3apeructpupoBano B Munrocte Poccun 30 Hos10pst 2021 1. N 66124

MUHHCTEPCTBO 3JJPABOOXPAHEHHSI
POCCUICKOMN ®EJEPALIAUA

ITPUKA3
ot 24 Hosiopst 2021 r. N 1094

Ob YTBEPKIAEHUU ITOPAJIKA HASHAYEHUSA
JIEKAPCTBEHHBIX INIPEITAPATOB, ®OPM
PEHEINTYPHBIX BJIAHKOB HA JIEKAPCTBEHHBIE
IHHPEHHAPATBDIL, TIOPAAKA O®OPMJIEHUA YKAZAHHBIX
BJIAHKOB, UX YYETA U XPAHEHUSA, ®DOPM
BJIAHKOB PEHEINITOB, COAEPKALHINUX HASHAYEHHUE
HAPKOTUYECKHUX CPEACTB UJIX ICUXOTPOIIHBIX
BEIHIECTB, HOPAJIKA UX U3I'OTOBJIEHUA,
PACHIPEJAEJEHUSA, PETUCTPALIUU, YUETA U
XPAHEHUHA, A TAKXE ITPABUJI O®POPMJIEHUSA
BJIAHKOB PELEIITOB, B TOM YUCJIE B POPME
QJEKTPOHHBIX TOKYMEHTOB

B cootBercTBUM ¢ myHKTOM 16 yactu 2 crathu 14 denepanbHoro 3akoHa ot 21 HosOps 2011 . N
323-®3 "OO6 ocHOBax OXpaHbI 370poBbs TpaxnaH B Poccuiickoii Denepanun" (Cobpanue
3akoHoaarenscTBa Poceuiickoit ®enepanun, 2011, N 48, c1. 6724; 2017, N 31, ct. 4791), myHkTOM
2 cratpu 26 ®enepanpHoro 3akoHa ot § saBaps 1998 r. N 3-03 "O HapKOTHYECKUX CPEICTBAX H
ncuxoTponHeix BemectBax" (CoOpanue 3akoHonarenbcTBa Poccuiickoit @eneparuu, 1998, N 2, cT.
219; 2017, N 31, cr. 4791), noamynkramu 5.2.177, 5.2.178 u 5.2.179 nynkra 5 IlomoxeHust o
MunucrepcTBe 3apaBooxpaHeHus Poccuiickoit denepanyy, yTBEp)KICHHOTO IOCTaHOBIECHHEM
[TpaButensctBa Poccuiickoit @eneparu ot 19 utonst 2012 r. N 608 (CoOpanue 3akoHOIAaTENbCTBA
Poccwuiickoit @eneparuu, 2012, N 26, c1. 3526; 2015, N 23, ct. 3333; 2017, N 52, ct. 8131; 2021, N
43, ct. 7258), mpuKa3bIBalo:

1. YTBepauTs:
[Topsiiox Ha3HAUEHMS JIEKApCTBEHHBIX IpenapaToB coryiacHo npuioxenuio N 1;
(opMBI perenTypHbIX 0JaHKOB Ha JIEKapCTBEHHbIE MTPEnapaThl COrIacHo mpuioxenuto N 2;

[Topsimox odopmileHusT pelenTypHbIX OJIAaHKOB Ha JIEKapCTBEHHbIE Ipenaparbl, UX Yy4yeTa H
XpaHeHus cornacHo npuioxennto N 3;
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(dhopmbl OJJAaHKOB PEIIETITOB, COJEPIKAINUX Ha3HAYCHUE HAPKOTUUECKUX CPEACTB MITU ICUXOTPOITHBIX
BEIECTB, corjlacHO npuiioxkenuto N 4;

HOpSIIIOK HU3TOTOBJICHUS, PACIIPCACIICHUA, PCTUCTPALMH, YUCTA U XpPAaHCHUA PCLCIITOB, COACPKAIIUX
Ha3HaA4YCHUE HAPKOTHYECKUX CPCACTB WJIH IICUXOTPOIIHBIX BEHICCTB COrJIaCHO IIPHUIIOXKCHHUIO N 5,

[TpaBuia odopmileHHsT PELENTOB, COACPKAINUX HA3HAYCHHE HAPKOTHUYECKUX CPEJACTB WIH
MICUXOTPOIMHBIX BEUIECTB, B TOM YUCJIE B POPME NEKTPOHHBIX JOKYMEHTOB COIIACHO MPUIIOKEHUIO
N 6.

2. Ilpu3HaTh yTpaTUBIIUMU CUILY:

npuka3 MunucrepcTBa 3npaBooxpanenus Poccuiickoit @enepanuu ot 1 aBrycra 2012 r. N 541 "O0
YTBEPKACHUH (POPMBI OJTAHKOB PELIETITOB, COACPKAIUX HAa3HAYCHHE HAPKOTHYECKHUX CPEICTB WU
MICUXOTPOMHBIX BEIIECTB, MOPAIKA WX H3TOTOBJICHUS, paclpeAesieHUs, PerucTpanuy, ydyera u
XpaHeHUs, a Takke npaBwil odopmieHus" (3aperucTpUpoBaH MUHHCTEPCTBOM  FOCTHUIUH
Poccwuiickoit ®enepanuu 15 aBrycra 2012 r., peructpannonnsiii N 25190);

npuka3 Munucrepctsa 3apaBooxpanenusi Poccuiickoit ®enepanuu ot 30 urons 2015 r. N 3851 "O
BHECEHUU M3MEHEHHUIl B mpuka3 MuHucrepcrBa 3apaBooxpaHeHus Poccuiickoit ®@enepanuu ot 1
asrycra 2012 r. N 54u "OOG yTtBepxxaeHuu (Gopmbl OJTaHKOB PELETITOB, COAEPIKAIIUX Ha3HAYCHHE
HapKOTUYECKUX CPEJCTB WM IICUXOTPOIIHBIX BEILECTB, NOPSAIKA UX U3TOTOBJIECHUS, pACIIPEICIICHNUS,
perucTpaluu, Yydera W XpaHEHHUs, a Takke npaBuil odopmieHus" (3aperucTpupoBaH
MunucrepctBoMm toctuinn Poccuiickoit @enepanuu 27 nHosiOpst 2015 1., perucrpannonssiii N
39868);

npuka3 MunucrepcTBa 3apaBooxpanenus Poccuiickoit @enepanuu ot 21 anpens 2016 r. N 2541 "O
BHECEHWU M3MEHEHMH B mnpuka3 MuHucTepcTBa 3/1paBooxpanenus Poccuiickoit @enepauun ot 20
nexadbps 2012 r. N 11751 "O6 yTBep:kIeHNN MOpsAKa HA3HAYSHUS U BBIITUCBIBAHUS JIEKAPCTBEHHBIX
npenaparoB, a Takxke (OpM pelenTypHbIX OJaHKOB Ha JIEKapCTBEHHbIE Mperaparhl, MOpPsJIKa
opopMIIeHHs YKa3aHHBIX OJIaHKOB, HMX yuyeTa W XpaHeHua" u mnpuwiokeHue N 2 K mpukazy
MunucrepctBa 3apaBooxpanenus Poccuiickoit @enepaunun ot 1 aBrycra 2012 r. N 541 "O6
YTBEPKACHUH (OpMBI OJTAaHKOB PELIENITOB, COAEpKAIMX Ha3HAYEHHE HAPKOTHMUECKUX CPEJCTB WM
NICUXOTPOIHBIX BELIECTB, IMOPAJKA HMX H3TOTOBJICHHUS, DPACIPEACIICHUS, PETUCTPALUU, ydeTa U
XpaHeHus, a Takke npaBuwil odopmieHus" (3aperucTpupoBaH MUHHCTEPCTBOM IOCTHIUH
Poccuiickoit @eneparuu 18 urons 2016 r., peructpaunonnsiii N 42887);

IOYHKT 4 U3MEHEHHUH, KOTOPBbIE BHOCATCSA B HEKOTOPbIE IPUKa3bl MUHHUCTEPCTBA 34paBOOXPAHEHUS U
conuanbHOro passutus Poccuiickonn denepanuun 1 MunucTepeTBa 3apaBooxpaneHus Poccniickon
denepau Mo BOIpocaM OOpallleHus JIEKapCTBEHHBIX MpenapaToB, COJASpXKAlUX HApKOTUYECKHE
CPEJICTBA, NICUXOTPOIHBIE BEIIECTBA U UX MPEKYpPCOPHI, U JEKAPCTBEHHBIX CPEJCTB, MOJIEKALIUX
IIPEIMETHO-KOJIMYECTBEHHOMY YUY€Ty, YTBEPKACHHBIX NIPUKa30M MHUHHUCTEPCTBA 34paBOOXPAHEHHUS
Poccuiickoit ®enepaunn ot 31 oktsa6ps 2017 r. N 882n (3apeructpupoBan MuHHCTEPCTBOM
roctuinn Poccuiickoit @enepannu 9 stuBaps 2018 r., peructpannonnsiii N 49561);

npuka3 MuHuctepcTBa 3apaBooxpanenns Poccuiickoit @eneparuu ot 11 nexadps 2019 r. N 10211
"O BHeceHuu u3MeHeHu# B npuioxkeHus N 2 u 4 x npukasy MHHHCTEpCTBa 3/paBOOXPAaHEHUS
Poccuiickoit ®eaepanuu ot 1 aBrycra 2012 r. N 541 "OGO ytBepxaeHuu Gopmbl 6J1aHKOB PELIETITOB,
CoJIep/KallluX Ha3HAYE€HHE HAPKOTHUYECKHX CPEACTB WM ICUXOTPONHBIX BELIECTB, MOpSAIKA HMX
W3TOTOBJICHUSI, pacIipe/ie]ICHHs, PETUCTPALlMU, y4eTa U XpaHEHHs, a TakKe MpaBuUil opopMieHHs"
(3apeructpupoBan MuHnuctepctBoM foctuiiuu Poccuiickoit ®denepanuu 28 sHBaps 2020 1.,
peructparonnsiii N 57293);
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npuka3 MuHHCTEpCTBa 3ApaBooxpanenus Poccuiickoit @eneparnuu ot 8 oktsaOps 2020 r. N 1076H
"O BHeceHnu usmeHeHu B [lopsinok perucrpanuu, yuera U XpaHeHUs CIIEHUAIbHBIX PELENTYPHBIX
0JIaHKOB HAa HAPKOTHUYECKHE CPEJCTBA WJIM TCHUXOTPOMHBIE BELIECTBA, YTBEP)KIECHHBIM MpPUKA30M
MunuctepcrBa 3apaBooxpaneHusi Poccuiickoit ®enepauuun ot 1 asrycra 2012 r. N 544"
(3apeructpupoBan MuHuctepcTBoM toctuiuu Poccuiickoit ®enepanuu 13 wHosiOpst 2020 r.,
peructparronssiii N 60898);

npuka3 MunuctepcTsa 3apaBooxpanenust Poccuiickoit deneparmu ot 14 suBapst 2019 r. N 41 "O6
YTBEPKACHUM TMOPSIIKA Ha3HAYEHUS JIEKAPCTBEHHBIX IpernaparoB, (opM peLenTypHbIX OJIaHKOB Ha
JIEKapCTBEHHbIE Ipenaparbl, nopsaka oGopMiIeHUsl yKa3aHHBIX OJIAaHKOB, UX y4eTa W XpaHeHus'"
(3apeructpupoBan MunuctepctBom toctunuu Poccuiickoit ®deneparuun 26 mapra 2019 r.,
peructparonnsiii N 54173);

npuka3 MuHuctepcTBa 3apaBooxpanenus Poccuiickoit @enepanuu ot 11 nexadps 2019 r. N 10221
"O BHeceHUMHM M3MEHEHUH B Npuka3 Munucrepctsa 3apaBooxpanenus Poccuiickoit denepaunn ot
14 suBaps 2019 r. N 41 "OO yTBep>KIAeHHH MOpsAKa Ha3HAYCHUs JIGKAPCTBEHHBIX MpPENapaTos,
dopM penentypHbIX OJAHKOB HA JICKAPCTBEHHBIE ITpEnaparhl, MOpsaka OQOPMIICHHS YKa3aHHBIX
OJlaHKOB, MX YyyeTa W XpaHeHud" (3aperucTpupoBaH MuHHCTEPCTBOM rOCTHIIMH Poccuiickoi
®enepannu 28 suBapst 2020 r., peructpaunonnsii N 57292);

npuka3 MuHucrepcTBa 3apaBooxpanenus Poccuiickoit ®@enepanuu ot 8 okTs6psa 2020 r. N 10751
"O BHECEHMM W3MEHEHMH B MOPSJIOK Ha3HAYECHUS JIEKAPCTBEHHBIX IPENaparoB, YTBEPXKIECHHBIN
npukazoM MuHucrepcrBa 3apaBooxpaHeHus Poccuiickoit ®enepanuu ot 14 susapsa 2019 r. N 4u"
(3apeructpupoBan  MwuHHCTEpcTBOM IocTunMu Poccuiickoit ®eneparuu 22 nexabps 2020 1.,
perucrpanmonsbiii N 61695);

OyHKT 3.8 VIHCTpYKIMM O HOpsIKE BBINHUCHIBAHUS JIEKAPCTBEHHBIX IpENnapaTtoB U odopmieHus
peuenToB U TpeOOBaHUI-HAKIIAHBIX, YTBEPKAEHHON MpHKa30M MHUHHCTEpPCTBA 31paBOOXPAHEHNUS U
couuanbHoro passutus Poccuiickoit @enepanuu ot 12 ¢espans 2007 r. N 110 "O nopsaxe
HA3HA4YeHMs U BBINMCHIBAHUS JIEKAPCTBEHHBIX IPENapaTroB, U3JIEINH MEIUIUHCKOTO Ha3HAUYEHUS U
CHELMATU3UPOBAHHBIX MPOAYKTOB JieueOHOro mnuTaHusa" (3aperucTpupoBaH MMHHUCTEPCTBOM
roctuinn Poccuiickoit @enepanuu 27 anpens 2007 r., peructparmonnsiii N 9364);

npuka3 MHUHHCTEPCTBA 3[paBOOXPAHEHUS U coluanbHOro pa3sutus Poccuiickoit denepanuu or 17
mast 2012 r. N 5621 "O6 ytBepxiaenun Ilopsaka ormycka (pU3MYECKUM JIMIIAM JIEKapCTBEHHBIX
[pernapaToB sl MEAMIMHCKOTO TNPUMEHEHHs, COJEpXKAIllUX KpPOME MallblX KOJHYECTB
HapKOTHUYECKUX CPEJCTB, ICUXOTPOIHBIX BELIECTB M UX MPEKYypCOpPOB Apyrue hapMakoIOrnyeckue
aKTHUBHBIE BellecTBa" (3apeructpupoBaH MuHuctepcTBoM toctuiuu Poccuiickoit @enepanun 1
utonst 2012 r., peructpannonusiii N 24438);

OYHKT 2 U3MEHEHUH, KOTOPBIE BHOCATCSI B HEKOTOPHIE MPHKa3bl MUHHUCTEPCTBA 3[PaBOOXPAHEHHS U
couuanpHoro passutHs Poccuiickoit ®exepanuu, YTBEp)KACHHBIX IPUKa30M MHUHHUCTEPCTBA
3npaBooxpaneHus: Poccuiickoit ®eneparun ot 10 umrons 2013 r. N 369H (3apeructpupoBaH
MunucrepcrBoM roctuiu Poccutickoit @enepanun 15 uronst 2013 r., peructpaunonnsii N 29064);

npuka3 MunucTtepcTBa 3apaBooxpaHeHust Poccuiickoit ®@enepaunn ot 21 asrycra 2014 r. N 4651
"O BHECEHMHU U3MEHEHMH B MOPAJOK OTIyCKa (PU3UUECKHUM JIMLaM JIEKapCTBEHHBIX IPEerapaToB JUIs
MEAMIMHCKOTO NPUMEHEHUs, COAEpXKAIUX KPOME MalbIX KOJMYECTB HAPKOTHYECKUX CPEJICTB,
MICUXOTPOINHBIX BEIIECTB UM HMX MPEKYpCOpPOB Jpyrue (papMakoJOTrHUYeCKHe aKTHBHBIE BEIIECTBA,
YTBEPKACHHBIN MTpHKa30M MUHUCTEPCTBA 31paBOOXPAHEHUS U COLMAIBHOTO pa3BuTus Poccuiickoit
O®enepanuu ot 17 masg 2012 r. N 5621" (3apeructpupoBan MuHucTepcTBOM rocTUIMN Poccuiickoit
®enepannu 10 centsiOps 2014 r., perucrpaunonnsiii N 34024);
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IOYHKT | W3MEHEHUH, KOTOPbIE BHOCATCSI B HEKOTOPBIE NMPUKa3bl MUHUCTEPCTBA 3APaBOOXPAHEHUS U
conuanbHOro passutus Pocculickor denepanuu 1 MunucrepcrBa 31paBooxpaHenus Poccuiickoit
®denepannn, YTBEPKIACHHBIX MpUKa3oM MuHuctepcTBa 3apaBooxpaHenus Poccuiickoin denepannu
or 10 centsops 2015 r. N 634n (3apeructpupoBan MuHHCTEpCTBOM IocTHIMU Poccuiickoi
Ddeneparun 30 cerrsops 2015 r., peructparponnsiii N 39063);

OYHKT 3 U3MEHEHUH, KOTOpbIE BHOCATCS B HEKOTOPBIE NpHKa3bl MUHKHCTEPCTBA 3paBOOXPAHEHUS U
conuanbHOro passutus Poccuiickonn denepanuun 1 MunucTepeTBa 31paBooXpaHeHus Poccuiickon
®denepanuy M0 BOIIpocaM OOpallleHus JIEKapCTBEHHBIX MPENapaToB, COACPKAIIUX HAPKOTUYECKHUE
CPEICTBA, IICUXOTPOIIHBIE BEUIECTBA U UX NPEKYPCOPOB, U JIEKAPCTBEHHBIX CPEJICTB, MOAIEKALIUX
IPEIMETHO-KOJIMYECTBEHHOMY Y4YeTY, YTBEPKICHHBIX MPUKa30M MUHHUCTEPCTBA 3/[PABOOXPAHCHMUS
Poccuiickoit ®enepanun ot 31 oxTsa6ps 2017 r. N 882H (3apeructpupoBan MUHHCTEPCTBOM
roctunmu Poccuiickoit ®eneparu 9 suBapst 2018 ., peructparmonnsiii N 49561).

3. Penentypubie Omankm ¢opmbel N 107/y-HII, W3roTroBicHHBIE O JHS BCTYIUICHHUS B CHITY
HACTOSAIIETO MpUKa3a, MOTYT ObITh HCIIONB30BaHbl 10 1 mapta 2023 roja.

4. Hacrosmuii npuka3 Bctynaet B cuity ¢ 1 mapra 2022 r. u aeiictByer 1o 1 mapta 2028 r.

Munucmp

M.A. MYPALIKO

Ipunooicenue N 1
K npuxasy Munucmepcmea 30pagooxpaHenuist
Poccuiickoti @edepayuu

om 24 nosaops 2021 . N 1094n

HOPAJOK HASHAYEHUSA JIEKAPCTBEHHbBIX
INPEITAPATOB

. O0uIne mos10KeHU A

1. Ha3HaueHue JeKapCTBEHHBIX NpenapaToB i MEAMIIMHCKOTO MpUMEHeHus (njanee -
JIeKapCTBEHHbIE Tpernaparbl) OCYIIECTBISIETCS JeyalldM BpayoM, (esbaepoM, aKylIepKod B
Clly4ae BO3JIO)KEHUS Ha HUX MOJHOMOYMH JIeHalero Bpaya, Ipyu OKa3aHUM METUIIMHCKOM MOMOIIHY B
MEAMIMHCKUX OpraHuzanusax <I1>, B TMOpsAake, YCTaHOBJIEHHOM IpuKa3oM MuUHHUCTEpCTBA
3/IpaBOOXpaHEHMs U colMaiabHOro pa3Butus Poccuiickoit @enepanun ot 23 mapra 2012 r. N 2520
"O6 ytBepxaenuu [lopsiika Bo3noxxeHHs Ha Qenpamiepa, akylmepKy pyKOBOJAUTENEM MEIUIUHCKON
OpraHM3alMy TpU OpraHU3alUu OKa3aHUs IMEPBUYHON MEAMKO-CAaHUTAapHOM IOMOIIM M CKOpOU
MEAMIIMHCKON MOMOIIM OTJENbHBIX (DYHKIUH JIeyallero Bpaya Mo HEMOCPEICTBEHHOMY OKa3aHUIO
MEIUIIUHCKONW TMOMOIIM MalMEHTy B MEePHO HAOMIOJCHNS 32 HUM U €ro JICYeHUs, B TOM YHCIE 10
Ha3HAYeHUI0 M  MPUMEHEHHI0 JIEKapCTBEHHBIX  IIPEnapaToB, BKJIOYash  HAPKOTHYECKHE
JIEKapCTBEHHBIE MPENapaThl U CUXOTPOIHBIE JIEKAPCTBEHHBIE Ipenaparsl’ <2>, UHAUBUAYAJIbHBIMU
MpeIPUHUMATEISIMU, OCYIIECTBIISIOIIMMU MEIUIMHCKYIO JEsTeNbHOCTh (Jajee - MeAMIIMHCKHE


https://normativ.kontur.ru/document?moduleid=1&documentid=259835#l4
https://normativ.kontur.ru/document?moduleid=1&documentid=332820#l10
https://normativ.kontur.ru/document?moduleid=1&documentid=376162#l8

pabOTHHKN).

<1> Ilynukr 11 crateu 2 denepanpHoro 3akoHa ot 21 HosOps 2011 r. N 323-®3 "O6 ocHoBax
OXpaHBbI 310pOBbs rpaxaad B Poccuiickoit @enepanun" (Cobpanue 3akononatenscTBa Poccuiickoi
®denepannn, 2011, N 48, ct. 6724, 2019, N 52, cT. 7796) (nanee - ®enepanbubiii 3aKkoH N 323-D3).

Oduyuanvholii UCMOYHUK IIEKMPOHHO20 OOKYMEHMA COOEPHCUN HEMOUHOCHIb: UMECHCA 8
6uody nynkm 11 yvacmu 1 cmamou 2 @edepanvrozo 3axona om 21.11.2011 N 323-D3.

<2> 3apeructpupoBan MunucrepctBoMm toctuiiuu Poccuiickoin ®@enepauun 28 ampens 2012 r.,
peructpaunonHelidi N 23971 ¢ u3MeHeHMsIMH, BHECEHHBIMM IIpuUKazoM MuHHCTEpCTBA
s3npaBooxpaneHus Poccuiickoit ®eneparun ot 31 okTsabps 2017 r. N 882H (3apeructpupoBaH
MunuctepcrBom toctunuu Poccuiickoit ®@enepanun 9 suBaps 2018 r., peructpauuonsusii N

49561).

MenuuuHCcKuii pabOTHUK, O(GOPMUBIIMK pELENT ¢ HAPYUICHHEM HACTOSAIIETO IOPSAIKA, WIH
PYKOBOJUTENb MEIUIIMHCKON OpraHm3anuy 00ecHeyuBaloT CBOEBPEMEHHOE IepeodopMiIeHUe
TpeOyeMoro Jis NallMeHTa peLenTa.

2. CseneHuss O Ha3HAYEHHOM JICKApCTBEHHOM IIpernapare (HauMMEHOBAaHUE JIEKAPCTBEHHOTO
mpemnapara,  JO3UPOBKA, CIOCOO  BBEACHUS M IPUMEHEHUS, pEXUM  JI03UpPOBaHMS,
IPOJOJDKUTEIBHOCTD JIEYeHUSI U 00OCHOBAaHHWE Ha3HAUYEHUS JIEKAPCTBEHHOIO Ipernapara) BHOCATCS
MEAMLMHCKUM paOOTHUKOM B MEIMLUHCKYIO JOKYMEHTAIMIO NalleHTa.

