3apeructpupoBano B Munrocte Poccuu 30 HosiOpst 2021 . N 66124

MHUHHUCTEPCTBO 3IPABOOXPAHEHUSA
POCCUMCKOHN ®EJEPAIIUU

ITPUKA3
ot 24 Hos10pa 2021 . N 1094u

Ob YTBEPXKJIEHHUUA ITOPAJAKA HASHAYEHUSA
JIEKAPCTBEHHBIX ITPEITAPATOB, ®OPM
PEHEINTYPHBIX BJIAHKOB HA TIEKAPCTBEHHBIE
HPEITAPATBI, IIOPAJAKA O®OPMJIEHUA
YKA3AHHBIX BJIAHKOB, UX YYETA U XPAHEHWUA,
©®OPM BJIAHKOB PELEIITOB, COOEPKAIIIUX
HASHAYEHUE HAPKOTUYECKHUX CPEACTB UJIN
IHCUXOTPOIIHBIX BEHIECTB, IIOPAIKA UX
N3T'OTOBJIEHUSA, PACITPEJIEJIEHUS,
PEI'MCTPAIIMU, YUETA U XPAHEHUS, A TAK/KE
INPABUJI O®OPMJIEHUSA BJIAHKOB PELIEIITOB, B
TOM YUUCJIE B ®OPME DJVIEKTPOHHBIX
JOKYMEHTOB

B coorBercTBuM ¢ myHKTOM 16 yactu 2 crarbu 14 @enepanpHoro 3akoHa oT 21 HosOps 2011 n N
323-®3 "OO6 ocHoBax oxpaHbl 300poBbsl TpaxaaH B Poccuiickoit @enepanuu" (Cobpanue
3akoHoAarenbcTBa Poccuiickoit ®enepanuu, 2011, N 48, cr. 6724; 2017, N 31, ct. 4791),
IYHKTOM 2 ctatbu 26 denepanpHoro 3akoHa ot 8 sHBapsa 1998 . N 3-®3 "O HapkoTHYECKHX
cpenctBax W ncuxoTponHbix BemectBax" (CoOpaHue 3akoHomarenbcTBa Poccuiickoi
®enepanun, 1998, N 2, ct. 219; 2017, N 31, ct. 4791), nognyukramu 5.2.177,5.2.178 u 5.2.179

nyHkra S5 Ilomoxkenns o MunucrepcrBe 3xapaBooxpaneHus Poccuiickonn @enepanun,
yTBepkJIeHHOro nocraHoBieHueM [IpaBurensctBa Poccuiickonn @enepanuu ot 19 utons 2012 T
N 608 (Cobpanmue 3akoHonarenscTBa Poccuiickoit @enepammm, 2012, N 26, ct. 3526; 2015, N 23,
cT. 3333; 2017, N 52, ct. 8131; 2021, N 43, ct. 7258), npuka3siBaro:
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1. YTBepauTs:
[Topsimok Ha3HAYEHUs JTEKaPCTBEHHBIX MTPENapaToB COMIACHO MpHiIokeHuo N 1;
(OpMBI perenTypHBIX OJIAHKOB Ha JICKAPCTBEHHBIE MIPEapaThl COMTACHO MPUIoKeHUIo N 2;

[Topsimox odopmieHuss pelenTypHbIX OJIAHKOB Ha JIEKAPCTBEHHBIE Iperaparbl, UX ydeTa U
XPaHEHHUs COITIACHO MPUIIOKEHUIo N 3;

¢opmbl  OJIAaHKOB ~ PELENTOB, COACPXKAIIMX HA3HAYEHUE HAPKOTUYECKUX CPEACTB WIU
MICUXOTPOIHBIX BELIECTB, COITIACHO NPUIIOKEHUIO N 4;

[Topsimok M3rOTOBIEHHUA, pACHPEICICHUS, PErucCTpalli, Yy4YeTa U XPAHEHHUS PELEINTOB,
CONEp)KAIIUX HA3HAYEHHWE HAPKOTUUECKUX CPEJCTB WM TCUXOTPOMHBIX BEIIECTB COMIACHO
npunoxkeHuio N 5;

[IpaBuna odopmieHHs pEHEeNnTOB, COACPXKAIIMX HAa3HAUCHHE HAPKOTHYECKHX CPEICTB WA
NICUXOTPOIHBIX BENIECTB, B TOM 4YHCIe B (OpME OSJIEKTPOHHBIX JIOKYMEHTOB COIJIACHO
npuiioxkenuto N 6.

2. [Tpu3Harh yTpaTuBIIUMHU CHITY:

npuka3z MunuctepcerBa 31paBooxpaHeHust Poccuiickoit ®enepanun ot 1 aBrycra 2012 . N 54u
"O6 ytBepxkaeHUU (GoOpMBblI OJIAHKOB PELENTOB, COAEP)KALIMX HA3HAUE€HHE HApKOTHUYECKHUX
CPEIACTB WM IICUXOTPOIIHBIX BELIECTB, MOpPsSAKA WX M3TOTOBIECHUS, paclpeiesieHus,
perucTpanuu, y4yera W XpaHEHHs, a Takke MnpaBuil odopmieHus" (3aperucTpUpoBaH
MunucrepctBom toctuunn Poccuiickoit ®eneparuu 15 aBrycra 2012 r., peructpaunoHHbI N
25190);

npuka3 MuHnucrepcTBa 3npaBooxpaHeHust Poccuiickoit ®enepanun ot 30 vronsa 2015 . N 3851
"O BHeceHMM M3MEHEHMH B Ipuka3 MuHucrtepcTBa 31paBooxpaHeHust Poccuiickoit @enepanun
or 1 aBrycra 2012 . N 54n "OO yrtBepkaeHuu (GOpMbI OJIAHKOB PEIENTOB, COJEPIKAIINX
Ha3HAYE€HNUE HAPKOTUYECKUX CPEACTB WM ICUXOTPOIHBIX BEIIECTB, NOPSAIKA UX M3TOTOBJICHHUS,
pacripeniesieHusi, pETUCTpaliy, Yyd4eTra ¢ XpaHeHHWs, a Takke mpaBuwia odopmieHus"
(3apeructpupoBan  MuHHCTEepCTBOM Ioctunmu Poccuiickoit ®@enepanmu 27 Hos0ps 2015 r,
peructpanoHHsliii N 39868);

npuka3 MunuctepcTBa 3npaBooxpaneHust Poccuiickoit ®enepanyu ot 21 anpens 2016 ©. N 254u
"O BHeceHMM M3MEHEHMH B Ipuka3 MuHucrtepcrBa 31paBooxpaHeHust Poccuiickoil @enepanun
or 20 nmexabps 2012 . N 11751 "O6 yTBepxkAeHUM NOpSAAKA HA3HAYEHHS] U BBIMUCHIBAHUS
JIEKapCTBEHHBIX TMpenapaToB, a Takxke (OpM peHenTypHbIX OJaHKOB Ha JIEKApCTBEHHBIC
npernaparsl, MopsaKa o(hopMIICHHUS YKa3aHHBIX OJTAHKOB, X y4eTa M XpaHeHH" U mpuiioxeHue N
2 k npukazy MunucTtepcTBa 3apaBooxpanenusi Poccuiickoit @enepaunn ot 1 aBrycra 2012 . N
541 "OO6 ytBepkaeHUN (OpMBbI ONAHKOB PELENTOB, COAEPKAIIMX HA3HAYEHUE HAPKOTHUECKUX
CPEIACTB WM IICUXOTPOINHBIX BEUIECTB, MOpPsSAKA WX M3TOTOBJICHUS, paclpeiesieHus,
perucTpanuu, yuyera W XpaHEHHsS, a Takke mnpaBuil odopmieHus" (3aperucTpUpOBaH
MunucrepctBom toctuiiun Poccuiickoit @eneparuu 18 wuronst 2016 r., peructpaurioHHbii N
42887);

IYHKT 4 W3MEHEHMH, KOTOpble BHOCATCA B HEKOTOpbIE IpUKa3sl MMHHCTEpPCTBa
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3IpaBOOXPAHEHUsT M couuManbHOro passutus Poccuiickonn ®enepanuu u  MunHHCTEpCTBa
3npaBooxpaneHus Poccuiickoit ®emepanuu 1Mo BoOmpocaM  OOpalieHHsi JIEKapCTBEHHBIX
IIPENapaToB, COAEPKAIIMX HApPKOTHMYECKHE CpPEACTBA, IICUXOTPONHBIE BEUIECTBA U HX
IIPEKYPCOPBI, U JIEKAPCTBEHHBIX CPEACTB, MOAJIEKAIIUX IPEIAMETHO-KOJINYECTBEHHOMY YUETY,
YTBEP)KJICHHBIX TpUKazoM MuHucrepctBa 3apaBooxpaHeHus Poccuiickoit denepanuu ot 31
okts10ps 2017 . N 882H (3apeructpupoBan MunucrepctsoM roctuuuu Poccuiickoit @enepanuu
9 auBaps 2018 1., peructpanuonssiii N 49561);

npuka3 MunucrepcTBa 3apaBooxpanenus Poccuiickoit denepaunu or 11 gexabps 2019 . N
10211 "O BHeceHun wu3MEHEHMH B mpwiokeHus N 2 u 4 k mnpukasy MuHHCTEpPCTBa
3npaBooxpaneHus: Poccuiickoit @eaepanmu ot 1 aBrycra 2012 . N 54n "OO yTBepKIeHUU
¢dopmMbl  OIIAaHKOB  pELENTOB, COACPXKAIIMX HA3HAYEHHWE HAPKOTUYECKUX CPEACTB WIU
MICUXOTPOIHBIX BEUIECTB, MOPSJIKa UX W3TOTOBIEHUS, pacClpeleleHUs, PErUCTpaluy, yuyera U
XpaHeHUus, a Takke mpaBuil odopmieHusa" (3aperucTpupoBaH MUHHCTEPCTBOM IOCTUIIUU
Poccuiickoit ®enepannn 28 suBaps 2020 r., peructpaunoHusiii N 57293);

npuka3 MuHuctepeTBa 3apaBooxpaneHus Poccuiickoit @enepanuu ot 8 okrabps 2020 ©. N
10761 "O BHeceHuu usmeHeHud B Ilopsiiox perucTpanuy, yuyera M XpaHEHMs ClIELUaIbHBIX
pEeLENTYpHbIX OJaHKOB Ha HAapKOTHYECKHE CPEICTBa WM ICUXOTPOIHBIE BELIECTBA,
YTBEPXKACHHBIN mpuka3oM MunucrepcTBa 3apaBooxpaHeHust Poccuiickoit ®denepanum ot 1
aBryctra 2012 . N 541" (3apeructpupoBan MunuctepctBoM toctutiuu Poccutickoit deneparmn
13 Hos16ps 2020 1., peructparmorasii N 60898);

npuka3 MunucteperBa 31paBooxpaneHus Poccuiickoit ®enepanun ot 14 suBaps 2019 ¢ N 41
"O0 yTBepKIEHHM IOpsAKa Ha3HAuUeHHs JICKapCTBEHHBIX MpenaparoB, (OpM peLenTypHBIX
0J1aHKOB Ha JICKAPCTBEHHBIE Mperaparhl, MOpsIka opopMICHHs YKa3aHHBIX OJaHKOB, UX y4yeTa U
xpaneHus" (3apeructpupoBan MunucrepctBoM toctuiun Poccuiickoit denepanuun 26 mapra
2019 ., peructpanuonnsiii N 54173);

npuka3 MuHucTepcTBa 3apaBooxpaHeHus Poccuiickoit @enepanuu or 11 gexabps 2019 . N
10225 "O BHeceHMHM W3MEHEHUM B Ipuka3 MuHucTepcTBa 3ApaBooxpaHeHus Poccuiickoit
@enepaunu ot 14 suBaps 2019 . N 4u "OO0 yTBepkKA€HUN NOPSAIKA HA3HAYEHUS JIEKAPCTBEHHBIX
IpenapaToB, GOpM PEeLENTYPHBIX OIaHKOB Ha JIEKapPCTBEHHbIE MTPENaparsl, MOpsiika ohopMIIeHUs
yKa3aHHbIX OJaHKOB, HMX ydeTa M XpaHeHHs" (3aperucTpupoBaH MUHHCTEPCTBOM HOCTUIIUH
Poccuiickoit denepanuu 28 ssaBaps 2020 r., peructpaunoHusiii N 57292);

npuka3 MuHuctepcTBa 3apaBooxpaHeHus Poccuiickoit @enepamun or 8 okTsaops 2020 ©. N
10758 "O BHeceHMM H3MEHEHH B TOPAAOK Ha3HAYEHHUS JIEKApPCTBEHHBIX IIPENaparos,
YTBEPKJICHHBIM TpuKazoM MuHuctepcTBa 3apaBooxpaHeHus Poccuiickoit ®@epeparuu ot 14
auBaps 2019 r. N 41" (3apeructpupoBan Munucrepcrsom roctuunu Poccuiickoit ®denepannn 22
nexadps 2020 r., peructpannonsbiii N 61695);

InyHKT 3.8 MHCTPYKIMHU O MOpPSAIKE BBIMUCHIBAHUS JIEKAPCTBEHHBIX MpEMaparoB U 0(hOpMIICHUS
peuentoB ¥ TpeOOBaHMU-HAKIAIHBIX,  YTBEPXKACHHOM  mpukazoM  MuHHUCTEpCTBa
3IpaBOOXPAHEHUS U coluanbHOro pa3Butusi Poccuiickoit @eneparuu ot 12 ¢espans 2007 r. N
110 "O nopsake Ha3HAYeHWs] M BBIIUCBHIBAHUS JIEKAPCTBEHHBIX IIPENaparoB, H3JEIHN
MEIMIUHCKOTO Ha3HA4eHHUs U CIELUAIU3UPOBAHHBIX IPOAYKTOB JiedeOHOro mnuTaHus"
(3apeructpupoBan MuHucrepctBoM toctuninu Poccuiickoit @enepauuu 27 ampens 2007 r,
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peructpaonusii N 9364);

npuKa3 MUHHUCTEpCTBA 3IpaBOOXPAaHEHMs U coluanbHOro passurus Poccuiickoit denepaunn o1
17 mas 2012 © N 5620 "OO6 ytBepxknaenun [lopsaka oTmycka (QHU3HUECKUM JIHLAM
JIEKapCTBEHHBIX MpenapaToB [UIsi MEIUIUHCKOIO NPUMEHEHHUsS, COAEpPXKAIIUX KpOMe MajblX
KOJIMYECTB HAPKOTUYECKUX CPENICTB, IMCUXOTPONHBIX BEIIECTB M HUX IMPEKYypCOpPOB IpyTrHUe
(apmakonornyeckie akTHBHBIE BemiecTBa" (3aperucTpHpoBaH MHHHUCTEPCTBOM IOCTHIIUU
Poccutiickoit @enepanuu 1 urons 2012 r., peructparnuonsasiii N 24438);

IOYHKT 2 W3MEHEHMH, KOTOpbleé BHOCATCA B HEKOTOpble IpHKa3bl MMHHCTEpPCTBA
3/IpaBOOXPAHEHUS U COIMANIbHOTO pa3BuTUs Poccuiickoin denepainiv, yTBEpPKACHHBIX MPUKA30M
MunuctepctBa 3npaBooxpaHeHus Poccuiickoir ®enepaumnn ot 10 wmrona 2013 . N 369H
(3apeructpupoBan  MunuctepctBoM rocTuiuu Poccuiickoit ®enepamuu 15 wrons 2013 1,
peructpanoHabii N 29064);

npuka3z MunucrepcTBa 3npaBooxpaneHust Poccuiickoit @enepanyu ot 21 arycra 2014 . N 4651
"O BHECEHUM M3MEHEHHUH B MOPAAOK OTIyCKa (PU3MYECKUM JIMILIaM JICKapCTBEHHBIX MPENapaToB
JUIE MEIULUHCKOTO TPUMEHEHMS, COIAEP)KAIMX KPOME MaJIbIX KOJIMYECTB HApKOTHMUYECKHX
CPEICTB, NMCUXOTPOMHBIX BEUIECTB M MX MPEKYpPCOPOB Jpyrue (papMakoIOTHUYECKUE aKTHUBHBIE
BEIIECTBA, YTBEP)KICHHBIM NpUKa30M MMHUCTEPCTBA 3[PAaBOOXPAHEHUS U COLMAIBHOIO
pazButusa Poccuiickoit @enepauun ot 17 wmas 2012 . N 562H" (3aperucrpupoBaH
MunuctepctBom toctunuu Poccuiickoit @eneparuu 10 centsops 2014 r., peructpanmoHabii N
34024);,

IYHKT 1 W3MEHEHHMiI, KOTOpble BHOCSATCS B HEKOTOpble TNpUKa3bkl MuUHHCTEpCTBA
3IpaBOOXPAHEHU M coLuMalbHOro paszButus Poccuiickoii @Penepaunun u  MwuHucTepcTBa
3npaBooxpaHeHus Poccuiickor ®@exepanmy, yTBEp)KICHHBIX IpHKa3oM MuHucrepcTsa
3npaBooxpaneHus: Poccuiickoit @enepanuu ot 10 centsOps 2015 . N 634H (3apeructpupoBaH
MunucrepctBoM tocturiu Poccuiickoit @eneparyu 30 centadps 2015 ., perucrpanoHHbiii N
39063);

IYHKT 3 W3MEHEHMM, KOTOpble BHOCSATCSA B HEKOTOpble MpuKa3bl MHHHCTEpCTBA
3IPAaBOOXPAHEHUS M COLMalbHOro pa3Butusa Poccuiickoit Penepauun u  MwuHHCTEpCTBA
3apaBooxpaHeHus Poccuiickoii ®epeparuu 1o  BOIpocaM OOpaIIeHUs JEKapCTBEHHBIX
MpenaparoB, COACPXKAIIMX HAPKOTUYECKHE CpPEJICTBA, IICUXOTPONHBIE BEIIECTBA U HX
MIPEKYPCOPOB, U JIEKAPCTBEHHBIX CPEACTB, MOJIEKAINUX MPEIMETHO-KOJUYECTBEHHOMY YYETY,
YTBEPKJICHHBIX MpHUKa3oM MuHHUCTEpcTBa 3apaBooxpanenuss Poccuiickoit ®@enepauuu ot 31
okTs0pst 2017 . N 882H (3apeructpupoBan MunucrepcTBoM rocTuiinu Poccuiickoit deneparm
9 suBaps 2018 1., peructpanmonusiii N 49561).

3. Penenrtypusie Omanku ¢dopmbel N 107/y-HII, M3roToBiIeHHBIE IO THS BCTYIUICHHUS B CHITY
HACTOSIIIIETO MPUKa3a, MOTYT ObITh UCTIONIb30BaHbI 0 1 MapTta 2023 rona.

4. Hacrosumii npukas Bctynaer B cuity ¢ 1 mapra 2022 1. u neiictByet 1o 1 mapra 2028 .

Munucmp

M.A. MYPALIIKO
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Ipunoowcenue N 1
K npuxazy Munucmepcmea 30pagooxpaHenuis
Poccuiickoii @edepayuu

om 24 nosopsa 2021 2. N 1094n

IHOPAJOK HABHAYEHUSA JTEKAPCTBEHHbBIX
IHPEITAPATOB

I. O01mue moJio:KeHUA

1. Ha3naueHue JE€KapCTBEHHBIX MpenaparoB JUIsl MEIULMHCKOrO IpUMEHEHUus (naiee -
JIEKapCTBEHHbIC Mpenaparbl) OCYILECTBIAETCS JeyalluM BpauoM, (elbAlepoM, aKkyllepkod B
Cllydae BO3JIOKCHUS HA HUX IIOJHOMOYMM JIeHallero Bpada, IPU OKa3aHWHM MEIUIMHCKON
IIOMOIIM B MEIUMUMHCKUX OpraHusaunusax <I1>, B TNOpsAAKEe, YCTAaHOBICHHOM IIPHUKAa30M
MunucTepcTBa 31paBOOXpPaHEHHUS M colManbHOro pasButus Poccuiickoit denepauun ot 23
mapta 2012 . N 2521 "OO0 ytBepxknaenun I[lopsaka BoznmoxeHHs Ha (eibalepa, akylepKy
PYKOBOIAMTENEM MEIMLMHCKOW OpraHu3aluy IpU OpraHM3alM¥ OKa3aHHUA IEpBUYHOU
MEINKO-CAaHUTAPHOMN MOMOIIU U CKOPOW METUIIMHCKOW TTOMOIIX OTIENBHBIX (DyHKIIHIA JIeqaliero
Bpaya 10 HEMOCPEACTBEHHOMY OKa3aHHUI0 MEIUIUHCKOM IIOMOIIM IIaIUEHTY B IIEPUOL
HAOMIOZIGHHUsT 32 HUM M €ro JIGYeHUs, B TOM 4YHCJIE€ IO HA3HAYCHHIO M MPUMEHEHUIO
JIEKAPCTBEHHBIX IIPEMApaToB, BKJIIOYAas HAPKOTUYECKUE JIEKAPCTBEHHBbIE IIPENaparbl H
IICUXOTPOIIHBIE JIEKAPCTBEHHBIE IIpenaparbl’ <2>, WHAMBHUIYAJIBHBIMHM NPEIIPUHUMATEISIMH,
OCYILECTBISIONMMH MEIULIUHCKYIO ACATEIbHOCTD (Aajiee - MEJUIIMHCKNE PAOOTHUKH).

<1> Hyskr 11 crareu 2 denepanpHoro 3akoHa ot 21 HosOps 2011 . N 323-®d3 "O6 ocHOBax
OXpaHbl 370pOBBsi TpaxnaH B Poccuiickoit ®Denepanuu" (CoOpaHre 3aKOHOJATEIHCTBA
Poccuiickoit @enepammm, 2011, N 48, ct. 6724, 2019, N 52, ct. 7796) (nanee - ®enepaibHbIN
3akoH N 323-D3).

Odunyuanvnolit uCMOYHUK INEKMPOHHO20 OOKYMEHMA COOEPIHCUM HEMOUHOCHL: UMEEMC 6
6udy nynkm 11 uacmu 1 cmamou 2 @edepanvrnozo 3axkona om 21.11.2011 N 323-D3.

