEHHBIM PYKOBOJUTENIEM
MEIUIIMHCKON OpraHu3alyy ¢ yKa3aHueMm (paMuind, UMEHH, OT4ecTBa (TOCieAHee - NPU HAIWYHH) U
IIPOCTaBJIEHUEM €0 JTUYHOM MOIHCH.

B caywasx ©HeoOxomumocTH O(OpMIIEHHS pelenTa Ha HApPKOTHYECKUH (TICHXOTPOIHBIH)
JEKapCTBEHHBIN Mpenapar Ha JOMYy B paMKaxX OKa3aHUs NaJJIMaTUBHOW MEIUIIMHCKOW ITOMOIIU
JIOTIYCKAeTCsl IPEIBAPUTENIBHOE 3aBEPEHUE pelenTa LITAMIIOM MEIUIMHCKOM OpraHu3aluy, Ie4aTbio
MEIUIMHCKONH OpraHu3aluy JUO0 CTPYKTYPHOTO MOApa3feieHus METUIMHCKON opranuzauuu "Jlis
peuenToB”, KoTOpas MPOCTaBISAETCS JIMLOM, YIOJHOMOYEHHBIM PpPYKOBOJIUTENEM MEAUIIMHCKON
OpraHu3alyy, C yKa3aHueM (aMHINM, UIMEHHU, OTYecTBa (IOCIEqHEE - MPH HAJUYMU) U MPOCTABICHUEM
ero nmu4HoM noanucH. [Ipu 3ToM B KypHaje perucTpalvy U yyeTa pelenTypHbIX OJJaHKOB B COOTBETCTBUU
c Ilopsinkom perucTpanuu, yyera U XpaHEHHs CIEHUAIbHBIX PEeleNnTypHBIX OJaHKOB HAa HAPKOTHYECKUE
CPEJICTBA MJIM NICUXOTPOIHBIE BEIIECTBA, YTBEP/KACHHBIM HACTOSILIUM IPUKA30M, JI€JIAeTCs OTMETKA O €r0
BbIJIaue 17151 OOPMIICHHUS Ha JIOMY, a TaKKe OTMETKA, YIOCTOBEPEHHAs MOANUCHIO Bpaya JInOo ¢enpamepa
(axkymiepku), o)OpMHUBIIETO perent, o (akre ero oGopMIeHHUsS, KOTOPhI MOXET OBITh ITOTOTHUTEIHHO
HnoATBepkIeH (OoTo- U (MIIK) BUACOMATEpHATIaMH.

B crpoke "OtrmeTka anTedHOM opraHu3anud 00 OTIycKe" CTaBUTCS OTMETKAa anTe4HOM
opranu3anu 00 OTIYCKE HApKOTHYECKOro (IICHMXOTPOIHOI0) JIEKapCTBEHHOTO Ipenapara (C yKa3aHUeM
HaUMEHOBAHUA, KOJIMYECTBA OTIYLUIEHHOIO HApKOTHYECKOro (IICMXOTPOMHOIO) JIEKAPCTBEHHOTO
npenapara M JaThl €ro OTIyCKa), KOTOpas 3aBepsieTcs MOANUCHI0 pabOTHHMKA anTedyHOW OpraHU3alluy,
OTITyCTUBIIETO HAPKOTUYECKHI (NICMXOTPOMHBIN) JIEKapCTBEHHBIN Mpenapar (C yKa3aHueM €ro (paMuiIni,
MMEHH, OTYeCTBa (MOCJIETHEE - MPU HAJIM4YMM), a TAKXKE KPYIJIOH NEeYaThbl0 anTeYyHOM OpraHu3aluy, B
OTTHUCKE KOTOPOH JJOJKHO OBITh MACHTH(PHUIMPOBAHO MOJTHOE HAMMEHOBAHUE allTeYHON OpraHu3aluy.

10. Ha onnom penenitypHoMm 6sanke ¢popmsl N 107/y-HIT pa3pemiaercst ocyImiecTBiATh Ha3HAYCHHUE
TOJIBKO OJIHOTO HAaMMEHOBAHUs JIEKapCTBEHHOT'O TIperapara.

11. McnipaBnenust B perienTe He AOIMYCKatOTCs.

II. O¢popmienue penenta B popme 3JIeKTPOHHOTO JOKYMEHTA

12. Peuent B hopme 3IEKTPOHHOTO JTOKYMEHTA, MOANMUCAHHOTO YCUJICHHOW KBaTH(PUIMPOBAHHON
AJIEKTPOHHOM MOJAMUCHIO, (HOPMHUPYETCS MEAUIUHCKHUM PAOOTHHUKOM, CBEJCHHS O KOTOPOM BHECEHBI B

(benepanbHbIA perucTp MEIUIMHCKUX PAOOTHUKOB 2, a Takke IPH YCIOBUM PETHCTPALMM MEIUIMHCKON

OpraHM3aIuK, B KOTOPOH odopMmiseTcs pelent, B (efepalbHOM peecTpe MEIUIMHCKMX OpraHU3aluii °
€IMHOW rOCyAapCTBEHHOW MH(POPMALIMOHHON CUCTEMBI B chepe 3paBOOXPAHEHHUS U MOAKIIOUCHHS TaKOH
MEIUIIMHCKON OpraHM3aliu K TOCYAapCTBEHHOM MH(pOpPMAIMOHHON cucteMe B cepe 3ApaBOOXpaHEHUS

cyobekTa Poccuiickoii deneparuu *.
13. Tlo TpeOoBaHUIO MAIMEHTa WJIM €r0 3aKOHHOTO TMPEACTAaBUTENS O(POPMIISETCS SK3EMIUIIp
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[Tpuka3 MunucrepcTsa 3apaBooxpanenust PO ot 24 nosops 2021 r. N 1094n "O6 yrBepskaenun [lopsiika Ha3HaYeHUS

peuenta B QopMe DIEKTPOHHOTO JOKYMEHTa Ha OyMaXHOM HocuTele ¢ oTMeTkor "[lyOmmkar
JIEKTPOHHOI'O JOKyMEHTa".

' Yacrs 1 cratbm 15 3akona Poccuiickoii ®Deneparun ot 25 okTabps 1991 r. N 1807-1 "O s3pIkax HapoIOB
Poccwuiickoit ®enepanun” (manee - 3akon N 1807-1). (Bemomoctu chre3naa Hapoanbix nenytatoB PCOCP u BepxosHoro CoBera
PCOCP, 1991, N 50, ct. 1740).

> Yacrs 4 cratbm 91.1 ®denepanbHoTo 3aKk0oHa N 323-D3 (Cobpanune 3akoHomatenbcTBa Poccuiickoit deneparnu, 2011,
N 48, cr. 6724; 2020, N 29, cr. 4516).

3 Yacrs 4 cratbm 91.1 ®denepanbHOTO 3aKk0Ha N 323-D3 (Cobpanune 3akoHomatenbcTBa Poccuiickoit deneparnu, 2011,
N 48, cr. 6724; 2020, N 29, cr. 4516).

* Crareu 91 1 91.1 ®denepabHoro 3ak0oHa N 323-D3 (Cobpanue 3akoHomatenbeTBa Poccuiickoit deneparum, 2011,
N 48, ct. 6724).
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