B cnyuasx, ykazanueix B mnyHKTax 8 - 11 Hacrosimero Ilopsiaka, MeauIIMHCKHUA pPaOOTHUK,
Ha3HAUMBLIMK JIEKapCTBEHHBIN mpemnapat, opopMisieT Ha3HadeHHE JEKapCTBEHHBIX MPernaparoB, B
TOM 4HCJI€ TMOJIeKAIIUX HW3TOTOBJICHUI0 W OTHYCKY aNnTeYHbIMU OpraHu3alusMu (nauee -
JeKapCTBEHHbIE IpernapaTbl HMHIUBUAYaJbHOTO W3TOTOBJICHMS), HAa pELENTypHOM OjaHKe,
opopMIIECHHOM Ha OyMa)XHOM HOCHTENIE 3a CBOEH MOANUCHIO (fanee - penent Ha OyMa)kKHOM
HOcuTeNe), U (WIK) C COIJIacus MallMeHTa WK €ro 3aKOHHOT'O MPEJCTaBUTeNs <3> Ha pelenTypHOM
OyiaHke B (hopMe BJIEKTPOHHOI'O JOKYMEHTA C MCIHOJIb30BAHHMEM YCUJIEHHOM KBaIU(pUIUPOBAHHOM
AJIEKTPOHHOM MOJAMUCH METUIIMHCKOro paOoTHUKa (fanee - peuent B (opme 3IeKTPOHHOrO
JIOKYMEHTA).

<3> [yskr 2 crateu 20 depepampHoro 3akoHa N 323-d3 (CobOpaHme 3aKOHOIATEIHCTBA
Poccwuiickoit @eneparuu, 2011, N 48, ct. 6724; 2021, N 27, ct. 5159).

Petienit B (hopme AIEKTPOHHOTO TOKYMEHTA, COJIEpIKaIINii Ha3HAUEHUE HAPKOTHIECKUX CPEJICTB WU
TICUXOTPONHBIX BEIIECTB, IMOIMUCHIBACTCS C HMCIOJBb30BAHUEM YCHUJIEHHON KBaTU(UIIUPOBAHHOMN
AIIEKTPOHHOW TOJIMUCH JIeYallero Bpada Wi (Qelbaiiepa, aKylmepkd, Ha KOTOPHIX BO3TOKEHBI
(GyHKIMH JIeYaIero Bpada, i COOTBETCTBYIOIICH MEIUITMHCKON OpraHu3auu <4>,

<4> [lyskT 1 cratem 26 ®enepaibHOro 3akoHa ot 8 sHBapsa 1998 r. N 3-®3 "O HapKOTHYECKUX
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cpencTBax M ncuxoTpornHbix BemiecTBax" (CoOpanue 3akoHomaTenbcTBa Poccmiickoit deneparnumy,
1998, N 2, ct. 219, 2017, N 31, cT. 4791) (nanee - @enepanbueiii 3akoH N 3-D3).

Odopmnenue perentoB B GopMe EKTPOHHBIX JTOKYMEHTOB OCYIIECTBIISIETCS B Clydyae MPUHSITHS
YIOJTHOMOYECHHBIM OPTaHOM HCIIOJTHUTEIBHOW BiacTu cyOwnekra Poccwuiickoii ®Denepanuu B
COOTBETCTBUU C MYHKTOM 4 ctathu 6 denepanbHoro 3akoHa oT 12 ampens 2010 r. N 61-d3 "O6
00palIeHn! JIEKapCTBEHHBIX CpeAcTB" <5> perieHus 00 MCIOJIb30BaHUH HA TEPPUTOPHH CYyOBEKTa
Poccuiickoii @enepanun HapsAy ¢ pelenTamMH Ha JIEKapCTBEHHBIE MpernapaThl, 0pOPMIIEHHBIMH Ha
OyMa)XHOM HOCHTEJE, PEIENTOB Ha JIeKapCTBEHHBbIC Mpenaparsl, CHOPMHUPOBAHHBIX B (Qopme
3IEKTPOHHBIX JTOKYMEHTOB.

<5> CobOpanue 3akoHomatenbcTBa Poccuiickoit @eneparuu, 2010, N 16, ct. 1815, 2019, N 52, cr.
7793.

3. Ilpum BbIIMCKE NAUEHTa W3 MEIUIMHCKOW OpraHu3allid, B KOTOPOMl €My OKa3blBajlach
MEMIUHCKasl TOMOIIb B CTALlMOHAPHBIX YCJIOBUSX, IPU HEOOXOAMMOCTH IPOAOIDKEHUS IMpHEMa
JEKapCTBEHHOTO IIpernapara B aMOyJaTOPHBIX YCJIOBUSAX JTaHHOMY IIallMEHTY 110 PEIICHHIO
PYKOBOJUTENS MEAMLUMHCKONW OpraHM3aluy Ha3HayaroTcs ¢ odopMileHHEM penenta B (opme
AJIGKTPOHHOTO JIOKyMEHTa W (WiIM) Ha OyMaXHOM HOCHTENle (32 HCKIIFOUCHUEM O(QOPMIICHHS
pELENTOB Ha JICKapCTBEHHbIE IpenapaThl, MO JIeKalI1e OTIIYCKY O€CIUIaTHO WM CO CKUAKON) JI100
BbI1aI0TCS (MALMEHTY WM €r0 3aKOHHOMY IIPEJICTaBUTEII0) OJIHOBPEMEHHO C BBIITUCKON U3 UCTOPUU
00JIe3HM JIEKapCTBEHHBbIE IIpernaparbl, B TOM 4YHCJIE€ HApKOTMYECKHME U ICUXOTPOIIHBIE
JIeKapCTBEHHbIE MpenapaThl, BHeceHHble B cnucku |l u |l mepedns HapkoTHyeckux CpeacTs,
IICUXOTPOIHBIX BEUIECTB U UX IPEKYPCOPOB, MOIEKAIIUX KOHTpoito B Poccuiickoit Penepanuu,
yTBepkaeHHoro IIpaButenbctBom  Poccuiickoit  ®eneparmun  <6> (mamee - Ilepedens),
CHJIBHOJEMCTBYIOIUE JIEKAPCTBEHHBIE IIPENIapaThl, HA CPOK NpUEMA ITALIUEHTOM JI0 5 THEH.

<6> [lyskr 2 cratbu 2 PenepanbHoro 3akoHa N 3-O3 (Cobpanue 3akoHoAarenbcTBa Poccuiickoit
Oenepanun, 1998, N 2, ct. 219; 2016, N 27, cT. 4238).

4. Ha3HaueHue JIEKapCTBEHHBIX IMpeNapaToB TMpU OKa3aHUU MEAMIIMHCKOM TIOMOLIM B
CTAIlMOHAPHBIX YCJIOBHUSIX MOXET OCYIIECTBIATHCS IOCPEICTBOM TpPEeOOBAaHUN MEIUIIMHCKOMN
OpraHu3alliy, HanpaBiIseMbIX B aNTEYHbIE OpraHUM3aldd, SBIBIIOIIAECS  CTPYKTYPHBIMHU
MoApa3IeICHUSIMA MEAUIIMHCKON OpraHu3anuu. <7>

<7> [IysKT 54 crateu 4 denepanbHOro 3akoHa ot 12 ampens 2010 r. N 61-®3 "OO6 obOparnieHuH
nexapcTBeHHbIX cpeacTB" (Cobpanue 3akoHomarenbeTBa Poccuiickoit deneparnuu, 2010, N 16, cr.
1815; 2019, N 31, cT. 4456) (nanee - ®enepanbHblii 3akoH N 61-D3).

5. Ha3sHaueHue JEKapCTBEHHBIX IMPENapaToB OCYIIECTBIACTCS MEIUIIMHCKAM DPAOOTHUKOM TIO
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MEXIyHapOJAHOMY HEMaTeHTOBAaHHOMY HaMMEHOBAHMIO, a IIPU €T0 OTCYTCTBUU - TPYNIUPOBOYHOMY
WM XMMHUYECKOMY HAaMMEHOBaHUIO. B cilyyae OTCYTCTBUSI MEXIYHApOJIHOIO HENATEHTOBAHHOTO
HAaUMEHOBAHUS U TPYIIIMPOBOYHOTO MJIM XUMUYECKOTO HAMMEHOBAHMSI JIEKAPCTBEHHOI'O Mpernapara
JICKapCTBEHHBIN MpermapaT Ha3HAYaeTCs METUITMHCKAM PaOOTHUKOM IO TOPrOBOMY HAaUMEHOBAHHIO.
[Ipy HanmUuuM MEAMIMHCKUX TMOKa3aHWM (MHIMBUIYyallbHAS HENEPEHOCUMOCTb, MO >KU3HEHHBIM
MOKA3aHUsIM) TI0 PEIICHUIO BpaueOHOM KOMUCCHUU MEIUIIMHCKON OpraHU3aIiK <8> OCYIIECTBIIICTCS
Ha3HayeHue U oopmiileHne Ha3HAYCHHs JICKAPCTBEHHBIX IMPErapaToB, HE BXOASIIUX B CTaHAAPTHI
MEMIIMHCKON MOMOIIH, pa3pabOTaHHBIE B COOTBETCTBHH C MYHKTOM 14 ctatbu 37 denepanbHOro
3akoHa N 323-O3 <9>, wnmm HE NPEAYyCMOTPEHHBIX COOTBETCTBYIOIICH KIMHUYCCKOM
pexkoMeHnanuel, b0 1O TOPrOBHIM HAUMEHOBAaHUSAM. PemieHue BpadeOHON KOMUCCUU
MEAMIMHCKONW OpraHu3alui PUKCUPYETCS B MEIULMHCKON JOKYMEHTAIUU MalUeHTa U B XKypHale
BpaueOHOI KOMHCCHHU.

<8> Ilpuka3 MuHuCTEpCTBa 3IPAaBOOXPAHEHUS U COLUAIBLHOTO pa3BuTusi Poccuiickoit deneparuu
or 5 mas 2012 r. N 5020 "OO yTBepX,ACHUHM MOPSAIKA CO3AAHUS U JCSATEILHOCTH BpavyeOHOM
KOMHUCCHHM MEIUIIMHCKONW opranu3auuu” (3apeructpupoBad MuHucTepcTBOoM roctuiiuu Poccuiickoit
Oenepannn 9 utonst 2012 r., peructpanronHbiii N 24516) ¢ u3MeHEHUSIMH, BHECEHHBIMHU MPUKA30M
MunuctepcrBa 31paBooxpaHeHust Poccuiickoit ®enepauun ot 2 gexkabps 2013 r. N 886nH
(3apeructpupoBan  MwuHHCTepcTBOM IocTunuu Poccuiickoit ®eneparuu 23 nexabps 2013 1.,
perucrpammonnsiii N 30714).

<9> Cobpanue 3axkoHonarenbctBa Poccuiickoit deneparuu, 2011, N 48, ct. 6724.

Ecimu IIprU OKazaHWKW MAlUCHTY MCI[HHI/IHCKOﬁ nmoMomu B MCI[HHI/IHCKOﬁ opraHusanvi B
CTAllUOHAPHBIX YCJIOBHAX II0 PCHICHUIO Bpa‘le6H0ﬁ KOMHUCCHUH OCYHICCTBIIAAOTCA HA3HAYCHHUEC U
MNPUMCHCHHUEC JICKAPCTBCHHOI'O IIp€rapara € KOHKPCTHBIM TOPTrOBBIM HAWMCHOBAHHUEM, TO IIpH
OKa3aHUU HOaHHOMY TIIAIlUCHTY MCHHHHHCKOﬁ IIoOMOIIKu B 1505 ()| MCHHHHHCKOﬁ opraHu3alvu B
CTallMOHAPHBIX YCJIIOBHAX, a4 TAKKE B aM6YJ'IaTOpHBIX YCIOBUAX OCYHICCTBIIACTCA HAa3HAUCHUC CEMY
JICKApPCTBCHHOTO IIpCIiapaTa ¢ TEM K€ TOProBbIM HAMMCHOBAHUCM <10>.

<10> Ilynkr 2 nocranosneHus [IpaBurensctBa Poccuiickoit ®@enepanuu ot 30.06.2020 N 965 "O
BHeceHMH wu3MeHeHu B [IpaBuna dopmupoBaHus NepedHs JEKapCTBEHHBIX CPEACTB, 3aKyIKa
KOTOPBIX OCYILIECTBIISIETCS B COOTBETCTBUM C UX TOPrOBBIMM HAaWMEHOBAHUSMH, U O NPUMEHEHUH
JIEKapCTBEHHBIX INIPErapaTtoB C KOHKPETHbIMH TOproBeiMH HauMeHoBaHusiMu" (CoOpanue
3akoHoAarenscTBa Poccuiickoit @enepammu, 2020, N 28, ct. 4422).

6. HazHaueHue J1eKapCTBEHHOro Ipernapara B pelente Ha OyMaKHOM HOCHUTENE WIN peLenTe B
¢dopMe FMEKTPOHHOTO JOKyMeHTa odopMmisieTcss Ha MM HalMeHTa, Ui KOTOPOTo IMperHa3HauYeH
JIEKApCTBEHHBIN ITpenapar.

Penient Ha OymaxkHoM HocuTene, opopMieHHBIH Ha pernentypHoM Omanke gopm N 107/y-HII, N
107-1/y, N 148-1/y-88, N 148-1/y-04(i1), yTBEp»KICHHBIX HACTOSIIAM IPHUKA30M, MOXET OBITh
MOJy4YeH MalMeHTOM, €r0 3aKOHHBIM IMpEACTaBUTENIEM MU JMIIOM, UMEIOUMM O()OPMICHHYIO B
COOTBETCTBUU C TPAXKIAHCKUM 3aKOHOIATENbCTBOM Poccuiickoin ®enepanuii T1OBEPEHHOCTh OT
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MaueHTa Ha IPaBo MOJYyUYEHUs TAKOTOo perenTa (Aanee - yHoJHOMOYEHHOE JIULIO).

[IpencraBnenne JAOBEpEHHOCTH He TpeOyeTcs B Cydae MOIyYeHHs pelenTa Ha JEeKapCTBEHHBIN
npenapar Uil HMHKypaOenbHOro OOJBHOIO Ha 3aBEpIIAOIIEM JTale €ro JKU3HHU JIUIOM,
OCYLIECTBIIIIONIMM YXOJ 3a TaKUM HMHKypaOenbHbIM OOJBHBIM. B TakoMm ciiydyae MeIUIIMHCKUI
paOOTHUK BBIIAET JIMILY, OCYIIECTBISIOMIEMY YXOJ 3a HHKYpaOeIbHBIM OOJBHBIM, TOKYMEHT,
HOATBEPKAAIOMNI HHKYPaOeIbHOE COCTOSIHUE OOJBHOTO, COJEPIKAIINI CBEICHHS O JIUIE, KOTOPOe
OyZeT moyryyaTh JIGKAPCTBEHHBIE Ipenaparhl Mo peuenty (hamuius, UMs, OTYECTBO (IOCIeaHee -
IpY HAIMYWH), BUJ, Cepys U (WJIM) HOMEP JOKYMEHTa, yIOCTOBEPSAIOUIETO JIMYHOCTD), 3aBEPEHHBIH
MNOJNKMCHI0O U TEYaThl0 JAHHOTO MEAWIUHCKOrO pPAa0OTHUKA, a TaKXKe IeYaThl0 MEIUIIUHCKON
OpraHHU3aLuy.

JIOKyMEHT, TMOATBEPXIAIINNA WHKYypaOeIbHOE COCTOSIHUE OOJIBHOTO, OCTAaeTCs B aNTCUYHOU
OpraHu3aIiH.

Peuent B opme 3IIEKTPOHHOTO TOKyMEHTa (OPMHUPYETCS C HCHOIB30BaHHWEM TOCYAApCTBEHHOM
nH(pOpMaIMOHHOW cucTeMbl B cdepe 3apaBooxpaHeHus cyobekta Poccuiickoit deneparum,
MEAUIMHCKONW WH(GOPMALIMOHHON CUCTEMBbl MEAUIIMHCKON opranu3zanuu <11>.

<11> Crateu 91 u 91.1 ®epepanpHoro 3akoHa N 323-®3 (Cobpanue 3aKOHOAATEIHCTBA
Poccuiickoit deneparuu, 2011, N 48, ct. 6724; 2021, N 27, ct. 5141).

daxkTt BblJa4M peucrTa Ha JIeKapCTBeHHHﬁ npernapar 3aKOHHOMY HNPCACTABUTCIIIO WK
YIOOJIHOMOYCHHOMY JIMILY (I)I/IKCI/IpyeTCH B MGEHHHHCKOﬁ AOKYMCHTAIIUHU ITallUCHTA.

7. MenuuuHCKUM pabOTHMKaM 3ampelnaercs oGopMIIsATh pElenThl MPH OTCYTCTBUM Y MaIMEeHTa
MEAMIMHCKUX IIOKa3aHWW; Ha HEe3aperucTpUpOBaHHBIE JIEKApCTBEHHbIE Ipemnaparel <12>; Ha
JIEKapCTBEHHBIE IIpENaparbl, KOTOPbIE B COOTBETCTBUM C MHCTPYKLIUEH IO MEAULHUHCKOMY
NPUMEHEHUIO TpeAHAa3HAueHbl JUIsl NPUMEHEHUS TOJbKO B MEAMIMHCKMX OpraHM3alusax; Ha
HapKOTUYECKUE CpEACTBA M IICUXOTPOIIHBIE BellecTBa, BHeceHHble B cnucok Il Ilepeuns,
3aperucCTpUpOBaHHbIE B KAUECTBE JIEKAPCTBEHHBIX MPENaparoB, B IEIsAX NPUMEHEHUS s JICUEHUs
HapKOMAaHHH.

<12> Pemenue Cosera EBpasuiickoii sxoHoMHueckoit komuccun oT 3 Hoa0ps 2016 r. N 78 "O
[TpaBmiiax perucTpariil U SKCIEePTH3bI JICKAPCTBEHHBIX CPEJICTB JUISI METUITUHCKOTO MPUMEHEHUS"
(odunmanbHbIi caldT EBpasuiickoro skoHOMHUYECKOro coro3a http://www.eaeunion.org/, 21 HosOps
2016 1.). Cratbs 13 Denepansroro 3akoHa N 61-®3 (CobOpanue 3akoHOATENbCTBA PoccHiickoi
®eneparnun, 2010, N 16, ct. 1815; 2020, N 14, ct. 2028).

WHauBUayanbHBIM — OPEANPUHUMATENSAM,  OCYIIECTBISIONIUM  MEAMLUHCKYIO  JESTEIbHOCTD,
JIOTIOJTHUTETIFHO K TPeOOBaHUSIM, YKa3aHHBIM B a03alle MepBOM HACTOSIIIETO ITyHKTA, 3alperiacTcs
oopMIIATH pelenTsl Ha HAPKOTUYECKHE CPEACTBA U TICUXOTPONHBIE BEIIECTBA, BHECEHHBIE B
cruicku Il m 1l Tepeunst (manee - HapKOTHYECKHE M IICHXOTPOITHBIEC JIEKAPCTBEHHBIC TpenapaThl
ciuckoB |l u 11l ITepeuns).

8. HpI/I HAa3HAYCHUNU HAPKOTHUUYCCKUX U ICUXOTPOIIHBIX JICKAPCTBCHHLIX MNPCIAPATOB CIIMCKA I
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[lepeuns, 3a HWCKIIOYEHHEM JIGKAPCTBEHHBIX IMpEMaparoB B BUAE TpaHCIEPMaTbHBIX
TEPANEeBTHYECKUX CUCTEM U JIEKAPCTBEHHBIX MPEIApaTOB, COACPKAIIUX HAPKOTHUECKOE CPEJICTBO B
COYCTaHUU C AHTAarOHHCTOM OIMOMIHBIX PELENTOPOB, pELeNThl Ha OyMaXHOM HOCHTEJE
odopmitsiroTcs Ha perientypHoM 6manke ¢popmbel N 107/y-HIT.

9. Peuentypusiit 01ank popmer N 148-1/y-88 odopmisiercs npu Ha3HAUCHHUH:

1) HapKOTHMYECKMX M ICUXOTPONHBIX JEKapCTBEHHbIX IpenaparoB coucka Il [lepeuns B Buze
TPAHCACPMAJIBHBIX TEPAIIEBTUYECKUX CUCTEM, HAPKOTUYECKUX JICKAPCTBEHHBIX IIPENapaToB CIUCKA
Il Ilepeuns, comepkaliMx HApPKOTHYECKOE CPEACTBO B COYETAHUM C AHTAarOHUCTOM OIHOUIHBIX
penenTopoB, ICUXOTPOIHBIX JIEKAPCTBEHHBIX Npenaparos cnucka III [lepeyns;

2) KOMOMHHPOBAHHBIX JIEKAPCTBEHHBIX MPENApaTOB, COACPKAIINX:

a) KOJIEMH WJIM €ro COJM (B Iepecyere Ha YUCTOE BEIIEeCTBO) B KonuyecTBe A0 20 MI' BKIIIOUMTEIBHO
(a 1 no3y TBep/oii ekapcTBEHHOM (hopMbl) WK B KosnmdecTtse A0 200 mr BkitounTenbHo (Ha 100
w1 win 100 1 KUAKOH JIeKapCTBEHHON (OPMBI JUIsl BHYTPEHHETO IPUMEHEHHUS);

0) nceBnoddeapuHa TUAPOXIOPH] B KOJTHYECTBE, MpeBbiiatonieM 30 Mr, u 10 60 MI BKIIOYHTEIEHO
(na 1 o3y TBepAOM JIEKapCTBEHHON (POPMBI);

B) niceBA0dGeprHa THAPOXJIOPU]I B KOTHMYECTBE, IpeBbliaromeM 30 Mr, u 10 60 MI' BKIIOUUTEIHHO
B COYCTAHUU C JICKCTPOMETOP(PAHOM THAPOOPOMHUIIOM B KOJIMYECTBE, MpeBbIimaronemM 10 mr, u 10
30 Mr BKIIIOUUTENBHO (Ha 1 103y TBepAOH JeKapCTBEHHON (OpMBI);

) geKkcTpoMeropdana ruapoodpomus B kommuyectse 10 200 mr BritounTeabHo (Ha 100 mut i 100 ¢
YKUJIKOW JIEKapCTBEHHOM (hOPMBI JJIsI BHYyTPEHHETO MPUMEHEHHUS );

1) adeapuHa THAPOXIJIOPHT B KoJmuecTBe, npesbimaronieM 100 mr, u 10 300 Mr BKIIOYHUTEIBHO (Ha
100 ma mim 100 r 5kuIKOH JIeKapCcTBEHHON (DOPMBI /1711 BHYTPEHHETO PUMEHEHMS);

e) adeapuHa TUIPOXJIOPUI B KoiauyecTBe 1m0 S50 Mr BrimwouutenbHo (Ha 1 103y TBepaoi
JIeKapCTBEHHOH (popMbI);

) (EHWINPONaHOJIaMUH B KOJMYECTBE 10 75 Mr BKIouMTeldbHO (Ha 1 103y TBepaoi
aekapcTBeHHOH ¢opmbl) niau g0 300 mr BrmouumrtensHo (Ha 100 mu wmmm 100 r sxuaxoi
JIEKapCTBEHHOM ()OPMBI JIsl BHYTPEHHETO IPUMEHEHHUS);

3) (enobGapOUTam B KOIMYECTBE MO0 15 MI' BKIIOYUTENIHHO B COYETAHMHM C KOJEHUHOM (WU €ro
COJISIMH ) HE3aBUCUMO OT KolimdecTBa (Ha 1 103y TBEpI0ii TeKapCTBEHHOH (OPMBI);

u) ¢denobapbutan B KommyecTBe 10 20 Mr BKIIOYHUTEIBHO B COYETaHUM C A(EIpPUHOM
TUAPOXJIOPUIOM HE3aBUCUMO OT KonudecTBa (Ha 1 103y TBEpI0ii TekapcTBEHHOM (HOpMEI);

K) XJIOpANA3eNOKCH]I B KolndecTBe, mpepbimaromeM 10 mr, u 1o 20 Mr BKIOUUTENbHO (Ha 1 103y
TBEP/IOH JIeKapCTBEHHOU (popmbl);

3) JeKapCTBEHHBIX IpENapaToB WHAMBUAYAJIBHOTO W3TOTOBJIEHMS, COAEPXKAIIUX HAPKOTUYECKOE
CPEICTBO WJIM TIcuxoTpornHoe BemectBo cnucka Il Ilepeuns, m apyrue Qapmakoiaoruueckue
AKTHBHBIC BEILECTBA B J]03€, HE MPEBBIIIAIONICH BBICIIYIO PA30BYIO 103y, U IIPU YCIOBUHU, YTO 3TOT
KOMOMHHMPOBAHHBIN JIEKApCTBEHHBIN Mpenapar He SBISETCS HApPKOTUYECKUM WM MCHXOTPOIHBIM
JIEKapCTBEHHBIM ITpenapaToM cnucka I [Tepeuns;

4) nexapCTBEHHBIX IPENaparoB, BKIIOYEHHBIX B IIEPEYEHb JIEKAPCTBEHHBIX CPEICTB JIA
MEAMIMHCKOTO MPUMEHEHHUS, NOJUIeKalINX MPeIMETHO-KOJIMYECTBEHHOMY YydYery (Janee -
JIeKapCTBEHHbIE MIpenapaThl, BKIOYEeHHbIE B iepeueHb [IKY) <13>.
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<13> Hoamynkr 5.2.171(1) nmynkra 5 nocranoBnenwus [IpaBurenscrBa Poccuiickoit denepanuu ot
19.06.2012 N 608 "O6 yTtBepxacHuu [lonoxxenus o MuHUCTEPCTBE 3ApaBooXpanenust Poccuiickoi
Oeneparun (manee - [Monoxenne o Munucrepcrse) (Cobpanue 3akoHonmaTenbcTBa Poccuiickoit
®denepannn, 2012, N 26, ct. 3526; 2013, N 16, ct. 1970).