<2> 3apeructpupoBaH MunucrepcTBom toctuiuu Poccuiickoit @enepauuu 28 anpens 2012 r.,
peructpanvoHHelii N 23971 ¢ u3MeHeHusMH, BHECEHHBIMH IpUKa3oM MuHHCTEpCTBA
3apaBooxpanenusi Poccuiickoit @enepanuu ot 31 oxrabps 2017 r. N 882H (3apeructpupoBaH
MunucrepctBoM toctuiiun Poccutickoin @enepanun 9 siuBaps 2018 1., peructpanvoHHbld N
49561).
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MenuuuHckuii pabOTHUK, OGOPMUBLIMI pPELENT € HapyLUICHHEM HACTOSIIEro MOpsiKa, HIN
PYKOBOIUTENb MEIUIMHCKOM OpraHu3aluy 0O0eCHeyuBarOT CBOEBPEMEHHOE nepeodopMileHUEe
TpeOyeMoro Juisl MaleHTa peLenTa.

2. CsenmeHusi O Ha3HAUEHHOM JIEKAPCTBEHHOM TIpenapare (HauMEHOBaHUE JIEKapCTBEHHOTO
mpemnapara, JO03MPOBKa, CIIOCO0 BBENEHHS W NPUMEHEHUS, PEXKUM JIO3UPOBAHHMS,
MPOAOJDKUTENBHOCTh JIEYEHUsIT W OOOCHOBAaHME HAa3HAUEHHUs JIEKapCTBEHHOTO Ipenapara)
BHOCSITCS MEIUIIUHCKUM PaOOTHUKOM B MEAMLIMHCKYIO JJOKYMEHTALIHIO MAIlUeHTA.

B cayuasx, ykazaHHeix B myHKTax 8 - 11 Hactosmero Ilopsimka, mMeauIuHCKHMA paOOTHUK,
HA3HAYMBIIWK JIEKAPCTBEHHBIN Mpemnapar, ohopMisieT Ha3HauYeHUE JICKapCTBEHHBIX MpEenaparos,
B TOM YHCIE MOJJICKANINX HM3TOTOBJICHHUIO M OTITYCKY anTeYHBIMH OpraHU3alusMH (najnee -
JIEKapCTBEHHbIC Tpernaparbl HHIWBUIYaTbHOTO W3TOTOBJICHHUS), Ha pEUEenTypHOM OJaHKe,
odopmiieHHOM Ha OyMa)KHOM HOCHUTENE 3a CBOCH IMOMMUCKHIO (Jaliee - perent Ha OyMakHOM
HOocuTene), W (WIM) ¢ comlacus MalueHTa WM €ro 3aKOHHOIO MpejacTaBUTens <3> Ha
perientypHoM OnaHke B ¢opMe 3JEKTPOHHOTO JOKYMEHTAa C HCIOJIb30BAaHUEM YCHUIICHHON
KBaJM(UIUPOBAHHON 3JIEKTPOHHOW MONMCH MEAMLIMHCKOTO pabOTHHMKA (Jajiee - perent B
(hopme IEKTPOHHOTO JOKYMEHTA).

<3> Hyskr 2 crateu 20 denepanpHoro 3akoHa N 323-d3 (CobpanHue 3aKOHOMATEIHCTBA
Poccutickoit ®eneparuu, 2011, N 48, ct. 6724; 2021, N 27, c1. 5159).

Penenit B popme AEKTPOHHOTO JOKYMEHTA, COACPIKAIINI Ha3HAUCHUE HAPKOTUYECKHUX CPEIICTB
WIM  TCUXOTPONHBIX  BELIECTB,  MOANUCHIBAETCS  C  HCIOJNb30BAHUEM  YCUIIEHHOM
KBATU(UIIMPOBAHHOW 3JIEKTPOHHOM TMOAMKCH JICUalIero Bpada win ¢enpamepa, akylepKky, Ha
KOTOPBIX BO3JIOKCHBI ~(PYHKIIMM JIeUallero Bpaya, W COOTBETCTBYIONIEH MEIMIIMHCKOM
opraHuzanuu <4>.

<4> Ilynkr 1 crarbu 26 @enepanbHoro 3akoHa ot 8 sstuapsa 1998 . N 3-D3 "O HapkoTHYECKUX
cpenctBax u mncuxorpomHbix  BemlecTBax" (CoOpanme 3akoHomarenbcTBa Poccuiickoit
Oenepanun, 1998, N 2, ct. 219, 2017, N 31, c1. 4791) (manee - ®enepanbubiii 3akoH N 3-D3).

Odopminenne perentoB B (opMe D3JICKTPOHHBIX JOKYMEHTOB OCYIIECTBIISIETCS B Cllydae
NPUHATHS  YIIOJHOMOYCHHBIM OPraHOM HCIOJHHUTEIbHOW BiacTH cyObekTa Poccuiickoi
®enepanuy B COOTBETCTBUU C IIYHKTOM 4 ctatbu 6 denepanbHoro 3akoHa ot 12 anpens 2010 .
N 61-®3 "O6 oOparieHun JEKapCTBEHHBIX cpencTB" <5> pemieHuss 00 HMCIOJIB30BAaHMM Ha
Tepputopun cyobekra Poccuiickoit denepanuu Hapsay ¢ peUenTaMd Ha JEKapCTBEHHBIE
npemnaparsl, 0pOPMIICHHBIMA Ha OyMa)KHOM HOCHTEIIE, PEIETITOB Ha JIEKAPCTBEHHBIE MPETIaparhl,
c(OpPMHUPOBAaHHBIX B (POpME FMEKTPOHHBIX JOKYMEHTOB.
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<5> CoOpanue 3akoHomarensctBa Poccuiickoit @eneparum, 2010, N 16, ct. 1815, 2019, N 52,
cT. 7793.

3. Ilpn BhIIHMCKE NANWMEHTa W3 MEAUIMHCKOM OpraHu3allH, B KOTOPOM €My OKa3bIBajach
MEIUIMHCKAsl TIOMOIIb B CTAllMOHAPHBIX YCIOBUSX, IIPU HEOOXOJUMOCTH MPOIOKEHUS ITpUeMa
JICKApCTBEHHOTO TIpenapara B aMOYJIAaTOPHBIX YCIOBHUAX JAaHHOMY MAIMEHTY MO PEIICHHIO
PYKOBOIUTENS MEIUIMHCKOM OpraHu3aliy Ha3HadaroTcs ¢ o(opmieHueM peuenrta B ¢Gopme
ANIEKTPOHHOIO JOKyMEHTa M (Wiu) Ha OyMa)XHOM HOCHTENE (3a HCKIIOYEHHEM O(OpPMIICHHS
pELENTOB Ha JIEKAPCTBEHHBIEC IpPENaparhl, MOAJEKAIIUE OTIHYCKY OECIUIaTHO WU CO CKUAKON)
100 BbIIAIOTCS (MALMEHTY WIM €ro 3aKOHHOMY IPEICTaBUTENI0) OJHOBPEMEHHO C BBIITUCKOH U3
UCTOpUU OOJIE3HU JIEKapCTBEHHBIE MpEmnaparbl, B TOM YHCJIE HAPKOTUYECKUE M TICUXOTPOITHBIC
JIEKapCTBEHHBIE Npenaparel, BHeceHHble B cnucku Il m III mepedHs HApKOTMYECKHX CPENCTB,
IICUXOTPONHBIX BEIIECTB M MX IMPEKypcoOpoB, NOMIEKAIIUX KOHTpomo B Poccuiickoin
@enepauny, yrBepkaeHHoro IlpaBurensctBoM Poccuiickoit @Penepauuun <6> (manee -
[lepedens), CUIBHOAEHCTBYIOIINE JICKAPCTBEHHbBIE IIPENapaThl, Ha CPOK MIPUEMa MMALUEHTOM 0 5
JHEN.

<6> Ilymkr 2 crarbu 2 ®PenepanbHoro 3akoHa N 3-®3 (Cobpanue 3aKOHOJATEIIBCTBA
Poccuiickoit @enepanuu, 1998, N 2, ct. 219; 2016, N 27, ct. 4238).

4. Ha3naueHue JEKapCTBEHHBIX IMpenaparoB IMpU OKa3aHUM MEIULHUHCKOM TOMOIIM B
CTAIlMOHAPHBIX YCIIOBUSX MOXKET OCYIIECTBISTHCS TMOCPEICTBOM TpPEeOOBAaHUN MEIUIIMHCKON
OpraHM3all¥, HAMNpaBISIEMbIX B AaNTEYHbIE OpraHU3alldU, SBISIIOIIUECS CTPYKTYPHBIMU
MOAPA3AECIECHUAMU MEAULIUHCKON OpraHu3anuu. <7>

<7> Hynkr 54 crarbu 4 GenepanpHoro 3akoHa ot 12 ampens 2010 . N 61-d3 "O6 obpamiennn
nexapcTBeHHbIX cpeacTB" (Cobpanue 3akoHomarenbeTBa Poccuiickoit denepanuu, 2010, N 16,
ct. 1815; 2019, N 31, ct1. 4456) (manee - denepanbubiii 3akoH N 61-D3).

5. Ha3Hauenue JekapCTBEHHBIX MPEMApaTOB OCYIIECTBISETCS MEIUIIMHCKHUM PAOOTHHKOM IO
MEXIYHAapOJIHOMY HENMaTeHTOBAHHOMY HAaWMEHOBAaHMIO, a TIPH €ro OTCYTCTBUH -
rPYyNIUPOBOYHOMY WM XUMHUYECKOMY HaMMEHOBaHHIO. B cilyyae OTCYTCTBUSI MEXIyHAPOIHOTO
HEMaTeHTOBAHHOTO HAaWMEHOBAHMSI U TPYNIHPOBOYHOIO MM XUMHUYECKOTO HAMMEHOBaHUS
JIEKapCTBEHHOTO Tperapara JIeKapCTBEHHBIN MpernapaT Ha3Ha4aeTCs MEAULIMHCKUM PaOOTHUKOM
[0 TOPrOBOMY HaumMeHOBaHHWIO. [IpW HaIWYMK METUIIMHCKUX TOKa3aHWM (MHAUBUIYyaJbHAS
HEMEPEHOCUMOCTh, MO JKM3HEHHBIM T[OKa3aHMUSM) IO PpEHICHHIO BpauyeOHOW KOMHCCHU
MEAMIIMHCKON OpraHu3anuu <8> OCYIIECTBISIETCS] Ha3HauyeHHe W odopmiieHHEe Ha3HAYeHUs
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JEKapCTBEHHBIX IpEnaparoB, HE BXOJAIIMX B  CTAHJAPThl MEAUIMHCKOM  ITOMOUIM,
pa3paboTaHHBIC B COOTBETCTBHH ¢ NYHKTOM 14 crarbu 37 @enepanbHoro 3akoHa N 323-03 <9>,
WIA HE NPEeAyCMOTPEHHBIX COOTBETCTBYIOLIEH KIMHMYECKONM peKoMeHIaluen, iubo 1o
TOPTOBBIM HaWMEHOBaHUSAM. PerneHne BpaueOHON KOMHMCCHMM MEIUIIMHCKONW OpraHM3alluu
(bukcupyeTcsi B MEAMLIMHCKON TOKYMEHTALMH MAallMeHTa U B )KypHaJle BpaueOHON KOMUCCHH.

<@> Ilpukaz MuHHCTEpCTBA 3IPAaBOOXPAHEHUS M COLMAIBHOrO pa3Buthus Poccuiickoii
Oenepanuu o1 S Masg 2012 ©. N 5021 "OO0 yTBep)KIeHUU MOPSAIKA CO3IAHUS U JCATEIHLHOCTH
BpaueOHONW KOMHCCHUU MEAMIIMHCKOM opraHuzanmuu’ (3aperucTpupoBaH MUHHCTEPCTBOM
toctuiu - Poccuiickoit ®eneparuu 9 wuronst 2012 1, peructpamuonnsii N 24516) c
W3MEHEHUSIMH, BHECEHHBIMM MpUKa3oM MuHHCTEpCTBa 3ApaBooxpaHeHus Poccuiickoi
@eneparuu ot 2 nekadbps 2013 . N 886H (3apeructpupoBaH MUHHCTEPCTBOM IOCTHILIUU
Poccutiickoit ®eneparuu 23 nexadps 2013 1., peructpannonnsiii N 30714).

<9> Cobpanue 3akoHonatenbcTBa Poccuiickoit @eneparuu, 2011, N 48, ct. 6724.

Ecnmu npu okazaHuM DAUMEHTY MEIULMHCKOM TMOMOIIM B MEOUUMHCKOM OpraHu3alud B
CTAIlMOHAPHBIX YCIOBUAX IO PEIICHUIO BpauyeOHONW KOMHCCHUHU OCYIICCTBIISIIOTCS Ha3HAYCHHUE U
MIPUMEHEHUE JIEKaPCTBEHHOTO Ipernapara ¢ KOHKPETHBIM TOPrOBBIM HAaMMEHOBAaHUEM, TO IpHU
OKa3aHWH JAHHOMY MAUHMEHTY MEIMIIMHCKOM IMOMOIIM B WHOM MEIUUMHCKOM OpraHu3aluH B
CTAIlMOHAPHBIX YCJOBUSAX, a TakKKe B aMOYIaTOPHBIX YCIOBHUSAX OCYIIECTBIISICTCS Ha3HAYCHHUE
€My JIEKapCTBEHHOTO IIpenapara ¢ TeM ke TOPrOBbIM HauMeHoBaHuEM <10>.

<10> [yukr 2 nocranosieHus [IpaButensctBa Poccuiickoit @enepanun ot 30.06.2020 N 965
"O BHecenuu u3MeHeHuii B [IpaBuna ¢popmMupoBaHus epedHs JIEKAPCTBEHHBIX CPENICTB, 3aKyIKa
KOTOPBIX OCYIIECTBIISIETCS B COOTBETCTBHH C UX TOPTOBHIMU HAUMEHOBAHUSIMH, M O TPUMEHEHUHT
JIEKAPCTBEHHBIX TPEMapaToB C KOHKPETHBIMH TOProBbIMU HaumMmeHoBaHUsMHU" (CoOpaHue
3akoHonarenbcTBa Poccuiickoit denepanuu, 2020, N 28, ct. 4422).

6. Ha3znaueHue nexkapCTBEHHOTO Iperapara B perente Ha OyMa)KHOM HOCHTEJE WJIM pelenTe B
(dbopMe 3IEKTPOHHOTO TOKyMEHTa O(pOpMIISETCS Ha UMS MAlMEHTa, JUIsl KOTOPOro MpeaHa3HaueH
JIeKapCTBEHHBIN Ipemnapar.

Penent na OymaxkHoM HOcHTene, opopmieHHBINH Ha penentypHoMm Onanke ¢opm N 107/y-HIT, N
107-1/y, N 148-1/y-88, N 148-1/y-04(;1), yTBepKICHHBIX HACTOSIINM MPUKA30M, MOKET OBITh
MOJTYYEH MAIMeHTOM, €r0 3aKOHHBIM MPEACTABUTEIIEM WM JIUIIOM, UMEIOIUM O(pOPMIICHHYIO B
COOTBETCTBUHU C TPa)KJAHCKUM 3aKOHOIATENbCTBOM Poccuiickoil denepanvu JOBEPEHHOCTh OT
MAIMEeHTa Ha MIPaBO MOMyUYEHUs TAKOTO pelenTa (J1ajee - yIoJIHOMOYEHHOE JIULIO).

[IpencraBienne TOBEPEHHOCTH HE TpeOyeTcs B Cayyae MOJyuyeHHUs pelenTa Ha JIeKapCTBEHHBIN
mpemapar Ais HMHKypaOenbHOro OONBPHOTO Ha 3aBEpIIAIOIIEM JTafe ero J>KU3HU JIUIOM,
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OCYILECTBIIAIONIUM YXOJ 32 TaKUM HWHKypaOenbHbIM OONbHBIM. B Takom ciiyuyae MeTUIIMHCKUN
pabOTHUK BBIJACT JIMILY, OCYIIECTBISIOUIEMY YXOJA 3a MHKYpaOenbHbIM OOJbHBIM, JTOKYMEHT,
MOATBEPXKIAIOIINN HHKYpaOeIbHOE COCTOSHHE OOJIbHOTO, COJCPKANIUA CBEICHUS O JIUIIE,
KOTOpO€ OyIeT IMOJy4aTh JIEKAPCTBCHHBIE Mpenaparsl Mo penenty (haMuius, UMs, OTYECTBO
(mocinenHee - TpU HAIWYWM), BUI, cepus W (WIM) HOMEpP AOKYMEHTa, YIOCTOBEPSIOMIETO
JUYHOCTH), 3aBEPEHHBIA TOAMKMCHI0 U TEUAThIO JAHHOTO MEIHUIIMHCKOTO paO0OTHHUKA, a TaKke
IIe4aTbrO MGHHHHHCKOﬁ opraHu3anyvu.

JIOKyMEHT, MOATBEPKIAIONIMN WHKYypaOeIbHOE COCTOSHHE OOJNBHOTO, OCTAeTCs B anTEYHON
OpraHu3aliu.

Penient B popme 3neKTpOHHOTO JOKyMEHTa (DOPMUPYETCS ¢ UCTIOIB30BAHHEM TOCYIapCTBEHHON
nH(OPMAITMOHHON CcHUCTeMBl B cdepe 3apaBooxpaHeHus cyonekta Poccuiickoit ®eneparum,
MEIUITMHCKON MH(GOPMAIIMOHHON CUCTEMBI METUIIMHCKON opraHu3anuu <I1>,

<11> Crareu 91 u 91.1 ®enepanpuoro 3akoHa N 323-®3 (CoOpaHue 3aKOHOAATEIHCTBA
Poccutickoit ®eneparuu, 2011, N 48, ct. 6724; 2021, N 27, ct. 5141).

@dakT BBIJAYM peuenTa Ha JICKAPCTBEHHBIM IIpenapar 3aKOHHOMY INPEICTABUTEIIO HIIU
YIOJHOMOYEHHOMY JIUIY (PUKCUPYETCSl B MEJUIIMHCKON JTOKYMEHTAIIUY TTallieHTa.

7. MenmuuuHCKUM pabOTHHKAM 3amperiaeTcss 0hOpMIIATh PEIENThI IPH OTCYTCTBUH Y MAIlMEHTA
MEIUIIMHCKUX TOKa3aHWM; Ha HE3apErMCTPUPOBAHHBIE JIEKAPCTBEHHbIE Mpenaparbl <12>; Ha
JICKapCTBEHHBIC TMpENaparbl, KOTOPbIE B COOTBETCTBHUM C HMHCTPYKIHUEH MO MEIULIMHCKOMY
MIPUMEHEHUIO TPEIHA3HAUYEHbl Il MPUMEHEHHSI TOJBKO B MEAMIMHCKUX OpraHM3alusax; Ha
HApKOTUYECKUE CPEACTBA M IICUXOTPOITHBIE BEUIECTBA, BHECEeHHbIe B cnucok Il Ilepeuns,
3apEerUCTPUPOBAHHBIE B KaueCTBE JIEKAPCTBEHHBIX IMPENApPATOB, B UEIAX MNPUMEHEHUS IS
JIEYEHUs] HAPKOMAHUU.

<12> Pemenne CoBera EBpa3suiickoii sJkOHOMHUYECKON KOoMHCCUU OT 3 Hosa0ps 2016 ©. N 78 "O
[IpaBuiax perucTpauu W HKCHEPTU3BI JIEKAPCTBEHHBIX CPEIACTB JUIS MEIUIIUHCKOTO
npuMeHeHus" (opurmansHBIIH CaiT EBpasuiickoro SKOHOMHYECKOTO COr03a
http://www.eaeunion.org/, 21 nHos6ps 2016 1.). Crares 13 denepanpHoro 3akona N 61-03
(Cobpanme 3axkononatenbctBa Poccuiickoit @eneparum, 2010, N 16, ct. 1815; 2020, N 14, ct.
2028).

WuauBuayanbHbIM — NPEANPUHUMATEISIM, OCYIIECTBISIIOIIMM  MEIUIMHCKYI0 e TeIbHOCTD,
JONOJHUTENBHO K TpeOOBaHMSAM, YyKa3aHHbBIM B ab3alle NEepBOM HACTOALIETO ITyHKTa,
3ampeniaercss oOpPMIIATh PElenThl Ha HAPKOTHUECKHUE CPEICTBA M MCHUXOTPOIHBIC BELIECTBA,
BHeceHHble B cnucku Il w Il Tlepeuns (manee - HApPKOTHYECKHE U TICUXOTPOITHBIC
nexapcTBeHHble npenaparsl cnuckos II u III Ilepeuns).
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8. Ilpu Ha3HAYeHMM HAPKOTHMYECKUX U NCUXOTPOIHBIX JIEKAPCTBEHHBIX IpernaparoB cnucka Il
[lepeuns, 3a HCKJIIOYEHHEM JIEKAPCTBEHHBIX IpENapaToB B BHJE TPaHCIEPMAIbHBIX
TEpaNeBTUYECKUX CUCTEM U JIEKAPCTBEHHBIX NIPENAPATOB, COAEPKAIINX HAPKOTUYECKOE CPELICTBO
B COYETAaHWH C AHTArOHHWCTOM OIMOMIHBIX PELENTOPOB, PEIENnThl Ha OyMa)KHOM HOCHTENE
odopmIsitoTcs Ha perientypHoM omanke Gpopmer N 107/y-HIT.