10. Peuentypusiii 61ank ¢opmbl N 148-1/y-04(11) obopmiisercs mpu Ha3HAYECHUU JICKAPCTBEHHBIX
MpernapaToB TpaxkJaHaM, UMEIOIIUM MPaBO Ha OECIUIaTHOE MOJMyYeHHUE JIEKAPCTBEHHBIX NPEIapaToB
WIX TIOJYYCHHUE JIEKAPCTBEHHBIX MTPEIapaToOB CO CKHUJIKOM.

11. Penentypnsiii 6s1ank ¢popmbl N 107-1/y odopmiisercs npy Ha3HAYCHHUH:
1) nexapcTBEHHBIX IIpENapaToB, HE YKa3aHHBIX B MyHKTax &, 9 Hactosuiero [lopsaka;
2) KOMOMHHPOBAHHBIX JIEKAPCTBEHHBIX MPENAPATOB, COACPKAILNX:

a) SproraMMHa THAPOTapTpaT B KOJMYECTBE A0 5 MI BKIIOYMTENbHO (Ha | 103y TBepaoit
JIEKapCTBEHHOH (pOpMBI);

0) adenpuna ruapoxiopu B koaudectBe 10 100 mr BrmountensHo (Ha 100 i unmu 100 1 sxuakoit
JICKapCTBEHHOM (POPMBI JIsi BHYTPEHHETO TIPUMCHEHUS ),

B) 1mceBnoddeipuHa TUAPOXIOPU B KOJIMYECTBE, He mpebimaromeM 30 mr (Ha 1 mo3y TBepoi
JIEKapCTBEHHOU (OpMBI);

r) mnceBaoddenprHa THUAPOXJIOPHA B KOJHYECTBE, HE MpeBbimaronieM 30 Mr, B COYETAaHUU C
IeKcTpoMeTophaHoM THUAPOOPOMHUIOM B KOJIHYECTBE, mpeBbimamomeM 10 mr, m mgo 30 wmr
BKIIIOUMTENBHO (Ha 1 103y TBEpAOH JeKapCTBEHHOM (OpMBI);

N) JAekcTpomeropdaHa TUIpoOpoMuA B KojaudecTBe, mpesblmatomiemM 10 mr, m go 30 wmr
BKJIIOUMTENBHO (Ha 1 103y TBep0i IeKapCTBEHHOM (hOpMBI);

e) (¢eHobapOuTan B Konuyecte, npesbimatonieM 20 mr, u g0 50 Mr BkIOYMTENbHO (Ha 1 103y
TBEP/IOH JIEKapCTBEHHOU (popMmbl);

K) (enoOapOutan B kosnmyectBe A0 20 Mr BKIIOUUTENBHO B COYETAHUHM C HProTaMHHOM
TUAPOTAPTPATOM HE3aBUCUMO OT KOJIHuecTBa (Ha 1 103y TBepAoi JeKapCTBEHHON GopMbl);

3) XJOpAMAa3enoKcHu B KoaudecTtse 10 10 Mr BrirounTenbHO (Ha 1 103y TBepnoil jekapCcTBEHHOM
bopmbl).

12. Tlpn Ha3HAYEHWH JIEKAPCTBEHHOI'O MperapaTra WHAMBUAYAJIBHOIO M3rOTOBJIEHUS B pELENTE Ha
OyMa)xHOM HocuTene W (WiM) peuente B (opMmMe 3JIEKTPOHHOTO JOKYMEHTa HaHMMEHOBAaHHUS
JIEKapCTBEHHBIX CPEJCTB (BellecTB), BKIOUEeHHbIX B mepedeHb [IKY, ykaspiBaioTcs B Hauaie
penenTa, 3aTeM - BCE OCTAJIbHbIE UHIPEIUEHTBI.

13. Ilpu Ha3HAueHUM JIEKAPCTBEHHOIO IIpernapara B pelente Ha OyMaKHOM HocUTene U (MJIIH)
penente B (popMe 3JIEKTPOHHOTO JOKYMEHTA 3alpellaeTcs MPEeBbIaTh KOJIMUYECTBO HAPKOTUYECKUX
CPEACTB MM TCHXOTPOIHBIX BEIIECTB, KOTOPOE MOXXET OBITh BBINHCAHO B OJHOM pELENTe,
ycraHoBieHHoe npuiioxkeHueM N 1 k HacTosmemy [lopsiaky, 3a HCKIIIOUEHUEM CIIy4aeB, YKa3aHHbBIX
B IIyHKTax 15 u 24 nacrosmero Iopsaka.

14. IIpn Ha3HAYEHNH JIEKAPCTBEHHBIX IPENApaToB, BKIKOYEHHBIX B nepedeHs [IKY, mo3a koropsix
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MPEBBIIIACT BBICHIMI OJHOKPATHBIM NpUeM, MEAULIHUHCKHA pabOTHHUK 00O3HA4aeT 103y 3TOro
JIEKapCTBEHHOTO Mperapara B perente Ha OyMaXHOM HOCUTENE IMPOIUCHIO C IMPOCTaBICHHUEM
BOCKJIMIIATEIILHOTO 3HaKa U (MJIM) IPOCTABIISIET BOCKJIULIATEIbHBIN 3HAK MPU 0QOPMIICHUH pellernTa
B (hopMe NIEKTPOHHOTO JOKYMEHTA.

15. KonnuecTBO Ha3HAUEHHBIX JIEKAPCTBEHHBIX IpPENapaToB, BKIOYEHHbIX B nepeueHsb [IKY, npu
OKa3aHMU IAalUEHTaM, HYXXJAIOIUMCSI B JUIUTCIBHOM JICUYEHUH, IEPBUYHON MEIUKO-CaHUTAPHOU
MIOMOIUIY Y MaJUIMaTUBHON MEIUIIMHCKONW MOMOILN MOYET OBITh YBEIMYEHO C YUETOM KIMHUYECKUX
pekoMeHaluil He OoJiee 4eM B 2 pa3a 0 CPAaBHEHMIO C KOJMYECTBOM HAPKOTUYECKUX CPEACTB WM
MICUXOTPOITHBIX BELIECTB, KOTOPOE MOKET OBITh BBHINHCAHO B OJHOM pELENTe, YCTAHOBJICHHBIM
npunoxenueM N 1 k Hactosmemy [lopsaaxy.

B cnyuasix, mpexyCMOTpeHHBIX a03alleM MEPBBIM HACTOSIIETO IMyHKTAa, HA PelenTax Ha OyMaKHOM
HOCUTEJIE TpOM3BOAUTCS Haanuch "[lo cnenuasibHOMY Ha3HAYCHMIO", OTIEIBHO 3aBEpEHHas
MOJMMCHI0 MEAWIIMHCKOTO PA0OTHHUKA M TICYaThI0 MEAMIIMHCKON opranm3amnuu "J{ins penentos”, Ha
perentax B (opMe IIIEKTPOHHOIO JOKyMeHTa mpousBoautTcs otMmeTrka "Ilo chenuanbHOMY
Ha3HAYeHUIO" C TPOCTABIECHUEM YCWICHHOM KBaIU(PUIMPOBAHHOW HIIEKTPOHHOM IOJIIMCH
MEAMIIMHCKOTO PabOTHHKA.

16. CocraB JeKapCTBEHHOIO Mpernapara, JiekapcTBeHHass ¢opmMa H oOpalieHHe MEAUIIMHCKOTO
pabotHuka K (apmaneBTHYECKOMY paOOTHUKY 00 OTIYCKE JIEKapCTBEHHOIO IIpernapara Ha
OyMaxHOM HocuTele 0(OPMIISIIOTCS Ha JJATUHCKOM WJIM PYCCKOM SI3bIKE B POJIMTEIBHOM MafexKe, 3a
UCKJTIOUeHHEeM O(OpMIICHHUSI pelenToB B (OpMe AIIEKTPOHHOTO JTOKYMEHTa, OCYIIECTBISIEMOTrO Ha
PYCCKOM SI3BIKE.

[Tpu opopmiteHnH perenTypHbIX OJaHKOB JOMYCKACTCS UCTIOIB30BAHUE COKPAICHHUH (PUITOKEHUE
N 2 k Hacrosimemy [lopsiaky).

HpI/I HAa3HAYCHUU JICKAPCTBCHHOI'O IIpCIliapaTra HC JOOIYCKACTCA COKpallCHUC HaMEHOBaHUM
HHIPECAUCHTOB, COCTABJIAIOIINX HeKapCTBeHHBIfI npemnapar, HE MO3BOJIAIONIMX YCTAHOBUTD, KakKou
HUMCHHO HeKapCTBeHHBIﬁ npemnapar Ha3Ha4CH.

17. Crioco6 mpUMeHEeHHUs1 JeKapCTBEHHOI'O IpernapaTa 0003HA4YaeTcsl ¢ yKa3aHUEM IyTH BBEACHMS,
J103bl, YaCTOThI, BPEMEHH IIpHeMa OTHOCUTENIBHO CHa (YTPOM, Ha HOYb) M €ro JUIUTEIHOCTH, a JUIs
JIEKapCTBEHHBIX IPENapaToB, B3aUMOJICHCTBYIOIIMX C MHILEH, - BPEMEHHM HUX YHOTpeOJIeHUs
OTHOCHTEJIBHO ITpHeMa MUIIH (J0 eJbl, BO BpeMs €Ibl, TOCIIE €/Ibl).

18. Ilpu HEOOXOIMMOCTH HEMEUICHHOTO WJIM CPOYHOTO (B T€UEHHUE JABYX pabouyux JHEH) OTITyCKa
JICKapCTBEHHOTO TIperapata NaIMeHTy B BEPXHEH dYacTH perenta Ha OyMaKHOM HOCHUTENE
NPOCTAaBIAIOTCS 0003HaueHus "Cito" (cpouno) wimm "statim" (HememTeHHO). AHAIOTHYHBIC
0003HaYCHHSI IPOCTABIISIOTCS B BUJIC OTMETOK IpH odopmiieHuu perenta B GopMe dIEKTPOHHOTO
JIOKYMEHTA.

19. Tlpu odopmiieHun Ha3HauUEHUSI TOTOBOT'O JIEKAPCTBEHHOTO Ipernapara B perente Ha OyMakKHOM
HOCHUTEJNIe WM perente B (opMe IEKTPOHHOTO JOKYMEHTa KOJIWYECTBO JEHCTBYIOIIMX BELIECTB
YKa3bIBa€TCsl B COOTBETCTBUM C MHCTPYKIIMEH MO MEIUIIMHCKOMY MPUMEHEHUIO JIEKApCTBEHHOTO
npenapara. [lonycTUMO yka3bIBaTh J03UPOBKY JIEKAPCTBEHHBIX NPENApAaTOB CUCTEMHOIO AEHCTBUSA
(17151 pe30pOTUBHOTO MpHEMa) B TBEPABIX JIEKAPCTBEHHBIX (hopMax (Harmpumep, TabIeTKU, MOPOIIKH,
KaricyJybl) Kak CojiepsKaHhe OJJHOTO WIIM HECKOJIBKHUX JIeMCTBYIOIIMX BEIIECTB B €AMHUIIAX MAcChl (B
rpaMMax, MuwMrpammax). JlomycTumo ykas3blBaTh JIO3UPOBKY JIEKAPCTBEHHBIX IpPENapaToB
CHUCTEMHOI0 JEHCTBHs (s pe30pOTUBHOIO NMPUMEHEHHUs) B JKUIKUX JIEKAPCTBEHHBIX (hopmax
(HampuMep, PacTBOPbHI, CYCIEH3MM) KaK COAEpX aHHE OIHOI0 WM HECKOJIbKHUX JAEeHCTBYIOLIMX



BCIIECTB B CIMHHUIIAX MacChl Ha €IWHUIY OObeMa (HampuMmep, MUUIATPaAMM/MUJUTHIIATP) C
yKa3zaHueM o011ero o0beMa JIeKapCTBEHHOM (DOPMBI.

[lpu odopmieHHH Ha3HAYEHUS JIEKAPCTBEHHOTO Ipernapara WHAMBHIYaJIbHOTO HM3TOTOBJICHUS B
peuente Ha OyMa)kHOM HOCHTENE WM perente B (OopMe UIEKTPOHHOTO AOKYMEHTa KOJIMYECTBO
TBEPIBIX U CHIIYYHX (papmaneBTHUYecKux cyOctaHumid ykaseiBaercs B rpammax (0,001; 0,5; 1,0),
KHUJKUX - B MUJUTIJINTPaxX, FpaMMax U Karisx.

20. PenenTsl Ha OyMaXHOM HoOcHTeNe, B (OpME JJIEKTPOHHOTO JOKYMEHTa, Oo(opmIIeHHBIE Ha
peuentypaoMm Osianke ¢dopmbl N 148-1/y-88 wm mpemHasHaueHHBIE I OTIYCKa JIEKAPCTBEHHBIX
[IpEnapaToB, MPEAYCMOTPEHHBIX moamyHkraMu 1 - 3 mnyHkra 9 Hacrtosmero Ilopsnka,
JIEHCTBUTEIILHBI B TeUCHHE 15 MHEH co aHS opopMiIeHUSI.

21. Penentsl Ha OyMaXHOM HocuTele, B (opMe 3JIEKTPOHHOTO JOKYMEHTa, O(opMmIIeHHBIE Ha
penentypaoM Onanke ¢opmbl N 148-1/y-04(;1) u mpegHa3HAYCHHBIE ISl OTITYCKA JIEKAPCTBEHHBIX
npenapaToB rpakaaHam, ykazanHbIM B yHkTe 10 Hacrosimero [lopsaka, 1eiiCTBUTENbHBI B TEUCHHE
30 nueil co aHA 0OpMIICHUS, 32 UCKIIOYEHUEM CilydaeB O(pOpMIIEHUS pPELENTa B COOTBETCTBUHU C
nyHkramu 38 u 39 nacrosiero [lopsiaka, mpu KOTOpbIX OH ACMCTBUTENEH B TeueHue 15 aHeit co
JHSL 0pOpMIIEHUS.

22. Penentsl Ha OyMaXHOM HOcHUTeNe, B (OpMe AJIEKTPOHHOIO JOKYMEHTa, O(OpMIIEHHBIE Ha
peuentypHom Onanke ¢popmbl N 148-1/y-04(n) m npenHa3HaYCHHBIE I OTIYCKa JIGKAPCTBEHHBIX
IpernapaToB TpaKAaHaM, JOCTUTIIMM TEHCHOHHOTO BO3pacTa, HHBAIWIAM [EpPBOIl TPYIIIIHI,
JNeTIM-HHBATUIAM, a TaKXke TpakJaHaM, CTPAJalolUM XPOHUYECKHUMH  3a00JICBaHUSMHU,
TpeOyIOIMMH JIMTEIBHOTO KYpCOBOIO JIEYEHHsI, JACUCTBUTEIbHBI B TeueHue 90 mHeil co aHs
odopmIIeHHUs, 32 UCKIIFOUCHHEM CIIy4aeB, yKa3aHHBIX B yHKTax 38 u 39 nacrosimero [lopsiaka, mpu
KOTOPBIX OH JICHCTBUTENIEH B TeueHHe 15 nHelt co aus odopmieHus.

JUis neyeHHs XpOHMYECKUX 3a00JeBaHMN yKa3aHHBIM KaTETOpPHUSIM TpaXJaH JIEKapCTBEHHBIE
npenapatsl ¢ 0QOPMJIEHHEM pELENTOB Ha OyMa)KHOM HOCHTENE WM peuentoB B (opme
JIEKTPOHHOIO JOKYMEHTa MOT'YT Ha3Ha4aTbcs Ha Kypc jeueHus 1o 180 nueil.

23. PenenTsl Ha OyMaXXHOM HoOcHTeNe, B (OpMe 3JIEKTPOHHOI'O JOKYMEHTa, O(OpMIIEHHBIE Ha
penentypuom Omanke ¢opmbl N 107-1/y u mnpenaHasHaueHHBIE 7Sl OTIYCKa JIEKAPCTBEHHBIX
IpenapaToB, IpeIyCMOTPEeHHbIX MyHKTOM 11 Hacrosimero [lopsnka, nelictBurenbHbl B TeueHue 60
JTHeH co AHS 0POPMIICHHUS.

[lpy Ha3Ha4eHHWH TOTOBBIX JICKAPCTBEHHBIX IpenapaToB U JICKApCTBEHHBIX IpenapaToB
WH/IMBUIYAIBHOTO W3TOTOBJICHUS TMalMeHTaM ¢ 3a00JIeBaHUSAMH, TPEOYIOIIUMHI JTUTEIHHOTO
KypCOBOTO JieueHUs, ¢ opopmieHrneM Ha peuentypHom Onanke ¢opmel N 107-1/y penenta Ha
OyMa)kHOM HOCHTEJEe WJIM B (OpME IJIEKTPOHHOTO JTOKYMEHTa YCTaHABIMBAETCS CPOK JIEHCTBHSA
pelienTa B mpejenax 0 0JJHOrO To/ia.

B ciydae ycraHOBIEHHs CpOKa JIEWCTBUS pelenTta B Ipefenax I0 OJHOrO roja B perente
npou3BoauTcs Haanuck: "llo crnenuansHOMY HazHaueHUIO", 0003HAYaeTCsl CPOK JEHCTBUS peLenTa
U TEPUOJIMYHOCTh OTIIyCKAa JIEKAPCTBEHHBIX NPENaparoB W3 AaNTeYHOW OpraHn3aluy WIH
UHIUBUAYAIbHBIM  IMpEeINpUHUMATENeM, HMEIOIUM  JIMIEH3UI0 Ha  (papMaleBTHYECKYIO
JeATETLHOCTh <14> (exXeHenenbHO, eKEMECIYHO U WHBIE TTeproibl). JIOTTOTHUTENBHO 3TO yKa3aHUE
3aBepsieTcs MOAMMCHI0O MEIUIIMHCKOIO pabOTHHKA, a TaKXkKe MeyaThbl0 MEIUIIMHCKOM OpraHu3aiuu
"Ilna peuentoB" (mns peuenta Ha OyMa)KHOM HOCHUTENE) WM YCHWJICHHOM KBaM(DUIMPOBAHHOMN
AJIEKTPOHHOM TMOANHUCHI0 MEIUIIMHCKOTO pabOTHHKAa U JIMIA, YIOJHOMOUYEHHOIO 3aBEepATh
JOKYMEHTbl OT HUMEHM MEIMIMHCKOM opraHnuzanuu (aias penenta B (QopMme 3JIEKTPOHHOTO



JIOKYMEHTA).

<14> Ilynktr 47 4dactu 1 crateum 12 ®DepepanpHoro 3akona ot 4 mas 2011 r. N 99-®3 "O
JUICH3UPOBAHUU OTACIBHBIX BUAOB jAesrenbHocTH" (manmee - Denmepanbhbiii 3akoH N 99-D3)

(Cobpanue 3akoHomatenbcTBa Poccuiickoit ®eneparuu, 2011, N 19, ct. 2716; 2021, N 27, cr.
5177).

24. PenenThl Ha JIEKapCTBEHHbIC Npemnaparhbl, BKJIOUYEHHbIE B nepeueHb [IKY, misa neuenus
MAIUEHTOB C XPOHUYECKUMU 3a00JIEBAaHUSMU MOTYT OOPMIISIThCSI Ha Kypc JieueHus 10 60 THEH.

B cnywae, korma kypc jedeHus cocraBisgeT Ooiee 30 nHeH, JOMOJIHUTENBHO B peLENTax Ha
OyMaxHOM HocuTelne npou3BoAuTcs Haamnuch "[lo cnenuanbHOMY Ha3HAueHMIO", 3aBEpEHHas
HOJNKMCHI0O MEAULMHCKOTO pabOTHHUKA U MeYaThio MeAUIMHCKON opranusauuu "/ penentos"”, Ha
penentax B (opMe 3IEKTPOHHOrO JOKyMEHTa mpou3BoauTcs orMeTrka "llo crernuambHOMY
Ha3HAueHUIO" C NPOCTABICHUEM YCUJICHHON KBaJU(HUIMPOBAHHOW 3JEKTPOHHOM MOIMHUCH
MEAMIMHCKOr0 pPAa0OTHHKA U JIMIA, YIOJIHOMOYEHHOTO 3aBEpATh JOKYMEHTbl OT HMMEHHU
MEIUIUHCKON OpraHu3altH.

25. Peuent Ha OymakHoM Hocutene B ¢dopMe 3JIEKTPOHHOTO JOKYMEHTa, OGOpPMIICHHBIH ¢
HapyIICHUEM YCTAaHOBJICHHBIX HacTOSIIMM [lopsikoM TpeOoBaHMil, CUNTACTCS HEEHCTBUTEIBHBIM.

|l. HazdHa4veHne JieKapCTBEHHBIX NPENAPaTOB MPH OKA3aHUHU
MEIUIUHCKON MOMOIIM B CTAIMOHAPHBIX YCJIOBUAX

26. Ilpn oka3zaHuMM MNalMEHTYy MEIULMHCKON INOMOIIM B CTalMOHAPHBIX YCIOBHUSAX Ha3HA4YECHHE
JIEKapCTBEHHBIX IMPENapaToB MPOU3BOAUTCA 0€3 0pOpMIIEHHS pelenTa MEIUIUHCKUM PaOOTHUKOM
€IMHOJIMYHO, 34 UCKIIIOUEHUEM CITy4aeB, YKa3aHHBIX B IyHKTe 27 HacTtoswero [lopsaaxa.