9. Peuentypuslii 6mank ¢popmbl N 148-1/y-88 opopmisiercs mpu Ha3HAYCHUU:

1) HapKOTUYECKHUX M TICUXOTPOMHBIX JIEKAPCTBEHHBIX mpemnaparoB cmucka Il Ilepeuns B Bume
TPaHCACPMAJIbHBIX TCPAINICBTUYCCKUX CHCTCM, HAPKOTUUYCCKUX JICKAPCTBCHHBIX IIPCIIapaTroB
ciucka Il Ilepeuns, comepxkalux HApPKOTHYECKOE CPEACTBO B COYETAHMM C AHTArOHUCTOM
OMHUOUJIHBIX PELENTOPOB, ICUXOTPOIHBIX JIEKAPCTBEHHBIX MpenapaTtoB cnucka 11 [lepeuns;

2) KOMOMHUPOBAHHBIX JIEKAPCTBEHHBIX MPENAPATOB, COACPKAIIMX:

a) KOJGMH WM €ro coiu (B IepecyeTe Ha YUCTOE BEIIECTBO) B KojguyecTtBe 10 20 wmr
BKJIIOUUTENbHO (Ha 1 1103y TBepaoil JiekapcTBeHHOW (Gopmbl) wind B KomuwdecTtBe 10 200 mr
BkitountenbHo (Ha 100 mut mm 100 1 sxuakoil siekapcTBeHHON (hOpMBI Uil BHYTPEHHETO
MIPUMEHEHHUS);

0) mnceBmoddenpuHa THUAPOXIOPUA B KOoIM4YecTBe, mpeBbimatomem 30 mr, u g0 60 wmr
BKJTIOUNTENBHO (Ha 1 103y TBEpOii JIeKapCTBEHHOU (OPMBI);

B) rmceBnod(denpuHa TUAPOXJOPUA B KOIWYecTBEe, mpeBbimaromeM 30 Mmr, m g0 60 wmr
BKJIFOYUTEIILHO B COYETAaHWUM C JIGKCTpoMeTOp(aHOM THUIAPOOPOMHIIOM B KOJIUYECTBE,
npesbimaromniemM 10 mr, 1 70 30 Mr BKIFOUUTENTHHO (Ha 1 103y TBEpAOH JeKapCTBEHHOM (OPMBI);

r) nexcrpomeTopdana rumpodpomua B kommdectse 10 200 mr BrmountensHO (Ha 100 mut mim
100 T )kuaKoit TeKapCTBEHHON (DOPMBI JIsl BHYTPEHHETO MPUMCHEHHS ),

1) 3denpura ruApoXIOpHA B KomudecTse, npeBbimaromeM 100 mr, u 10 300 Mr BKITIOYHTEITHHO
(ra 100 mut mm 100 1 KUAKON JTeKapCTBEHHOM ()OPMBI IS BHYTPEHHETO TPUMEHEHHS );

e) adenpuHa THAPOXJIIOpHUI B KomudectBe 1m0 S0 Mr BKIOUUTENBHO (Ha 1 1m03y TBEepaoi
JIEKapCTBEHHOH (HhOPMBI);

) (EHWINPONAaHOJIaMUH B KOJMYECTBE 10 75 Mr BKIIOYMTENbHO (Ha 1 103y TBepaoi
nekapctBeHHOH (opmel) uinu g0 300 mr BrmouutenabHo (Ha 100 mur wmm 100 © Kuakoi
JIEKapCTBEHHOM (DOPMBI 1711 BHYTPEHHETO IPUMEHEHHS);

3) peHoOapOUTaANM B KOJUYECTBE MO 15 MI' BKIIOYUTEIHHO B COYETAHWU C KOJACHHOM (WIIH €TO
COJISIMU) HE3aBHCHUMO OT KoJM4ecTBa (Ha 1 103y TBepoil JeKapCTBEHHOU (HOpMBI);

) ¢enobapouTan B komuyecTtBe A0 20 Mr BKIIOUUTEIBLHO B COYETAaHUU C deapuHOM
THIPOXJIOPUIOM HE3aBUCUMO OT KoJMuecTBa (Ha 1 103y TBepAoi IeKapCTBEHHOH (POPMBI);

K) XJOpAHMA3eNoKCH B KoJMuecTBe, mpesbimatoneM 10 mr, u 7o 20 Mr BKIOUYHMTENbHO (Ha 1
7103y TBEPJOH JIEKapCTBEHHON (OPMBI);

3) neKkapCTBEHHBIX NpenapaToB WHAWBUAYaJIbHOTO W3TOTOBJIEHUS, COAECPIKALIMX HAPKOTUYECKOE
cpeacTBO WM mcuxorponHoe BemiecTBo cnucka Il Ilepeuns, u npyrue Qapmaxkosoruueckue
AKTHBHBIC BEIIECTBA B J03€, HE IPEBBIIIAIOIIECH BBICHIYIO Pa30BYIO 103y, U MPHU YCIOBUH, YTO
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3TOT KOMOWHHMPOBAHHBIA JICKAPCTBEHHBIM Tpenapar He SBIAETCS HAPKOTUYECKHUM WU
IICUXOTPOIHBIM JIEKAPCTBEHHBIM IIpenaparoM cnucka Il [Tepeuns;

4) I5eKkapCTBEHHBIX IIPENApaToB, BKJIIOYEHHBIX B IEPEUYEHb JIEKAPCTBEHHBIX CPEICTB JUISA
MEAMIMHCKOTO TMPUMEHEHHS, MOJUIekKAIIUX IPEIMETHO-KOJIMYECTBEHHOMY YyueTy (nanee -
JIeKapCTBEHHbIE MIpenapaThl, BKIIOYeHHbIEe B epedeHs [TIKY) <13>.

<13> Hoanyskr 5.2.171(1) nysukra 5 nocranosienus [IpaButensctBa Poccuiickoit denepannu
or 19.06.2012 N 608 "OO6 yrtBepxaeHun IlomoxxeHuss o MUHHUCTEpPCTBE 3IpaBOOXpaHEHHUs
Poccwuiickoit @eneparuun" (nanee - [onoxxenue o Munncrepcrse) (CobpaHue 3aKOHOIATEIHLCTBA
Poccutickoit @enepanuu, 2012, N 26, ct. 3526; 2013, N 16, cT. 1970).

10. Penentypusiii Omank Gopmer N 148-1/y-04(;1) odopmisercss mTpu Ha3HAYECHUU
JIEKapCTBEHHBIX TMPEmaparoB TpaxkJaHaM, HMEIOIIUM TMPaBO Ha OecCIUlaTHOE TMONy4YeHHe
JICKAPCTBCHHBIX MPCIIapaTOB UJIHU IMOJTYYCHHUE JICKAPCTBCHHLIX IPCIIapaToB CO CKI/II[KOI\/JI.

11. Penentypusiit Oank ¢popmsl N 107-1/y opopmiasiercs npu Ha3HAYSHUU:
1) nekapCTBEHHBIX MpETapaToB, HEe YKa3aHHBIX B MyHKTax 8, 9 Hactosmiero [lopska;
2) KOMOMHUPOBAHHBIX JIEKAPCTBEHHBIX IIPENAPATOB, COAEPIKAIIMX !

a) JPproraMHMHa THUAPOTApTpaT B KOJIWYECTBE JO 5 MI BKIIOYMTENbHO (Ha 1 103y TBepmoi
JIEKapCTBEHHOM (hopMBI);

0) adenpuna runpoxsopun B komumdectBe n0 100 mr BrmrountensHo (Ha 100 mur wmm 100 T
KUJIKOH JIEKapCTBEHHON ()OPMBI IS BHYTPEHHETO IPUMEHEHUS );

B) rceBnoddeaprHa rHIPOXIOPH B KOIMUECTBE, He npeBbiratonieM 30 mr (Ha 1 103y TBepaoi
JIEKapCTBEHHOM (hopMBI);

r) nceBaoddeapuHa TUAPOXIOPHA B KOJIMYECTBE, HE MpeBbimaromeM 30 M, B COYETaHHH C
JIEKCTpoMeTOp(paHOM THIPOOPOMHIOM B KoimdecTBe, npeBbimaromeM 10 mr, u mo 30 mr
BKJTFOUUTENLHO (Ha 1 103y TBEpAOH JeKapCTBEHHOH (hOPMBI);

1) nekctpomeropdana THIAPOOPOMHUA B KoiMyecTBe, mpeBbimapmeM 10 mr, u go 30 mr
BKJTFOUUTENLHO (Ha 1 103y TBEpAOH JeKapCTBEHHOH (hOPMBI);

e) ¢enobapOuTan B KomudecTBe, mpesbimaromeM 20 mr, u 1o 50 mr BKItountensHO (Ha 1 103y
TBEPJOH JIEKApCTBEHHON (HDOPMBI);

K) (eHobapburan B kommuectBe a0 20 MI BKIIOYUTEIBHO B COYETAHHHM C SPrOTAMUHOM
THAPOTAPTPATOM HE3aBUCHUMO OT KOJIMuecTBa (Ha 1 103y TBEPIO JIeKapCTBEHHOU (POPMBI);

3) XJIOpAHA3eNOoKCU B KoiaruecTse 10 10 Mr BKItounTenbHO (Ha 1 103y TBEpAOH JIEKapCTBEHHOM
hopmpi).

12. Ilpu Ha3HAUEHUH JIEKAPCTBEHHOT'O Mpenapara HHANBHUyaIbHOTO U3TOTOBIIEHHUS B PELIETITE HA
OyMa)XHOM HOcHTeNle U (Wiu) pernenrte B (Gopme 3IEKTPOHHOTO JTOKYMEHTa HAaMMEHOBAHUS
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JIEKApCTBEHHBIX CPEACTB (BEIIECTB), BKIIOUEHHBIX B mepedeHb [IKY, yka3piBatoTcsi B Havaie
perernTa, 3aTeM - BCE OCTaJIbHbIC HHTPEIUCHTHI.

13. Ilpn Ha3HaueHWH JIEKAPCTBEHHOTO Mperapara B perente Ha OyMa)XHOM HOCUTeNe U (MJIH)
peuente B (opMe INIEKTPOHHOTO JOKYMEHTA 3alpellaercs MpeBbIIaTh KOJIUYECTBO
HapKOTUYECKHUX CPEJCTB WJIM IICUXOTPOIHBIX BEIIECTB, KOTOPOE MOXKET ObITh BBIIMCAHO B OJJHOM
peuenrte, ycraHoBIEeHHOe mpuiokeHneM N 1 k Hacrosmemy Ilopsaky, 3a HCKIIOYEHHEM
CJIy4aeB, yKa3aHHbIX B TyHKTax 15 u 24 Hactogmero [lopsiaxa.

14. Ilpy Ha3HAUEHUU JIEKAPCTBEHHBIX MPENapaToB, BKIIOUEHHBIX B nepeueHb [1IKY, no3a kotopeix
IIPEBBIIIACT BBICHIMM OAHOKPATHBINA NMPHEM, MEAMLMHCKUI pabOTHUK 0003HAuyaeT 103y 3TOro
JICKApCTBEHHOTO Mperapara B pelente Ha OyMa)XHOM HOCHUTEJE MPOMUCHIO C MPOCTaBICHHUEM
BOCKJIMIIATETILHOTO 3HAaKa W (WJIM) TMPOCTABISIET BOCKIMIATENBHBIA 3HAK TpU OQOPMIICHUU
peuenTa B popMe 3JEKTPOHHOTO JOKYMEHTA.

15. Konn4ecTBO Ha3HAUYCHHBIX JIEKAPCTBEHHBIX NPENapaToB, BKIOUYEHHBIX B niepeyeHs [IKY, npu
OKa3aHUM MalueHTaM, HY>KIAIOIIUMCS B JUIUTEIHHOM JICUSHUHU, IEPBUYHON MEIUKO-CAaHUTAPHOM
oMo U HaJUINaTUBHOMU MCI[I/ILII/IHCKOI\/‘I IIOMOIII MOKET 6I:ITI> YBCIMYCHO C YUYCTOM
KIIMHUYECKUX pEKOMEHIanuii He Ooysiee 4eM B 2 paza 1O CPaBHEHHUIO C KOJIWYECTBOM
HAPKOTHYECKUX CPEACTB WM MCUXOTPOIMHBIX BEIIECTB, KOTOPOE MOXKET OBITH BBIMUCAHO B OTHOM
pelente, ycTaHOBIEHHBIM npuiokeHneM N 1 k HacTosuiemy [lopsaky.

B cnywasx, mpeaycMOTpeHHBbIX a03aleM MepBbIM HACTOALIETo ITyHKTa, Ha peLenTax Ha
OyMa)XHOM HOCHTEJE Mpou3BoauTCs Haamuch "[lo crmenmanbHOMY Ha3zHA4YeHHIO", OTHIEIBHO
3aBepEeHHAs MOAMKUCHI0 MEIUIIMHCKOTO pa0OTHHKA M TEYaThI0 MEIUIIMHCKON opranu3anuu "J{ms
peuenToB”, Ha peuentax B (QoOpMe SIEKTPOHHOTO TOKyMEHTa IMpou3BoauTcs ormerka "Ilo
CHEIMAIbHOMY Ha3HAYE€HMIO" C MPOCTABJICHUEM YCHJIEHHOM KBaTU(UIMPOBAHHOMN AJIEKTPOHHOMN
HOAMUCH METULIMHCKOTO paOOTHHKA.

16. CocraB nekapCTBEHHOTO Iperapara, JieKapCcTBeHHas (opMa U OOpalieHne METUIIMHCKOTO
paboTHHKa K (hapmalleBTUYeCKOMY pabOOTHUKY OO0 OTIyCKe JIEeKapCTBEHHOIO Ipernapara Ha
OyMa)KHOM HoOcHTeNe 0QOPMIISIFOTCS Ha JIATHHCKOM WJIH PYCCKOM SI3BIKE B POAMTEIHLHOM MAICKe,
3a UCKJIIOUEeHHEM O0(OpPMIICHHS PELIENITOB B (OpMe 3IEKTPOHHOTO JOKYMEHTA, OCYIIECTBISIEMOTO
HA PYCCKOM SI3BIKE.

IIpu odopmieHun pelenTypHbIX OJAHKOB JIOMYCKAaeTCs HCIOJIb30BaHHE COKpAICHHI
(mpunoxenue N 2 k HactosmeMy [lopsaxy).

[Ipn Ha3HaueHMM JIEKApCTBEHHOIO IIperapara He JOIYCKaeTCs COKpAllleHHWEe HAauMEHOBAaHUN
UHIPEAMEHTOB, COCTABJIAIOIINX JIEKAPCTBEHHBIH IIpenapar, He NO3BOJSIOIUX YCTAHOBUTD, KAKOU
MMEHHO JICKapCTBEHHBIN MpernapaTr Ha3Ha4yeH.

17. Cnoco® mnpUMEHEHHs JIEKapCTBEHHOro Impenapara OO0O3HAa4aeTcsi C YyKa3aHMEeM IyTH
BBEJICHUS, J103bl, YacCTOThl, BPEMEHHM IpHUEMa OTHOCUTEIBHO CHa (yTpPOM, Ha HOYb) U €TO
JUIUTENIBHOCTH, a JJIs JIGKAPCTBEHHBIX MPENapaTroB, B3aUMOAEHCTBYIOIINX C MUIIEH, - BpEMEHU
UX yNOTpeOIeHUs] OTHOCUTENIBHO MTpUeMa MUK (0 €I, BO BPEMs €J1bl, OCTIE eIIbl).

18. TIpr HEOOXOAMMOCTH HEMEIJIEHHOTO WJIH CPOYHOTO (B T€UEHHE ABYX pabOUMX JHEH) OTIyCKa
JIEKapCTBEHHOTO Tpernapara MalUMeHTy B BEpXHEW 4acTH penenta Ha OyMa)XHOM HOCHUTEINE



MpocCTaBIsitoTcss  00o3HaueHust '"cito" (cpouno) wim '"statim" (HemenneHHO). AHaOTUYHBIC
0003HAUCHUsI TMPOCTABIAIOTCS B BHIAC OTMETOK TIpu OQOpMIICHHH perenta B (Gopme
ANIEKTPOHHOTO IOKYMEHTA.

19. Tlpu odopmieHnrn Ha3HAYCHHS TOTOBOTO JICKAPCTBEHHOTO IMIperapara B pelenTe Ha
OyMa)XHOM HOCUTEJNEe WIW perente B (GopMe DIEKTPOHHOTO JOKYMEHTa KOJUYECTBO
JEUCTBYIONINX BEIIECTB YKAa3bIBAETCS B COOTBETCTBHM C HMHCTPYKLUHMEH IO MEIHIIMHCKOMY
MPUMEHEHUIO JIEKAPCTBEHHOIo mpemnapara. J(omycTuMo yKas3blBaTh JTO3UPOBKY JEKapCTBEHHBIX
IpernapaToB CUCTEMHOIO AEUCTBUS (11 pe30pOTHBHOIO NMpHEMa) B TBEPIBIX JIEKAPCTBEHHBIX
¢dopmax (Hampumep, TaOIETKH, TOPOIUIKH, KAICylbl) KaK COAEp)KaHUE OJHOTO MM HECKOIBKUX
NCHCTBYIONIMX BEIIECTB B E€OUHHUIIAX Macchl (B TIpaMMax, MHIUIMrpammax). Jlomyctumo
YKa3bIBaTh JI03UPOBKY JIEKAPCTBEHHBIX MPENapaToB CUCTEMHOIO ACUCTBUS (A1 pe30pOTUBHOTO
NPUMEHEHHS) B JKUJIKHUX JIEKAPCTBEHHBIX (opmax (HampuMep, pacTBOPbI, CYCHEH3UH) Kak
cofiepaHue OJHOTO WM HECKOJBKUX JCUCTBYIOIIUX BEHICCTB B €IUHHUIIAX MACCHI HA €IUHUILY
o0beMa (HampuMep, MILTUTPaAMM/MUWUIWIATP) C YKa3aHHEM OOIero oobema JIeKapCTBEHHOU

(hopMmBL.

[Tpu odopmieHnn HazHAYCHHS JICKAPCTBEHHOTO Tpernapara WHAMBHIYaIbHOTO M3TOTOBJICHHS B
peuente Ha OyMa)KHOM HOCHTEJE WJIM peLente B (popMe MEKTPOHHOIO JOKYMEHTa KOJIUYECTBO
TBEPIBIX U CHIMy4UX (hapMalleBTUYeCKUX cyOcTaHIMi ykaspiBaercs B rpammax (0,001; 0,5; 1,0),
KHUJIKUX - B MIJUTHIIMTpax, TpaMMax U Karuisix.

20. Peuentsl Ha OymMa)XHOM HOcHUTeNE, B (hOpMe IEKTPOHHOTO JOKYMEHTa, O(pOpMIICHHbIE Ha
pernientypaom Omanke ¢opmbel N 148-1/y-88 u mpeaHa3zHaueHHBIC TSI OTITyCKA JICKAPCTBEHHBIX
MpernaparoB, NPEIyCMOTPEHHBIX moanmyHkTamu 1 - 3 mynkra 9 Hacrosmero I[lopsaxa,
JeWCTBUTENBHBI B T€UCHUE 15 qHEl co AHS 0OpMIICHHUS.

21. Penentsl Ha OyMa)XHOM HocHTelne, B (opMe AIEKTPOHHOTO JAOKyMEHTa, 0(hOpMIICHHbIE Ha
penentypuom Omanke ¢opmbl N 148-1/y-04(n) wu mpenHa3HadeHHbIE JUIsI  OTIYCKa
JIEKapCTBEHHBIX IIPENaparoB TrpakJaHaMm, yka3aHHbIM B nyHkre 10 Hacrosmero Ilopsaxa,
neiictButensHbl B TeueHue 30 aHel co AHA odopmileHUs, 3a HCKIIOUYEHUEM CIy4yaeB
oopmiieHus perenita B COOTBETCTBUM ¢ myHKTaMu 38 u 39 Hacrosero [lopsiika, mpu KOTOPBIX
OH JICWCTBUTEIICH B TeUeHHUE 15 aHEH co qHS 0opMIICHUS.

22. Peuentsl Ha OyMa)XHOM HOCHUTENE, B (hOpMe IEKTPOHHOTO JOKYMEHTa, O(pOpPMIICHHBIE Ha
peuentypuom  Onanke Qopmer N 148-1/y-04(01) u mnpegHa3HaYeHHBIE 1T OTITyCKa
JIEKapCTBEHHBIX IPENaparoB rpakJaHaM, AOCTUTIIMM IIE€HCHOHHOIO BO3pacTa, WHBAJIMIaM
NEepBOM TIpynmbl, AETAM-MHBAIMAAM, a TakKXKe TIpaxaaHaM, CTPaJalolUM XPOHUYECKUMU
3a00MeBaHUSIMU, TPEOYIOIUMHU ATUTEIILHOTO KypCOBOTO JICUCHHUSI, AeHCTBUTEIbHBI B TeueHue 90
aHEeW co JHSA odOopMIICHHs, 3a MCKIIOUEHHEM CIIyyaeB, yKa3aHHbIX B TIyHKTax 38 u 39
Hacrosiiiero [lopsiaka, mpu KOTOPBIX OH ICUCTBUTENCH B TeueHue 15 qHel co qHsa 0hopMITeHHUS.

Jlnst jedeHuss XpOHMYECKUX 3a00JieBaHMN yKa3aHHBIM KaTETOPHUSM Tpa)K/aH JICKapCTBEHHBIC
npemnaparsl ¢ OQOpPMIICHHEM pELENTOB Ha OyMa)kHOM HOCHUTENE WM pELEnToB B ¢opme
JIEKTPOHHOTI'O IOKyMEHTa MOTYT Ha3Ha4aTbcs Ha Kypc JiedeHus 1o 180 nHen.

23. Penentsl Ha OyMa)XHOM HOCHTEJE, B (pOpME 3IEKTPOHHOTO JIOKyMEHTa, 0()OpMIICHHbIE Ha
peuentypHoMm Onanke ¢opmbel N 107-1/y m npenHazHadeHHbIE A OTIYCKa JIEKAPCTBEHHBIX



IIpenaparoB, MIPeIyCMOTPEHHbBIX MyHKTOM 11 Hactosmero Ilopsaka, NeHCTBUTENBHBI B TEUEHUE
60 mHel co mHa 0hOpPMIICHHUS.

IIpy Ha3HaYeHMM TOTOBBIX JIEKAPCTBEHHBIX IIPENaparoB M JIEKapCTBEHHBIX IIpernapaToB
MHAUBUAYAJIbHOTO H3TOTOBJIEHUS MalUMeHTaM C 3a0o0jieBaHUSAMHU, TPEOYIOIMMHU IMUTEIHLHOTO
KypCOBOro JieueHHs, ¢ odopMmiieHHeM Ha peuentypHoMm Omanke ¢opmbl N 107-1/y peuenta Ha
OyMa)XHOM HOCHUTENE WM B (JOpME IEKTPOHHOTO TOKYMEHTA YCTaHABIMBAETCS CPOK JACUCTBUS
pelenTa B pejiesnax 10 0JHOro roja.

B ciydae ycraHOBIEHUS CpoKa JCWCTBUS pEIENTa B MpeaesiaX A0 OJHOTO rojia B PeIenTe
npou3BoauTcs Haamuch: "[lo cmenuansHOMY Ha3HaueHHUIO", 0003HAYAETCS CPOK JEHCTBUS
perenTa u MepuoJUYHOCTh OTIYCKa JIEKapCTBEHHBIX MPENapaToB U3 alTeYHON OpraHU3aIiH UITH
HHAUWBUAYaJIbHbIM MNpCANTPUHUMATCIICM, NMCHOIIIUM JIMOCH3 U0 Ha Q)apMaHCBTI/I‘-ICCKYIO
NesTeNbHOCTh <14> (eXeHeAeNbHO, €XKEMECSYHO W HUHbIe Mepuoibl). J[omomHUTenbHO 3TO
yKa3aHHUe 3aBepseTCs MOMAMUCHI0 MEIMIIMHCKOTO PA0OTHHKA, a TAKXKe IMEYaThI0 MEAUIIMHCKOMN
opranmzanuu "Jlns pemenToB" (ms penenta Ha OyMa)KHOM HOCHUTENE) WM YCHJICHHOU
KBAIM(UIMPOBAHHON  3JEKTPOHHOW  MOAMUCHI0 MEAMIIMHCKOTO  paboOTHMKAa U JIUIA,
YHOOJHOMOYCHHOI'O 3aBCPATh JOKYMCHTBI OT UMCHH MGIII/H.[PIHCKOﬁ opraHu3anun (I[J'ISI peucIiTa B
(hopme IEKTPOHHOTO JOKYMEHTA).