27. CormacoBaHue Ha3HAuU€HUs JIEKAPCTBEHHBIX MPENapaToB C 3aBEAYIOIIMM OTIEICHUEM WU
OTBCTCTBCHHBIM JCKYPHBIM BpadyoOM oo APYyruM JIMoM, YIIOJHOMOUYCHHBIM MPUKA30M I'JIAaBHOT'O
Bpaua MEIUIIMHCKOW OpraHu3alud, a TakXke, M[PU HaIU4YuHd, C BpadoM - KIMHUYECKHM
(dhapmMakoI0roM HEOOXOIUMO B CITyUasX:

1) OHOBPCMCHHOT'O HA3HAUCHUS TISITU U Oolee JICKAPCTBCHHBIX NIPCIIAPATOB OAHOMY IMAITUCHTY;

2) Ha3Ha4YeHUs JIEKapCTBEHHBIX MpPEnapaToB, HE BXOJAIIMX B MepeueHb KU3HEHHO HEOOXOAUMBIX U
BaXHEHMILIMX JIEKaPCTBEHHBIX MpernapaToB <15>, mpy HETUIMYHOM TE€UEHHH 3a00JI€BaHUs, HATMYUU
OCJIOXKHEHHUH OCHOBHOTO 3a0o0JyieBaHMs M (MJIM) COMYTCTBYIOUIMX 3a00JIeBaHMN, MPHU HAa3HAYEHUU
JIEKapCTBEHHBIX IPernapaToB, 0COOEHHOCTH B3aMMOJIEUCTBUS U COBMECTUMOCTHU KOTOPBIX COIJIACHO
UHCTPYKLIMSAM MO MX NPUMEHEHUIO NPUBOAAT K CHHXKEHHIO 3(P(PEKTUBHOCTH U 0€30MacHOCTU
dapmakoTepanuu U (WIK) CO31AI0T NOTEHIUATbHYIO OMACHOCTh JJISl )KM3HH U 3/10pOBbs MaIllUEHTA.

<15> Yactu 1 cratem 60 DenepanpHoro 3akoHa N 61-d3 (CobOpaHue 3aKOHOIATEITHCTBA
Poccuiickoit ®eneparuu, 2010, N 16, ct. 1815; 2020, N 29, ct. 4516).
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B yka3zaHHBIX ciyyasx Ha3Hau€HUE JIEKAPCTBEHHBIX IpernaparoB (UKCHUPYETCS B METUIIMHCKOM
JOKYMEHTAllMM MallMeHTa W 3aBepseTCs MOJNUCHhI0 MEIUIMHCKOTO pPabOTHHUKA W 3aBEIYIOLIETO
oTJielieHneM (OTBETCTBEHHOTO JIEKYPHOTO Bpada Ui IPYroro ynoJHOMOYEHHOTO JIULIA).

28. MenunuHCKUil paOOTHUK MEIUIMHCKOW OpraHu3anuu (€€ CTPYKTYPHOTO ToJpa3/ecHus),
pPacIoJIOKEHHOM B CEIbCKOM HACEJICHHOM IyHKTE, OCYLIECTBJISET Ha3HAYCHUE JIEKApCTBEHHBIX
MpEernaparoB B CiIydyasx, yKa3aHHBIX B MyHKTax 27 u 29 Hacrosuero [lopsaka, eTMHOIUYHO.

29. Tlo pemenuio BpauyeOHONH KOMHCCHUU TAIIMEHTaM TPU OKa3aHWUU MM MEIAMIIMHCKOW TIOMOIIH B
CTAllMOHAPHBIX YCIOBUSIX HAa3HAYAIOTCS JIGKAPCTBEHHBIC MpeErapaThl, HE BKIIOYCHHBIC B MEPECYCHb
KU3HEHHO HEOOXOIMMBIX M BAKHEHIINX JICKAPCTBEHHBIX MPENaparoB, B cllydyae MX 3aMEHBI W3-3a
WH/IMBUYTBHOW HEMEPEHOCUMOCTH, 110 KM3HCHHBIM MTOKA3aHUSIM.

Pemenne BpaueOHOM KoMuCcCHN (UKCUPYETCS B MEAMIIMHCKOM TOKYMEHTALIMY MAI[HeHTa U JKypHaje
BpaueOHOI KOMHCCHH.

30. B cnydasx oOcienoBaHUsl U JIEYEHHs TIpaKIaHUHA B CTAllMOHAPHBIX YCIOBUSX B pPaMKax
IPEIOCTABJIEHUS MEJUILMHCKUX YCIYT HAa BO3ME3/JHON OCHOBE 3a CUET JIMYHBIX CPEJCTB I'pa)/IaH,
CPEACTB IOPUIMYECKUX JIMI[ U HMHBIX CPEJCTB Ha OCHOBAHWU JIOTOBOPA, B TOM YHUCIJIE JIOTOBOPA
JTOOPOBOJIBHOTO MEIUIIMHCKOTO CTpaxoBaHus <16>, eMy MOTYT OBITh Ha3HA4YCHBI JICKAPCTBEHHBIC
npenaparbl, He BXOASIIME B IepeuYeHb KU3HEHHO HEOOXOOUMBIX M BaXKHEMIIMX JIEKapCTBEHHBIX
[IPENapaToB, €CJIM UX Ha3HAUEHUE U IPUMEHEHHE 00YCIIOBICHO MEAUIIMHCKUMHU ITOKa3aHUSIMHU.

<16> IlocranoBnenue [IpaBurenscrBa Poccuiickoit denepannu ot 4 oktsadps 2012 r. N 1006 "O6
yTBepxkaeHnn [IpaBui mpenocraBieHuss MEIUIMHCKUMU OPTaHM3ALMSIMU TUIATHBIX MEIUIIMHCKHX
yeryr" (CoOpanue 3akoHoaaTenbctBa Poccuiickoit @enepanun, 2012, N 41, ct. 5628).

I11. HazdHauyeHuHe JJeKapCTBEHHBIX NPENapaToOB MPU 0Ka3aHUU
NEePBUYHON MeIUKO-CAHUTAPHOU NMOMOLIH, CKOPO MeIULMHCKON
MOMOIIY U NAJJIMATUBHON MEJUIUHCKON MOMOIIU

31. Ilpm oka3aHuM NEPBUYHOW MEAMKO-CAHWTAPHOM IIOMOIIM W NAJIMATUBHONW MEAMIIMHCKON
MOMOIIM B aMOYJaTOPHBIX YCJIOBUSIX Ha3HAuU€HUE JIEKAPCTBEHHBIX IPENapaToB OCYLIECTBIISIETCS
MEIUIUHCKUM PaOOTHUKOM B CIIy4asX TUIUYHOTO TEYEHUs 3a00JIeBaHUs MallMeHTa HCXOIs M3
TSKECTH U XapakTepa 3a00JIeBaHMUsL.

32. Ha3HaueHue JIeKapCTBEHHBIX MpENaparoB MO PEIICHHI0 BpaueOHOM KOMUCCHMU NpU OKa3aHUU
NEPBUYHON MEIMKO-CAaHUTAPHON OMOIIH, MAJUIMATUBHON METUIIMHCKON TOMOIIY B aMOyJIaTOPHBIX
YCIIOBHSIX MIPOU3BOJUTCS B CIIy4asX:

1) OAHOBPEMCHHOT'O HA3HAYUCHUA OJHOMY IHANHUCHTY IIATH U Oolee JICKAPCTBCHHBIX NPCIapaToB B
TECYCHHUEC OJHUX CYTOK MJIM CBBIIIC ACCATU HaMCHOBAHWI B TCUCHUE TpUuauaTu }IHeﬁ;

2) Ha3HA4YeHMs JIEKAPCTBEHHBIX MpENnaparoB MpH HETUIUYHOM TEUEHUHU 3a00JIeBaHUS, HATIUYUU
OCJIOXKHEHHUH OCHOBHOTO 3a0o0JyieBaHMs M (MJIM) COMYTCTBYIOLIMX 3a00JIeBaHUM, NMPH Ha3zHAuUCHHUH
JIEKapCTBEHHBIX IPErnapaToB, 0COOEHHOCTH B3aMMOJEUCTBUSA U COBMECTUMOCTHU KOTOPBIX COIJIACHO
UHCTPYKLIUSAM TO HMX HPUMEHEHUIO NPUBOAAT K CHHXKEHHIO S(PPEKTUBHOCTH U 0€30IacHOCTH
JIeYeHUs MalueHTa 1 (WIK) cO3al0T NOTEHIUAIbHYIO OMTACHOCTbD JIJIS )KU3HU U 3/10pOBbs MAIIUEHTA;
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3) mNepBUYHOrO HA3HAYEHUS TMALUEHTY HAPKOTHYECKMX M IICUXOTPOMHBIX JIEKAPCTBEHHBIX
npenapatoB cnuckoB Il u Il Ilepeuns (B ciiyyae nNpuHATUS PYKOBOJUTENIEM MEIULMHCKOM
OpraHu3alMi peleHUsT O HEOOXOAMMOCTH COIJIaCOBaHMsI HA3HAYEHUS TaKUX JIEKapCTBEHHbIX
npernapaToB ¢ BpaueOHOW KOMHCCHUEH).

33. TloBTOpHOE Ha3HAYEHHWE HAPKOTUYECKUX U TMCUXOTPOINHBIX JIEKAPCTBEHHBIX IpENapaToB
ciuckoB |l m Il Tlepeuns mpow3BOAMTCS METUIMHCKHMM paOOTHUKOM CaMOCTOSITEIBHO HIIH
€IMHOJIMYHO 0e3 y4acTHsi BpaueOHOM KOMHCCHU MAaLMEHTaM C BBIPQKEHHBIM OOJIEBBIM CHHIPOMOM
ar000r0 TeHe3a, HapyIIEHHEM CHA, CyJOPOKHBIMH COCTOSHUSIMH, TPEBOXKHBIMH PacCTPOHCTBAMH,
($oOuAMH, ICUXOMOTOPHBIM BO30YKIICHHEM.

34. Ilpn oka3aHMM CKOpPOM MEIMLMHCKONM IIOMOIIM JIEKAPCTBEHHBIC IpENapaThl Ha3HAYAIOTCS
MEIUIUHCKIM PaOOTHUKOM BBIE3HOM OpHUTrajbl CKOPOH IOMOIIM, METUIIMHCKUM pPaOOTHHKOM
MEIUIUHCKON OpraHu3alyy MpH OKa3aHUM METUIIMHCKON MOMOIIU IpaXkaaHaM IpH 3a00JIeBaHUsX,
HECUACTHBIX CIIyyasix, TpaBMaX, OTPABJIEHUSAX U JAPYTUX COCTOSHUAX, TPEOYIOIIUX CPOUYHOrO
MEIULMHCKOI0 BMELIATENIbCTBA.

V. Hazna4yeHne JieKapCTBEHHBIX MPENAapaTOB rPakIaHaM, MMEK UM
NMPAaBo HA 0eCIJIaTHOE MOJY4YeHHE JeKAPCTBEHHBIX NMPeNnapaTroB Win
MOJIy4YeHHEe JIEKAPCTBEHHBIX MPENapaToB O CKUAKOM, IPU OKA3aHUHU

NePBUYHON MeIUKO-CAHUTAPHON NOMOLIHU

35. Ilpu oka3aHuM TIEPBUYHOM MEIUKO-CAHUTAPHOM TIOMOIIM HA3HAYEHUE MEAUIIMHCKUM
pabOTHUKOM Ha OCHOBE KJIMHUYECKHX PEKOMEHJAIMil M C Y4YyeToM CTaHAapTOB MEIUIIMHCKOM
nomomy <17> JneKapCTBEHHBIX MPENapaToB, OTIMYCKAEMBIX OECIIATHO WM CO CKHJIKOM,
rpaxJiaHaM, UMEIOIMM TpaBO Ha oOecledeHne JIEKApCTBEHHBIMU IpenapaTaMy 3a CYET CpPEe/CTB
OIO/KETHBIX AaCCUTHOBaHUM QeaepanbHoro Owkera U OHIKETOB CcyOBhekToB Poccuiickoit
®deneparun, ocyecTBisercs Ha peuentypHom omanke N 148-1/y-04(x).

<17> Crarpa 37 denepanbHoro 3akoHa N 323-d3 (CobOpanue 3akoHOAaTenbcTBa Poccuiickoit
Oenepanun, 2011, N 48, ct. 6724; 2021, N 27, cT. 5186).

[Ipu odopmiiennn penenta Ha Onanke ¢opmer N 148-1/y-04(;1) Ha OyMa)kHOM HOCHTENE
0(OPMIIIOTCS 1BA SK3EMILISAPA, OAUH U3 KOTOPBHIX OCTAETCS B allTEUHOW OpraHu3alliH, BTOPOH - B
MEIUIIUTHCKON JTOKYMEHTAIINH TallHeHTA.

36. HpaBo Ha3Ha4YaThb JICKAPCTBCHHBIC NPCHapaThl I'pakJjaHaM, UMCIOINIUM IIPABO Ha OecraTHOE
MOJIYUYCHHUEC JICKAPCTBCHHBIX IMPCTIapaTOB WX IMOJTYYCHHE JICKAPCTBCHHBLIX IMPEIIapaToB CO CKI/IJIKOI\/'I,
TaKXC UMCIOT:

1) MeauumHCKUEe pabOTHUKH, paboTaloNe B METUIIMHCKON OpraHu3alud M0 COBMECTHTEIBCTBY (B
npeJienax CBoe KOMIETEHIINH);

2) MeAWIHMHCKUE paOOTHUKU CTAIlMOHAPHBIX OpraHU3alliii COLMAIBHOTO OOCITYKUBAaHUS TIPH
HaJIMYMH JIMIEH3UU Ha OCYIIECTBICHHE MEIMUIIMHCKON JeATeIbHOCTH <18>, mpeaycMmaTpuBaroe
BBHITIOJTHEHHE paboT (OKa3aHWE YCIYT) MO OKAa3aHUIO MEPBUYHON MEIUKO-CAHUTApHON MOMOIIU B
aMOyJIaTOPHBIX YCIOBUAX (HE3aBHCHMO OT BEJJOMCTBEHHON PUHAIIICKHOCTH);


https://normativ.kontur.ru/document?moduleid=1&documentid=387929#l437
https://normativ.kontur.ru/document?moduleid=1&documentid=387929#l333
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<18> IlyskT 46 yactu 1 crateu 12 ®enepanbuoro 3akoHa N 99-03 (Cobpanue 3akoHOJATEIHCTBA
Poccutickoit ®eneparuu, 2011, N 19, ct. 2716; 2021, N 27, c1. 5159).

3) MenuMUMHCKHE PAOOTHMKM MEIUIIMHCKUX  OpraHu3aluii, OKa3bIBAIOIIUX MEPBUYHYIO
MENKO-CAHUTAPHYIO TIOMOIIb, TOABEAOMCTBEHHBIX (elepabHBIM OpraHaM HCIOTHUTEIbHOM
BJIACTH WJIM OpraHaM MCIIOJHUTEIBLHOM BIacTH cyObeKTOB Poccuiickort Denepanmu;

4) uHAMBMIYaJbHbIC MPEANPUHUMATENH, OCYLIECTBISIOINE MEIULIUHCKYI0 JEeSATEeIbHOCTh H
BKJIIOYCHHBIE B PEECTP MEIAMIMHCKUX OpraHW3alui, OCYLIECTBISIOIIUX JEATENILHOCTh B cdepe
00513aTeJIbHOT0 MEAULIMHCKOTO CTPAXOBaHMS.

37. 1lpu Ha3HAUYE€HUHU JIEKAPCTBEHHBIX IpPENapaTroB Ipa)kJaHaM, UMEIOIIUM IIpaBO Ha OecIIaTHOe
HOJyYeHHE JIEKAPCTBEHHBIX MPENapaToB WM NOJIYYEHUE JIEKAPCTBEHHBIX MPENapaToB CO CKUIAKOMU,
B peleNTe YKa3blBaeTCsd HOMEpP TejaedoHa, 10 KOTOpOMY pabOTHHUK alTeYHOM OpraHu3aluu Ipu
HEOOXOMMOCTH MOXET COIJIaCOBAaTh C MEIUIMHCKMM pabOTHUKOM 3aMEHy JIEKapCTBEHHOI'O
npernapara.

38. Ha3zHaueHne HAPKOTUYECKHUX U MICUXOTPOITHBIX JIEKAPCTBEHHBIX NpenapaToB crimcka Il [epeuns
(32 MCKIIIOYEHHEM JICKApCTBEHHBIX IPENapaToB B BHJE TPAHCIACPMAIBHBIX TEPANIeBTUYCCKUX
CHCTEM, a TaKKe JICKApPCTBEHHBIX MPETapaToB, COACPKAIINX HAPKOTHUECKOE CPEJICTBO B COUCTAHUU
C QHTarOHUCTOM OIMOMJHBIX PEIENTOPOB) TIpaxkJaHaM, HMEIOINIMM IpaBO Ha OecIulaTHOe
MOJIyYCHHE JIEKAPCTBEHHBIX MPENapaToB WM MOJTYYCHHUs JIGKAPCTBEHHBIX MPEMApaToOB CO CKUIKOM,
ocylecTBisieTcss Ha peuentypHom Onanke ¢dopmbl N 107/y-HII, Kk KOTOpOMY IOMOJHUTEIHHO
odopmisiercs perent Ha peuentypHom Oianke Gopmbl N 148-1/y-04(1) (B 1ByX 3K3eMIUISpax MpH
odopmiIeHHH Ha OyMa)KHOM HOCHUTEJNE).

39. Ha3HaueHne HapKOTUYECKUX M TICHXOTPOIHBIX JIEKapCTBEHHBIX mpernaparoB crucka Il [lepeuns
B BUJI€ TPAHCAEPMAIbHBIX TEPANEBTHUECKUX CUCTEM, HAPKOTUUYECKHX JIEKAPCTBEHHBIX MpernapaToB
coucka [l Ilepeuns, comepxkamuyx HAPKOTUYECKOE CPEACTBO B COYETAHUM C AHTAarOHHMCTOM
OMHOMJHBIX PELENTOPOB, TCUXOTPOIHBIX JIEKapCTBEHHbIX mpemnaparoB cnucka [ Ilepeuns,
JIEKapCTBEHHBIX IpEraparoB, BKIIOUEHHBIX B mepedeHb [IKY, comepxamuxcs B moamyHKTe 2
nyHkta 11 Hactosmero Ilopsaka, nmpeqHa3HaueHHbIE M JIEYEHUs TPaXkaaH, UMEIOIUX MpaBo Ha
OecrutaTHOE TOJTyYeHHE JICKAPCTBEHHBIX MPENapaToB HMIIM TOIYYEeHUE JIEKAPCTBEHHBIX MPETapaToB
CO CKUJKOW, OCyIlIecTBIseTcs Ha penentypHbix Omankax ¢opm N 107-1/y u N 148-1/y-88, k
KOTOPBIM JIOTIOJTHATEIHHO oopmiIsieTcss penent Ha perentypaoM Omanke ¢popmbl N 148-1/y-04(m)
(B IBYX 3K3eMILIApax Mpu opopMIIEHUH HAa OyMa)KHOM HOCHUTEJIE).

Ipunoowcenue N 1

K Ilopsoxy naznauenus
JIeKapCMBEeHHbIX NPenapamos,
VMBEPIHCOEHHOMY NPUKAZOM
Munucmepcmea 30pasooxpanerust
Poccuiickoii @edepayuu

om 24 noabpsa 2021 2. N 1094u
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KOINYECTBO HAPKOTHYECKHUX CPEACTB WJIHN
IICUXOTPOIIHBIX BEIIECTB, KOTOPOE MOXKET
BbITH BBIIIMCAHO B OAHOM PELEIITE

N /ot MextyHapoIHOE HeTIaTeHTOBaHHOE ®dopma BbIITyCcKa U KonuuectBo
HaNMEHOBAHNUE HAPKOTHYECKOTO U JI03UPOBKa
MICUXOTPOITHOTO JIEKAPCTBEHHOT'O
npemnapara

1. bynpenopdun + Hanokcon TabneTku 60 TabyeToK
cyOnuHreaneHeie 0,2 mri(ynakoBka, kpatHast N
+ 0,2 Mr 20)

2. bynpenopdun PactBop a1 uHbeKMH, 30 amiTyn
0,3 mr/ma 1 mn (ImpuI-TEOOUKOB)

3. bynpenopdun TpaHcaepMaabHbII
[1aCTBIPh
35 MKr/4ac 20 miacteipeit
52,5 MKr/49ac 10 ntacteipeit
70 MKr/49ac S mIacTeipei

4. Mopdun PacTBOp 11 nHBEKLUH, 20 amiyn
[pacTBOp IS (IImpHUI-TIOOUKOB)
[10/TKO’KHOTO BBEJICHHS
10 mr/mi 1 M

0. Koneun + Mopdun + Hockanun + PacTBop 114 20 ammyn

[TanaBepun + Tebaun [10JIKO’KHOTO BBEJICHHS

0,72 +5,75+ 2,7 + 0,36
+ 0,05 mr/ma 1 mi
1,44+115+54+0,72
+ 0,1 mr/ma 1 Mo

6. Tpumenepunux TabneTku 25 mr 50 TabneTok

7. TpumenepuinH PacTBop /1 nHbeKIUN 20 amiyn
10 mr/mi 1 M (IIPHUI-TIOOUKOB)
20 mr/mi 1 mi

8. Mopdun TaOnerku (kamncynsl)  |180 Tabierok (kamncym)
MPOJIOHTHPOBAHHOTO |60 TabieTok (Karcyn)
e cTBUS 40 TabrmeTok (Karcym)
10 mr 20 TabneTok (Kamcy)
30 mMr 20 Tabnerok (karcyn)
60 mMr
100 mr
200 mr

0. Mopdun TabneTku
S Mr 100 tabierox
10 mMr 100 tabyieTok




10. Mopdun Kannu s npueMa 4 pnakona
BHYTpb 20 Mr/mi 20 mu
11. Mopdun PacTBop 114 IpremMa
BHYTPb (MOHOI03bI)
2 Mr/mMi S5 mit 100 ammyn /3
6 Mr/MJ1 5 M 80 ammy 11/3
20 Mr/mMit 5 M 30 ammyn /3
12. OxcukonoH + Hamokcon TaOieTkn
[IPOJIOHTUPOBAHHOTO
mercTBUA
5 Mr + 2,5 Mr 100 TabaeTox
10 mr + 5 mr 60 TabneTok
20 mr + 10 mMr 40 Tabnerox
40 mr + 20 mMr 20 TabneTok
13. [TponmonmndenmmTokcuyTHANHNIepUIuH|{[abneTku 3amednbie 20 (SO TadmeTox
MT
14, DeHTaHuI [1nacTeipb
12,5 Mkr/gac 20 mmacTeipeit
25 MKr/gac 20 miacteipeit
50 MKr/49ac 10 nmacteipeit
75 MKr/4ac 10 mnacteipeit
100 Mkr/gac 10 nuacteipeit
15. DeHTaHuI Cripeli Ha3aJIbHBIN

dnakon 50 MKr/m032a
2,0 M (10 mo3)

3,2 mut (20 m03)

5,0 mi (40 103)
dmakon 100 Mxr/mo3a
2,0 mi (10 no3)

3,2 mut (20 m03)

5,0 mi (40 m03)
dakon 200 MKr/mo3a
2,0 mi (10 no3)

3,2 mut (20 m03)

5,0 M1 (40 no3)

24 (makona
12 ¢pnakoHOB
6 ¢1akoHOB

12 pnakoHoB
6 pakoHOB
3 (hakoHa

12 pnakoHoB
6 pakoHOB
3 dakona

Ipunoowcenue N 2

k Ilopsoky nasuauenus

JIEKAPCMBEHHbIX npenapamaoe,

ym@epofcdeHHOJwy npuKasom

Munucmepcmea 30pasooxpanenus

om 24

Poccuiickoti @edepayuu

Hosops 2021 2. N 1094n



Cnpasoyno

PEKOMEHJOBAHHBIE K HCITIOJIb3OBAHHIO
COKPAILIEHUA ITPU O®POPMJIEHUH PELIEIITOB

N | Coxkpaenue ITonnoe Hanucanue IIepeBon
/i

1. J|aa ana 110, IOPOBHY

2. jac., acid. acidum KHCIIOTa

3. |aer. aerozolum A3p030J1b

4. lamp. ampulla amIrya

5. |aq. agua BOA

6. [ag. purif. aqua purificata BOJIA OYHIICHHAS

7. |but. butyrum Macyio (TBepaoe)

8. |caps. capsula KarcyJsa

9. |comp., cps compositus (a, um) CITOKHBIN

10. . Da (Detur, Dentur) Brinaii (Ilycts Beinano, Ilycts
OyJIeT BBIJIAHO)

11. [D.S. Da, Signa Detur, Signetur Brimaii, 0603Ha4b [IycTs Oyaer
BbI1aHO, O003HAYCHO

12. |D.t.d. Da (Dentur) tales doses Brimaii (Ilycte OyayT BblIaHbI)
[TAaKHE JT03bI