<14> Ilynkr 47 yactu | crareu 12 ®enepanpHoro 3akoHa or 4 masg 2011 . N 99-®3 "O
JUIIEH3UPOBAHUM OTIICTBHBIX BHJOB JeATenbHOCTH" (nanee - denepanbHblii 3ak0oH N 99-03)
(CoOpanwme 3axkononatenbctBa Poccuiickoit @eneparuu, 2011, N 19, ct. 2716; 2021, N 27, ct.
5177).

24. PeuenTsl Ha JIEKapCTBEHHBIC IpemnapaTsl, BKiItodeHHble B mepedeHb IIKY, nns neuenus
NAIMEHTOB C XPOHUUYECKUMU 3a00JIeBaHUSIMUA MOTYT 0(hOpMIIATHCS HA Kypc JieueHus 10 60 nHel.

B cnydae, xorma kypc nedenusi cocraBisier Ooniee 30 mHEW, TOTOTHUTENBHO B peleNTax Ha
OyMa)KHOM HoOcHTeNe npou3BoguTcs Haanmuch "Ilo cmernuanbHOMY Ha3HadyeHHUIO', 3aBEpeHHAs
MOJITUCHI0 MEIUITMHCKOTO Pa0OTHUKA WM TeYaThi0 MEIUIMHCKOW opranmu3aruu "J{is perentos",
Ha perentax B (opMme dIEKTPOHHOTO JOKyMeHTa mpom3Boautcs orMmetka "[lo crenuambHOMY
HA3HAYCHUIO" C TMPOCTABICHUEM YCHJICHHON KBaJIU(DUIUPOBAHHON AIIEKTPOHHON MOANUCH
MEIUIIMHCKOTO pPabOTHUKA M JIMIA, YIOJHOMOUYEHHOTO 3aBepsTh JOKYMEHThl OT HUMEHHU
MEAMIIMHCKOM OpraHu3aluu.

25. Pement Ha OyMa)kHOM HOcHUTeNle B (hopME DIEKTPOHHOTO JTOKYMEHTa, O(OpPMIICHHBIH C
HapylIeHHUEM  YCTaHOBJIECHHBIX HactosimuMm  [lopsimkom — TpeGoBaHui,  cuMTaercs
HEIECUCTBUTEIIbHBIM.

I1. HazHayeHue JieKapCTBEHHBIX NPenaparoB MPH OKa3aHUH
MEAUIUHCKON MOMOIIM B CTALMOHAPHBIX YCJIOBUAX

26. HpI/I OKa3aHUHU IMAIUCHTY MGHHHHHCKOﬁ nmoMomu B CTAIMOHAPHBIX YCJIIOBUAX HASHAYCHHC
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JIEKapCTBEHHBIX IMPEmaparoB MNPOU3BOAUTCS 0e3 oQopmileHHs perenta METUIIUHCKAM
PaOOTHHUKOM E€IWHOJIMYHO, 32 HWCKIIOYCHHUEM CIIy4aeB, YKa3aHHBIX B IMyHKTE 27 HACTOSIIETO
[Topska.

27. CoracoBaHWE Ha3HAYCHUS JICKAPCTBEHHBIX MPENApaTOB C 3aBEIYIOIIUM OTICICHUEM HIIH
OTBETCTBCHHBIM JICKYPHBIM BPa4oM JHOO JPYTMM JIMIIOM, YIIOJIHOMOYCHHBIM TPUKA30M
[NIaBHOTO Bpa4da MCHHHHHCKOﬁ opraHu3alnnu, a TaKXKE, IMIPpU HAJIUNYHUU, C Bpa4YOM - KIMHHUYCCKUM
(hapmMakoI0rOM HEOOXOIUMO B CIIyJasiX:

1) onHOBpEMEHHOT0 Ha3HAUYEHUS MATH B 00JIee JIEKapCTBEHHBIX MPETapaToB OJHOMY MaIMEHTY;

2) Ha3HAYCHUS JICKAPCTBEHHBIX MPEIaparoB, HE BXOSIIUX B IEPEUCHb )KU3HEHHO HEOOXOIMMBIX
U BOXHEHIIMX JIEKAPCTBEHHBIX INpemaparoB <l15>, Npu HETHNUYHOM TEYCHHH 3a00JIeBaHMS,
HaJUYUH OCJIO)KHCHMM OCHOBHOTO 3a0oJjieBaHMs U (WJIM) COMYTCTBYIOIIMX 3a00JICBaHHM, MpHU
HA3HAYCHUU JICKAPCTBEHHBIX MPENapaToB, O0COOCHHOCTH B3aMMOJACWUCTBUS M COBMECTUMOCTH
KOTOPBIX COITIACHO MHCTPYKIMSIM [0 UX MPUMEHEHUIO IPUBOAST K CHUKEHHIO 3(PPEKTUBHOCTU U
Oe3onacHOCTH (apMakoTepanuyd W (MIM) CO3[Al0T TMOTCHIUAIBHYIO OIACHOCTH IS KU3HHU U
30pPOBbs MalUCHTA.

<15> Yactu 1 crarbum 60 DenepanbHoro 3akoHa N 61-®3 (CoOpaHue 3aKOHOAATEIHCTBA
Poccuiickoit ®enepanuu, 2010, N 16, ct. 1815; 2020, N 29, ct. 4516).

B ykazaHHBIX ciyyasx Ha3HauCHHE JICKAPCTBEHHBIX MpenapaToB (UKCUpPYeTCs B MEAMLIMHCKON
JOKYMEHTAIMK TallMeHTa U 3aBepsieTCs] MOANUCHIO MEIULUHCKOTO pabOTHUKA U 3aBEIYIOIIETO
OT/IeJIeHneM (OTBETCTBEHHOTO JISKYPHOTO Bpaya WM IPyroro yrnoJIHOMOYEHHOTO JIULA).

28. MenuuuHCcKui pabOTHUK METUIIMHCKOM OpraHu3aluu (€€ CTPYKTYPHOIO MOApa3eseHus),
PacroiI0KEHHON B CEJIbCKOM HACEJICHHOM ITyHKTE, OCYILECTBISET HA3HAUYEHUE JIEKapCTBEHHBIX
IIpenapaToB B CIIy4asiX, yKa3aHHbIX B yHKTax 27 u 29 Hactosmero [Topsaka, eTMHOINYHO.

29. Tlo pemenuo BpaueOHONW KOMHUCCHH MAIlUEHTaM MPH OKa3aHUU UM MEIULMHCKONW TTOMOIIHY B
CTAllMOHAPHBIX YCIOBUAX HA3HAYAIOTCS JICKAPCTBEHHBIC TpEMaparhl, HE BKIIOUYECHHBIE B
MepPEUYCHb KU3HECHHO HEOOXOAMMBIX U BAXKHEWIIMX JICKAPCTBEHHBIX IMPENaparoB, B Clydae HUX
3aMEHbI U3-32 UHAUBUYAIbHONW HENIEPEHOCUMOCTH, 1O )KU3HEHHBIM MOKA3aHUSAM.

Pemenne BpaueOHOW koMuccHUU (DUKCHPYETCS B MEAMIIMHCKOM JOKyMEHTAllMM MalueHTa U
KypHaje BpaueOHOM KOMUCCHH.

30. B cioyuasx obcrnenoBaHusl U JIGUCHUS TpaKIaHWMHA B CTAllMOHAPHBIX YCIOBHSIX B pamKax
MPEA0CTABICHHS] MEIULIMHCKUX YCITYT HAa BO3ME3HOW OCHOBE 3a CUET JINUYHBIX CPEACTB IPaxaaH,
CPEIICTB IOPUAMYECKUX JIUII U UHBIX CPEJCTB HA OCHOBAaHUU JOTOBOPA, B TOM UHUCIIE JOTOBOpA
T0OPOBOJILHOTO MEAMIIMHCKOTO CTpaxoBaHus <16>, eMy MOTYT ObITh Ha3HAYCHBI JICKAPCTBEHHbBIC
Mperaparel, He BXOMAIIUE B MEPEUCHb KU3HEHHO HEOOXOMUMBIX M BAKHEHUIIUX JIEKAPCTBEHHBIX
MpenaparoB, €CIU UX Ha3HAUYCHUE U TPUMEHEHNE 00yCIIOBICHO METUIIMHCKUMU TTOKA3aHUSIMHU.
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<16> IlocranoBnenue IlpaBurenscrtBa Poccuiickoit @eneparuu or 4 oktsa6ps 2012 . N 1006
"O6 yrBepkaeHun [IpaBun TpenocTaBIeHUS MEIUIMHCKUMU OPTaHHU3AIMSIMHU  IUIATHBIX
meaunuHckux ycayr" (Cobpanue 3akoHoparenbcTBa Poccuiickoit denepanuu, 2012, N 41, cr.
5628).

II1. HazHayeHue JIEKAPCTBEHHBIX NIPENAPATOB NPU OKA3AHUU
MEePBUYHON METUKO-CAHUTAPHON MOMOIIU, CKOPOHA MEAMIIMHCKOMI
MOMOIIM ¥ NAJJIHMATHBHON MeIUIIMHCKON MOMOIIH

31. Ilpu oka3aHMM NEPBUYHON MEIUKO-CAHUTAPHOW MOMOIIM W MNAJUIMATUBHOM MEIUIIMHCKOU
MOMOIIIM B aMOYJIATOPHBIX YCJIOBUAX Ha3HAYCHHE JIEKAPCTBEHHBIX MPENapaTroB OCYLIECTBISAETCS
MEIUITMHCKUM PAOOTHUKOM B CIIy4asX THITMYHOTO TEYCHHS 3a00JIeBaHUS MAIlMEHTa WCXOMIS U3
TSOKECTH U XapakTepa 3a00JieBaHusl.

32. Ha3zHavyeHue JIEKapCTBEHHBIX MPENapaTroB MO PEIICHUIO BPauyeOHOW KOMHCCHH MPU OKa3aHUH
MEPBUYHON  MEIUKO-CAHUTApPHOW TIOMOIIM, MAJJIMATUBHOM MEIMIMHCKOW TMOMOIIM B
amMOyJIaTOPHBIX YCIOBHUSIX MIPOU3BOAUTCS B CIyUasix:

1) OOJHOBPECMCHHOI'O HA3HAYCHHUA OAHOMY IIAIIUCHTY IIATH U Ooiee JICKAPCTBCHHBLIX IIPECTIapaToOB B
TCUCHUC OOAHHX CYTOK WMJIM CBBIIIC ACCATH HAMEHOBAaHUM B TCUCHHEC Tpuauaru I[HGI\/JI;

2) Ha3HA4YCHHs JICKAPCTBEHHBIX IMPEMaparoB MPU HETHUIIMYHOM TEUCHHH 3a00JI€BaHUS, HATUIUU
OCJIO)KHEHUH OCHOBHOTO 3a00JieBaHUS U (WJIM) COMYTCTBYIOIIMX 3a00JIeBaHUM, IPU HA3HAYEHUU
JIEKApCTBEHHBIX TIpPeraparoB, OCOOCHHOCTH B3aMMOICHCTBUSA M COBMECTUMOCTH KOTOPBIX
COIIACHO HMHCTPYKLHMSM [0 WX MPUMEHEHHMIO NPUBOIAT K CHIDKCHHIO S(PQPEKTHUBHOCTH U
0€30MacHOCTH JICUEHUS TAlMeHTa W (WJIK) CO3MAI0T MOTEHIMAIBHYIO OMACHOCTh JJISl JKU3HU U
30OPOBBS MAIMCHTA;

3) INEPBUYHOIO HA3HAYCHHUA IMAIMCHTY HAPKOTHYCCKUX W TICHUXOTPOIHBIX JICKAPCTBCHHBIX
npemnapatoB cruckoB Il u Il Tlepeuns (B ciyyae NMPHUHSATHS PYKOBOTUTEIEM MEIUITUHCKOM
OpraHM3alMK PEIICHUSI 0 HEOOXOAMMOCTH COTJIACOBAaHUS HAa3HAUCHUS TAKUX JICKAPCTBEHHBIX
MpenaparoB ¢ BpaueOHOM KOMUCCHEN).

33. IloBTrOopHOE Ha3HaY€HHWE HAPKOTUYECKUX M TCHUXOTPOIHBIX JIEKAPCTBEHHBIX MpenaparoB
cnuckoB Il m III Ilepeuns mpou3BOAWTCS METUIIMHCKUM PaOOTHUKOM CaMOCTOSTEIbHO HIIU
€IUHONMYHO 0e3 ydJacTusi BpaueOHOW KOMHCCHUU TAIMEHTaM C BBIPAKEHHBIM OOJIEBBIM
CUHIPOMOM JIF0O0OTO TeHe3a, HapyIICHHEM CHA, CYIOPOXHBIMH COCTOSHHUSMH, TPEBOXHBIMHU
pacctpoiictBamu, HoOUSIMH, ICUXOMOTOPHBIM BO30YKICHHEM.

34. Ilpu oka3aHUM CKOpPOW MEIMLMHCKOW MOMOINM JIEKAPCTBEHHBIE Mpernaparbl Ha3HAYaroTCs
MEIUIUHCKUM PAaOOTHUKOM BBIE3HOM Opurajpl CKOPOH MOMOIIM, MEIUIMHCKUM PaOOTHUKOM
MEIULMHCKOM OpraHu3alMy I[pU OKA3aHUM MEIULMHCKOM IIOMOIIM TIpaXkJaHaMm IIpU
3a00J1€BaHUSX, HECYACTHBIX CIIydasX, TpPaBMax, OTPAaBIEHUSIX U APYTUX COCTOSHUSAX, TPEOYIOIIHNX
CPOYHOIO0 MEJUIIMHCKOTO BMEILATEIbCTBA.


https://normativ.kontur.ru/document?moduleid=1&documentid=204609#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=387929#l437
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IV. HazHaueHuUe JIEKAPCTBEHHBIX NPENAapaToB IPaKIaHaM,
HMEKIIUM MPAB0 HA 0eCIUIaTHOE MOJY4YeHHE JTeKAPCTBEHHBIX
NpenaparoB WA MOJy4YeHHe JIEKAPCTBEHHBIX NpenaparoB co

CKHU/KOH, IPU OKA3AHUH NEPBUYHOU MEIUKO-CAHUTAPHON OMOILIH

35. Ilpu oka3aHWUU TEPBUYHON MEIAMKO-CAHWUTAPHOW TIOMOINM HA3HAYCHHEC MEIUIIMHCKUM
pabOTHHUKOM Ha OCHOBE KJIMHHYECKMX PEKOMEHIAIMH M C y4EeTOM CTaHJapTOB MEIMIIMHCKOM
nomom <l7> JIeKapCTBEHHBIX IMPEMApPATOB, OTIYCKAEMBbIX OECIUIATHO WJIH CO CKHJKOM,
rpakJIaHaM, HMCIOIIIMM TIPaBO Ha oOeCIieueHUe JICKAPCTBCHHBIMU MperapaTaMy 3a CYeT CPEIICTB
OIOKETHBIX aCCHUTHOBaHHMM (eaepanbHOro OromkeTa U OHOMHKETOB CyOBeKTOB Poccuiickoii
denepanun, OCyIeCTBISIETCS Ha perentypHoM Oomanke N 148-1/y-04(a).

<17> Crarps 37 ®enepanspHoro 3akoHa N 323-03 (CobOpanue 3akoHomarenscTBa Poccuiickoit
®enepanun, 2011, N 48, cT. 6724; 2021, N 27, ct. 5186).

[Ipu odopmnenun peuenta Ha Onanke ¢opmbl N 148-1/y-04(;1) Ha OymMa)XHOM HOCHTENE
0(hOpMIISIOTCS 1B HK3EMIUISIPA, ONMH U3 KOTOPBIX OCTAETCS B alTEYHON OpraHU3alllu, BTOPOH -
B MEIMIIMHCKOM JJOKYMEHTAIMH MAI[EeHTA.

36. IIpaBo Ha3HA4YaTh JEKAPCTBEHHBIE Mperaparsl TpaxaaHaM, UMEIOIITIM MPaBo Ha OecruiaTHOe
MOJIy4YEeHUE JIEKAPCTBEHHBIX IMPENaparoB MWIM TMOJYy4YEHHE JIEKapCTBEHHBIX IpPEnaparoB CoO
CKHUIKOM, TAaKXKE MMEIOT:

1) MmenuuuHCKHE paOOTHUKH, pabOTAIONINE B MEAUIIMHCKOM OPraHU3AINH 10 COBMECTUTEIBCTBY
(B penenax cBOEH KOMIETEHIINN);

2) MeAMUMHCKHE PAOOTHUKHU CTAI[MOHAPHBIX OPraHM3aLUP COLMATIBHOTO OOCIY)KMBaHHS HpU
HaJIWUYMM  JIMIEH3UM  HA  OCYIECTBICHHWE  MEOUIMHCKOM  JAedreiabHocTH — <18>,
IpedyCMaTpUBAIOLICH BBIMOJIHEHHE pPAa0OT (OKa3aHME YCIyr) [0 OKa3aHUIO IEePBUYHOU
MEIUKO-CAaHUTAPHON IMOMOIIM B aMOYJIAaTOPHBIX YCIOBHUAX (HE3aBHCHMO OT BEIOMCTBEHHOMN
MIPUHA]JIEKHOCTH);

<18> Ilynkr 46 wactu | cratbm 12 @enepanbHoro 3akoHa N 99-@3 (Cobpanue
3akoHomarenbcTBa Poccutickoit deneparuu, 2011, N 19, ct. 2716; 2021, N 27, ct. 5159).

3) MeaMUMHCKHE pab0OTHUKM MEIUIIMHCKUX OpraHu3aldi, OKa3bIBAIOIIMX MEPBUYHYIO
ME/IMKO-CaHUTAPHYIO IOMOIIb, MOJBEIOMCTBEHHBIX (eaepaibHbIM OpraHaM HCHOJIHUTEIbHOM
BJIACTHU WJIM OpraHaM UCIIOJIHUTENLHON BiacT cyobekToB Poccuiickoit denepanmu;

4) wHAMBUAYyalbHbIE NPEANPUHUMATENIH, OCYIIECTBISAIOIINE MEIUIMHCKYIO JESITEeIbHOCTh U
BKJIIOUEHHBIC B PEECTP MEIUIIMHCKUX OPTaHU3aINi, OCYIIECTBISIONINX AEATEIBHOCTD B cdepe


https://normativ.kontur.ru/document?moduleid=1&documentid=396304#l1635
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00s13aTEILHOTO MCIUIIUHCKOI'O CTpaxOBaHUA.

37. Ilpu Ha3HAUEHUM JIEKAPCTBEHHBIX MPENapaToB rpaXkJ1aHaM, UMEIOIIUM IpaBo Ha OecrulaTHOe
MIOJIy4EHUE JIEKAPCTBEHHBIX IIPENaparoB WIM IIOJy4CHHE JICKApCTBEHHBIX IIPENaparoB CoO
CKUIKOW, B peELENTe YyKa3bIBaeTCs HOMEp TelepoHa, MO KOTOPOMY pAaOOTHHUK anTeyHOU
OpraHu3aly Ipu HEOOXOAMMOCTH MOXKET COINIACOBAaTh C MEAUIUHCKUM PaOOTHUKOM 3aMEHY
JIEKapCTBEHHOTO IIpenapara.

38. Ha3znaueHne HApKOTHYECKUX M TCHUXOTPOINHBIX JIEKAPCTBEHHBIX MpemnaparoB crmcka I
[lepeunss (3a HUCKIIOYCHHEM JIEKaPCTBEHHBIX MpPEMapaToB B BHUAE TPaHCACPMAIBHBIX
TEpaneBTUYECKUX CHCTEM, a TaKXKe JIKAPCTBEHHBIX MpEeraparoB, COACpPKAIIUX HAPKOTUYECKOE
CPEACTBO B COUETAHUU C AHTArOHMCTOM OMHOUIHBIX PELENTOPOB) IrpaxkaHaM, UMEIOIUM IPaBo
Ha OecIUIaTHOE TIIONyYeHHE JICKAPCTBEHHBIX IMIPENapaTtoB WM MOJYYCHUs JIEKapPCTBEHHBIX
MpenaparoB CO CKHJIKOW, OCYIIECTBIsAETCS Ha perentypHoMm Omanke ¢gopmer N 107/y-HII,
KOTOPOMY JIOTIOIHUTENBHO O(OpMIIIETCS pelenT Ha penentypHoM Omanke ¢opmer N
148-1/y-04(x1) (B ABYyX 3K3eMILIsipax npu 0popMIIEHUN HAa OyMaKHOM HOCHUTETIE).

39. Ha3naueHue HApKOTMYECKUX M IICUXOTPOIHBIX JIEKAPCTBEHHBIX IpenaparoB cnucka Il
[lepeuns B BUE TpaHCAEPMAIbHBIX TEPANEBTHUECKUX CHCTEM, HAPKOTUUYECKUX JIEKAPCTBEHHBIX
npenaparoB cnucka Il Ilepeuns, conepammx HAPKOTUYECKOE CPEACTBO B COYETAHMH C
AHTaroOHUCTOM ONMOUJHBIX PELENTOPOB, ICUXOTPOMHBIX JEKApPCTBEHHBIX Mpenaparos cnucka I11
[lepeuns, nekapCTBEHHBIX IIpenaparoB, BKIOYEHHbIX B mnepedeHb [IKY, comepxkamumxcs B
noanyHkre 2 nyHkra 11 Hactosmero Ilopsaka, mpeaHasHaueHHBIE [UIsl JIEYEHMsI TpaklaH,
UMEIOLUX IpaBO Ha OECIUIaTHOE IMOJIyYEHHUE JIEKapCTBEHHBIX IPENaparoB WU IOJyYeHUE
JIEKapCTBEHHBIX MpenapaToB CO CKUIKOM, OCYIIECTBIIAETCS Ha peUEenTypHbIX OnaHkax ¢opm N
107-1/y u N 148-1/y-88, Kk KOTOPBIM JIOMOJHUTENFHO O(QOPMIISIETCS PELEnT Ha PEeLenTypHOM
onanke Qopmbr N 148-1/y-04(;) (B aAByX sKk3emiuigpax npu odopmieHUM Ha OyMa)XHOM
HOCHUTETIE).