13. (dil. dilutus a3BEJICHHBIN

14. |Div. in p. aeq. [Divide in partes aequales Pa3nienii Ha paBHbIC YacTH

15. lemuls. emulsio PDMYIIBCHSI

16. fextr. extractum PKCTPAKT, BBITSDKKA

17. |in enem. in enemas B MUKPOKJIH3MaXx

18. |F. Fiat (fiant) [Tycth 0Opasyercs (00paszyroTcs)

19. [gran. granulum rpaHyJIbl

20. ot gtt gutta, guttae Karuisl, Karij

21. |[gtt. peror. guttae peroralis KaIuIv JUIs IpueMa BHYTPh

22. |inf. infusum HACTOM

23. |in amp. in ampullis B aMITyJIax

24. |in tab. in tab(u)lettis B TaOJIeTKAX

25. |[in tab. prolong. [in tab(u)lettis prolongatis B TaOJIETKaX C MPOJIOHTUPOBAHHEIM
BHICBOOOKIEHUEM

26. |[in tab. prolong, [in tab(u)lettis prolongatis obductis |B TabieTkax ¢ MPOJOHTHUPOBAHHBIM

obd. BHICBOOOYK/ICHHEM, TOKPBITHIX

000J10YKO

27. |in tubul. in tubulis B TIOOMKAxX

28. |lin. linimentum ITHHUMEHT

29. |liq. liquor PKUJIKOCTh

30. |lot. lotion ITOCEOH




31. |m. pil. massa pilularum MVTIOTBHASI Macca

32. |membr. bucc. |membranulae buccales [ICHKH 3aIIeYHbIC

33. (M. Misce, Misceatur Cmermaii
(ITyctp OyaeT cMmeniano)

34.  |mixt. mixtura MUKCTYpa

35. |N. numero YUCIIOM

36. |ol. oleum Maciio (GKHUIKOE)

37. |past. pasta rmacra

38. |pil. pilula, pilulae [IHUTEOJIS, TTHITEOJIH

39. |p. aeq. partes aequales ABHBIC YaCTH

40. |ppt., praec. praecipitatus 0CaXICHHBIN

41, |pulv. pulvis [HOPOIIOK

42, (g.s. quantum satis CKOJIBKO MOTpedyeTcs, CKOIBKO
Ha10

43. Ir., rad. radix KOpEHb

44.  Rp. Recipe Bo3bpmu

45. Rep. Repete, Repetatur [ToBTopu (Ilycts Oynmer
MOBTOPEHO)

46. |rhiz. rhizoma KOPHEBHIIE

A7, |S. Signa, Signetur O603Haub (IlycTh OyneT
0003Ha4YEHO)

48.  sem. semen cemst

49. simpl. simplex POCTOI

50. [sir. sirupus CHpOII

51. |sol. solutio acTBOp

52. [spr. spray cripeit

53. [spr. nas. spray nasale crpeil Ha3aJbHbII

54. |supp. suppositorium CBeYa, CYMIO3UTOPHIA

55. [susp. suspensio CYCIICH3UsI, B3BECh

56. [tab. tab(u)letta rabyieTKa

57. [t-ra, tinct. tinctura HACTOWKA

58. [tubulis tubulis TFOOMKHU

59. [STT Systema Therapeutica TpancaepmanbHas

Transcutanea Tepanesruyeckas Cucrema
60. [ung. unguentum Ma3b
61. |vitr. vitrurn CKJISTHKA

Ipunoxcenue N 2

K npuxasy Munucmepcmea 30pagooxpaHenuisl

Poccuiickoii @edepayuu

om 24 noabps 2021 2. N 1094u



®OPMA PELEINTYPHOT'O BJIAHKA N 107-1/V¥

MMHMCTepCTBO 3OPaBOOXPaHEeHNMA

Poccumickom demepaumm

Kon dopwmer mo OKYI

Kon yupexneHusa o OKIIO

MenmumMHCKada JOKYyMEeHTalnA

HamMeHnoBaHMe (WITaMII)

MEeIOMLMHCKOM OopraHMzalumnm

PEIEIT

(B3POCILI,

w w

dopma N 107-1/y

YTBepXOeHa IPUKas30OM
MyHMCTEepCTBa 3OPaBOOXPaHEHUI
Poccunickom denmepaumum

orT 24 HOs0psa 2021 . N 1094H

OEeTCKUNM — HYXHOe IIOOUYEePKHYTH)

20 r.

daMuMsa, MHMLUMAJE MMEHM UM OTUeCTBa

IIanumMeHTa

(mocyenHee - TNPU HaJIMUUU)

DaTa poxmeHUA

daMmunMsa, MHMLUMAJE MMEHM UM OTUeCTBa

Jledyamero Bpada (bernpmmepa, akylLepKu)
pyO. |xomo. |Rp.

(mocyenHee - TNPU HaJIMUUU)




py0O. |kom. |Rp.

[Noonuce

1 IIedaTb JledalleI'o Bpauda M.II.

(momnmuce Qespauepa, aKylepKu)

PelienT merMcrBUTEeJIeH B TeueHme 60 pgHer, mo 1 roma ( )
(HyXHOEe MOOUEePKHYTH) (ykaszsarhb

ObOopoTHasas CTOPOHA

KOJIMUeCTBO IOHEM)

OTMeTKa O HAa3HAUEeHUU
JIEKAPCTBEHHOTO IpernaparTa
10 PelleHUI BpadebHOM KOMMCCUU

[IopuroroBmI

[TpoBepmi OrnycTni




®OPMA PELEINTYPHOT'O BJIAHKA N 148-1/Y-88

MUHMCTEPCTBO 3OPaBOOXPAaHEHUSA Kon dopmer mo OKYI 3108805

Poccumickom demepaumm MemMumHCKaAS OOKYMEHTAaLMI
dopma N 148-1/y-88

HammMeHOBaHMe (wTaMil) YTBepXOeHa IIPpUKa30M

MEeOUIIMHCKOM OpIraHu3alum MyHMCTEPCTBa 3OPAaBOOXPaHEHUA
Poccurickonm denmepaumnn

HavmeHoBaHMe (wTamIl) orT 24 HOs60pg 2021 . N 1094mu

VHIOVBUOYAJBHOTO NpellpUHMMAaTES

(ykazaTe ampec, HOMEep UM OaTy JIMULEeH3UMU,

HaVMEHOBAaHME OpraHa I'OCyIOapCTBEHHOM BJIACTH,

BHIDABLUIETO JIMLIEH3UIO)

PELEIT "o 20 .
(DaTra odopMIIeHUA-pPELEeNnTa)

(B3pOCIEI, IOeTCKUMM — HYXHOE MOOUEePKHYTH)

daMmmsa, MHMLMAJBE MMEeHM UM OTUecTBa ([IocCJeIHee -— M[PM HaJluuuu)
nalMeHTa

JaTa poxneHmd

Anpec MecTa XUTeJbCTBa MM N MeIMIMHCKOM KapTh amMOyJlaTOPHOT'O
nmauMeHTa, I[oJiydawnler'o MeIUUMHCKYI IIOMOUIL B aMOyJIaTOPHHEIX YCJIOBUAX

daMmmMsa, MHMULMAJE MMEeHM UM OTUecTBa ([IocJelHee -— MIPUM HaJuuuu)
Jledyamero Bpada (bernpmmepa, akylLepKu)




[loonmcp M HnedaThs Jiedyallero Bpada M.II.
(mnomnmuce ¢espruepa, aKylepKu)

PellenT IOeMCTBUTEJIEH B TeueHUe 15 nHenl

ObopoTHasAs CTOPOHA

OTMeTKa O Haz3HA4YEeHUMU
JIEKAPCTBEHHOTO Ipenapara
10 pelleHUd BpaduebHOM KOMMUCCUU

[TpuroTOoBMII [Iporepmi OrnycTui

®OPMA PELEINTYPHOI'O BJIAHKA N 148-1/Y-04 (J)

MMHMCTEPCTBO 3IOPaBOOXPaHEHUA YTBEPXIEHA
Poccumickomn Odemepauum MECTO IJiA opukasoM MuHMCTEepCTBa
MTPUXKOIOA <*> 30PpaBOOXPaHEHNA

Poccuiickom demepaluun
or 24 Hosabpsa 2021 1.
N 1094n




Tamn | |

Konm MmMemmuUMHCKOM OpTraHM3alnm

Tamr

Kon VMHIVMBUIOYAJIBHOT'O IPeAllpMHMMAaTETIA

Kon ¢opmer mo OKYI 3108805

®opma N 148-1/y-04 ()

Kon Kon lcTOUHMK OMHaAHCHUPOBaAHMA: |$ OINJATH:
KaTeropumn HO3O0JIOTUYECKOM |(IOOUYEPKHYThH) (IOOUEpPKHYTH)
TrpaxiaH dopwmer (o MKE)
1. denmepalbHEM OOIXET 1. BecnnaTHO
2. BomxeT cybbekTa 2. 50%
Poccumickonm denepauum
3. MyHMUMIOAJNbHBENM OwlmxeT |3. MHOM $
PEUEIT Cepusa N IaTa obopMIIeHMS: 20 .

daMuiins,
IpY HaJIWU4dMuM)

MHMULMAJIEL MMEeHM M OTuUeCcTBa
naluMeHTa

(rmocyienHee -
JaTa poxmoeHUd

CHIWJIC



https://normativ.kontur.ru/document?moduleid=1&documentid=71591#l0

N mosirca
obg3aTeJIbHOTO
Me OMLIMHCKOTO
CTpaxOBaHUA:

HOMep MEeIOULMHCKOM KapTel INIalVeHTa,
aMGYJ'IaTOprIX YCIIOBUAX

IIoJIydamnumero MeIMIMHCKYIO IIOMOIB B

daMmIIMsa, MHULMAJE MMEHUM UM OTUeCTBa

Jeyamero Bpauda (benpmmepa, axkylepk
Pyb. Korm. Rp: .. i
D.t.d. ...,
Signa: .«..eieieeee..

[Toonuce ¥ redvaThb Jiedaller'o Bpauda
(momnmuce Qespauepa, aKylepKu)

PellenT IOeMCTBUTEJIEH B TeueHUe

(mocJyienHee - IpPM HaJIMUUM)
")
M.II.
15 guew, 30 mHemn, 90 nHewn

(HyXHOe MOOUEePKHYTH)

(BanonHgeTCcd CHeuMaJMCTOM allTedHOM OopITaHM3alluM)

OTIYyLWEHO I[I0 pPeLenTy:

ToproBoe HaMMEHOBAaHME
1 IO3MPOBKA :

A A

TaTa oTnycka: 20

KonmmuecTBO :

[[OMTOTOBMII:

OTnyCcTui:

[[poBEepPMIT:

(IMHMS OTPEBIRA)

Kopemok peuenTypHOTO OJiaHKa
HanveHOBaHME
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ObopoTHas CTOPOHa

OTMeTKa O Ha3HaUYeHUU
JIEKAPCTBEHHOT'O Ipenapara
[I0 PeleHU0 BpadueOHOM KOMUCCUU

[TpuroTOoBMII [Iporepui OrnycTui

<*> B cJyyae M3TOTOBJIEHMS pPeLeNTypHOTO OJiaHKa C MCIOJIb30BaHUEM
KOMIIBIOTEPHEIX TEXHOJIOT UM .

Ipunoocenue N 3

K npuxa3y Munucmepcmea 30pagooxpanenus

Poccuiickoii @edepayuu

om 24 nosaops 2021 . N 1094n

HOPAJOK O®POPMJIEHUSA PEHEIITYPHbBIX BJIAHKOB
HA JJEKAPCTBEHHBIE IIPEITAPATDI, UX YUETA U
XPAHEHUASA

I. Odopmiienne penenta Ha OyMa:KHOM HOCHUTeJIE

1. Ha penentypubix 6mankax ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(i1) B 1eBOM BepxHEM
YTy TMPOCTABIISIETCS MITaMI MEAMIIMHCKOW OpTaHU3alMK C YKa3aHHEM ee HanMEHOBaHUs, ajipeca
TesnedoHa ¢ 1aTON BBIMUCKY (JaToi 0opMIIeHHs ) pelienTa Ha JIeKapcTBEHHBIN npenapaT

JlomonauTeIbHO Ha pernentypHoMm Onmanke ¢opmer N 148-1/y-04(1) mpocrtaBiseTcss KoJ
MEJIUIMHCKOW OpraHu3aliud B COOTBETCTBUM C OCHOBHBIM TOCYJIAPCTBEHHBIM PETHCTPALMOHHBIM
HomepoM (nanee - OI'PH).

Cepusi penentypHoro Omanka (opmbr N 148-1/y-04(;1) Bkmrowaer koj cyObekTa Poccuiickoii
@®enepaliv, COOTBETCTBYIOLIMM JBYM IHepBbIM Ludpam OObmepoccuiickoro kiaccudukaropa
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00BEKTOB aJIMHHUCTPATUBHO-TeppHUTOpUaIbHOTO neneHus (qanee - OKATO).

Pa3pemaercs usroraBiauBate peuentypabie 01anku ¢hopmbl N 107-1/y u popmer N 148-1/y-04(x) ¢
MOMOIIHI0 KOMIIBIOTEPHBIX TEXHOJIOTHIA.

Peuentypusie Onanku ¢opmbl  popmbr N 148-1/y-88 M3roTraBIMBarOTCAd HUCKIFOYUTEIBHO
TUNOTPAPCKUM CIIOCOOOM.

2. Ha peuentypHeix OnaHkax, O(GOPMIISEMbIX HHIUBUAYAIbHBIMU IPENNPUHUMATEISIMH,
UMEIOIUMH JIMIEH3UI0 Ha MEIULUHCKYIO JESITEIbHOCTh, B BEPXHEM JIEBOM YIUIy THUHOrpadCKUM
CHocOoOOM WM TMyTEM MPOCTABICHHS INTaMIa JOJDKEH OBbITh YKa3aH aapec WHIMBHIYaTbHOTO
IIPEeIIPUHUMATEN], HOMEP W JaTa JIMLIEH3MHM, HaUMEHOBAHHWE OpraHa IOCyNapCTBEHHOW BIACTH,
BBIJIABLIETO JIMLICH3HIO.

3. Penentypusle Onanku ¢dopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(;1) 3amonHsArOTCS
MEAMIIMHCKIM paOOTHUKOM YEPHIJIAMHU WIIH MIAPUKOBOH PyYKOH.

4. Nomyckaercst opopmileHHEe BCEX PEKBU3HUTOB (3a MCKIIOUYeHUEM pekBusuta "[loamuck neyaniero
Bpaua (moamuch ¢enpamepa, akymepku') peuenTypHbeix OmankoB (opmbel dopmbr N 107-1/y,
¢dopmbr N 148-1/y-88 u hopmsr N 148-1/y-04(11) ¢ ucmonbp30BaHUEM MTEYATAIOIINX YCTPOUCTB.

5. Odopmnenne peuentypubix OnankoB ¢opmbl N 148-1/y-04(a) Briodaer uudpoBoe
KOJMPOBaHUE.

[MuppoBoe KoaMpOBaHHE YKA3aHHBIX PELIENTYPHBIX OJIAHKOB BKJIFOYAET:

1) xon menuuumHckoit opranuzaimuu (OI'PH) wnm xon MHIMBUIYanbHOTO MPENNpPUHUMATENS B
co0TBETCTBUU C (OCHOBHBIM T'OCYJaPCTBEHHBIM PErUCTPAIMOHHBIM HOMEPOM HWHIUBHUIYaJIbHOTO
npennpuaumarens (nanee - OI'PHUII), mnpocraBnsiemblii MpH M3TOTOBICHUU PEIENTYPHBIX
0JIaHKOB;

2) KON KaTeropuH TpaxK/JaH, MMEIOIIMX IPaBO Ha IOJlydyeHHE JIEKApCTBEHHBIX IIpErapaToB B
COOTBETCTBUM cO cratheil 6.1 denepanbHoro 3axkoHa ot 17 wmrons 1999 r. N 178-®d3 "O
roCy/apCTBEHHOW colalibHON noMomu" <1>, u Ko Ho30J0rH4ecKoi (popmbl o MexayHapoHOM
CTaTUCTHUECKOW Kiaccuukanmu Oosne3Hell M mpolsieM, CBsA3aHHBIX co 370poBbeM (10-if
nepecmotp) (manee - MKDB), 3amonHsieMble jedaiuM BpauoM IMyTEM 3aHECEHUs Kaxaou Hupsl B
MyCThIE STYEHKHU, IPU STOM TOUKA ITPOCTABIISETCS B OT/IENIBHOM sueiike;

<1> CoOpanue 3akoHoaarenscTBa Poccuiickoit @eneparuu, 1999, N 29, ct. 3699; 2020, N 52, cT.
8577.

3) ormeTky 00 uctounmke (uHaHcupoBanus ((emepanbHbiii OromkeT [1], OmKeT cyObekTa
Poccuiickoit ®enepauuu [2], MyHUIHMMANbHBIA OroxkeT [3]) U MpoLEHTE OIUIATHI perenta
(6ecrmatho [1], 50% [2], unoit % [3]);

4) WTPUX-KOA - NOMOJHUTEIbHBIA PEKBU3UT (B Cllyuyae H3TOTOBJIEHHUS HA TEPPUTOPUHU CyOBEKTa
Poccuiickoit @enepannu perenTypHoro 6J1aHKa ¢ UCHOIb30BAHUEM KOMIBIOTEPHBIX TEXHOJIOTUH).

6. B penentypubix 6mankax gopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(x1) B rpacde "damumnns,
UHHUIMATBI UMEHH M OTYecTBa (TOClieHee - MpH HAJWYMK) NalueHTa" yKasbIBaroTca (QaMuivs,
WHUIAATBI IMEHU B OTYeCTBA (TIOCIIETHEE - TP HATMYHHN) TTAlMEHTA.
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7. B peuentypubix Omankax ¢opm N 148-1/y-88, N 107-1/y m N 148-1/y-04(:1) B rpacde "[lata
pPOXKICHHS" YKA3bIBACTCS JlaTa POKICHUS MAIMEeHTa (YUCIIO0, MECSIII, TO).

JononuurensHo B penentypHbix Omankax ¢gopmber N 148-1/y-88 u ¢popmsr N 107-1/y ans nereit B
Bo3pacte 70 1 roga B rpade "Jlata pokneHus" yKka3pIBaeTCS KOJIHMYECTBO MOTHBIX MECSIICB.

8. B peuentypubix Onankax ¢opmbr N 148-1/y-04(1) B rpadax "CHUJIC" u "N mnommca
0053aTeNIbHOT0 MEIUIMHCKOTO CTPaxOBaHUS'" yKa3bIBaIOTCS CTPAXOBOM HOMEP HHAWBHYabHOTO
nuneBoro cuera rpaxnanuHa B [lencuonnoM ¢donzae Poccuiickoit @enepannu (CHUJIC) (mpu
HAJIMYUU) U HOMEp TOoJIUca 00513aTEIbHOI0 MEIUIIMHCKOTO CTPaXOBaHHUS.

9. B peuentypnsix 6mankax Gopmber N 148-1/y-88 B rpade "Aapec mecTa KUTEIBCTBA WM HOMEP
MEAWIIMHCKOW KapThl MAIMEHTa, MOJYYalOmEero MEIUIUHCKYI0 TOMOIh B aMOyJIaTOPHBIX
yCIOBHAX", yKa3bIBACTCS TOYTOBBIA aJpec MecTa XHUTEJIbCTBa (MecTa MpeObIBaHUS WIM MECTa
(aKTUYECKOTO MPOKMUBAHUS) MAIMEHTA WJIM HOMEP METUIIMHCKON KapThl MallMeHTa, MOTYYaroero
MEIUIUHCKYIO TOMOIIb B aMOYJIATOPHBIX YCIOBUAX <2>.

<2> [Ipuka3 MunucTepcTBa 37paBooxpaneHus Poccuiickoir @enepanuu oT 15 nexadps 2014 r. N
8341 "OO6 yTBepKAcHUH YHU(DUIIUPOBAHHBIX (POPM MEIUIIMHCKON JOKYMEHTAIINH, HCITOJIb3YEMbIX B
MEAMIMHCKUX OPTaHU3aIUIX, OKA3bIBAIOIINX MEAUIIMHCKYIO IIOMOIIb B aMOYJIaTOPHBIX YCIOBUSX, U
nopsAkoB no ux 3amnosiHeHuro" (nanee - Ilpuxaz3 N 834H) (3apeructpupoBaH MuHHCTEPCTBOM
toctuiii - Poccuiickoit @enepanmu 20 depans 2015 1., peructpanmonnbii N 36160) ¢
WU3MEHEHUSIMH, BHECEHHBIMHU IpHUKa3aMu MUHMCTEPCTBA 3ApaBooxpaneHus Poccuiickon @enepanyu
ot 9 suBaps 2018 r. N 2 (3aperucrpupoBan MuHUCTEPCTBOM FOCTHIMU Poccuiickoit denepanuu 4
anpenst 2018 r., peructpaunonnslii N 50614), ot 2 Hos10ps 2020 r. N 1186Hn (3apeructpupoBan
MunucrepctBoM toctuimu Poccuiickoit @enepaunn 27 Hoa6ps 2020 r., perucrpaunoHHbiii N
61121).

Vkazanme u aapeca MeECTa KUTCJIbCTBA U HOMCpPA MEIUITHHCKOM KapThbl MallMCHTA, IMOJYyYarolIcro
MCIUTUHCKYHO ITOMOIIb B aM6y.]'IaT0pHBIX YCIIOBUAX, HC ABJISCTCA OIIIMOKOM.

B peuentypubix 6mankax ¢popmsl N 148-1/y-04(;1) B rpade "Homep MeaAMIIMHCKOM KapThl MAallUEHTa,
MOJTyYalolero MEIUIIMHCKYI0 IOMOILIb B aMOyJIaTOPHBIX YCIOBUSAX" YKa3bIBa€TCsd HOMED
MEIUIUHCKON KapThl MAllMEHTa, MMOJIyYaroIlero MeJAUIMHCKYIO TIOMOIIb B aMOYJIaTOPHBIX YCIOBHUSX
<3>,

<3> IIpuka3 N 834H.

10. B rpade "damunus, MHULIMATIBI UMEHU U OTYeCTBa (IOCIEAHEE - TP HAJMYKHN) JIEYalllero Bpaya
(penpmmepa, axymepku)" peuentypHbix OmankoB ¢opm N 148-1/y-88, N 107-1y u N
148-1/y-04(J1) yKa3bIBArOTCS TIOJHOCTHIO (DaMUITUS, HHUIIMATIBI UMEHH, OT4YecTBa (TIOCTCIHEe - TIPH
HAJIMYMK) MEIUIIMHCKOTO pabOTHHKA, HA3HAYMBILETO JIEKAPCTBEHHBIE TpenapaTsl 1 0(OPMHUBILETO
pelLernT.

11. B rpade "Rp" peuentypusix OmankoB ¢opm N 107-1/y, N 148-1/y-88 mu N 148-1/y-04(m)
yKa3bIBaETCSI:
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1) HauMEHOBaHKE JICKAPCTBEHHOT0 Mpemnapara (MeKIyHapOAHOE HEMAaTeHTOBAHHOC HAMMEHOBAHUE,
TpynImmupoBOYHOC WM XUMHUUYCCKOC HAMMCHOBAHUEC, TOPIrOBOC HaI/IMeHOBaHI/Ie) Ha JJaTUHCKOM SA3BIKE
WIM Ha PYCCKOM si3bIKe, ()OpMa BBIMYCKa, IO3UPOBKA, KOJMYECTBO (YKa3bIBACTCS MPOIUCHIO Ha
penentypaom 6manke hopmbel N 107/y-HIT);

2) cmocod TpHUMEHEHHs JIEKapCTBEHHOTO IpenapaTa Ha TOCYJapCTBEHHOM si3bike Poccuiickoit
®enepany WM Ha rocy1apCcTBEHHOM sA3bIke Poccuiickoin denepanuu U rocy1apCTBEHHOM S3BIKE
pecnyOJIMK U MHBIX s3bIKaxX HapoJoB Poccuiickoit denepanun <4>.

<4> Yactp 1 crarbu 15 3akona Poccuiickoit @eneparuu ot 25 oktabps 1991 r. N 1807-1 "O
s3pIKax HaposoB Poccuiickoit ®enepamuun” (manee - 3akon N 1807-1). (BemomocTtu chesna
Hapoaubix nenyratoB PCOCP u BepxoBHoro Cosera PCOCP, 1991, N 50, cr. 1740; Cobpanue
3akoHo1ateabcTBa Poccuiickoit eneparuu, 1998, N 31, ct. 3804).

13. IIpu opopmieHUH penenTypHBIX OJaHKOB 3alpeniaeTcs OrpaHuuMBaThCs OOIMMH YKa3aHUSAMH,
Hanpumep, "BrayTtpennee", "M3BecTHO".

B snekmponnom 0oKkymenme nymepayus nyHKmoe coomeenmcmeyen oQuuyuaibHomy
UCHIOYHUKY.

14. Peuent, odopmiieHHbi Ha perentypHoM Omanke ¢opm N 148-1/y-88, N 107-1/y m N
148-1/y-04(11), noanuchIBaeTCS MEAUIMHCKUM PAOOTHUKOM U 3aBEPSETCS €ro MmevyaThlo.

Peuent, odopmiennsiii Ha peuentypHom Onanke ¢popmbl N 148-1/y-88 u dopmbr N 148-1/y-04(1n),
JIOTIOJTHUTEILHO 3aBEPSETCS MeYaThi0 MEIUIIMHCKON opranu3anuu "l perentos".

s penenta, odhopmieHHoro Ha perentypHoM Onanke gopmbl N 107-1/y, nanuuue nedatu "J{ns
penenToB" He ABJsSETCs 00s13aTeIbHBIM.

15. Ha ogaoMm penentypaoM Oianke Gopmbl N 148-1/y-88 u ¢popmer N 148-1/y-04(:) paspernaercs
OCYIIECTBIISITH HA3HAYEHHUE TOJIBKO OJIHOTO HAMMEHOBAHUS JICKAPCTBEHHOTO Mpernapara.

Ha omnom penentypaom Omanke ¢opmer N 107-1/y paspemraercss oCymIeCTBISITh Ha3HAYCHUE
TOJBKO OJIHOTO HAMMEHOBAaHMS JIEKAPCTBEHHOro mpemaparta, oTHocamerocs mno ATX k
antuncuxotudeckum cpencteam (kogq N 05A), ankcuonutrkam (kogq N 05B), cHOTBOpHBIM U
cenatuBHbM cpeactBam (kox N 05C), antupenpeccantam (kox N O06A) um He mojexariero
NPEIMETHO-KOIMYECTBEHHOMY yUeTy, ¥ JI0 TpeX HauMEHOBaHHUH JIEKAPCTBEHHBIX MPETapaToB - IS
MHBIX JICKAPCTBEHHBIX MPENapaToB, HE OTHECEHHBIX K BbIIeyka3aHHbIM ATX.

16. McnipaBienust B penienTe He JOMYCKAIOTCA.

17. Tlpu opopmiennn perentypHbix 6mankoB popm N 148-1/y-88, N 107-1/y u N 148-1/y-04(11) Ha
JIeKapCTBEHHbIE MpenapaThl, Ha3HAYEHHbIE MO pELICHHUI0 BpayeOHOW KOMHMCCHUHM, Ha 000poTe
pelenTypHOro OJaHKa CTABUTCS CIICIHATIbHAS OTMETKA (IIITaMII).

18. Ha penienityprom Gmanke hopmer N 148-1/y-04(;1) BHU3Y UMeeTCS JTMHUAS OTPBIBA, pa3/elisoniast
peLenTypHbIi OJaHK U KOPEIIOK.

Kopemok ot peuenTta, opopMICHHOTO Ha YKa3aHHOM pELENTypHOM OJlaHKE, BBIJACTCS MalUeHTY
(ero 3aKOHHOMY TPEACTABUTENI0) B aNTEYHOW OpPraHM3aIMK, HAa KOpEIIKEe AeNaeTcss OTMETKa O
HaWMEHOBAaHHH JIEKAPCTBEHHOTO MperapaTa, 103UPOBKe, KOJINYECTBE, CIOCO0e TPUMEHEHHS.
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1. Odpopmienue penenrta B gopme 3J1eKTPOHHOI0 JOKYMEHTA

19. Peuent B (hopMe DIIEKTPOHHOTO JOKYMEHTA, TOJIMUCAHHOTO YCHUJICHHON KBATH(HUIIMPOBAHHON
3JIEKTPOHHOU MOAMKUCHI0, POPMUPYETCS MEAUIIMHCKUM PaOOTHUKOM, CBEJICHUS O KOTOPOM BHECEHBI
B (enepaiabHbIl PETUCTP MEIUIMHCKUX PaOOTHUKOB <5>, a TaKkKe NPHU YCIOBHH PETHUCTPALUU
MEAMIIMHCKOW OpraHu3aluu, B KOTOpod odopmisieTcs peuent, B (¢eaepalbHOM peecTpe
MEAWIIMHCKUX OpTaHu3aluii <6> eANHOW TOCYIapCTBEHHON HH(OPMAIIMOHHOW CHUCTEMBI B cdepe
3paBOOXPAHEHUs M TMOJKIIOYEHHS TaKOM MEIMLIHUHCKOM OpraHu3alud K TOCyJapCTBEHHOMN
UHPOPMALIMOHHOM cucTeMe B cepe 31paBooxpaneHus cyorekra Poccuiickoit depepanuu <7>.

<5> Yacte 4 crateu 91.1 ®enepanpHoro 3akona N 323-d3 (Cobpanue 3aKOHOIATEIHCTBA
Poccutickoii ®enepamuu, 2011, N 48, ct. 6724; 2020, N 29, cT. 4516).

<6> Yacte 4 crarbu 91.1 denepanpHoro 3akona N 323-O3 (CobpaHue 3aKOHOIATENIHCTBA
Poccuiickoit deneparuu, 2011, N 48, ct. 6724; 2020, N 29, c1. 4516).

<7> Cratpu 91 u 91.1 ®enepansaoro 3axkona N 323-03 (Cobpanue 3akoHoaTebcTBAa Poccuiickoit
Oenepannn, 2011, N 48, cT. 6724).

20. IIpu odbopmienun penenta B popme IEKTPOHHOTO JOKYMEHTa Ha JIEKapCTBEHHbBIE MPEnapaThl,
yKazaHHble B yHKTax 9 u 11 Ilopsaka Ha3HaueHUs JIEKapCTBEHHBIX MPENapaToB, YTBEPKIEHHOTO
HACTOSIIIMM TMPUKA30M, M OTIYCKAaeMble 3a MOJHYK CTOMMOCTb, 3allOJHSIOTCS CIEAYIOIIHE
PEKBU3UTBHIL:

1) xon cyoOwekta Poccuiickoit @enepanmun no OKATO, ompeaensomuil rocyaapcTBEHHYIO
nH(pOpMAIMOHHYIO CHUCTEMY B cdepe 3apaBooxpaHeHusi cyoObekta Poccuiickoii ®enepanuu, B
KOTOpOi chopMupoBaH perent B popme JIEKTPOHHOTO TOKYMEHTA;

2) HaAaNMMCHOBAHUC MCZ[HHHHCKOﬁ opranuizanuvu, aapec, TeJ'Ie(i)OH nim CI)aMI/IJ'II/ISI, HMHHUIKMAJIbl UMCHHU U
OTYECCTBa (HOCJ’IGI[HGC - Ipu HaJ'II/I‘-II/II/I) HHAUBHUAYAJIBHOI'O NIPCANPUHHUMATEIIA, UMCIOLICTO JIMICH3UTO
Ha MCAUIIUHCKYIO JACATCIbHOCTD, €TO0 aAPEC;

3) OI'PH ropuanueckoro nuna (MeaunuHckoi opranmzanuu) win OI'PHUII muauBuayanbHOTrO
IpeanpuHIMATEIS;

4) nata ohopmiieHus perenta (ykasbIBaeTCsl YUCII0, MECSIL, TOM);

5) nara okoHYaHMsS JeicTBUS perenta (popMupyercs rocydapCTBEHHON HHMOpPMAIMOHHON
cuctemMoil B cdepe 3ApaBooxpaHeHus cyObekTa Poccuiickoit ®denmepannu B COOTBETCTBUU CO
cpokamu AeucTBus perenToB: 15 quent, 30 gueit, 60 nuei, 90 quel, 1o 1 roma);

6) YHUKaIBHBIM HOMEp perenta (hopMuUpyercs TOCyIapCTBEHHON MH(POPMAIIMOHHOW CHUCTEMOW B
chepe 3apaBooxpaHeHus cyobekta Poccuiickoit ®dexepanuu W 0o0eCHeYMBAET OJHO3HAYHYIO
uaeHTU(GHUKAIMIO perenTa B popMe 3MeKTpoHHOTO JokyMmeHTa B couetanuu ¢ OKATO, OI'PH unu
OI'PHUII);

7) ormetku "Cito" (cpouno) wmam "statim" (HemeIeHHO) MpH HEOOXOIUMOCTH CPOYHOTO HITH
HEMEIJIEHHOTO OTMYCKa JIEKapCTBEHHOTO Tperiapara ManueHTy;

8) ampec marueHTa (yKa3bIBaeTCs MOYTOBBIM aapec MeCTa KUTEIhCTBA (MecTa MpeObIBaHUS WA


https://normativ.kontur.ru/document?moduleid=1&documentid=396304#l1184
https://normativ.kontur.ru/document?moduleid=1&documentid=396304#l1184
https://normativ.kontur.ru/document?moduleid=1&documentid=396304#l465
https://normativ.kontur.ru/document?moduleid=1&documentid=396304#l1173
https://normativ.kontur.ru/document?moduleid=1&documentid=383493#l20653
https://normativ.kontur.ru/document?moduleid=1&documentid=383493#l20653

MecTa (HaKTHYECKOTO TIPOXKMBAHMSA) C YKa3aHHEM WHJEKCa, HAaWMEHOBAaHHS Kpas, 00JacTH,
pecryOJIMKH, aBTOHOMHOTO OKpyra W MHOTro cyObekTa Poccuiickoit ®eneparnum, HauMEHOBAHHUS
HACEJICHHOT0 MyHKTa, HAaMMEHOBaHUsS yIUIbI (MPOCHeKTa, Mepeylika, Mmpoes3aa), Homepa goma (c
yKa3aHHEM KOpILyca, IpY HAJIMYMH ), HOMEpa KBapTHUPHI);

9) HOMEp >IEKTPOHHON MEIMIIMHCKOM KapThl MAalMEeHTa B TOCYIApCTBEHHOM HH(OpMAIMOHHON
cucreMe B cepe 3npaBooxpaneHus cyobekra Poccutickoit denepanuu;

10) pammunust, ©Ms, OTIECTBO (ITOCIICTHEE - TP HAJTMYWH) TTAIIMEHTA TTOTHOCTHIO;

11) nmara poknenusi mnauMeHta (yKa3bIBaeTCs YMCIO, MecAl, Toi), Mui jaered g0 1 rona
JIOTIOJTHUTEILHO YKAa3bIBACTCS KOJUYECTBO MOJTHBIX MECSIICB;

12) hbamunus, M”HULIMAIB UMEHHU U OTYECTBA (TIOCIIEHEE - PU HAJTMYWHU ) MEAUIIMHCKOTO pabOTHHKA
HOJIHOCTBIO;

1 3) HanMMCHOBAHUC JICKapCTBCHHOI'O npcliapara (MG)KI[YHapOI[HOG HCIIaTCHTOBAHHOC
HAaMMCHOBAHUC, TPYHNIIMPOBOYHOC HJIM XUMHYCCKOC HAMMCHOBAHHEC, TOPIrOBOC HaI/IMeHOBaHI/IC),
J03HUPOBKaA, (1)OpMa BBIITYCKa, KOJIMYECTBO (BCC MO3UINH YKa3bIBAKOTCA HA PYCCKOM 5{3BIKC);

14) cmoco® mpuMeHeHHs JIEKapCTBEHHOTO Ipernapara Ha TOCYAapCTBEHHOM s3bIke Poccuiickoii
denepanuy WM Ha rocynapcTBEHHOM si3bike Poccuiickoit denepannu U rocyAapcTBEHHOM S3bIKE
pecryOJIK ¥ MHBIX SI3bIKax HapoJ10B Poccutickoit denepannn <8>;

<8> Yactp 1 cratem 15 3akona N 1807-1 (Bemomoctu cbeznma Hapoasseix aemnyratoB PCOCP u
BepxoBunoro Coera PCOCP, 1991, N 50, ct. 1740; CoOpanue 3akoHOIATeIbCTBAa Poccuiickoit
Oenepannn, 1998, N 31, ct. 3804).

15) 1OKyMeHT, MOJTBEpXKIAIOUIMIA Ha3HAUYEHUE JIEKApCTBEHHOI'O IMpenapara [0 PEeLIeHUI0
BpaueOHOW KOMUCCUHU MEIULIMHCKON OpraHn3allly;

16) oTMeTka O Ha3HAYEHMM JIEKApPCTBEHHOTO Ipernapara IO pelIeHUI0 BpayeOHOW KOMHUCCHU
MEAMIIMHCKOW OpraHu3allid B ClydasiX, yKa3aHHbIX B a0zaune BTOopoM mnyHKTa 6 Ilopsnka
Ha3HAYCHMs JICKaPCTBEHHBIX IIPENApaTOB, YTBEPKIECHHOIO HACTOSALIUM IIPUKA30M;

17) oTMeTka O cnenMaibHOM Ha3HAUYEHMM JIKapCTBEHHOIO Mperapara (3aroyiHieTcsl B Cilydasx,
yKa3aHHbIX B yHKTax 15 u 24 [lopsaka Ha3HAUYEHUS JIEKAPCTBEHHBIX MIPENAPATOB, YTBEPKIEHHOTO
HACTOALUM IPUKA30M);

18) oTMeTKa 0 crenMasIbHOM Ha3HAUYEHUU JIEKApCTBEHHOTO Iperapara MalueHTy ¢ 3a00JeBaHUEM,
TpeOYIOLMM JUIUTEIBHOTO KypCOBOTO JIEUEHHUs (3alOJIHAETCS B Cilydae, YKa3aHHOM B IyHKTe 23
[Topsinka Ha3HAueHHUsS JIEKAPCTBEHHBIX MPENapaToB, YTBEPXKIACHHOIO HACTOALIUMM IPHUKA30M) C
IIPOCTaBJICHUEM NIEPUOAUYHOCTH OTIYCKA JIEKAPCTBEHHOTO Mpenapara;

19) npu odopmienun penenta B GopMe IEKTPOHHOTO JOKYMEHTA Ha JICKApCTBEHHBIE MPENapaThl,
yKa3aHHbIE B MOAMYHKTax 2 - 5 myHkTa 9 u nyHkre 11 Ilopsiaka HasHadeHUs JIEKapCTBEHHBIX
IpenapaToB, YTBEPKIAEHHOIO HACTOSALIMM MPUKA30M, TPpaX1aHaM, UMEIOLUM IpaBo Ha OecruiaTHOe
MOJIyYEHHUE JIEKAPCTBEHHBIX NPENAapaTOB MM MOJYyYEHHE JIEKAPCTBEHHBIX MPENAapaToOB CO CKUAKOM,
3aMOJIHAIOTCS PEKBU3UTHI, NIPENYCMOTPEHHbBIE NMOAMYHKTaMU 1 - 18 HacTosIIero myHKTa, a Takke
CIIEIYIOIINE PEKBU3SHTBHI:
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a) KaTeropus TpakIaH, HUMEIOIMUX TPAaBO Ha IMOJYYEHUE JICKAPCTBEHHBIX IMpPENaparoB B
COOTBETCTBUU cO craTheil 6.1 DenepampHoro 3akona ot 17 wmroms 1999 r. N 178-®3 "O
roCyIapCTBEHHOM COMAIBHOM momotu" <9>;

<9> CobOpanue 3akoHoaatenbcTBa Poccuiickoit deneparuu, 1999, N 29, cr. 3699; 2020, N 52, cr.
8577.

0) xox Ho3os0ru4YecKoi ¢popmbl o MKB;

B) ucTouHUK (punaHcupoBanus (1 - denepanbHblil Or0mKET, 2 - OIOMKET cyObekTa Poccuiickoit
®denepann, 3 - MyHUIMITATBHBINA OFOKET);

r) pazmep omuiatsl (1 - 6ecmatHo, 2 - 50%, 3 - unoit %);

JI) CTPaxOBOW HOMEp WHIWBHIYyAILHOTO IUIEBOTO cyeTa TpaxaaHuHa B IleHcrmoHHOM (oHIe
Poccuiickoit ®enepanuu (npu nanuuun) (CHUJIC);

e) HOMCD I10JI1MCa 00513aTeJILHOIO MCIULHUHCKOI'O CTPaXOBaHHA.

21. Ilpu npocTaBieHUH OTMETKM, yKa3aHHOW B moanyHkre 16 myHkra 20 Hacrosimiero I[lopsinka,
perent B (opMe S3IEKTPOHHOTO JOKYMEHTA IOAMMUCHIBACTCS YCHUJICHHON KBalU(UIIMPOBAHHOM
AJIEKTPOHHOW TMOJMUCHI0 TIPEJICeaTeNsl WM CeKperapsi BpauyeOHOM KOMHUCCHH MEIUIIMHCKON
OpraHu3aluy, MpU IPOCTABICHUM OTMETOK, yKa3aHHBIX B noamnmyHkrax 17 u 18 mynkra 20
Hactosimiero [lopsimka, - yCHJIGHHBIMH KBaTHU(UIIUPOBAHHBIMUA OSJCKTPOHHBIMH  TTOITHCIMH
COOTBETCTBYIOIINUX MEIUIUHCKUX PaOOTHUKOB.

22. Tlo TpeOoBaHMIO MNAalMEHTa MM €ro 3aKOHHOIO MpeACTaBUTENs O(OPMIISIETCS 3K3EMILIp
peuenta B ¢opMe 3JIEKTPOHHOTO TOKyMEHTa Ha OyMa)kHOM Hocutene ¢ oTmeTkou "JlyOmmkar
AJIEKTPOHHOIO JOKYMEHTa".

[11. Yuer pennenTypHbIX 0JIAHKOB (32 HCKJIIOYEeHHEM peleNTyPHBIX
O0s1ankoB o popme N 107/y-HII " CnenuajbHblid penenTypHbIH
01aHK"")

23. Vwuer peuentypubix OmankoB ¢opm N 107-1/y, N 148-1/y-88 um N 148-1/y-04(x),
U3rOTaBIMBAEMBIX TUIOTPAQCKUM CIIOCOOOM (j1ajee - pelenTypHble ONaHKH, MOAJIEKaIINe YUeTy),
OCYILIECTBIISIETCSI B JKypHaJIaX yd4eTa, MPOHYMEPOBAaHHBIX, IMPOIIHYPOBAaHHBIX M CKPEIUICHHBIX
HNOJANKMCHIO  PYKOBOJHUTENS] W MEYaThl0  METUIIMHCKOH  OpraHM3allud  WIM  TOANKCKIO
WH/IMBUYAITBHOTO MTPEIIPUHUMATEISI, UMEFOIIETO JIUIICH3HIO Ha METUITMHCKYIO JIeATEIbHOCTb.

24. XKypnain yuera peuentypsbix 6mankoB popmel N 107-1/y conepxut cienyromue rpadsr:
1) HoMep o nopsAAKY;

2) B pazaene "[lpuxon":

a) JlaTa pEeruCTpanny JTOKyMEHTA, TOITBEPKIAIONIETO MOCTYTICHHE;

6) HOMCp U 1aTa JOKYMCHTA, MOATBCPIKAAIOIICTO MOCTYIIJIICHUE, HANMCHOBAHUC ITOCTABIIIUKA,
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B) 00111ee KOJIMYECTBO MOCTYMUBIINX PEUENTYPHBIX OJIAaHKOB;

F) (baMI/IJ'II/IH, HHHUIOWaJIbl UMCHH U OTUECTBaA (nocnez[Hee - I[IpH HaJ'II/I‘II/II/I) U 11oANMUCh OTBETCTBEHHOI'O
MCIUIIMHCKOTI'O pa6OTHI/IKa, MOJIYYMBLICTO PCUCIITYPHLIC 0JaHKHU OT IIOCTaBIIMKaA,

3) B paznene "Pacxon":
a) JjaTa BbIJauu PELENTYpPHBIX OJaHKOB;
0) KOJIMYECTBO BBIIAHHBIX PELECTITYPHBIX OJIAHKOB,

B) (daMuius, WHHWIMATBI MMEHM M OT4ecTBa (MOCIEAHEEe - MPU HAIMYUU) OTBETCTBEHHOTO
MEAMIMHCKOTO PabOTHHKA, MOTYYUBIIETO PEHENTYyPHbIE OJaHKU;

I') HOJMCHh OTBETCTBEHHOTO MEUIIMHCKOTO paOOTHHKA, TOJYYHBIIETO PELENTYpHBIE OaHKHU;

4) pamunus, THUIMAIBI IMEHHU U OTYECTBA (TIOCIeIHee - IPU HAJTMYHUN) U TIOJITUCH OTBETCTBEHHOTO
MEAMIIMHCKOTO pabOTHHKA, BHIJABIIETO PEIENTYPHbIC OIaHKU;

5) OCTaTOK penenTypHbIX OJaHKOB.

25. XKypnan ydera penentypHbeix OnmankoB ¢opm N 148-1/y-88 m N 148-1/y-04(x1) comepxut
creyroye rpadsor:

1) HoMep o NOPAIKY;

2) B pazaene "[lpuxon":

a) JjaTa perucTpaluy T0KyMEHTa, OTBEPKAAIOLIET0 OCTYIIICHUE;

6) HOMep U JaTa JOKyMEHTa, MOATBEPKIAIOIIEro MOCTyIUIEHNE, HAUMEHOBAHNE TIOCTABILUKA,;
B) 00111€€ KOJIMUYECTBO MOCTYIUBIIUX PELENTYPHBIX OJIAHKOB;

') CepUH U HOMEpa PELENTYPHBIX OJIAHKOB;

1) KOJIMYECTBO PELENITYPHBIX OJIAHKOB 110 CEPHSIM;

e) q)aMI/IJ'II/ISI, HHHUIKMAJIbl UMCHHU M OTYCCTBA (HOCJ'ICI[HCC - Ipu HaJ'II/ILII/II/I) " IOAIIMCHh OTBECTCTBCHHOI'O
MCIHUIIMHCKOT'O pa6OTHI/IKa, MOJIYUYMBLICTO PEUCIITYPHLBIC 0JaHKH OT IIOCTaBIIMKaA,

3) B paznmene "Pacxon'":

a) JlaTa BbIJauu pPELEeNTYypPHBIX OJaHKOB;

0) cepun 1 HOMepa BBIJAHHBIX PELENTYPHBIX OJAHKOB;
B) KOJINYECTBO BBIIaHHBIX PELENITYPHBIX OJIaHKOB;

r) ¢aMuiusg, UHUOMATBI MMEHH W oOT4ecTBa (MOClIeAHee - NpPU HAIWYMM) OTBETCTBEHHOTO
MEAMIIMHCKOTO PabOTHHKA, MOTYYUBIIETO PEHENTypHbIE OJaHKU;

) IOANKCH OTBETCTBEHHOI'O MEJUIIMHCKOIO paOOTHHKA, ITOJYYHUBILErO PELENTYpHbIE OJIaHKU;

4) hamunus, THULIMAIBI MMEHHU M OTYECTBa (IIOCIeIHEee - IPU HATMYMH) U TOANUCH OTBETCTBEHHOTO
MEAMIIMHCKOTO pabOTHHKA, BHIJABIIETO PEIENTYpHbIE OJaHKU;

5) ocTaToK peuenTypHbIX OJaHKOB.