Ipunoowcenue N 1

k [lopsioky nasnauenus
JIeKapCMBEHHbIX NPenapamos,
VIMBEPIHCOEHHOM)Y NPUKAZOM
Munucmepcmea 30pasooxpanenus

Poccuiickou @edepayuu

om 24 nosops 2021 2. N 1094n

KO/IMYECTBO HAPKOTHYECKHUX CPEACTB WJIHN
IHHCUXOTPOIIHBIX BEHIECTB, KOTOPOE MOXET
BbITh BBIIIMCAHO B OJHOM PELEIITE
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N /i MexyHaponHoe ®dopma BBIITyCKa U KonuuectBo
HENaTeHTOBAaHHOE J03UPOBKa
HauMEHOBaHUE
HapKOTHYECKOTO U
IICUXOTPOITHOTO
JIEKapCTBEHHOT'O
npenapara
bynpenopdun + TaOnerku 60 Tabnetok (yrnakoBka,
Hanokcon cyonuurBanbHbie 0,2 Mr +|[kpatHas N 20)
0,2 Mr
bynpeHophun PactBop mia unbekuuii, |30 ammyn
0,3 mr/mi 1 Mo (TTPHI-TIOOUKOB)
bynpenophun TpaHcaepManbHBINA
[1aCTHIPb
35 mMKr/dac 20 rutacteipeit
52,5 MKr/4ac 10 mnacTeipeit
70 MKr/49ac S TuIacThIpen
Mopduna PacTtBop mia uabekuuii, |20 ammyn

[PACTBOP 7151 TIOJIKOKHOTO
BBeneHnst 10 mr/vut 1 Mt

(ITPHUI-TIOOUKOB)

Koneun + Mop¢un +
Hockanun + [TanaBepun
+ Tebaun

PacTBOp 1UIsI TOIKOYKHOTO
BBCACHUS

0,72 +5,75+2,7+ 0,36 +
0,05 mr/mit 1 M

1,44+ 11,5+54+0,72 +
0,1 mr/mt 1 M

20 ammyn

TpumenepuuH TabmeTku 25 Mr 50 TabIeToK
TpumenepuauH PactBop miis nabeknuii 1020 ammyn
mr/Ma 1 it (LmpUI-TIOOUKOB)
20 mr/mit 1 Mo
Mopdun Tabnerku (Karcysbl) 180 Tabnerok (karcy:m)
MPOJIOHTUPOBAHHOTO 60 TabieTok (Karcymn)
nercTBUS 40 TabneTok (Kamncyn)
10 mr 20 TabneTok (Kamncyi)
30 mr 20 TabneTok (Karcyin)
60 Mr
100 mr
200 mr
Mopbun Tabnerku
S Mr 100 Tabnerox
10 mMr 100 Tabierox




10. Mopdun Karm s npuema 4 axona
BHYTPb 20 Mr/mit 20 M
11. Mopdun PactBOp U151 Mpuema
BHYTPH (MOHO036I)
2 Mr/mi 5 mi 100 ammyn /3
6 MT/MIT 5 MIT 80 amrryn /3
20 Mr/mMi 5 mi 30 amyn 1/
12. Oxcukonon + Hanokcon [Tabnetku
[TPOJIOHTMPOBAHHOTO
IeCTBUS
S Mr + 2,5 Mr 100 TabneTox
10 Mr + 5 mMr 60 TabeToK
20 mr + 10 Mr 40 TabneTok
40 mr + 20 mr 20 TabneToK
13. [TponmonunpenmnsTokcu [Tabnerku 3ameunsie 20 [SO TabraeTox
DTIIITHATICPHIAH MT
14. DeHTaHUI [ [1acThIpb
12,5 mxr/g9ac 20 mutacTeipeit
25 MKr/4ac 20 nnacTteipeit
50 MKr/9ac 10 mnacteipeit
75 MKr/4ac 10 mmacTeipeit
100 MKr/9ac 10 nmacTeIpeit
15. DeHTaHUIT Crpeit Ha3aIbHbBIN

DirakoH 50 MKr/mo3a

2,0 mi1 (10 no3) 24 ¢nakoHa
3,2 mu (20 m03) 12 ¢nakoHoB
5,0 Mt (40 m03) 6 (brakoHOB

Dirakon 100 Mxr/mos3a

2,0 M1 (10 no3)
3,2 mut (20 m03)
5,0 i (40 103)

12 ¢nakoHOB
6 QrakoHOB
3 durakoHa

Dirakon 200 Mxr/mo3a

2,0 M (10 mo3)
3,2 mut (20 mo3)

5,0 Mt (40 mo3)

12 ¢nakoHOB
6 grakoHOB

3 (rakona

Ilpunosxcenue N 2

K Ilopsioky nasnauenus
JIeKApCMBEeHHbIX NPenapamaos,
VMBepHCOeHHOMY NPUKAZOM

Munucmepcmea 30pasooxpaneHus



Poccuiickou @edepayuu

om 24 nosops 2021 2. N 1094n

Cnpasouno

PEKOMEH/IOBAHHBIE K HCITIOJIb3OBAHHUIO
COKPAIIEHUA ITPU O®OPMJIEHUUA PELEIITOB

N | Cokpaiuenue ITonnoe HanucaHue [TepeBon
/1

1. |aa ana 10, TOPOBHY

2. Jac., acid. acidum KICIIOTa

3. |aer. aerozolum A9PO30Th

4. famp. ampulla AMITyITa

5.  Jaq. aqua BO/Ia

6. |aq. purif. aqua purificata BOJIA OYHIICHHAS

7. |but. butyrum Maco (TBepaoe)

8.  lcaps. capsula Karcysa

0. |comp., cps compositus (a, um) CITOXKHBIH

10. [D. Da (Detur, Dentur) Brinaii (Ilycts Bbinano, Ilycts
OyJIeT BBIJIAHO)

11. [D.S. Da, Signa Detur, Signetur Brinaii, 0003Ha4b [lycTs Oyner
BeITano, O003HAYEHO

12. |D.td. Da (Dentur) tales doses Brinaii (ITycts OynyT BbIIaHBI)
TaKHE JIO3bI

13. |dil. dilutus pa3BeICHHBIH

14. [Div. in p. aeq. |Divide in partes aequales Pasmenn Ha paBHBIE YaCTH

15. Jemuls. emulsio OMYIILCHS

16. lextr. extractum BDKCTPAKT, BBITSHKKA

17. |in enem. in enemas B MUKPOKJIM3MaX

18. |F. Fiat (fiant) [Tycts oOpasyercs (00pa3yroTcs)

19. [eran. ranulum rpaHysIbl

0. |ot., ott utta, guttae KaInIsl, Karjin

D1. tt. peror. uttae peroralis KAIUIW 1)1 IpUEMa BHYTPD

22. |inf. infusum HaCTOH

23. |in amp. in ampullis B aMITyIax

24. [in tab. in tab(u)lettis B TabIeTKAX

25. |in tab. prolong. [in tab(u)lettis prolongatis B TAOJIETKAX C IPOJIOHTMPOBAHHBLIM




BEICBOOOKIECHUEM

26. [in tab. prolong, [in tab(u)lettis prolongatis obductis [B TabneTkax ¢ MPOJIOHTUPOBAHHBIM
obd. BHICBOOOKIICHHUEM, TTOKPBITHIX

000T10UKOM

27. |in tubul. in tubulis B TFOOMKaX

8. |lin. [inimentum [THHIMCEHT

29. [liq. liquor PKHJIKOCTD

30. [lot. lotion lT0CHOH

31. |m. pil. massa pilularum MUJTI0JIbHAS Macca

32. Jmembr. bucc. Jmembranulae buccales [JICHKH 3aIICYHbBIC

33. M. Misce, Misceatur CMmeraii

IIycTh OyAeT CMENIaHo)

34. |mixt. mixtura MHKCTYpa

35. IN. numero UHCIIOM

36. ol oleum Maci10 (GKHIKOE)

37. |past. pasta macra

38. |pil. pilula, pilulae [TFUTFOJIST, TIFUTEOITHI

39. |p. aeq. partes aequales paBHBIE YACTH

40. [ppt., praec. praecipitatus 0CaXKICHHBIN

41.  [pulv. pulvis [TOPOIIIOK

42, |q. s. quantum satis CKOJIBKO MTOTPEOYETCsI, CKOIBKO
Ha 10

43. I, rad. radix KOPCHB

44.  Rp. Recipe Bo3bmu

45.  Rep. Repete, Repetatur [ToBTOpHu (ITycTh Oyner
[TOBTOPEHO)

46. [rhiz. rhizoma KOPHEBHUIIIC

47, [S. Signa, Signetur 0O603na9b ([TycTh OymeT
0003HAYCHO)

48.  [sem. semen ceMsi

49.  |simpl. simplex [MPOCTON

50. |sir. sirupus CHPOII

51. Jsol. solutio pacTBOp

52. Ispr. spray CIIpeit

53. |spr. nas. spray nasale cripeii Ha3aJIbHBIN

54. |supp. suppositorium CBEeUa, CyNIO3HTOPUI

55. [susp. suspensio CYCIICH3MS, B3BECh

56. [tab. tab(u)letta TadJeTKa

57. [t-ra, tinct. tinctura HAaCcTOMKA

58. [tubulis tubulis TIOOUKH

59. ISTT Systema Therapeutica TpancaepmanbHas

Transcutanea Tepanesruueckass CucreMa
60. [ung. unguentum Mas3h




1. |vitr. vitrurn lexmsnka |

Ipunoowcenue N 2
K npukazy Munucmepcmea 30pagooxpanenus
Poccuiickoii @edepayuu

om 24 noabpa 2021 2. N 1094n

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

MMHMCTEPCTBO 3IpaBOOXpPaHeHMUd Kon dopwmer o OKY]
Poccuiickom denmepaumn Kon yupexneHmsa no OK
10

MenmumHCcKasda JOKYMEeHTalumMA

HamMeHnoBaHMe (wmTaMil) dopma N 107-1/y

MEeIOMLIMHCKOM OopTraHmM3alumum YTBepXIeHa IIPpUKa30M
MuHMCTepCTBa 3OPaBOOXPAaHEH
me

Poccumickon denmepaumnm

or 24 Hoab6ps 2021 r. N 109
4H

PELEIT



(B3POCIIHIM, IOeTCKMM — HYXHOE MNOINUEePKHYTH)

" " 20— .

daMmIMsa, MHMULMAJE MMEHM M OTUecTBa ([IocJieHee -— [PM HaJluuuu)

nalMeHTa

JaTa poxneHud

damMuaMsa, MHMLMAJE MMEeHU M OTUuecTBa ([IocjelHee — IIPU HaJIU4UUM)

Jledamero Bpada (desnpmmepa, aKyllEpKM)

py0. |komo. |Rp.

KOII.

py6. Rp.



I[Toonmuce

1 IIedaThb JiedaleIro Bpauda

(momnnmuchk denbnmepa,

aAKYyLIEPKM)

PeuenT pmemcrBuUTeJIeH B TeueHme 60 pmHemn, mo 1 roma (

)

(HyXHOE NOINUEPKHYTH)

OBbopoTHas CTOpPOHA

(yxkazaThb

KOJIMYeCTBO IIHEe

I10

OTMeTKa O Ha3HAUEeHUU
JIEKapCTBEHHOT'O IpelapaTa
pelmeHmin BpauyebHOM KOMUCCUU

[TpuroToBMUII

[TpoBepmn

OTnycTumi




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

MUHMCTEPCTBO 3OPaBOOXPAHEHUS

Poccunickon demepaluunu

HamMeHoOBaHMe (WITaMII)

MeIOULMHCKOM opraHm3alumm
m4

HamMeHoBaHMe (WITaMII)
du

VHIOIVBVIOYAJIBHOT'O IIpedIlIpMHMMATETIA

Kon dopmer mo OKYZ 3108805
MemmMuMHCKAaS OOKYyMEHTAaLMA
dopma N 148-1/y-88

YTBEepXIeHa IPUMKas30M

MyHMCTepCcTBa 3OpaBOOXPaHEH

Poccurickom denepaluun

or 24 HOoa6ps 2021 r. N 109

(ykazaThb aIpec, HOMep M IaTy JMLEeH3UHM,

HaVvMMeHOBaAHMEe OpI'aHa POCyﬂapCTBeHHOﬁ BJIaCTHU,

BLHIDABIIETO JIMIIEHS3UIO)

m S T 0 QO

PEOEIIT "

20 T.




(naTa odopMIIeHUSA—-pelenTa)
(B3POCIIEIM, IOeTCKMM — HYXHOE MNOINUEPKHYTH)
daMmIIMa, MHUMLMAJE MMEeHM M OTUecTBa ([ocjenHee — IIPM HaJIWUYUU)

IIaumMeHTa

JaTa poxnoeHud

Anpec MeCTa XMTEeJIBCTBAa mJiin N MEIIULMHCKOM KapPTEeI aM6YHaTOpHO
ro

IIauMeHTa, IIoJIiydaKumelro MeIMIVMHCKYI IIOMOIb B aM6yHaTOpHMX YCIIOBUMAX

damMmamsa, MHMLMAJE MMEHU M OTUuecTBa ([IocjielHee — IIPUM HaJIW4UUU)

Jedamero Bpada (despaumepa, akKyllepKu)

[ToonmMce M HedaTh Jeuallero Bpada M.II.
(momnmchk Gesbrumepa, akylLlepKM)

PellenT memMCcTBUTEJIEH B TeueHMe 15 mHen

OBopoOTHas CTOPOHAa

OTMeTKa O Hal3HadveHUM
JIEKapCTBEHHOT'O IperapaTa




Poccurickom demepaumnm

a

10 pelleHU0 BpadebOHOM KOMUCCUMU

[MpuroToBMII

[IpoBepm

OTnycTumi

®OPMA PEIENTYPHOT'O BJIAHKA N 148-1/yY-04 (JI)

MMHMCTepCTBO SIOPaBOOXPaHeHMA

MECTO IJIA

MTPUXKOOA <*>

YTBEPXIEHA

npMkazoM MUHMCTEPCTB

SIOPaBOOXPaHeHMA

Poccumckom demepaumnm

or 24 Hosabpsa 2021 r.
N 1094=H

3 a LN




I

VHIVIMAaTeJId

Kon dopmer mo OKYJ 31088

05
dopma N 148-1/y-04(
J1)
Kon Kon IcTOouH|% omnja
KaTeTropuu HO30JIOTMYECKOM MK QMH|THL:
rpaxnaH bopmer (mo MKE) aHCcupo|(rnonue

BAHMA ! [PKHYTbH

)
(mogue
PKHYTBb

)

1. %enfl. Bec
epPaJibH|[[1IJIaTHO
LI O
pKe T

2. Bool2. 50
PKeT CYy
OBeKTa

o\°

Poccum
ckom @
enepall
1871
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3. MyH|[3. mHO
TILIIATIAJI A

bLHEIV O
[oIKe T

o°

PELEII 20 T
T Cep

Ia
Ta o
opMmIie
HIIA













HOMep MeIULMHCKOM KapTel IIauMeHTa, II0oJIydawnmel'O MeIMIIMHCKYIO IIOMOIlb
B

aMOyJIaTOPHEIX YCJIOBUAX

daMmmsa, MHMULMAJBE MMEHM M OTUecTBa (IocJiedHee -— I[IPM HaJluuuu)

Jedamero Bpada (despnumepa, akKyllepKu)

Pyb. Kom. 2
02 A
S e o =

[loonuce ¥ IIedvaTh Jiedaller'o Bpauda M.II.

(momnuck QeJbauepa, akKylepKu)

PeuenT pemcrBuUTeNIeH B TeueHme 15 gHem, 30 gHem, 90 mgHem
(HyXHOE MNOINUEePKHYTH)



OTHnyIIeHO II0 pPelenTy:

ToproBOe HaAMMEHOBAaHME
1 NO3BUPOBKA :

TaTa ornycka: " " 20 |KoamuecTBO:
r.
[[OUTOTOBWII : [[pOBEPWUIT : OTIYyCTIII

(IMHMS OTpPHIBA)

Kopemok pelnenTypHOTO OJiaHKa
HanmveHOBaHME
lleKapCTBEHHOT'O IIpernaparTa:
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Poccuiickoii @edepayuu

om 24 noabpa 2021 2. N 1094n

HOPAAOK O®OPMJIEHUA PELHEINITYPHBIX
BJAHKOB HA JIEKAPCTBEHHBIE ITPEITAPATBI, UX
YUYETA U XPAHEHUASA

I. Odopmirenne penenrta Ha OyMaKHOM HOCHTEIE

1. Ha peuentypubix Omankax ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(x1) B neBom
BEPXHEM YNy TPOCTABISETCA IITAMII MEIWIMHCKOM OpraHM3allid C yKa3aHUEM ee
HAaMEHOBaHMsI, aapeca W TeieoHa C JaTod BHIMUCKH (IaToi o(OpMIICHHs) pelenrta Ha
JIeKapCTBEHHBIN Mpernapar.

JlomonHuTenbHO Ha penentypHoMm Onanke ¢opmbel N 148-1/y-04(;1) mpocTtaBiseTcss KOI
MEAMIIMHCKON OpraHu3aIui B COOTBETCTBUH ¢ OCHOBHBIM TOCYIaPCTBEHHBIM PETUCTPALIMOHHBIM
Homepom (nmanee - OI'PH).

Cepus penentyproro Omanka ¢opmbl N 148-1/y-04(;1) Bkmtodaer ko cyowekta Poccuiickoii
®denepany, COOTBETCTBYIOIIMK JByM mepBbIM Lugppam OOmepoccuiickoro kiaccudukaropa
00BEKTOB aIMUHUCTPATHBHO-TeppUTOpUaIbHOTO neneHus (naee - OKATO).

Paspemaercst nsrorasnuBare penentypHbie onanku Gopmbel N 107-1/y u popmsr N 148-1/y-04(i1)
C TMOMOIIIBI0 KOMITBIOTEPHBIX TEXHOJIOTHIA.

Penentypasie  Omanku  Gopmbr  ¢popmbr N 148-1/y-88 W3roTaBIMBarOTCS HWCKIIOYATEIHHO
TUTIOTPA(CKUM CITOCOOOM.
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2. Ha peuentypHbix OnaHkaX, O(QOPMIISEMbIX HWHAWBUIAYAIbHBIMUA MpPEANPUHUMATEISIMH,
MMEIOLIUMH JIUIEH3UI0 Ha MEAUIIMHCKYIO JI€ITEIbHOCTh, B BEPXHEM JIEBOM YTy TUIIOTPapCKUM
CrocoOOM WJIM IyTEM IPOCTaBJICHHUs IITaMIa JOJDKEH OBbITh yKa3aH aJpec MHAWBUIYaJbHOTO
MIpEANPUHAMATENSA, HOMEDP U Jara JIMIECH3UH, HAMMEHOBAHUE OpraHa roCylapCTBEHHOM BIIACTH,
BBIJABLIETO JIMLICH3UIO.

3. Peunenrtypusie Omanku ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(11) 3amonHSFOTCS
METUIIMHCKUM PaOOTHUKOM YSPHUIIAMH HJIH [IAPUKOBOW PYUKOH.

4. Jlomyckaercs odopmiieHHE BCeX PEKBU3HTOB (32 HCKIOYeHHeM pekBusurta "lloamuck
Jievanero Bpada (moamuck (enpaiepa, akymepku'") pernenTypHbix O01aHkoB (Gopmbr hopMbl N
107-1/y, ¢popmbr N 148-1/y-88 u ¢opmbr N 148-1/y-04(;1) ¢ mcnonbp3oBaHUEM NEYaTAIOLINX
YCTPOWCTB.

5. Odopmnenue peuentypHbix OmaHkoB ¢opmbl N 148-1/y-04(;) Bruitouaer udpoBoe
KOJAMPOBaHUE.

[{udpoBoe koaUpPOBaHUE YKa3aHHBIX PELIENTYPHBIX OJTaHKOB BKIIOYAET:

1) xon memumuHckoi opranm3anuu (OI'PH) wnm xox WHAMBUAYaIbHOTO TpPEANPUHUMATENS B
COOTBETCTBUM C OCHOBHBIM I'OCYAAPCTBEHHBIM PErMCTPALMOHHBIM HOMEPOM WHAMBHIYaJIbBHOTO
npennpunumMarens (ganee - OI'PHUII), mpocraBiasiemblii Impu HM3TOTOBIEHHUU PELETITYPHBIX
OJIaHKOB;

2) KOII KaTeropuu TrpakJaH, UMEIOIMHUX MPaBO HA TOJYyYEHHE JIEKAPCTBEHHBIX IpENnaparoB B
cooTBeTCTBUU cO crarbed 6.1 denepanbHoro 3akoHa ot 17 wutons 1999 . N 178-®3 "O
TOCYIapCTBEHHOM comManbHOM momomu" <I1>, W KOI HO30J0THYECKOW (OpPMBI TIO
MexayHapomHON CTaTUCTUYECKON Kiaaccudbukamuu Oosie3He M TpoOsieM, CBSI3aHHBIX CO
3nopoBbeM (10-it mepecmotp) (manee - MKDB), 3amonHsieMble TedaniuM BpauoM IMyTeM 3aHECEHUS
KaXJ10¥ UQPBI B TyCTHIE TYCHKH, TIPU 3TOM TOUKA IIPOCTABISAETCS B OTACIBHON sUCHKE;

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

3) orMmeTrky o0 wcrouHuke (QuHaHCHpoBaHHS ((enepanbHbiii OromkeT [1], OromKkeT cyObekTa
Poccuiickoit ®enepanmu [2], MyHHIMOATBHBIA OromxeT [3]) W TpOILEHTE OIUIaThl perenTa
(6ecrutatno [1], 50% [2], unoit % [3]);

4) mTPUX-KOA - JOTOTHUTEIBHBIN PEKBU3HT (B CIydae M3TOTOBJICHUS HA TEPPUTOPUHU CyObEKTa
Poccuiickoit  @enmepanyii  pelenTypHOro OllaHKa C  HCIOIB30BAHUEM  KOMITBIOTEPHBIX
TEXHOJIOTHA).

6. B peuentypubix Onmankax ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(;1) B rpacde
"®amunus, THULMAJIBI UMEHU U OTYECTBa (TOCIEIHEE - IPU HAJMYNUN) MallMeHTa" yKa3bIBaloTCA
(bamunus, MHULMAIBI UMEHU U OTYeCTBa (IOCIIeIHEE - IPU HAJMYUH) MAI[MEHTa.

7. B peuentypubix Omankax ¢opm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x1) B rpade "Jlata
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pOXKIeHUs" yKa3bIBA€TCA JaTa pOXKJICHUS MalMeHTa (YUCI0, MECsI], TO1).