26. Yuer peuentoB, OPOPMICHHBIX B (OpME HIEKTPOHHOIO JOKYMEHTAa, OCYILECTBIISIETCS B
rocy/1apCcTBEHHOW HH(OpPMAIMOHHOM cucteMme B cdepe 3apaBooxpaHeHHs: cyObekta Poccuiickoii



®denepaul  TOCPEICTBOM  BEJCHHS EIMHOTO peecTpa peuenToB, oQOpPMIICHHBIX B (opme
9JICKTPOHHBIX JOKYMCHTOB.

IV. XpaHeHue penenTypHbIX 0JIaHKOB (32 MCKJII0YEeHUEM
peuentypHbIx 0aHkoB o ¢gopme N 107/y-HII "CneunajbHbli
peuenTypHbIi 0J1aHK'")

27. MeaMuMHCKHE OpraHu3alyy IOJIy4aloT HEOOXOJIMMbIe pelenTypHble OlaHku, o(opmileHHBIE
TUNOrpa)CKUM crocoOoM, uepe3 TeppUTOpPHATIbHBIC OpTaHbl YIPaBJICHUS 31PaBOOXPAHCHUEM WIIH
OpraHu3aliy, YIOJIHOMOYEHHbIE Ha JTO OpraHaMH WCIIOJIHUTEIbHOW BIIACTH CYOBEKTOB
Poccuiickoit @enepanuu.

28. PenenitypHble OJaHKH, MOAJICKAIINE YUYETY, XPAHATCS OTBETCTBEHHBIM JIMIIOM, Ha3HAUYCHHBIM
PYKOBOJUTENIEM MEAMIIMHCKOW OpraHu3alliy, B 3allMpAcMOM MeTajuIndeckoM Iukady (ceide) mim
METaJUIMYECKOM SIIUKE.

29. nauBuayanbHBIA MpeANpUHUMATEIh, UMEIOIINI JIUIEH3UI0 HA MEAUIIMHCKYIO JCSTeNbHOCTD,
XPaHUT PEIeNTyPHbIE OJIAHKH, MOJISKAIIUE YUETY, B 3aITUPAEMOM MeTaJTU4IeckoM mKkady (ceide)
I METAJUIMYECKOM SIIUKE.

30. IIpoBepka coCTOAHMUS XpaHEHHs, y4yeTa, (AKTUYECKOr0 HAIWYUS MU Pacxoja pPelenTypHbIX
0JIaHKOB, TOJJICKAIIUX YYETy, OJMH pa3 B KBapTaJl OCYLIECTBISETCS KOMUCCHUEH, CO3JaHHON B
MEAUIIMHCKOW OpraHU3aIiH.

31. Penentypuble OyiaHku, odopMiseMble Ha OyMaXHOM HOCUTENIC W MOJISKAINIUEC YUYETy,
BBIIAIOTCS  MEAMIIMHCKMUM  pabOTHHKaM, HMEIOIIMM TpaBo O(OpMIIEHUS pEeLenToB, IO
pacnopsKeHHIO TJIaBHOTO Bpaya UM €0 3aMECTUTEIIS.

HOJ’IyquHLIC PEUCIITYPHLBIC OJaHKH Ha 6YMa)KHBIX HOCUTCIIAX XPAHATCA MCAWLIUHCKUMHA
pa6OTHI/IKaMI/I B IIOMCIICHHUAX, O6€CH€‘II/IBaIOH_II/IX HUX COXPAaHHOCTh.

32. IIporpaMMHO-TEXHHUYECKHE CPEICTBA TI'OCYIAapCTBEHHBIX HMH(OPMAIMOHHBIX CHCTEM B cdepe
3/[paBOOXPAaHEHMs], MEIUIMHCKUX HMH(OPMAIIMOHHBIX CHCTEM MEIUIMHCKUX  OpraHu3aIui
o0ecrieunBarOT XpaHEHHWE DHIIEKTPOHHBIX pELENTOB, O(QOPMIEHHBIX B (OpME 3IIEKTPOHHBIX
JIOKYMEHTOB B TEYEHHE CPOKOB, YCTAHOBJEHHBIX /ISl XpAaHEHMs pELENTOB, O(QOPMIIEHHBIX Ha
COOTBETCTBYIOIIMX (popMax pelenTypHbIX OJaHKOB Ha OyMaXHOM Hocureie <10>.

<10> HoamyHkT 5.2.169 Tlonoxenuss o Munucrepctee (CoOpaHue 3aKOHOIATEbCTBA Poccuiickoit
Oenepanun, 2012, N 26, ct. 3526; 2021, N 43, ct. 7258).

Ipunooicenue N 4
K npuxa3y Munucmepcmea 30pagooxpanerus
Poccuiickoii @edepayuu

om 24 nosops 2021 . N 1094n
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®OPMA CIHIELIVAJIBHOT'O PELEITYPHOT'O BJIAHKA N 107/Y-HII

MMHMCTEPCTBO 3IOPaBOOXPaHEHUA Kon ¢opmer mo OKVY]

Poccunickor Odenmepaluumn MenuumHCKasa OOKyMeHTalMsa

dopma N 107/y-HII,

YTBEPXIEHHAA IIPUMKA30M

MMHMCTepCTBa 30PraBOOXPaHEeHNA

WTaMIl MeOMUMHCKOM OpITaHM3alMM Poccunickom denmepaumum

or 24.11.2021 N 1094H

PEIEIT
Cepusa N
LA LA 2 O I‘
(DaTa BHIMCKM peLenTa)
(B3pOCHEI, IOeTCKMM — HYXHOE IMOOUEePKHYTH)

damMmnmsa, mMsa, OTUECTBO ([IOCJedHee — MPM HaJIUuuumM)

naureHTa

BospacT

Cepus M HOMEp IMoJmca 00S3aTeJIbHOTO MEIUIIMHCKOTO CTPaxOBaHUS

HomMep MeIMLMHCKOM KapTH

damMmnima, mMs, OTUECTBO (IIOCJelHee — IPM HaJIU4dMUM)
Jleyvamero Bpada (Qernbamepa, akKylepKu)

Ilonnuce U JMYHaa IIeduaThb Bpauda
(momonmuce ¢esbaumepa, akKylepKu)

damMmunmusa, UMS, OTUEeCTBO (mocyenHee - TOpM  HaJIUuUM)
YIIOJIHOMOUYEHHOT'O JiMlla MEeOUIIMHCKOM OpIlaHu3alum

12 IIOOIINChHb

M.II.




OTMeTKa alTeyHoOu OpTraHM3alnm o0 oTIyCcKe

damMmnmsAa, M4, OTUeCTBO (mocnennee - Inpn HaJIU4YUM) n IIOOIINIChb
pa60 THMKA allTeuyHOou OpTraHVM3alnm

M.II.
Cpok gmeMcTBMA peuenta 15 nHen

Ipunooicernue N 5
K npuxa3y Munucmepcmea 30pagooxpanerus

Poccuiickoii @edepayuu

om 24 nosops 2021 . N 1094n

HOPAIOK U3T'OTOBJEHUSA, PACITPEJAEJEHUA,
PEIT'UCTPAIIUU, YUETA U XPAHEHUS PELHEIITOB,
COAEP/KALHINX HASBHAYEHUE HAPKOTUYECKHUX

CPEACTB WM IICUXOTPOIIHBIX BELLIECTB

|. IlopsAOK U3rOTOBJICHHS, pacTpeAe/JeHUS ClIeHATbHBIX
penentypHbIx 0j1aHkoB o ¢gopme N 107/y-HII

1. Opranu3anuo U3roTOBJIEHUS U pacupeeNeHus penentypHbix On1aHkoB no ¢gopme N 107/y-HII
"CrneunanbHbI pelenTypHbIi OaHk" (1ajnee - crenuaabHbl PELENnTypHBIM 0JIaHK) OCYIIECTBISET
MunuctepcTBO 3apaBooxpanenus Poccuiickoii @eneparun (nanee - MUHUCTEPCTBO).

2. CnenuanbHble peLenTypHble ONaHKU SBISIOTCS 3alIMIIEHHOW MONUrpa@uueckoi MpoayKIUeH
ypoBHs "B", u3roraBnuBaemoit Ha Oymare po30oBoro 1sera pazmepom 10 cm X 15 cm, 10KHBI UMETh
CEpUI0 U HOMEp, a TaKKe COOTBETCTBOBATh TPEOOBAaHMAM, yYKa3aHHBIM B NpHKa3ze MHHHCTEpCTBA
¢unancos Poccuiickoit ®eneparuun ot 29 centsiops 2020 r. N 2171 "OG6 yTBepxaeHUU
TexHuyeckux TpeOOBAHUN U YCIOBUN M3TOTOBIICHUS 3AIUIICHHON OT MOJIETIOK MOIUTrpaduyecKoi
npoaykiuuu" (3apeructpupoBan MuHucTepcTBOM foctuniu Poccuiickoit ®depepanun 16 HOsIOps
2020 r., peructparmonsbiii N 60930).

3. B mensix opraHu3anuy M3rOTOBJICHUS W paclpe/esieHHs CIeIHaIbHBIX PELEenTypHBIX OJaHKOB
MEJIULUHCKUE OPraHU3alU1, UMEIOIIUE NIPAaBO OCYILIECTBIIATH BbIAa4y PELENTOB Ha HAPKOTUYECKUE
CpelcTBa WM NICUXOTpoIHbIe BenlecTBa cnucka Il [lepedns u 3apeructpupoBanHsle B Poccuiickoi
@denepaul B KayecTBE JIEKAPCTBEHHBIX IpENapaTroB JUIsi MEAMLMHCKOTO TpUMEHeHHs (lanee
COOTBETCTBEHHO - MEJIWILIMHCKAsl OpraHu3alus, HApKOTUYECKUM (IICUXOTPOMHBIN) JIeKapCTBEHHBIN
npernapar), COCTaBJISIOT 3asBKH Ha pelieNTypHble OJaHKH.

4. B cpok m0 1 OKkTaOps Tekymiero roja 3asBKH MEIUIMHCKUX OpraHu3alliii Ha CHelHalbHbIC
perenTypHbIe OJIAaHKU TIPEICTABIISIOTCS:

1) MCIUIIUHCKUMH  OpPraHUu3alusaMH, HaXOAAIIUMHCIA B BCIACHUU (be)lepaJIBHBIX OpTraHoOB
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HCITOJIHUTEILHOMN BJIaCTH, - B COOTBETCTBYIOLINUEC (bez[epaanHe Oprasbl HCITOJIHUTEILHOMN BJIaCTH,

2) MEOUIMHCKUMHU OpraHM3alMsIMHM, HaxOIAIIMMHCS B BeAeHHMM CcyObekToB Poccuiickoii
Oegepanvy,  MEIUIUHCKUMU  OpraHU3alMsIMH  MYHUIUOAIBHOM M YaCTHOM  CHUCTEM
3/[paBOOXpPAHEHUS] - B OpraHbl HCIOJHUTENBbHON BiacTu cyOobekToB Poccuiickoit denepauuu B
cdepe OXpaHbI 3I0POBbs TPAKIaH, HA TEPPUTOPUU KOTOPBIX OHHU PACIIONIOKCHBI (Hajiee - OpraHsbl
HCITOJTHUTENIbHON BiIacTH cyObekToB Poccuiickoit deneparun).

5. B 3asgBKe MEIMIMHCKON OpraHu3alliyd Ha CIELUalbHbIE pELENTYpHbIE OJAHKU YKa3bIBAIOTCS
CIIEYIOLIHE CBEICHHUS:

1) cBeneHUS O METUIIMHCKOM OpraHu3allyiy, IOJABIICH 3asiBKY Ha CICI[HAIBHBIC pElEHTYpPHBIC
0s1aHku (TIOJIHOE HAMMEHOBAHUE, a/IpeC MECTa HAXOXK/CHU);

2) KOJMYECTBO CIELUAIBHBIX pPELENTYPHbIX OJIAHKOB, M3PACXOJO0BAaHHBIX MEIUIIMHCKOM
opranusanueil Ha 1 ssHBaps IpeIIIeCTBYIOLIETO IoAa;

3) KOJIMYECTBO CHEIHAIBHBIX PEHENTYPHBIX OJAHKOB, HEOOXOJIUMBIX MEIUIMHCKON OpraHu3alud
Ha CJIEIYIOLIUMI TOI.

3asiBKa MEIUIMHCKOW OpraHu3alluy Ha CIEeUUalbHbIE DPELENTypHble OJaHKU IOANKCHIBACTCS
PYKOBOJIUTENEM MEIUIMHCKON OpraHu3allu, KOTOPBIH HECEeT MEePCOHAIbHYIO OTBETCTBEHHOCTH 32
000CHOBAHHOCTb U JOCTOBEPHOCTb YKa3aHHBIX CBEJICHUM.

6. denepanbHble OPraHbl UCTIOTHUTEIBHONW BJIACTH, B BEJICHUM KOTOPBIX HAXOJATCS MEAUIIMHCKUE
opranuzaiuu (nauee - ¢peaepaibHble OPraHbl UCIIOIHUTEILHOM BIIACTH), U OPTaHbl UCIIOTHUTENBHOM
BIacTH cyObekToB Poccuiickoit denepanny Ha OCHOBAaHUU 3assBOK MEIUIIMHCKUAX OPTaHU3AIMN Ha
CHelMallbHbIe pelenTypHble OaHKU (POPMHUPYIOT CBOJHBIC 3asIBKU Ha CHEIMAIbHBIC pelenTypHbIC
0J1aHKU U B CPOK 710 | ekabps TeKyIero rojia mpeACcTaBIsSIIOT UX B MUHUCTEPCTBO.

7. B cBOOHOM 3asBKE Ha CIICLMAJIbHbBIC PCUCIITYPHBIC OJTaHKH YKa3bIBAOTCA CICAYIOIINUEC CBEACHUA:

1) cBenenust o ¢eaepaibHOM OpraHe HCIOTHHUTEIHHOW BIACTH (OpraHe HCIOJHUTENHHON BIacTd
cyobekta Poccuiickoit denepanuu), NpenCTaBUBIIEM CBOJHYIO 3asBKy Ha CIEIUAIbHbBIE
penenTypHble 6JaHKH (MTOTHOE HAMMEHOBAHUE, aJ[pec MeCcTa HaXOKICHHS ),

2) KOJWUYECTBO CIEIHAIBHBIX PEHENTYPHBIX OJAHKOB, paclpeneleHHBIX (eaepalbHBIM OpraHOM
UCTIOJTHUTENIbHOW BIAcTH (OpraHOM MCIIOJHUTEIbHOM BiiacTH cyObekTa Poccuiickoit denepanyn) Ha
| ssHBaps mpeamecTBYIOMEro rojla MeXay MEIUIIMHCKAIMA OpPraHU3alUsIMU;

3) KOJNMYECTBO CIEUUANbHBIX pEUENTYpPHBIX OJaHKOB, HEOOXOAMMBIX (elrepaJbHOMY OpraHy
UCTIOJIHUTENIbHOW BJAacTH (OpraHy MCHOJHMUTENbHOM BiacTu cyOobekta Poccuiickoit denepanyn) Ha
CIEAYIOIIHN 0T JUIsl PACIPEAEIICHHUS MEXTY MEAUIMHCKUMU OpraHU3alAsIMHU;

4) cBemeHuss O TMOJBEAOMCTBEHHOW OpraHM3alluy, YIOJIHOMOYEHHOW (heaepaibHbIM OpraHoOM
MCIIOJTHUTENIbHOM BJIacTH (OpraHoM MCIIOJIHUTENbHOM BiacTu cyOwbekra Poccuiickoit denepanyn)
OCYILECTBIISATh OJTYYEHHE CHEeMaTbHBIX PEENTYpPHBIX OJaHKOB OT MUHHUCTEPCTBA, UX XpaHEHHE U
BBIJIaYy MEIUIIMHCKHM OpTraHW3alusM (ITOJIHO€ HAMMEHOBAHME, aJIpec MecTa HaXOXKICHHS,
WHH/KIIIT, OKTMO opranu3anuu, (pakTudeckuii apec MoCTaBKM).

8. Ha ocHOBaHMM TOJYYEHHBIX CBOAHBIX 3afBOK Ha CIEIHAJIbHBIC pEIENnTypHble OJIaHKU
MUHHCTEPCTBO €KEr0THO B CPOK 110 15 ssHBaps ciemyromero rojaa GopMupyer u yTBepKaaeT TiaH
pacripesie/ieHUs]  CIeLUAIbHBIX pPELUENnTypHbIX OJNAaHKOB, B KOTOPOM OTpa)kaeTcs ToJoBas
notpedbHocTs Poccuiickoit @enepanyyi B CHENMAIbHBIX PELENTYpPHBIX OJlaHKax (fanee - IUIaH
pactipeneneHus MUHUCTEpCTBA).



9. B ninane pacnpenenenus MUHHUCTEPCTBA YKA3bIBAIOTCA CIEIYIOIINE CBEICHUS:
1) mOpsIAKOBBIN HOMEp 3aIKCH;

2) HaumMeHOBaHWE (QeJIepPATBHOTO OpraHa WCIOJIHUTEIBLHOW BIAcTH (OpraHa WCIOIHUTEIbHOM
BiacTu cyobekra Poccuiickori denepaiuu), MpeACTaBUBIIETO CBOJHYIO 3asBKY Ha CIICIUAIBHBIC
perenTtypHbie OJIaHKu;

3) HEOOXOAMMOE KOJIMUYECTBO CIIEUAIBHBIX PELIENITYPHBIX OJIaHKOB.

10. HampaBnieHue crienuajibHbIX PELENTypHbIX OJaHKOB (eiepaabHbIM OpraHaM HCIIOJIHUTEIIbHON
BJIACTH, OpraHaM HCHOJHHUTEIbHON BiacTH cyObekToB Poccuiickoit denepanuu oCymiecTBIsSETCS
MHUHHCTEPCTBOM B KOJIMYECTBE, IIPELYCMOTPEHHOM IIJIAHOM paclpesienenns MuHucTepeTBa.

11. MuHHCTEPCTBOM [OINOJHUTEIBHO K KOJUYECTBY CHELMAIbHBIX PELENTYPHbIX OJaHKOB,
NpPeIyCMOTPEHHOMY IIJIAaHOM pachpezeneHuss MuHucTepcTBa, (OPMHPYETCS PE3epBHBIN 3amac
CHeLMalbHbIX PELENTYpPHbIX OJIAaHKOB B KolMyecTBe, He mpesbimaromeM 150 000 cnenmanbHbIX
peuenTypHbIX OJaHKOB.

12. B ciyyae yBenn4eHHs NOTPEOHOCTH B CIELUANBHBIX PELENTYpHBIX OjaHKaxX ¢enepaabHble
OpraHbl HWCIOJHHUTEIBHOW BIAcTH (OpraHbl HCIIOJHUTEIBHOM BIACTH CyOBEKTOB Poccuiickoii
®denepanun) HanpaBIsAlOT B MHUHHUCTEPCTBO CBOJAHBIE 3asBKM Ha JONOJIHUTEIBHOE KOJMYECTBO
CHEHATBHBIX PEIENTYPHBIX OJIAHKOB (C 000CHOBAHHEM YBEIMYEHUS MOTPEOHOCTH B CHEIUATBHBIX
peLenTypHbIX OJaHKax), KOTOpble MPEeAOCTABIAIOTCS MHHHUCTEPCTBOM M3 PE3EpBHOrO 3amaca
CIEIHaJIbHBIX PELIENITYPHBIX OJIAHKOB.

13. ®enepanbHble OpraHbl UCIOIHUTENIBHON BIAacTU (OpraHbl MCIOJHUTENIBHON BIacTU CyOBbEKTOB
Poccuiickoii @enepanun) pacupeaesstoT MOJyuyeHHbIE CleIHaIbHbIe PEleNTypHbIE OJaHKU MEXIY
MEAMIMHCKUMHU OpraHU3alUsIMU Ha OCHOBAaHMM IUIAHOB paclpeleeHUs, CPOPMUPOBAHHBIX B
COOTBETCTBUHU C 3asBKAMU MEIUIIMHCKUX OpTaHU3alMii Ha Cliel[MabHbIE peleNTypHbIe OJIaHKH.

Il. lTopsinok perucrpanum, y4era U XpaHeHHs CIeNMATbHBIX
penentypHbIx 0j1aHkoB o ¢gopme N 107/y-HII

14. MuHucrepcTBo, HHbIE (QenepalbHbIe OpraHbl HCHOJHUTENIBHONM BJIACTU M OpraHsbl
UCTIOJIHUTENIbHON BiacTu cyOBbekToB Poccuiickoit denepanyy opraHu3yroT XpaHeHHE CelUalbHbIX
peuenTypHbIX OJIAaHKOB B IO/IBEIOMCTBEHHBIX OpPraHM3AlMIX, YINOJHOMOYEHHBIX OCYILECTBISATh
NOJyYeHHE CIELHATbHBIX PELUENTypHbIX OJaHKOB OT MHHMCTEpCTBA, UX XpaHEHHWE U BBIAAUY
MEAMIMHCKUM OpraHu3alusaM (J1ajee - yIoIHOMOUYEHHAs: OpraHu3alius).

15. B ynostHOMOYEHHOM OpraHU3aluy U MEAUIMHCKON OpPraHW3alllHy, MOJYYMBIIEH CIEIUaIbHBIC
peuenTypHble OJaHKH, OPraHU3yeTCs PeTUCTpalMs, yUeT U XpaHCHHE CHEIHaIbHBIX PelenTypHBIX
0JIaHKOB.

Peructparus, ydeT W XpaHEHHE PE3EPBHOIO 3amaca CHEIUAIbHBIX PEIeNTypPHBIX OJIaHKOB
MunncTepcTBa OCYyIIECTBISETCS (eAepaIbHBIM TOCYJApPCTBEHHBIM OIOJKETHBIM YUPEKICHUEM,
HaXOASAIMMCS B BeleHUH MUHUCTEpCTBA (/ajmee COOTBETCTBEHHO - PE3EpBHBIN  3arac,
MOABEIOMCTBEHHOE YUPEIKICHHUE).

16. PaOoTHMK, Ha3HAYeHHBIH MPUKA30M PYKOBOAMUTENS YIOJHOMOYEHHOM OpraHu3aluu
(YHOJTHOMOYEHHOM  OpraHu3alMy, MOJBEJAOMCTBEHHOIO  YUPEXICHHsS) OTBETCTBEHHBIM 32
PETrUCTpalfI0, XpaHEHHE M YYeT CHEelHabHBIX PELeNTypHbIX OJaHKOB (Jajee - OTBETCTBEHHBIN



pabOTHHMK), Ha OCHOBAaHWHM JIOBEPEHHOCTH, O(GOPMJIECHHONH B TMOpPSAKE, YCTAaHOBJIEHHOM
3aKoHOAaTenbCcTBOM Poccuiickoit @enepanuu (¢ MOANKMCHIO PYKOBOAWUTENS YIOJIHOMOUYEHHOM
opranuzanuu (yImoJHOMOUYCHHON OpraHHM3alud, MOJBEIOMCTBEHHOTO YUYPEKICHUS), TJIABHOTO
Oyxrayitepa, 3aBEpPEHHBIX KPYIJIOW MEYaThi0), MOJy4aeT CIEHUAIbHBIE peLenTypHble OJTaHKH U
OCYILECTBIISICT BEICHHE XXypHAJa PETUCTPAIMHM W y4yeTa CICHUATBHBIX PEHENTYPHBIX OJaHKOB, K
KoTopoMmy mpuobmaer ¢oto- u (Win) BUACOMATepUaibl, MOATBEpKIAONNEe (aKkT OPOPMICHUS
pelenTypHbIX OJJaHKOB Ha oMy (ITPH HAJIMYHWH).

17. Xypuan peructpauud M yuyeTa CHEIHUAIbHBIX PELENTYpPHBIX OJaHKOB JOJKEH ObITh
IIPOHYMEPOBAaH, MPOLIHYPOBaH, UMETh Ha MOCJIEIHEN CTPAHULE 3aIUCh, COAEPIKALLYI0 KOJIUYECTBO
CTpaHHL, MOJIHOE HAMMEHOBAaHWE YIMOJHOMOYEHHOH opraHu3anuu (MEIUIUHCKON OpraHu3alui,
MIOJIBEJOMCTBEHHOI'O YUPEX/IEHHUSA), a TaKKE CKpPEIJIEH IOJIUCHI0 PYKOBOJIUTENS M I€YaThIO
YIOJTHOMOYEHHOH Oprann3anuu (MeIuIUHCKON OpraHu3alyi, o BEOMCTBEHHOTO YUPEKACHUS).