JlomoHUTENBHO B penentypHbIx O1ankax Gopmbel N 148-1/y-88 u popmer N 107-1/y miis nereit
B Bo3pacTte 70 | rona B rpade "/lara poskaeHus" yKa3pIBaeTCsl KOJTUYECTBO MOJHBIX MECSIIEB.

8. B penentypubix Omankax ¢opmbl N 148-1/y-04(1) B rpadax "CHWJIC" m "N mommca
00s13aTeIBHOTO MEIUIIMHCKOTO CTPAaXOBaHUA" yKa3bIBAIOTCSl CTPAXOBOI HOMEP MHIMBHYaJIbHOTO
nuneBoro cuera rpaxaanuHa B [lencuonnom ¢onne Poccuiickoit ®enepanuu (CHWIIC) (npu
HAJIMYWU) ¥ HOMEP TOoJHca 00s13aTeTbHOT0 MEAUIIMHCKOTO CTPaXOBaHHUS.

9. B penentypubix Omankax ¢opmbel N 148-1/y-88 B rpade "Anmpec MecTa KUTEIbCTBA HIH
HOMEp METUIIMHCKON KapThl MAIIMEeHTa, MOTYyYarollero MeIUIIMHCKYIO OMOIIb B aMOyIaTOPHBIX
yCIIOBUAX", yKa3bIBACTCS MMOUYTOBBIA aJpec MECTa JKUTEIhCTBA (MeCTa MpeObIBaHUS UM MECTa
(akTU4YecKoro TMpPOKMBaHWS) TAalMeHTa WIM HOMEpP MEAMIMUHCKOM KapThl IAalUeHTa,
MONTYYaIOIIEr0 MEIUIIMHCKYO TIOMOIIb B aMOYJIaTOPHBIX YCIOBUAX <2>.

<2> IIpuka3z MunucrepcTBa 3apaBooxpanenus Poccuiickort @enepanmu o1 15 nexadps 2014 . N
8341 "OO yTBepXKACHMM YHUPHUIHUPOBAHHBIX (HOPM  MEIMIMHCKOM  JIOKYMEHTALUH,
UCIOJIB3YEMbIX B MEIUIMHCKUX OpraHMU3alMsIX, OKa3bIBAIOLUIMX MEAMIMHCKYI0 IIOMOIIb B
aMOyJIaTOPHBIX YCJIOBHSIX, W TIOPSAKOB MO HX 3amonHeHuto" (mamee - Ilpukaz N 834H)
(3apeructpupoBan MunucrepctBoM roctuiun Poccuiickoit @enepauuu 20 ¢espans 2015 r,
peructpanrionspii N 36160) ¢ wW3MEHEHUsSIMHU, BHECEHHBIMU TMpHKa3zaMd MUHUCTEPCTBA
3apaBooxpanenus Poccuiickoit ®epeparuu ot 9 smHBaps 2018 . N 2 (3apeructpupoBaH
MunuctepctBom toctuiiuu Poccutickoit @eneparuu 4 anpens 2018 r., peructpaiioHHbid N
50614), ot 2 HosiOpst 2020 . N 1186H (3apeructpupoBad MUHUCTEPCTBOM IOCTHITNHN Poccuiickoii
®eneparu 27 Hosi6ps 2020 1., peructpanmonssiid N 61121).

VYKkasaHue M agpeca MecTa )KHUTEJIbCTBA U HOMepa MEAULIMHCKON KapThl IMALIMEHTA, I10IY4YaroLero
MEAMIMHCKYIO TOMOIIb B aMOYJIaTOPHBIX YCIOBUSX, HE SBJISETCS OLIMOKOM.

B peuentypubix Omankax ¢opmbl N 148-1/y-04(1) B rpade "Homep MeaMIMHCKON KapThl
MAalKUeHTa, TOJYYaloIIer0 MEAUIIMHCKYI0 TOMOIIh B aMOYJaTOPHBIX YCIIOBUSX' YKa3bIBacTCS
HOMEp MEIUIMHCKON KapThl NMAIMEHTa, [OJYYaroIlero MeINIMHCKYIO IIOMOIIb B aMOyIaTOPHbBIX
yCIIOBUAX <3>.

<3> IIpuka3 N 834H.

10. B rpade "damunus, nHUIIMATBEI UMEHA M OTYECTBA (MOCIEAHEE - MPU HAIMYWH) JISHAIIEeTO
Bpaya (denpamepa, akymepkn)" peuentypHsix OmankoB ¢opm N 148-1/y-88, N 107-1/y u N
148-1/y-04(;1) yka3pIBatOTCS MOJHOCTHIO (amMuIvs, MHHUIMAIBI UMEHH, OTYeCTBa (MOCeqHee -
Py HAIWYUHM) MEIUIIMHCKOTO pa0OTHUKA, HA3HAUMBIIETO JIEKAPCTBEHHBIC IMpemaparbl U
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0()OpPMHBIIETO PELICTIT.

11. B rpade "Rp" penentypubix OmankoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(1)
YKa3bIBAETCS:

1) HaWMeHOBaHHME JICKApPCTBEHHOTO  Ipemapara  (MEXIyHapOAHOE  HEMaTeHTOBAHHOE
HaMMEHOBAaHUE, TPYNITUPOBOYHOE MM XUMHUYECKOE HAMMEHOBAaHUE, TOPrOBOE HANMEHOBAHHE) Ha
JATUHCKOM SI3BIKE WJIM Ha PYCCKOM S3bIKe, (opMa BBINMYCKa, JIO3UPOBKA, KOJIUYECTBO
(Yka3bIBaeTCsl MPOMUCHIO Ha perentypHoM Omanke Gopmsl N 107/y-HIT);

2) crnocob MpPUMEHEHHsl JICKApCTBEHHOTO Tperapara Ha TOCYAapCTBEHHOM s3bIke Poccuiickoii
denepannu WM Ha TOCYAApCTBEHHOM si3bIke Poccuiickoit deaepannu U rocyJapCTBEHHOM SI3bIKE
pecryOiHK 1 UHBIX s13bIKax HapoaoB Poccuiickoit denepanun <4>.

<4> Yactp 1 crarbu 15 3akona Poccuiickoit ®enepanuu ot 25 okts6ps 1991 r. N 1807-1 "O
s3pIkax HaponoB Poccuiickoit ®enepanuun” (manee - 3akon N 1807-1). (BemomocTtu cbe3na
Hapoaubix aenytaroB PCOCP u Bepxosnoro Cosera PCDCP, 1991, N 50, ct. 1740; Cobpanue
3akoHoAarenbcTBa Poccuiickoit @enepammu, 1998, N 31, ct. 3804).

13. Ilpu odopmieHHH peUEnTypHBIX OJNIAHKOB 3alpelaeTcsi OrpaHWYMBATHCS OOIIMMHU
yKazaHusAMHU, HanpuMmep, "BuyTpennee", "M3BecTHO".

B snekmponnom 00Kymenme Hymepayus RyHKmoe cOOmeemcmayem ouyuaibHomy
UCMOYHUKY.

14. Peuent, odopmieHHslid Ha peuentypHoMm Omanke ¢opm N 148-1/y-88, N 107-1/y u N
148-1/y-04(:1), monmuceIBaeTCSI MEAUIIMHCKUM PAOOTHUKOM H 3aBEPSIETCS €T0 MeYaThio.

Penennt, odopmiieHHblli Ha peuentypHoMm Onanke ¢opmbl N 148-1/y-88 u  dopmer N
148-1/y-04(;1), NMOTMOTHHUTENHHO 3aBEpSCTCS IIEYATHI0 MEIUIUHCKOW opraHuzamuud " J{ins
peuenToB".

Jiis perienita, 0oOpMIICHHOTO Ha perientypHoM Oianke hopmbl N 107-1/y, Hanumaue nedatn " st
perenToB” He ABISETCS 00s13aTEIbHBIM.

15. Ha omaom penentypHoMm Onanke Gopmbr N 148-1/y-88 u dopmer N 148-1/y-04(i1)
paspemiaercss OCYIIECTBIATh HA3HAYCHHUE TOJBKO OJHOTO HAMMEHOBAaHUS JIEKAPCTBEHHOTO
mpermapara.

Ha omnom penentyprom Omanke ¢gopmbel N 107-1/y paspemraercsi oCymiecTBIATh Ha3HAUYCHUE
TOJIbKO OJTHOTO HAMMEHOBAHHUs JIEKAPCTBEHHOIO Ipemnapara, oTrHocsmerocs mno ATX k
aHTuncuxotudyeckum cpenacrsaM (kox N 05A), ankcuonutukaM (kog N 05B), cHOTBOpHBIM U
cenatuBHbiM cpenactBaMm (kog N 05C), antunenpeccantam (kox N 06A) u He moanexariero
MPEAMETHO-KOJIMYECTBEHHOMY YUeTy, U JI0 TPEX HAaMMEHOBAaHUU JIEKAPCTBEHHBIX IMPENaparoB -
JUIS. MHBIX JIEKApCTBEHHBIX MPENaparoB, HE OTHECEHHBIX K BbIlIeyKazaHHbIM ATX.

16. VicipaBienust B pelienTe He AOIyCKatOTCsl.
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17. Ilpu opopmiienun peuentypHbix OnaHkoB Gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(1)
Ha JICKapCTBEHHBIE Tpenaparbl, Ha3HaYeHHBIC M0 PEIICHUI0 BPaueOHONH KOMHCCHH, Ha 000pOTe
peLenTypHoro 0JaHKa CTaBUTCS CIIENUaTbHAs OTMETKA (IITaMIT).

18. Ha peuentypnom Onanke ¢opmbl N 148-1/y-04(;1) BHU3Yy HMeeTCS JIMHUS OTpPbHIBA,
pa3aensomas peenTypHbIi OJlaHK U KOPEIOK.

Kopemiok ot penenta, 0pOopMIECHHOTO Ha YKa3aHHOM peLEnTypHOM OJaHKe, BHIAAETCS MallUeHTy
(ero 3aKOHHOMY TMPEACTABHUTENIO) B aNTEYHOW OpraHU3allMU, Ha KOPEIIKE JeJaeTcsi OTMETKa O
HAaMMEHOBAaHMH JIEKAPCTBEHHOTO TIpernapara, J03UPOBKE, KOJIHMUECTBE, CIIOCO0E MPUMEHEHUSI.

I1. Odopmitenue penenrta B (popMe 3JIEKTPOHHOIO JOKYMEHTA

19. Penent B (hopMe 37I€KTPOHHOTO IOKYMEHTA, MOANMCAHHOTO YCUJICHHOHN KBaJIU(UIIMPOBAHHON
ANIEKTPOHHON MOINKCHI0, (OPMUPYETCS MEIUIMHCKHM pPAaOOTHHKOM, CBEJCHHA O KOTOPOM
BHECEHbI B (peiepalIbHbIIl PETUCTP MEIULUHCKUX PAOOTHHUKOB <5>, a TakkKe IMpHU YCIOBUU
perucTpany MeIUIMHCKOM OpraHu3aliy, B KOTOpOH o¢opMiseTcss peuent, B (eaepaibHOM
peecTpe MEIUIMHCKUX OpTaHU3aNi <6> eTUHON roCcyIapCTBEHHOW HH(POPMALIMOHHOW CUCTEMBI
B cdepe 3ApaBOOXpaHEHUS U MOAKIIOUCHMsS TakoH MEAMLMHCKOM OpraHM3aluu K
rocy/lapCTBEHHOM MH(pOPMALIMOHHOM cucTeMe B cdepe 3paBooxpaHeHus cyObekra Poccuiickoit
Oenepanuu <7>.

<5> Yactp 4 crarbu 91.1 ®enepanpHoro 3akoHa N 323-03 (CobpaHue 3aKOHOIATENbCTBA
Poccuiickoit ®eneparuu, 2011, N 48, ct. 6724; 2020, N 29, ct. 4516).

<6> Yactp 4 crateu 91.1 @enepanbHoro 3akoHa N 323-®3 (Cobpanue 3aKOHOIATEIHCTBA
Poccuiickoit ®eneparuu, 2011, N 48, ct. 6724; 2020, N 29, ct. 4516).

<7> Crarpu 91 u 91.1 denepanvuHoro 3akoHa N 323-®3 (CobpaHue 3aKOHOIATEIHCTBA
Poccuiickoit ®eneparuu, 2011, N 48, ct. 6724).

20. Ilpu odopmieHnn perenta B (GopMe DIIEKTPOHHOTO JIOKYMEHTa Ha JICKAPCTBEHHBIC
npemnaparsl, ykazaHHble B myHKTax 9 u 11 Tlopsinka Ha3HaueHHS JICKApPCTBEHHBIX IMPENaparos,
YTBEPKICHHOTO HACTOSIIUM IPHUKA30M, U OTITYCKaeMbIE 3a MOJHYIO CTOMMOCTD, 3alOJHSIOTCS
CIICAYIONINE PEKBU3UTHI:

1) xon cyowekra Poccuiickoit @enepammu nmo OKATO, omnpeneisomuii TocylapCTBEHHYIO
nH(pOpMaAIMOHHYIO CHCTeMY B cdepe 3apaBooxpaHeHusi cyobekTa Poccuiickoit deneparuu, B
KOTOpOi1 chopMHUpOBaH perent B popMe NMEKTPOHHOTO TOKYMEHTA;

2) HaMMEHOBaHWE MEIUIIMHCKON oOpraHu3amuu, aapec, TenedoH win GaMuaus, WHUIHAIBI
MMEHU U oOT4yecTBa (TMOcCIenHee - NpU HaTUYUM) WHIUBUAYAIbHOTO MpEeANnpUHUMATENS,
HMEIOIIETO JIMLEH3UI0 Ha MEUIUHCKYIO EATEIbHOCTD, €r0 aJIpec;

3) OI'PH ropuanueckoro nuna (MeaunuHckoit oprannsanuu) unu OT'PHUIT unnuBuayansHOTO
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MpeITPUHUMATEIS;
4) nata opopmieHuUs perenTa (YKa3bIBaeTCs YUCIIO, MECSII, TON);

5) nmara okoHYaHHWsSI JCUCTBHs perenta ((pOpMHPYETCS TOCYAapCTBEHHOW HH()OPMAIIMOHHOMN
cucteMoil B cepe 3apaBooxpaHeHus cyobekta Poccuiickoit ®denepaunu B COOTBETCTBUU CO
cpokamu aeictBus perenTos: 15 aueit, 30 nueit, 60 queit, 90 aueit, 1o 1 roga);

6) yHUKaJIbHBIA HOMEp penenTa (popMupyercs rocyrapcTBeHHONW HHGOPMAIIMOHHOM cHUCTEMO B
cdepe 3mpaBooxpaHeHHs cyObekra Poccuiickoit denepanuu u 00ECHIEUYUBACT OJHO3HAYHYIO
uaeHTu(UKaIuo pernenrta B GopMe 3MeKTpoHHOTo AokyMeHTa B codetannu ¢ OKATO, OI'PH
wiu OI'PHUID);

7) ormetku "cito" (cpounHo) miam "statim" (HEMEmJIEHHO) MPU HEOOXOAMMOCTH CPOYHOTO WITH
HEMEJICHHOTO OTITYCKa JIEKAPCTBEHHOTO Mperapara MaiueHTy;

8) ampec marnueHTa (yKa3bIBA€TCs TMTOYTOBBIA aJpec MECTa KUTEIhCTBA (MecTa MpeObIBAaHUS WITH
MecTa (DaKTHUYECKOTO MPOXKHUBAHM) C yKa3aHWEM HWHIACKCa, HaUMEHOBaHHS Kpas, oO0IacTH,
pecmyOIMKY, aBTOHOMHOTO OKpyra W MHOTO cyOnekra Poccuiickoit denepalinu, HANMEHOBAHHUS
HACEJICHHOTO NYHKTa, HAUMEHOBaHUs YIHIIBI (IIPOCIEKTa, Mepeylika, mpoesaa), Homepa aoma (¢
yKa3aHHuEeM KOpIyca, Ipy HAJTHYWH ), HOMepa KBapTHPHI);

9) HOMEp DIEKTPOHHON MEIUITMHCKON KapThl MAIlUEHTA B TOCYAapCTBEHHOM MH(GOPMAIIMOHHON
cucteme B cpepe 3apaBooxpaneHus cyorekra Poccuiickoit deneparuy;

10) dbamunus, uMs, OTYECTBO (MTOCIIEIHEE - TPU HAIUYWH ) TTAIMEHTA MOJHOCTHIO;

11) para poxaeHus nanueHTa (yKa3bIBaeTCsl 4YMCIIO, Mecsl, Ton), Uil aered ao | roga
JONOJIHUTENNBHO YKa3bIBAETCSl KOJIMYECTBO MOJIHBIX MECSLIEB;

12) ¢amunmsa, MHUOMATEI UMEHH M OTYECTBa (IIOCIIEAHEE - TMPU HAIWYHH) MEIUITUHCKOTO
pabOTHHKA MOJTHOCTHIO;

13) HauMeHOBaHHME JIEKapCTBEHHOIo Ipemapara (MEXAyHapoJHOE HEMaTeHTOBAHHOE
HalMEHOBAaHUE, TPYNIHUPOBOYHOE WIM XMMHUYECKOE HAaUMEHOBaHHME, TOProBOE HAMMEHOBAHUE),
JI03UPOBKa, (pOpMa BBIITyCKa, KOJTMYECTBO (BCE MO3MIIMU YKa3bIBAIOTCS HA PYCCKOM SI3BIKE);

14) croco® mpuUMEHEHHs JEKapCTBEHHOTO IMpernapara Ha TOCyJapCTBEHHOM si3blke Poccuiickoii
®denepanuu WM Ha TOCYAapCTBEHHOM si3bike Poccuiickoit deaepaniny U rocyJlapCTBEHHOM SI3bIKE
pecnyOiuK 1 UHBIX si3bIKkax HapoaoB Poccuiickoit denepanun <8>;

<8> Yacte 1 crareu 15 3axkona N 1807-1 (BegomocTu cwvesna Hapoasbix aenyratoB PCOCP u
Bepxosaoro Cosera PCDCP, 1991, N 50, ct. 1740; Cobpanue 3akoHomaTenbcTBa Poccuiickoi
Oenepanun, 1998, N 31, ct. 3804).

15) nmOKyMEeHT, MOATBEPKIAIOIMIMA HA3HAYCHUE JIEKAPCTBEHHOIO TIperapara IO PEIICHHIO
BpaueOHON KOMUCCUU METUITUHCKON OpraHU3aIlNH;
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16) oTrMeTka O Ha3HAYEHUM JIEKAPCTBEHHOTO Iperapara MO pelIeHHI0 BpadyeOHOW KOMHCCUHU
MEAMIIMHCKOM OpraHu3aluyd B Cly4asX, yKa3aHHbIX B a03aue BTopoM myHkTa 6 Ilopsaka
Ha3HAYCHMS JIEKAPCTBEHHBIX MPENapaToB, yTBEP)KICHHOTO HACTOSIILIUM IIPHKA30M;

17) orMeTKka o crienuaIbHOM HAa3HAYEHHUH JIEKapCTBEHHOTO Iperapara (3amoiHsIeTcs B ClIydasXx,
yKa3aHHbIX B myHKTax 15 u 24 Ilopsnka Ha3Ha4YeHUs JICKApCTBEHHBIX Ipenaparos,
YTBEPKIACHHOTO HACTOSIILIUM IIPUKA30M);

18) ormeTka O choenuadbHOM HA3HAYEHWW JIEKapCTBEHHOTO Tperapara MalueHTy ¢
3a0oeBaHueM, TpPEOYIOIIMM JUIMTEIBHOTO KypCOBOTO JiedeHHs (3alloHAETCS B Cllydae,
ykazaHHoM B myHkTe 23 Ilopsiaka Ha3HadeHMsI JEKapCTBEHHBIX IMPENaparoB, YTBEP)KIEHHOTO
HACTOSIIINM MPUKA30M) C TIPOCTABICHHEM MIEPHUOANYHOCTH OTITYCKa JIEKApCTBEHHOTO Iperapara;

19) npu odopmieHun penenta B ¢GopMe DICKTPOHHOTO JTOKyMEHTa Ha JIEKapCTBEHHBIE
npernapaTsl, yKa3aHHble B MOANYHKTax 2 - 5 myHkra 9 u nyskre 11 Ilopsnaka HazHaueHHs
JICKApCTBEHHBIX TPETapaToB, YTBEPKJACHHOTO HACTOSIIMM IPHKA30M, TpakIaHaM, MMEIOLIHM
IpaBoO Ha OecCIUIaTHOE MOJy4EHHUE JIEKapCTBEHHBIX MPENnaparoB WIN MOTyYeHHE JIEKaPCTBEHHBIX
IIPENapaToB CO CKUIKOM, 3allOJHAIOTCS PEKBU3MUTHI, NPENyCMOTPEHHbIE MoanyHKTamu 1 - 18
HACTOSIIETO MMyHKTA, a TAKXKE CIEAYIOIIUE PEKBU3UTHI:

a) KaTeropusi TpaXKIaH, HMMEIOIIMX I[PaBO Ha TMOJy4YeHHE JIEKAPCTBEHHBIX MPEmaparoB B
COOTBETCTBUH CO cTarheil 6.1 DenepanpHoro 3akoHa ot 17 wumroms 1999 . N 178-®d3 "O
rOCyJapCTBEHHOM COLMAIBHON oMot <9>;

<9> CobOpanmne 3akoHomaTenbcTBa Poccuiickoit @enepanmn, 1999, N 29, ct. 3699; 2020, N 52,
ct. 8577.

0) xox Hozonoruyeckoit popmer mo MKB;

B) ncTOYHUK (puHaHcupoBaHus (1 - genepanbHblil OromKeT, 2 - OromKeT cydobekTa Poccuiickoit
®enepanyi, 3 - MyHULIUIAIBHBIA OIOIKET);

r) pasmep omuiatsl (1 - GecruiarHo, 2 - 50%, 3 - uHOU %);

1) CTpaxoBOH HOMEp HMHIMBUAYAJILHOTO JIMIEBOTO cyeTa rpaxaaHuHa B IleHcnonHoM (oHe
Poccuiickoit ®enepanuu (npu Hanuuuun) (CHUIIC);

€) HOMep ToJica 00s13aTeNTbHOTO0 MEAUIIMHCKOTO CTPaXOBAHHUS.

21. IIpu pocTaBieHUN OTMETKH, YKa3aHHOU B noAnyHkTe 16 mynkra 20 Hactosmiero [lopsiaka,
peuent B GopMe IEKTPOHHOTO JOKYMEHTA MOANUCHIBACTCS YCHJICHHON KBaNIU(UIIUPOBAHHOM
AIIEKTPOHHOM MOJNUCHIO TpEAcenaresnss WM CceKpeTaps BpaueOHOM KOMUCCHUHM MEIUIIMHCKOMN
OpraHu3ally, OpU MPOCTAaBICHUU OTMETOK, yKa3aHHbIX B noamyHkrax 17 m 18 mynkra 20
Hacrosimero Ilopsaka, - YCHJICHHBIMH KBAJIM(UIIUPOBAHHBIMU 3JEKTPOHHBIMU TTONMUCIMH
COOTBETCTBYIOLIUX MEAUIIMHCKIX PAOOTHUKOB.

22. Tlo TpeOGoBaHUIO MAIMEHTA WM €ro 3aKOHHOTO IMPEACTABHTENS O(POPMIISETCS SK3EMIUISIP
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perienita B opMe IMEKTPOHHOTO JOKYMEHTa Ha OyMaKHOM HocHTele ¢ OTMeTKoi "JlyOmmkar
AJIEKTPOHHOTO JOKYMEHTa".

II1. Y4er penentypHbIX OJIAHKOB (32 HCKJIIOYEHHEM pelenTyPHBIX
0s1ankoB o popme N 107/y-HII "CrneunajbHblil penentypHbIi
O1ank'"')

23. Vuer penentypueix OmankoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n),
W3rOTABIMBACMBIX THIIOTPAPCKUM CIIOCOOOM (fajiee - pelenTypHbIC OJIaHKH, MOMIJIeKAIIue
y4eTy), OCYLIECTBIETCA B JKypHaJax YydeTa, HIPOHYMEPOBAHHBIX, IPOLIHYPOBAHHBIX H
CKPETUICHHBIX TOANUCHI0 PYKOBOAUTEIS M TIEYaThI0 MEIUIIMHCKON OpTaHW3aluy WIH TIOANUCHIO
WHAUBUAYATBHOTO MPEANPUHUMATENS, UIMEIOIIIETO JINIIEH3UI0 Ha MEAUIIMHCKYIO e TeIbHOCTb.

24. Kypnan yuera perientypHbix 61aHkoB Gopmbl N 107-1/y conepkuT cieayrorniie rpadbr:
1) HoMep 1o NopAAKY;

2) B paznene "[Ipuxon':

a) JaTa perucTpaIfy JOKYMEHTA, IIOATBEPKIAOIIETO TIOCTYTUICHHUE;

0) HOMep | JjaTa JOKYMEHTA, MMOATBEPIKIAI0IIEro MOCTYIUICHUE, HANMEHOBAHHE MTOCTABIINKA;
B) o0I11ee KOJTMYECTBO MOCTYMUBIINX PELENTYPHBIX OJaHKOB;

r) Qamunus, UHUIMAIBI MMEHM M OT4YecTBa (TMOCIEelHEee - MpU HAJU4YUM) U TOANHUCH
OTBETCTBEHHOTO  MEAMLIMHCKOIO pPa0OTHHMKA, TMOJyYUBIIETO pELENTypHble OJaHKU OT
MIOCTaBIIIMKA,

3) B paznene "Pacxon":
a) JaTa BBIIAYHM PEIENTYPHBIX OJIAHKOB;
0) KOTMYECTBO BBIIAHHBIX PELENITYPHBIX OJaHKOB;

B) (amwmnms, WHUIMATBI UMEHH W OTYeCTBa (MOCIEAHEE - NMPH HAIWYUH) OTBETCTBEHHOTO
MEAMIIMHCKOTO PabOTHHKA, MOyYUBIIETO pelenTypHbIC OJIaHKY;

I') IOJMUCH OTBETCTBEHHOTO MEIUIIMHCKOTO pabOTHHKA, MOMYyUYUBIIETO pEUENTypHbIE OIaHKY;

4) dammnus, WHUNWAIBI WMEHH W OTYecTBa (MOCIEIHEE - MPH HAIWYUU) U TOIIMHUCH
OTBETCTBEHHOTO MEIUIIMHCKOTO paOOTHUKA, BHIIABIIETO PELENTypHbIE OJIaHKH;

5) ocTaToK pelenTypHbIX OJIaHKOB.

25. Kypnan yueta peuentypHbix OmankoB ¢opm N 148-1/y-88 u N 148-1/y-04(1;1) comepkut
cienyromue rpadbr:

1) HOMep 1O HOPSIKY;

2) B pa3aene "[Ipuxon':



a) JaTa perucTpaluy JOKYMEHTa, TIOATBEPKAAIONIETO MOCTYIICHHE;

6) HOMep | Jara JOKyMEHTa, OATBEPIKIAIOIIEro MOCTYIUICHUE, HANMEHOBAHUE TTOCTABIIINKA;
B) 001Iee KOJTMYECTBO MOCTYIMHUBIINX PEUENTYPHBIX OJIaHKOB;

I') CepUU U HOMEPA PEeLENTYPHBIX OJIaHKOB;

1) KOJIMYECTBO PEIENTYPHBIX OJIAHKOB 10 CEPUSIM;

€) Qamwivs, WHUIUAIBI WUMEHH W oOTdecTBa (MOCNETHEe - TPH HAIWYUH) U TOIIUCH
OTBETCTBEHHOTO0  MEAMIMHCKOTO pa0OTHHKA, TMONYYHMBIIETO peUenTypHble ONMaHKH OT
MOCTAaBIIIMKA;

3) B paznene "Pacxon":

a) JaTa BBIJAYH PELENTYPHBIX OJaHKOB,

0) cepuu 1 HOMEpa BbIJTAHHBIX PELIENTYPHBIX OJIAHKOB;
B) KOJIMUECTBO BBIJJAHHBIX PELENTYPHBIX OITaHKOB;

r) ¢amuius, MHAOUAIBI WUMEHH M OT4yecTBa (MOCTenHee - MPH HaTUYHWU) OTBETCTBEHHOTO
MEAMIIMHCKOTO pabOTHHKA, ITOJyYHBILIETr0 pelenTypHble OJaHKu;

1) IOJIMTUCH OTBETCTBEHHOTO MEAMIIMHCKOTO PaOOTHHKA, IMOJIYIHUBILIETO PELENTYpPHbIC OaHKU;

4) damunus, WHUNHAIBI UMEHH W OTYecTBa (MOCJIEOHEE - MpH HAIMYUU) U MOIMNHUCH
OTBETCTBEHHOTO MEIUIIMHCKOTO paOOTHHKA, BBIJJABILETO PELETITYPHbIC OJIaHKH;

5) oCTaToOK pelenTypHBIX OJaHKOB.

26. Yder peuentoB, o(QpOpMIICHHBIX B (OpME DJIEKTPOHHOTO TOKYMEHTA, OCYIICCTBISETCS B
rOCyIapCTBEHHON MH(POPMAIMOHHOM crcTeMe B cdepe 3paBooxpaHeHus cyObekTa Poccuiickoit
denepanuy TOCPEACTBOM BEIEHUS €IUHOTO peecTpa penentoB, oGopmieHHBIX B Qopme
OJICKTPOHHBIX JOKYMCHTOB.

IV. Xpanenue penentypHbIX 0JJAHKOB (32 MCKJIIOYEHUEM
peuentypHbix 01ankoB 1o ¢gopme N 107/y-HII " CnenunanbHbIi
peuenTypHbIii 0J1aHK'")

27. MeauuMHCKHE OpraHU3aliy MOJy4aloT HEOOXOAUMbIE pelenTypHble OJaHKu, 0(hOpMIICHHbIE
TUTIOTpa)CKUM CTHOCOO0M, Yepe3 TeppUTOpUATbHBIE OPraHbl YMPaBICHHS 3APaBOOXPAHEHHUEM

1501851 OpFaHI/I3aLII/II/I, YHOJIHOMO‘ICHHBIG Ha 5TO OpFaHaMI/I HCHOHHHTGHBHOﬁ BJIaCTHU Cy6’beKTOB
Poccuiickoit @enepanuu.

28. PenenTtypHble OlaHKH, MOIJICKALIUE YUETY, XPAHITCS OTBETCTBEHHBIM JIUIIOM, HA3HAYEHHBIM
PYKOBOAMTENIEM MEIUITMHCKOW OpraHM3allid, B 3aldpacMoOM MeTammdyeckoM mkady (cerde)
WM METaJUTMYECKOM SIIITUKE.

29. HWHpuBuayanbHBIM  MOpPENNpPUHUMATENb, HMMEIOMIMN  JIMIEH3UI0 HAa  MEIUIIMHCKYIO



NesTeIbHOCTb, XPAaHUT peLeNnTypHble ONaHKH, TMOAJeKaIllhe Y4YeTy, B 3alupacMoM
MeTaTnYeckoM mkady (ceide) mim MeTasTndeCcKOM SIIIHKE.

30. TIpoBepka COCTOSIHUS XpaHEHUs, ydyeTa, (PaKTHUECKOTO HATUYHUS U PACcXOda PElEHnTYyPHBIX
OJaHKOB, MOJUIEkKAIIMX YYeTy, OAMH pa3 B KBapTal OCYIIECTBISAETCS KOMHCCHUEH, CO3aHHON B
MEIULMHCKON OpraHu3allH.

31. Peuenrtypubie Omanku, odopmisieMble Ha OyMa)KHOM HOCHUTEJIEC W TOIJICKAIIUE YUETY,
BBIIAIOTCSI  MEIUIMHCKUM pa0OTHUKAaM, HMEIOIUM MpaBo OQGOPMIICHHUS PELENTOB, IO
PaCIOPSKEHHIO TNIABHOTO Bpada WX €ro 3aMEeCTUTES.

HOJ’Iy‘IeHHLIe PCUCIITYPHBIC OaHku Ha 6y'Ma}KHBIX HOCUTCIIX XpPAaHATCIA MCIUIIMHCKUMHA
paGOTHI/IKaMI/I B IOMCHUICHUAX, O6CCH€‘-II/IBaIOH_[I/IX X COXPaHHOCTL.

32. IIporpaMMHO-TEXHHUYECKHE CPECTBA TOCYJApCTBEHHBIX MH(OPMAIIMOHHBIX CUCTEM B cepe
37paBOOXPAHEHUS, MEAUIUHCKUX HMH()OPMAIIMOHHBIX CHCTEM MEIUIIMHCKUX OpraHu3alui
00eCreYrBalOT XPAHEHUE HIIEKTPOHHBIX PELENTOB, O(QOPMIIEHHBIX B (hOpME 3IIEKTPOHHBIX
JOKYMEHTOB B TEUEHHE CPOKOB, YCTAaHOBJIECHHBIX JUIsl XpaHEHHs PELenToB, O(pOPMIIEHHBIX Ha
COOTBETCTBYIOMIMX (pOpMax perenTypHbIX OJaHKOB Ha OyMa)kHOM Hocutene <10>.

<10> IHomnysnkr 5.2.169 Ilonmoxenuss o MunuctepctBe (CoOpaHue 3aKOHOAATEILCTBA
Poccuiickoit @enepanuu, 2012, N 26, ct. 3526; 2021, N 43, cT. 7258).

Ipunosxcenue N 4
K npuxazy Munucmepcmea 30pagooxpaneiis
Poccuiickoii @edepayuu

om 24 nosaopsa 2021 2. N 1094n

®OPMA CIIENVAJIBHOT'O PEHNENTYPHOT'O BJIAHKA N 107/Y-HI

MUHMCTEPCTBO 3OpaBOOXPaHEeHUd Kon dopwmel o OKY]
Poccurickon demepaumnm MenmumHCKasa IOOKYMEHTALUI
dopma N 107/y-HII,

YTBEpPXIOEHHaA IIPMKA30M

MyHMCTEpPCTBa 3OPaBOOXPAaHEH
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ng
WTaMIl MeIMIMHCKOM OpTaHM3aLUu Poccurickon demepaumm

or 24.11.2021 N 1094=

PEOEIIT

" " 2 O

(DaTa BHIOMCKM peLenTa)

(B3POCIIHIM, IOeTCKUM — HYXHOE INOINUEePKHYTH)




davmnmsa, mMMda, OTUECTBO (IOCJelHee — [NPM HaJIuduu)

malMeHTa

BoszpacrT

Cepusa M HOMEpP NoJKca 00S3aTeJIbHOT'O MEeIMUMHCKOT'O CTPaxOBAaHMSI

HoMep MeOMUMHCKOM KapTEl

damvmimsa, mMsa, OTUECTBO (HOCJeIHee — NOPM HaJIUUUM)

Jleyamero Bpada (bespmmepa, akyllepKu)

llognmce M JMYHasS I[edaThb Bpauda

(noonuck ¢Qesprumepa, akKyLepKHu)

M.II
daMmMInsa, MMS, OTUeCTBO (mocyienHee - TPM HaJIUuMM) W TIOJANU
Chb
YVIIOJIHOMOYEHHOT'O JiMlla MeOUUIMHCKOM OpTraHM3allun

M.II

OTMeTKa alTedHOM opTraHuM3auum o6 OTIyCcKe




damMuamsa, MMS, OTUeCTBO (mocjemHee - TIPM  HaJdMuMM) UM IIOONU

Cb

pa6OTHMKa arTeuyHOu OpI'aHM3allM

Cpok memcTBHMA pelenTa 15 nHeM

Ilpunosxcenue N 5
K npuka3zy Munucmepcmea 30pagooxparnenus
Poccuiickou ®edepayuu

om 24 nosopsa 2021 2. N 1094n

HOPANOK U3I'OTOBJIEHUSA, PACITPEAEJIEHUSA,
PEIT'UCTPALIMU, YUETA U XPAHEHUS PELEIITOB,
COAEPXKALHINX HASHAYUEHUE HAPKOTUYECKHUX

CPEACTB WIM IICUXOTPOIIHBIX BEHIECTB

I. ITopsaAOK U3rOTOBJICHUS, PACIpeaeJIeHUS CIIEeHUATbHBIX
peuentypHbix 0s1ankoB o ¢gopme N 107/y-HII

1. OpraHu3zanuio H3TOTOBJICHUS W PACIPENCICHHS pPEIeNTypHbIX OnaHkoB 1o ¢dopme N
107/y-HIT "CnenuanbHbIii penienTypHBIN OMaHK" (majnee - crenualbHbIA PelenTypHbIN OJIaHK)
ocymiecTBisger MUHUCTEPCTBO  3apaBooxpaHeHus Poccuiickoit  ®enepanuu  (mamee -
MuHucTEepCTBO).

2. CnenmasnbHble peLlenTypHbIe OJMaHKU SBJISIOTCS 3AIIMIIEHHON NOAUrpaduyecKkoil mpoayKiuei
ypoBHs "B", uszroraBnuBaemoii Ha Oymare po3oBoro 1era pazmepom 10 cM x 15 cM, 10MKHBI
UMETh CEpUI0 M HOMEp, a TaKXKe COOTBETCTBOBATh TPEOOBAHMSM, YKa3aHHbIM B IIpHKa3e
MunucrepctBa (unancoB Poccuiickoit ®eneparu ot 29 centsOps 2020 r. N 2171 "OO6
YTBEPXKACHUN TeXHUYECKNX TPeOOBAaHWUU M YCIOBWUU M3TOTOBJICHUS 3aIUIICHHOW OT MOIEIOK
nonurpaduyeckoil mpoaykuuu" (3apeructpupoBaH MuHHcTepcTBOM tocTHLUMU Poccuiickoi
Oenepamuu 16 HOsIOps 2020 1., peructpamuonubii N 60930).

3.B HeJAX OpraHu3anu U3roTOBJICHUSA U PACIIPEACIICHUA CIICHHUAJIBHBIX PECHCIITYPHBIX OJIaHKOB
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MEIUIIMHCKUE OpraHu3allii, WMEIOUIME TPaBO OCYUIECTBIATh BbIJAUy pPELENTOB Ha
HApKOTUYECKHE CpeIcTBAa WM TCHUXOTpornHble BemectBa coucka Il Ilepeuns wu
3apeructpupoBanubie B Poccuiickoit denepannu B KayecTBE JIEKAPCTBEHHBIX MPENaparoB AJs
MEIUIIMHCKOTO TPUMEHEHUs (llajieé COOTBETCTBEHHO - MEAMIIMHCKAs  OpraHu3alus,
HapKOTUYECKUH  (TICUXOTPOIHBIN) JIGKAPCTBEHHBIM IMpernapar), COCTaBISIOT 3asBKH Ha
perenTypHbie OIaHKH.

4. B cpok a0 1 okTa0psi TeKyIero roja 3asiBKM MEAUITMHCKUX OpPTaHHW3aIllMi Ha CHEIUaIbHBIC
perenTypHbie OaHKH MPEACTABISIOTCS:

1) MEIWIMHCKUMHU OpTaHU3AIUSAMHU, HAXOMAIIUMHCSI B BEACHHH (eAepalbHBIX OpPraHOB
WCIIOMTHUTENILHON BJAacTH, - B COOTBETCTBYIOIIHE (elepaabHble OpPraHbl HCIOIHUTEIHHON
BJIACTH;

2) MEOMIMHCKUMH OpTaHU3alUsIMH, HaXOIAUIMMHCS B BeAeHHH CyObekToB Poccuiickoit
dDez[epauI/m, MCOUIITMHCKUMHN OpFaHI/IBaIII/IﬂMI/I MYHHHHHaJIBHOﬁ nu qaCTHOﬁ CUCTEM
3PaBOOXPAHCHHS - B OpraHbl MCIOJHUTEIBHOM BiacTu CcyOnekToB Poccuiickort deneparuu B
cdepe 0XpaHbI 3I0POBBS TPAXKIAH, HA TEPPUTOPUU KOTOPHIX OHH PACTIONOXKEHHI (Jjajiee - OpraHsbl
WCIIOJTHATENILHOM BIacTH cyObekToB Poccuiickoit Denepanun).

5. B 3asBKe METUIIMHCKOW OpraHM3alMU Ha CIIEHUANIbHBIE PEeLEeNTYPHbIC OMaHKH YKa3bIBAIOTCS
CIIEIYIOIINE CBEACHHUS:

1) cBegeHMsI 0 MEIMIIMHCKOW OpraHM3allud, MOJABIICH 3asBKy Ha CICNUAIbHBIC PEIEHTYPHBIC
OnaHkH (IMOJTHO€ HAUMEHOBAHHE, aJIpeC MECTa HAXOKICHHS);

2) KONMYECTBO CIELUUAIBHBIX PELENTYPHbIX OJNAHKOB, H3PACcXOIOBAHHBIX MEIMIIMHCKON
opraHm3anuei Ha | ssHBaps mpenecTBYOIEro roaa;

3) KOIMYECTBO CHEIMAIbHBIX PELENTYPHBIX OJTaHKOB, HEOOXOIUMBIX MEIUIIMHCKON OpraHu3aluu
Ha CJICYIOIIHM O,

3asBKa MGI[PH.[PIHCKOfI opraHu3alvi Ha CICHUAJIBHBIC PCHCUTYPHBIC OIaHKu IIOAIINCHIBACTCA
PYKOBOAUTCIIEM MGHHHHHCKOﬁ opraHuianuu, KOTOpBIfI HECET MEPCOHATBHYIO OTBECTCTBCHHOCTDH
3a 000CHOBAaHHOCTH U AOCTOBCPHOCTh YKA3aHHBIX CBGHCHHﬁ.

6. @enepanpHble OpraHbl MCIIOJHHUTEIBHOM BIIACTH, B BEICHUM KOTOPBIX HAXOMATCS
MEIMIMHCKIE OpraHu3alui (najnee - geaepanbHble OpraHbl HCIOTHUTEIBHON BIACTH), M OpPraHbl
UCTIOJIHUTENIFHOW  BiacTH cyObekToB Poccwiickoii @Denepanui Ha OCHOBAaHHH  3asBOK
MEIMIUHCKMX OpraHu3aliii Ha ClelualbHble pEeLENTypHble ONaHKU (OPMUPYIOT CBOJHBIE
3afBKM Ha CIEHUalIbHbIE pPELENnTypHble OMaHKM M B CpPoK A0 1 gexkalOps TeKylero ronaa
MIPEACTABIISIIOT UX B MUHUCTEPCTBO.

7. B CcBOmHON 3asBKE Ha CIEIHaJIbHBIC PCUCIITYPHBIC OJTaHKH YKa3bIBAOTCA CIICAYIOIINC
CBCACHUA:

1) cBenenus o genepanibHOM OpraHe MCIOTHUTENBHOM BIacTH (OpraHe UCMOTHUTELHOM BIACTH
cyobekra Poccuiickoii ®Denmeparuiu), MPEICTABUBIIEM CBOJHYIO 3asBKY Ha CIICUAIbHBIC
penientypHble O1aHKH (MTOJTHOE HAUMEHOBAHHE, aJJpeCc MECTa HAXOXKICHHS);

2) KOTUYECTBO CIEHHAIBHBIX PELENTYPHBIX OJIAHKOB, PACTIPEICICHHBIX (eepaIbHbIM OPTaHOM
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UCTIOJIHUTENIHOW BIIACTH (OPraHOM HCIIONHUTEIBHOM BiacTu cyobekTa Poccuiickoii denepariim)
Ha | ssHBaps mpeauecTBYOUIETO Io/1a MEeX Ay MEIUINHCKUMU OpraHU3alMsIMU;

3) KOJIMYECTBO CHEIHMAIBHBIX PELENTypHBIX ONaHKOB, HEOOXOAMMBIX (heAepasbHOMY OpraHy
WCIIOJTHUTENbHOM BacTu (OpraHy HCIOJHUTENBbHOHN BiacTu cyowekra Poccuiickoit denepannn)
Ha CIIeIyIOIUil roj A1 pacupeAeaeHNs MeXy MEIUIMHCKUMU OpTaHU3aIHsIMHU;

4) cBeneHusi O IMOJABEAOMCTBEHHOW OpraHM3allvd, YHOJIHOMOYEHHOW (enepanbHbIM OpPraHoM
WCIIOTTHUTENLHOM BIacTH (OPraHOM HMCIIONHUTENbHOMN BIacTu cyobekTa Poccuiickoit deneparnn)
OCYILECTBIIATh TIOJyYE€HUE CIEIHUATBHBIX PEIEeNTYpHBIX ONIAaHKOB OT MHHHCTEpCTBa, UX
XpaHEHHE M BbIJAYy MEIUIMHCKUM OpraHu3alusM (IOJHOE HaMMEHOBaHHE, aJpec MecTa
naxoxaenusi, UHH/KIITT, OKTMO opranusaium, pakTuueckuii agpec moCcTaBKH).