KypHan peructpauuu M yueTa CHEUUAIbHBIX PELENTYpPHBIX OJaHKOB pE3EpBHOIO 3amaca
MuHHCTEpCTBa CKPEIUISETCS TAKXKe MOANUCHI0 JUPEKTOpa (B CIydae ero OTCYTCTBUS - 3aMECTUTEIIS
nupekTopa) JlemapramMeHTa peryiaupoBaHHsS OOpaIleHUs JEKAPCTBEHHBIX CPEICTB U MEAMIIMHCKUX
n3zenuii MuHucrtepersa U nedatsto MUHUCTEPCTBA.

18. B KypHaJIE perucrpanvuu M ydeTa CICHUAIIBHBIX PCHCITYPHBIX 0J1aHKOB YKa3bIBAOTCA
CIICAYIOIHE CBCACHUA:

1) moOpsIAKOBBIN HOMEp 3aITKCH;

2) mpux0/ CHEUAIBHBIX PELENTYPHBIX OJIaHKOB:

a) PEKBU3UTHI U /1aTa PErUCTPALIUU PUXOJHOTO JTOKYMEHTA;

0) o01Iee KOJTMYECTBO MOCTYIUBIINX CIIEIUATBHBIX PEIETITYPHBIX OJIAHKOB;

B) cepHs U HOMEP CHENHATbHOTO PEeNTypHOro OJ1aHKa;

I') KOJINYECTBO CHEIHMATIBHBIX PELIENTYPHBIX OJAHKOB MO KaXKA0H cepuu;

1) haMumIust, UMsi, OTYECTBO (TIOCTIEHEE - PU HAJTUYHH) U MTOANUCH OTBETCTBEHHOTO PaOOTHHUKA,
3) pacxoJ crienMagbHBIX PeLENTypPHBIX OJAHKOB:

a) JlaTa BBIJAYM CIICIUANBHBIX PEIENTYPHBIX OJIaHKOB;

0) cepuy U HOMEpa BbIJIAHHBIX CHEIMATIBHBIX PELENTYPHBIX OJAHKOB;

B) KOJIMYCCTBO BbBIJJAHHBIX CICHOHUAJIBHBIX PEHCITYPHBIX OJIaHKOB C YKa3aHUEM B CKOOKax
KOJIMYCCTBA CIICHUAJIBHBIX PCHCITYPHBIX 6J'I8.HKOB, BBIAAHHBIX OJIA O(l)OpMJ'IeHI/IH Ha 10MY;

r) damuiaus, UMs, OTYECTBO (TOCleAHEe - NpPU HAJIMYUM) M TOJNHCH JIMIA, MOJTYYHMBIIETO
CHelHalibHbIe pelenTypHble OJaHKu;

I[) KOJIMYCCTBO CIICHUAJIBHBIX PCHCHITYPHBIX 6J'IaHKOB, O(I)OpMJICHHBIX Ha 10MY;

e) Qgamunus, uMs, OTYecTBO (TOCIeAHEE - NPHU HAJMYUM) M TOANUCH JIMLA, O(OPMHUBIIETO
CHelHalibHbIe pelenTypHble OJaHKU Ha JI0MY;

4) hbamunusi, UM, OTYECTBO (TIOCJIEIHEE - TPU HAIWYHMH) U MTOAMUCH OTBETCTBEHHOT'O paOOTHHKA,
5) OCTaTOK CrenUaIbHBIX PELENTYPHBIX OJIaHKOB.

19. CnenuanbHblil pelenTypHbIi OJaHK SBISETCS JTOKYMEHTOM CTpPOrOil OTYETHOCTH. 3arac



CIICHHUAJIBHBIX PCHCITYPHBIX 0JaHKOB B MGI[HHPIHCKOP'I opramu3aliviii JOJDKCH XPaHUTLCSA B
CIICoyaJIbHbIX IIOMCHICHUAX, Ceﬁ(l)ax nWin B CICHHMAJIBHO HM3TOTOBJICHHBIX I_HKa(i)aX, O0OMTBIX
OLMHKOBAHHBIM JKEJIC30M, C HAAC)KHBIM BHYTPCHHHUM HJIM HABECHBIM 3aMKOM.

[Tomemenus, ceiidsl, mKadpl, B KOTOPBIX XPAHITCA CIIEHUATbHBIC PELENTYpHbIC OJMaHKH, JTOJKHbI
OBITH 3aKpPBITHl HA 3aMKH W IIOCJI€ OKOHYAaHUs PabOThl OIedYaTaHbl MEYATHIO YIIOJTHOMOUYEHHOM
opranu3zanuy (MEIUIMHCKONW OpraHU3al[ii) WK OTUIOMOUPOBAHBI.

20. B MeaWIMHCKHX OpraHU3alUsAX 3arac CICHUAIbHBIX PEIENTYPHBIX OJaHKOB HE JOJIKCH
MPEBBIIATH F'OJIOBOM MOTPEOHOCTH.

21. Paspemaercs BblAaBaThb MEIUIMHCKOMY paOOTHUKY, MMEIOIIEMYy IpaBO Ha3HAYaTh
HApPKOTUYECKUE (TICUXOTPOITHBIC) JICKAPCTBEHHBIC MIpemapaThl, CAINHOBPEMEHHO HE Oojiee MBajIaTh
CHEIHANIbHBIX PELENTYPHBIX OJIAHKOB.

MeaunuHckue paOOTHUKM, BBIIMCHIBAIOIIME pELENThl HAa HApKOTUYECKUE (IICUXOTPOIHbIE)
JIEKapCTBEHHBIE IIpenaparbl, HA OCHOBAaHWM IIPUKAa3a PYKOBOIUTENSI MEIUIMHCKOW OpraHU3aluy
HECYT JIMYHYIO OTBETCTBEHHOCTb 3a COXPAHHOCTb IIOJYYEHHBIX CIELUAIbHBIX PELEHTYPHBIX
6sankoB. CriennanbHble pelenTypHble OJIaHKH, MOIy4eHHbIE MEIULMHCKUM PAaOOTHUKOM, XpaHSTCS
1I0JT 3AMKOM B ceii(pax, MeTaIUTMYECKHX IKa(ax Uil METAIUTMYECKUX SIIUKAX.

22. B MeQUIIMHCKOW OpraHU3allMy CO3/a€TCS IMOCTOSIHHO JEHCTBYIOIIAs KOMUCCHS, KOTOpas He
pexxe 1 pa3a kBaprain (MO PEIICHUI0 PYKOBOJIUTENS MEIULMHCKON OpraHU3allii BO3MOKHO Yallle)
OCYIIECTBIISIET MPOBEPKY COCTOSHUS PETUCTPAIIMU U yUeTa CHEIHAIbHBIX PEUENTYPHBIX OJaHKOB, B
TOM YHUCJE€ IIyTEM CBEPKH 3alMCEH >KypHaja PErucTpaluy U yyeTa CHEUUaJbHBIX PELENTypPHBIX
0JIaHKOB, C (AKTUYCCKUM HAIWYHEM CIICHUATBHBIX PEIENTYPHBIX OJAaHKOB, a TaKKe IPOBEPKY
COCTOSTHUSI XpaHEHHSI CTICUATBHBIX PEIENTYPHBIX OJTaHKOB.

[To pe3ynpTaTaM MpOBEPKH B )KypHAJIE PETUCTPAIIMU M yUeTa CIEeNUaTbHBIX PEHENTYPHBIX OJIAHKOB
JIETIaeTCs 3alMCh O pe3yJibTaTaXx NPOBEIAEHHUs CBEPKU JAHHBIX, 3aKPEIUICHHAs IOMIHUCIMU BCEX
YJIEHOB KOMUCCHH, WJIM CO3AETCA CIIEIUAIbHbIA aKT TPOBEPKH.

23. denepanbHbIe OpraHbl HCIIOTHUTEIHHON BJIACTH W OPTaHbl UCTIOJHUTEIBHON BIACTH CyOHBEKTOB
Poccuiickoit ®Penepany  OCYLIECTBIIIIOT KOHTPOJIb 3a OpraHU3alUel pEerucTpanyy, ydera MU
XpaHEHUsl CHEUUAIbHBIX pPEHEeNTypHbIX OJaHKOB B  YINOJHOMOYEHHBIX OpraHu3alusix H
MEAMIMHCKUX OpraHu3ausX.

24. Bplgaua crneuMaigbHBIX peLEnTypHBIX OJIAHKOB M3 pe3epBHOro 3amaca MuHHCTEpCTBa
denepanbHBIM OpraHaM HCIIOJIHUTENBHON BIIACTH W OpraHaM HCIIOJIHUTEIBHON BIACTH CyOBEKTOB
Poccuiickoit ®enepaniui OCYIIECTBIAECTCS OTBETCTBEHHBIM PAaOOTHUKOM IOJBEIOMCTBEHHOTO
VUpPEXKJIEHUST HAa OCHOBAaHWU pelIeHHs OO0 OTHyCKEe CIHEIUANbHBIX PpPEeLEeNTypHbIX OJaHKOB,
O(QOpPMIICHHOTO B BHJE MHCbMa, MOAMNHCAHHOTO IUPEKTOPOM (B cllydyae €ro OTCYTCTBUS -
3aMecTuTeNneM aupekTopa) JlemaprameHTa peryiaupoBaHUs OOpaIleHHs JIEKAPCTBEHHBIX CPENICTB U
MEJIUIIMHCKUX U3/iennii MUHUCTEepCTBa.

IIpoBepka AeSATENBHOCTH MOABEAOMCTBEHHOTO YUYPEXKJIECHHUS 110 PETUCTPALUU, YUETY U XPaHECHHIO
pE3epBHOrO 3amaca ocyuiecTBiseTcs JlemapTaMeHTOM peryIupoBaHUs OOpalleHUs JeKapCTBEHHBIX
CpPEACTB M MEIUUMHCKHX u3aenuii MuHucrepcTtBa 2 pa3a B roj He mnosaHee 20 ducia Mmecsua,
CJIEAYIOLLIETO 32 UCTEKIIUM MOJIYTOJIUEM.

Ipunooscernue N 6

K npuxaszy Munucmepcmea 30pasooxpaHeniist



Poccuiickoti @edepayuu

om 24 nosops 2021 . N 1094n

IHPABUJIA O®OPMJIEHUSA PELIEIITOB,
COAEPKAHINX HASHAYEHUE HAPKOTUYECKHUX
CPEACTB WM IICUXOTPOIIHbBIX BEIIIECTB, B TOM
YUCJIE B ®OPME DJIEKTPOHHBIX TOKYMEHTOB

l. Odopmiienne penenta Ha OyMaKHOM HOCUTeJIe

1. Ha penentypusix 6nankax ¢opmsl N 107/y-HII B 1eBoM BepxHEM YTy MPOCTABISETCS IITAMII
MEIMIUHCKON OpraHu3allly ¢ yKa3aHHEM ee IOJHOI0 HaMMEHOBaHUs, ajpeca U TenedoHa ¢ JaToi
BBINUCKH (1aTOi 0(hopMIICHHS) pelernTa Ha JIEKapCTBEHHBIN penapar.

Peuentypusie 6manku ¢gopmbel N 107/y-HII m3roraBnuBaroTcs HCKIIOYUTEIHHO THIOTPA(CKUM
CIOCOOOM.

2. Ha peuentypHeix OmaHkax, O(QOPMIISEMbIX HHIUBUAYAIbHBIMU IPEIPUHUMATEISIMH,
UMEIOIUMH JIMLEH3UI0 Ha MEIUIUHCKYIO JEesITeIbHOCTh, B BEPXHEM JIEBOM YTy THUIOTpa(CcKUM
CIIOCOOOM MJIM IIyTEM IPOCTaBJICHMS LITaMIa JODKEH ObITh yKa3aH aJpec WHIUBUAYaJIbHOI'O
IpEANPUHUMATEIL, HOMEP M Jara JIMLEH3MHM, HaMMEHOBAHME OpraHa roCyIapCTBEHHON BIACTH,
BBIJIABLIETO JIMLICH3HIO.

3. Peuentypnsie 01anku popmel N 107/y-HIT 3anonHsroTcss MeAUIIMHCKUM paOOTHUKOM YEpHUIAMU
WJIU IIAPUKOBOW PYUYKOM.

4. Jlomyckaercs oOpMIIEHHE BCEX PEKBU3UTOB (3a MCKIIOUeHHEM pekBu3uTa "[loanuce nedarero
Bpaua (moamuch (enpauepa, akymepku)') penentypHsix OmankoB ¢opmbr N 107/y-HIT ¢
UCTIOJI30BaHUEM T1€YATAIOIINX YCTPOUCTB.

5. B penentyprom Gmnanke popmbel N 107/y-HIT B ctpokax "®amumusi, uMs, 0TYECTBO (TIOCIIEAHEE -
npu Hanuuuu) nanueHta" u "Bo3pact" yka3plBarOTCS MOJIHOCTbIO (aMuiusi, UMs, OTYECTBO
(mocnenHee - NpU HAJTMYMH) MAIMEHTa, €ro BO3PacT (KOJIMYECTBO MOJHBIX JIET).

JlomycTumo yka3aHHe AaThl POXKJICHHS MaleHTa.
6. B peuentypuom 6nanke ¢popmer N 107/y-HIT:

1) B ctpoke "Cepus 1 HOMEp TOJIHCa 0053aTETLHOTO MEAUITMHCKOTO CTPaxOoBaHUs" yKa3bIBACTCS
HOMeEp ToJMca 00513aTENHHOT0 MEUIIMHCKOTO CTPAaXxOBaHUS MallMeHTa (IPH HaJTUYUH );

2) B ctpoke "Homep MeauIMHCKOW KapThl" YKa3bIBaeTCS HOMEp MEIUIIMHCKOW KapThl MAI[MEHTA,
MOJYYaloIero MEIUIIMHCKYI0 TOMOIIb B aMOyJaTOPHBIX YCIOBHAX, WM HCTOPUU OOJIE3HU
MAlMEHTA, BBIITMCHIBAEMOTO U3 MEIUIIMHCKON OpraHu3allny;

3) B cTpoke "®daMunus, UM, OTYECTBO (TIOCIEAHEE - IPU HAJMYUK) JIedalero Bpaya (¢enpamepa,
aKyIiepkn)" yKa3bpIBaeTCs MOJHOCTHIO (haMUJIUsI, UMsI, OTYECTBO (TIOCTIEIHEE - TTPU HAJIMYWHN) Bpada
(penpamepa, akymepku), BBIIMCABIIET0 peLENT Ha HAPKOTUYECKUH  (TICUXOTPOITHBIN)
JIEKapCTBEHHBIN ITpenapar.



7. B rpade "Rp" penentypnoro 61anka dpopmer N 107/y-HII yka3siBaercs:

1) HaMeHOBaHKE JICKAPCTBEHHOT 0 mpemnapara (MeKIyHapOAHOE HEMAaTEeHTOBAHHOE HAMMEHOBAHUE,
TpynImmupoOBOYHOC WM XUMHUUYCCKOC HAMMCHOBAHUE, TOPIrOBOC HaI/IMeHOBaHI/Ie) Ha JJaTUHCKOM S3BbIKC
WIK Ha PYCCKOM si3bIKe, ()OpMa BBIMYCKAa, IO3WPOBKA, KOJMUYECTBO (YKAa3bIBACTCS MPOIMMKCHIO Ha
penentypaom 6manke hopmel N 107/y-HIT);

2) cnoco® MpUMEHEHUs JEeKapCTBEHHOIO Ipenapara Ha TrocyAapCTBEHHOM s3bike Poccuiickoii
Penepanuy WIM Ha TOCyAApCTBEHHOM s3blke Poccuiickon Penepanyv U rocygapCTBEHHOM SI3bIKE
pecnyOJIMK ¥ MHBIX S3bIKax HapoJ0B Poccuiickoit denepanum <1>.

<1> Yactp 1| crarbu 15 3akona Poccuiickoit @enepannu ot 25 oktsaops 1991 r. N 1807-1 "O
s3pIkax HaponoB Poccwmiickoit ®denepanun” (manee - 3akon N 1807-1). (Bemomoctu cwesna
HapoaHbsix nenytatoB PCOCP u Bepxosnoro Cosera PCOCP, 1991, N 50, ct. 1740).

8. Ilpu odopMiICHHH PEIENTYPHBIX OJAHKOB 3ampeniacTcss OrPaHUIMBATHCS OOIIMMHU yKa3aHUSMHU,
Harpumep, "Bryrtpennee", "U3BecTHO".

9. Ilpu odopmnennn manueHty penentypHoro omanka gopmer N 107/y-HIT Ha HapkoTHdeckwii
(TICUXOTPOTIHBII) JIEKApCTBEHHBIA Mpenapar B paMKaxX OKa3aHUS MEIUIMHCKON MOMOIIM MpHU
OTIpeIeIEeHHOM 3a00JIE€BaHUH TaKOH PEIeNT 3aBepseTCs:

1) moAMMCHIO U TMYHOM MeYaThIo Bpada 00 MOAMUCHIO (enbamepa (aKyIepKn);

2) mevarbl0 METUIIMHCKOW OpraHu3anuu, JTu00 CTPYKTYpHOTO MOApa3/eieHHs] METUIIMHCKOM
opranuzaruu "Iy penentoB", KOTopasi MPOCTABISAETCS JIUIIOM, YIIOJITHOMOYEHHBIM PYKOBOIUTEIEM
MEAUIIMHCKOW OpraHM3alllK C YKa3aHHeM (haMuInu, UMEHHU, OTUYecTBa (MOClIeIHee - IPU HATHYUH)
Y TIPOCTABIICHUEM €T0 JIMYHOM TOJIIUCH.

B cayudasx HeobGxoaumocTH OQOpMIIEHHS pelenTa Ha HapKOTHMYECKUM (TICUXOTPOIHBIN)
JIeKapCTBEHHbIM MpenapaT Ha JOMY B paMKaX OKa3aHUs MaJJIMaTHBHOM MEIUIUHCKON MOMOIIH
JIOTIYCKaeTCsl TpeABapUTENIbHOE 3aBEPEHHE pelenTa IITaMIOM MEIULUHCKON OpraHu3aluy,
neyaTbl0 MEIUIMHCKOM opraHu3aludyd JMOO CTPYKTYPHOTO IOJpa3/eleHus MeIUIMHCKON
opranuzaruu "y penentoB", KOTopasi MPOCTABISAETCS JIUIIOM, YIIOJIHOMOYEHHBIM PYKOBOIUTEIEM
MEIMIUHCKON OpraHMu3aluy, ¢ yKazaHueM (haMuiuu, UMeHH, OT4ecTBa (TOoClIeHee - IPU HATTMYUH)
U MIPOCTaBJIEHUEM €ro JMYHOU noanucu. [lpu aTom B xKypHase perucTpaiii U yuyera pelenTypHbIX
O6maHKOB B cooTBeTcTBUM C [lopsakoM perucrpanuu, ydera M XpaHEHHs CIHEeHaIbHBIX
peuenTypHbIX OJaHKOB HAa HAPKOTHYECKHE CPEICTBA UIIM IICUXOTPOIMHbBIE BEUIECTBA, YTBEPKICHHBIM
HACTOSIIIUM TIPUKA30M, JETaeTcs OTMETKa O €ro Bbliade i opopMieHHs Ha JIOMYy, a TaKxke
OTMETKa, YIOCTOBEPEHHAs MOJIMUCKHIO0 Bpaya J1u00 Qenpamiepa (akymepku), 0pOpMUBLIETO PELENT,
0 daxrte ero opopmiieHHUs, KOTOPBIA MOXET OBITh JOMOJHUTEIBHO MOATBEPkACH (poTo- M (Win)
BUJICOMaTepHalaMu.

B crpoke "OtmeTka anTeuHOW OpraHuzalMM 00 OTMyCKe" CTaBUTCS OTMETKa alTe4yHOU
opraHu3aniu 00 OTIyCKE HApPKOTHYECKOro (TICUXOTPOMHOTO) JIEKApCTBEHHOTO Tpemnapara (c
YKa3aHMEM HaWMEHOBAaHMsI, KOJMYECTBA OTIYLIEHHOIO HApPKOTHUYECKOTO (TICUXOTPOIHOIO)
JIEKapCTBEHHOI'0 Ipernapata M JaThl €ro OTIyCKa), KOTOpasl 3aBepsieTcsl MOANUCHI0 pabOTHHKA
anTeYHOM OpraHu3alMM, OTIYCTHBILET0 HApPKOTUYECKHH (IICMXOTPONHBINA) JIeKapCTBEHHBIN
npenapar (¢ ykazaHwem ero (GpaMuiInu, UMEHH, OT4ecTBa (TOCIIeHEE - MPH HAJIMYHMH), a TaKKe
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KpYTJIOW MeYaThio alTeYHONW OpraHMu3alli, B OTTUCKE KOTOPOH JOJKHO OBITh MIACHTH(QHUIMPOBAHO
MOJIHOE€ HAMMEHOBAHKE ANTEYHON OpraHU3alNH.

10. Ha ogaoMm pententypHom Onanke ¢popmbl N 107/y-HII pa3pemiaeTcst OCyliecTBIATh HA3HAYCHHE
TOJIBKO OJIHOTO HAMMEHOBAHHUS JIEKAPCTBEHHOTO TIperapara.

11. McipaBienust B perienTe He JOMYCKAIOTCA.

1. Odopmiienue peuenta B gpopMe 3JIeKTPOHHOI0 IOKYMEHTA

12. Penent B popMe JIEKTPOHHOTO JOKYMEHTA, MOAMUCAHHOTO YCHUJICHHOW KBaTU(UIIUPOBAHHOMN
AIIEKTPOHHOHN MOANHUCKHI0, POPMHUPYETCS METUIIMHCKUM PAOOTHUKOM, CBEJCHHS O KOTOPOM BHECEHBI
B (enepanbHbIi PErUCTp MEAMLIMHCKUX PAOOTHUKOB <2>, a TakKe MPU YCIOBHHM PErUCTpallU
MEAWIIMHCKOW OpraHW3aluu, B KOTOpoW odopMisieTcs perent, B (QeaepalibHOM peecTpe
MEAMIMHCKUX OpraHu3aiuii <3> eAuHON TrocyJapCTBEHHOW HMH(OPMAIMOHHOW CUCTEMBI B cdepe
3paBOOXPAaHEHUS] M TIOAKIIOYCHUS TaKOW MEIMIIMHCKONW OpraHu3alii K TOCYyIapCTBEHHON
nH(pOPMaILMOHHOH cucTeMe B cdepe 3apaBooxpaHeHus cyobekra Poccuiickoit @enepannu <4>.

<2> Yacte 4 crarbu 91.1 denepanpHoro 3akona N 323-O3 (CobpaHue 3aKOHOIATENIHCTBA
Poccuiickoit deneparuu, 2011, N 48, ct. 6724; 2020, N 29, ct. 4516).

<3> Yacte 4 crarbu 91.1 denepanpHoro 3akona N 323-O3 (CobpaHue 3aKOHOIATEIHCTBA
Poccuiickoit deneparuu, 2011, N 48, ct. 6724; 2020, N 29, c1. 4516).

<4> Crarbu 91 u 91.1 ®enepansHoro 3akoHa N 323-03 (Cobpanue 3akoHOmaTeIbcTBAa Poccuiickoit
Oeneparnun, 2011, N 48, ct. 6724).

13. [lo TpeOoBaHMIO MalMEHTa MM €ro 3aKOHHOTO MpEACTaBUTENS OGOPMIISIETCS 3K3EMILIp
peuenta B ¢opMe DJIEKTPOHHOTO TOKyMEHTa Ha OyMa)kHOM Hocutene ¢ oTmeTkou "JlyOmmkar
AJIEKTPOHHOIO JOKYMEHTa".
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