8. Ha ocHOBaHMM IOJYYEHHBIX CBOJAHBIX 3asBOK Ha CIELUAJbHbIE pPELENTypHble OlaHKU
MUHHCTEPCTBO €XEroHO B CPOK A0 15 sHBaps cienyromero roga GOpMUPYET U yTBEpXKIAeT
IUTaH paclpeesieHus] ClelUalbHbIX PELENTYpPHbIX OJaHKOB, B KOTOPOM OTpa)kKaeTcs rojioBas
norpebHocTh Poccuiickoii denepannu B crnenuanbHBIX peLENTypHbIX OlaHKax (znajee - IMiaH
pacnpezneneHuss MUHHCTEPCTBA).

9. B nane pacnpenenenuss MUHUCTEPCTBA YKa3bIBAIOTCS CIEIYIOLIUE CBEACHU:
1) nopsiIKOBBIN HOMED 3aIlUCH;

2) HauMeHOBaHHE (eepaTbHOr0 OpraHa HCIOMHUTEIbHON BiacTU (OpraHa HCIOMHUTEIbHON
BiacTu cyobekra Poccuiickoit @enepanyn), NpeacTaBUBILErO CBOAHYIO 3asBKY Ha ClielMaIbHbIE
peLenTypHble OJIaHKY;

3) HEOOXOAMMOE KOJIMYECTBO CIEIHATBHBIX PEENTYPHBIX OJTaHKOB.

10. HampaBnenue  chnenuagbHBIX — peLENTypHBIX  OnaHkoB  (erepanbHBIM — OpraHam
WCIIOJTHUTENBHOM BIacTH, OpraHaM HUCIIOJHUTENBHOM BllacTu cyobekToB Poccuiickoit @enepanyu
ocyuiecTBisieTcd MHUHHCTEPCTBOM B KOJIMYECTBE, NMPEAYCMOTPEHHOM IUIAHOM pPaclpeneieHUs
MuHucrepcrsa.

11. MUHHCTEpCTBOM [OMOJHUTEIBHO K KOJUYECTBY CIEHHUATbHBIX PEHENTYPHBIX OIaHKOB,
MPEeyCMOTPEHHOMY IUIAHOM pactpenenieHus: MuHuCTepcTBa, (popMUpyeTcsi pe3epBHBIN 3amac
CIEIUATFHBIX PELENTYPHBIX OJIAHKOB B KoJIW4ecTBe, He npesbimaronieM 150 000 cnermanbHbIX
PEIEenTYyPHBIX OIAHKOB.

12. B cnydae yBenmuyeHUs: MOTPEOHOCTH B CIEIHAIBHBIX PEIENTYPHBIX OJlaHKax ¢enaepanbHbIe
OpraHbl HCIOJHHUTEIBHON BIIACTH (OpTraHbl HMCIOJHUTEIBHON BiIacTu cyObekToB Poccuiickoi
@denepanyy) HaMpapIsAOT B MUHUCTEPCTBO CBOJHBIE 3aBKU Ha JOIOJHUTEIBHOE KOJIUYECTBO
CHEIUAJFHBIX PEHENTYPHBIX ONaHKOB (C OOOCHOBAaHHMEM YBEIWYEHUS TOTPEOHOCTH B
CHEIHMAbHBIX PEeLENnTYpHBIX OJNIaHKax), KOTOpbIe TMPEIOCTABISIOTCS MHMHHUCTEPCTBOM U3
PE3ePBHOTO 3araca CreHalIbHBIX PEIENTYPHBIX OJAaHKOB.

13. ®denepanbHble OpraHbl MCIOTHUTEIHHOW BIAcTU (OpPraHbl HUCHOTHUTENHHOW BIACTH
cyobekToB Poccuiickoit Denepariuu) pacupeelssoT MOMyYeHHBIC CIICIUATbHBIC PEICTITYPHBIC
OnmaHKKM MeXAy MEAMIUHCKHMMHM OpraHu3alMsiMH Ha OCHOBAHMM IUIAHOB paclpeaeieHus,
C(I)OpMPIpOBaHHBIX B COOTBCTCTBHUU C 3asdBKaMU MCIUIMHCKHUX OpFaHH3aHHﬁ Ha CII€OUAJIBHBIC



pelenTypHbie OJIaHKH.

I1. Ilopsigok perucTrpauum, y4era ¥ XpaHeHUs CleuraJabHbIX
peuentypHbix 01ankoB o ¢gopme N 107/y-HII

14. MuHuctepcTtBo, uHble (enepanpHble OpraHbl HCHOTHUTEIBHOW BJIACTH W OPTaHbI
WCTIOMTHUTENILHON  BIAacTH cyObekToB Poccuiickoit @Denmepamuu  OpraHU3YIOT XpaHEHUE
CHEIHAJIbHBIX PELENTYPHbIX OJAHKOB B IOJBEJOMCTBEHHBIX OpraHU3alUsAX, YITOJTHOMOYEHHBIX
OCYIIECTBIIATh TOMYYEHUE CHEIHAIBHBIX PEHEeNTypHbIX ONaHKoB OT MUHHCTEpCTBA, HX
XpaHEHHE U BbIJIa4y MEAUIIMHCKUM OPTaHHU3aIUAM (JajIee - YIOJIHOMOYEHHAs OpraHu3aIus).

15. B yHOIHOMOYEHHOM OpraHM3allid W MEAULMHCKOW OpraHu3aluy, IOJIy4YMBIIEH
CHElMaJIbHbIE pELEeNTypHble ONaHKH, OpraHu3yeTcs perucrpanus, y4eT U XpaHEHHE
CHEeLUAIbHBIX PELENTYPHBIX OJIaHKOB.

Perucrpamnusi, yuyeT W XpaHEHHE PE3EepPBHOTO 3amaca CHENUAIbHBIX PEUENTYPHBIX OJIaHKOB
MuHHCTEPCTBA OCYIIECTBISICTCS (eNepaTbHBIM TOCYIAPCTBEHHBIM OFOKETHBIM YUPEKICHUEM,
HaxoAsmMMcs B BeleHMM MuMHHCTEpCTBAa (llajiee COOTBETCTBEHHO - PE3EpBHBIN 3amac,
MTOJIBEIOMCTBEHHOE YUPEKICHHE).

16. Pa®oTHHK, Ha3HAuUEHHBI NPUKA30M PYKOBOAMUTENS YHOJIHOMOYEHHOW OpraHMU3aluu
(YIOTHOMOUEHHOM  OpraHM3aluy, MOABEAOMCTBEHHOTO YUPEXKACHUS) OTBETCTBEHHBIM 3a
pErucTpaImio, XpaHeHHe U Y4eT CHelHalbHbIX PEelenTypPHBIX ONaHKOB (Janiee - OTBETCTBEHHBIN
pabOTHUK), HA OCHOBAHWU JIOBEPEHHOCTH, O(GOPMIICHHOH B TOpPSAIKE, YCTaHOBICHHOM
3aKoHOMaTeabCTBOM Poccuiickoit ®denepanuu (C MOAMKUCHIO PYKOBOAUTENS YMOTHOMOYCHHOM
opraHu3anu (yrmoJHOMOYEHHON OpraHU3aliM, MOJBEIOMCTBEHHOIO YUYpPEXKIEHHs), INIaBHOTO
OyxranTepa, 3aBepEHHBIX KPYIJIOH IeYaThio), MOJTyYaeT CHEelHaIbHble PEeUenTypHbIe ONIaHKU U
OCYIIECTBIISET BeJIEHUE KypHaja PEerUCTpalMi U y4eTa CIelMalbHBIX PeLeNTYpPHBIX OTaHKOB, K
KOTOpoMYy TpuoOmaeT ¢oro- 1 (WIHM) BHIESOMATEPUATIBI, MOATBEpKAAONINEe (HaKkT 0hOPMICHUS
peLenTypHbIX OJIaHKOB Ha JOMY (IIPHU HAJUYUN).

17. XKypHan peructpami M yuyeTa CHEIMAJbHBIX PELENTYypHBIX ONAHKOB JOJDKEH OBITh
NPOHYMEPOBaH, NPOUIHYpOBAaH, HMMETh Ha TIIOCIEIHEH CTpaHUIE 3aluCh, COICPIKALIYIO
KOJIMYECTBO CTPAHUII, IOJHOE HAMMEHOBAaHME YIOJHOMOUYCHHOW OpraHm3anyu (MEIUIIMHCKON
OpTaHU3aIMH, TIOABEJOMCTBEHHOTO YUPEKACHUS), @ TAKKE CKPEIUICH TMOAMUCHIO PYKOBOAUTEINS U
NeYaTbl0 YIOJHOMOYEHHOH OpraHu3anuy (MEIUIWHCKOW OpraHU3ally, ITOJBEIOMCTBEHHOTO
YUPEKACHUS).

KypHan peructpauuu M ydeTa CHEIHAIbHBIX pPELENTYpHBIX OJaHKOB pE3epBHOrO 3amaca
MuHucTepcTBa CKpEIUISIETCSl TakKe TMOAMNHUCHI0 JAUpPEeKTopa (B Cilyyae €ro OTCYTCTBHS -
3aMecTuTeNs nupekropa) JlenaprameHTa peryinupoBaHus oOpaleHus JeKapCTBEHHBIX CPEACTB U
MEAMIIMHCKUX u3enuit MUHUCTEepCTBa U MedyaThio MUHHCTEpCTRA.

18. B ixypHane perucrpaniii ¥ ydeTa CIEHHMAIBHBIX PEIENTYPHBIX OJAHKOB YKa3bIBAIOTCS
CIEAYIOLIME CBEICHUSA:

1) nopsiIKOBBIN HOMED 3alUCH;



2) IpuX0[ CTICUAIBHBIX PEIETITYPHBIX OJaHKOB:

a) PEeKBU3UTHI U J]aTa PEruCTPaLUU MPUXOAHOTO JOKYMEHTA;

0) o01ee KOMM4ecTBO MOCTYNHUBINNX CHEIMATIBHBIX PEENTYPHBIX OJaHKOB;

B) CepHsl U HOMEP CHENHAIbHOTO PEeLENTYPHOTo ONaHKa;

I') KOJIMYECTBO CINELUAIBHBIX PELENTYpPHBIX OJIAHKOB IO KaXKJI0W cepuu;

1) hamMuus, UMs1, OTYECTBO (TIOCIIeTHEE - IPH HAJTMYUH) U TTOITUCh OTBETCTBEHHOTO PaOOTHUKA;
3) pacxoa cnenuagbHbIX PELENTypPHBIX OJaHKOB:

a) JaTa BbIJAYM CTIEHHaIbHBIX pEUENTYPHBIX OJIaHKOB;

0) cepuy 1 HOMEpA BBIJAHHBIX CIEIUATBHBIX PELENTYPHBIX OIAHKOB;

B) KOJMYECTBO BBIJIAHHBIX CIIELUANbHBIX pELENTYpHbIX OJIAHKOB C YKa3aHUEM B CKOOKax
KOJIMYECTBA CHEIMATIBHBIX PELIENTYPHBIX OJaHKOB, BBIIAHHBIX I OpOpMIICHHUS HA JIOMY;

r) ¢gamwiusa, UMs, OT4EeCTBO (MOCIEAHEE - MPU HAJUYUK) U TOANUCH JUIA, MOTYYHBIIETO
CHeIHalIbHBIE PEIENTYPHbIE OJTaHKY;

1) KOIMYECTBO CHEIHUANBHBIX PEIENTYPHBIX OJIAHKOB, O(POPMIICHHBIX Ha IOMY;

e) gammnms, uMs, OT4eCTBO (TOCNIEAHEE - MPHU HATUYMHK) U TMOIIKCH JIMIA, 0(GOPMHUBIIETO
CriellMaibHbIe peLleNTypHbIC OJIaHKHU Ha 10MY;

4) dbamunusi, UMs1, OTIYECTBO (TIOCIIEHEE - IPH HAJTMYHMH) U ITOJIIICH OTBETCTBEHHOTO Pa0OTHHKA,
5) ocTaTok CrenraIbHbIX PEUENTYPHBIX OJaHKOB.

19. CrennanbHBIN peNENTypHBIA ONMaHK SIBISIETCS JTOKYMEHTOM CTPOTOM OTYETHOCTH. 3arac
CHEIHAIbHBIX PEIENTypHbIX ONaHKOB B MEIUIIMHCKOW OpraHU3allMu JOJDKEH XPaHUTHCS B
CIICNUAJIBbHBIX ITOMCIICHUAX, ceﬁ(bax WU B CIICUAJIBHO HU3IOTOBJICHHBIX mKa(bax, 00UTBIX
OLIMHKOBaHHBIM KEJIE30M, C Ha/Ie)KHBIM BHYTPEHHUM WJIM HABECHBIM 3aMKOM.

[Tomemmienusi, ceiidpl, mKkappl, B KOTOPBHIX XpaHATCS CHEIHAJIbHBIE pEIeNTypHbIe ONaHKH,
JOJDKHBL OBITh 3aKpbITBI HAa 3aMKM W IIOCJI€ OKOHYaHUS palbOThl ONeyaTaHbl I€4aThio
YIOJIHOMOUYEHHOM OpraHu3anuy (MEIUIMHCKON OpraHu3alii) WM OIUIOMOHPOBAHBI.

20. B MeOMUIMHCKUX OpraHM3alysaX 3amac CIELHaIbHBIX PELENTYPHBIX OJIAHKOB HE JOJDKCH
MIPEBBIIIATH TOI0BOM MOTPEOHOCTH.

21. Paspemaercss BblAaBaThb MEIUIMHCKOMY pPaOOTHHKY, HMEIOIEMY I[IpaBO Ha3Ha4aTh
HapKOTHYECKHE (TICUXOTPOITHBIC) JIEKApCTBEHHBIE Iperaparbl, €IWHOBPEMEHHO He Ooee
JIBa/ILIATHU CIIELUATIbHBIX PELENTYPHBIX OJaHKOB.

MenunuHckre paOOTHHUKM, BBIMUCHIBAIOIINME pEIENThl Ha HApKOTHYECKHE (TICUXOTPOITHBIE)
JIEKapCTBEHHBIE Ipenaparsl, HA OCHOBAHWHM IIPUKa3a PYKOBOAUTEIS MEAUIIMHCKOW OpraHU3aluu
HECYT JIMYHYI0 OTBETCTBEHHOCTb 3a COXPAHHOCTb IIOJIYYEHHBIX CIELHUAIBHBIX PELENTYpPHBIX
OnankoB. CrienualbHbIe pEUENTypHbIC ONaHKW, MOJTYYCHHBIE MEIMIMHCKUM DPaOOTHHKOM,



XpaHATCS M0J] 3aMKOM B ceii(ax, METaNTNYECKHUX MKadaxX WIA METAJUIMYECKUX SAIIUKAX.

22. B MeAMIMHCKON OpraHu3alMy CO3/1aeTCsl MOCTOSHHO IEHCTBYIONIAs KOMUCCHS, KOTOpas He
pexe 1 paza kBapTai (10 PELIEHUIO PyKOBOIUTENSI MEAUIIMHCKON OPraHN3allud BO3MOYKHO Yallle)
OCYUIECTBIIIET MPOBEPKY COCTOSIHMSI PEruCTpallid W Yy4eTa CHELHMAJIbHBIX PELEeNTypPHbIX
0JaHKOB, B TOM YHCII€ IIyTE€M CBEPKH 3alMCceil JKypHala periucTpalMy U ydera CHelHMaIbHbBIX
peLenTYpPHBIX ONIAaHKOB, ¢ ()aKTHUECKUM HAJIMYHEM CIICIHUAIBHBIX PELUENTYpHbIX OJIaHKOB, a
TaK)Ke IMPOBEPKY COCTOSHUS XPaHEHHsI CIIEIUATIBHBIX PELIENITYPHBIX OJaHKOB.

Ilo pesynpraram DIpPOBEPKM B KypHaj€ PETMCTPALMM U ydeTa CHEHHUAIBHBIX PELENTYPHBIX
OJaHKOB JleNlaeTcs 3aliCh O pe3ylbTarax IPOBEACHUS CBEPKU JAHHBIX, 3aKpeIUIeHHas
MIOAIUCSIMU BCEX YJICHOB KOMUCCHM, WU CO3ACTCS CIIELUAIbHBIA aKT IIPOBEPKH.

23. ®@enepaibHble OpPraHbl HUCIOIHUTEIBHOW BIACTH M OpraHbl HMCIOJTHUTEIBHOW BIJIACTH
cyobekToB Poccuiickoit Denepaiiuu OCYIIECTBISIOT KOHTPOJIb 32 OpraHHU3allieil perucTpaiu,
yu€Ta U XpaHCHUA CHCHHUAIIBHBIX PCLCIITYPHBIX OJIaHKOB B YHOOJHOMOYCHHBIX OpPraHu3anusiax u
MEAMIIMHCKUX OpraHU3aIlHsIX.

24. Bplnaua cHelMaJbHBIX PELENTYpPHBIX ONaHKOB W3 pe3epBHOrO 3amaca MuUHHCTEpCTBa
(denepanbHBIM OpraHaM HCIOJHUTEIBHOM BIACTW M OpraHaM HCIOJIHMTENBbHOM BIAacTH
cyobekToB  Poccuiickoit  ®enepanu  OCYIIECTBISCTCS  OTBETCTBEHHBIM  PaOOTHHKOM
MOJBEAOMCTBEHHOTO YUpPEXJACHUS Ha OCHOBAHMU peuieHuss 00 OTIyCKe ClenruaIbHbIX
peLenTypHbIX OJIaHKOB, O(pOPMIIEHHOTO B BHJIE NMHCbMa, MOANKUCAHHOIO JAUPEKTOPOM (B ciyyae
€ro OTCYTCTBHA - 3aMeCTUTeNleM AHupekTopa) JlemaprameHTa peryaupoBaHus OOpalieHus
JIEKapCTBEHHBIX CPEIICTB U MEIULIMHCKUX U31eIUil MUHHCTEPCTBA.

HpOBCpKa ACATCIIBHOCTHU NOABECAOMCTBCHHOT'O YUPCIKACHUA MO PErUCTpallu, YUICTY U XPAHCHUTIO
pe3epBHOTO  3amaca  OCyllecTBisercs  JlemapraMeHTOM — PerylnupoBaHUs — OOparieHHs
JICKAPCTBCHHBIX CPEICTB M MEAMIIMHCKUX M31esinii MuHHCTEpCTBa 2 pa3a B roj He mo3aHee 20
YHCIIa MECAIA, CIICAYIONIETO 32 HCTEKIIUM MOTYTOAUEM.

Ilpunosxcenue N 6
K npuxazy Munucmepcmea 30pagooxpaneiis
Poccuiickoii @edepayuu

om 24 nosaops 2021 2. N 1094n

HNPABUJIA OPOPMJIEHUA PELIEIITOB,
COAEPKALNINX HASHAYUEHUE HAPKOTUYECKHUX
CPEACTB WJIN ICUXOTPOIIHbBIX BEHIECTB, B TOM
YUCJIE B ®OPME JIEKTPOHHbBIX TOKYMEHTOB



I. Odopmirenne penenta Ha OyMaKHOM HOCHTEE

1. Ha peuentypubix 6mankax ¢opmer N 107/y-HII B 1eBoM BepXHEM YIITy IPOCTABISETCS IITAMIT
MEIUIMHCKOM OpraHM3allii C YKa3aHHEM ee¢ MOJHOTO HAaMMEHOBAaHMSA, ajgpeca W TenedoHa ¢
JaToW BBIMUCKY (aToi 0pOopMIIeHHs) pelienTa Ha JIeKapCTBEHHBIH Ipemnapar.

Peunenrypusie 6manku ¢opmbl N 107/y-HIT u3roraBnmBaroTCs HCKIIOUATEIHLHO TUIOTPAdCKUM
CrocoOoM.

2. Ha peuentypHpix OnaHkaX, OQOPMIISIEMBIX WHIWBUIAYAJbHBIMU MPEANPUHUMATEISIMH,
UMEIOIIUMH JIUICH3UIO0 Ha MEAUIIMHCKYIO IeITeIbHOCTh, B BEPXHEM JIEBOM YTy TUIIOTPAPCKUM
crocoOOM WM MYyTEeM MPOCTABJICHHUS IITaMIIa JTOJDKEH OBITh yKa3aH aJpec WHIUBUIYAIBHOTO
MpeIpUHUMATENS, HOMEp U JlaTa JIMLEH3UHU, HaMMEHOBaHHE OpraHa rocyJapCTBEHHOM BIacTH,
BBIJIABIIETO JIMLICH3UIO.

3. Penentypubie Omanku ¢opmbl N 107/y-HII 3anonHsroTcss MEAMIIMHCKUM PaOOTHUKOM
YEPHWIAMH WU HIAPUKOBON PYUYKOM.

4. Jlomyckaetrcss o(hOpMIICHHE BCEX PEKBHU3WTOB (3a HCKIIOUeHHEeM pekBusnuta "llommuchk
jeyamero Bpaya (moxmuch Qenpamepa, akymepku)") peuenTypHbX OnaHkoB (opmber N
107/y-HII ¢ ucnionb3oBaHreM NeyaTaronuX yCTPOMCTB.

5. B peuentypuom Onanke ¢opmsl N 107/y-HIT B crtpokax "®amunusi, uUMs, OTYECTBO
(mocnennee - nmpu HaiuyuK) nauueHTta" u "Bo3pacT" ykas3bplBaloTCs MOJHOCTHIO (pamMuiusi, UMs,
OTYECTBO (IOCIIEIHEE - IPU HAJTMYMH) MAIMEHTa, €r0 BO3pacT (KOJIUYECTBO MOJIHBIX JIET).

JIomyCTHUMO yKa3aHWe NaThl POXKICHUS MMallUeHTA.
6. B peuentypuom 6ianke ¢popmsr N 107/y-HIT:

1) B ctpoke "Cepus u HOMEp Morca 00s13aTeIbHOTO0 METUIIMHCKOTO CTPaxoBaHUs" YKa3bIBACTCS
HOMeEp ToIHca 003aTeIFHOT0 MEIUIIMHCKOTO CTPAXOBAHUS NAIUeHTA (TIPH HAJTUYUN );

2) B ctpoke "Homep MEAMITMHCKOM KapThl'" YKa3bIBAETCS HOMEp MEIMIIMHCKOW KapThl MAIUCHTA,
MONTyYaIOIEr0 MEIUIIMHCKYI0 TIOMOINb B aMOyJIaTOPHBIX YCIOBUSIX, WM HCTOPUU OOJE3HU
MAIUEHTA, BBITTUCHIBAEMOTO U3 METUITMHCKON OpraHu3allly,

3) B crpoke "damuius, uMs, OTYECTBO (MOCIEAHEE - MPU HAIMYMM) JEYallero Bpaya
(benpamepa, akymepkn)" yka3bpIBaeTCs MOTHOCTHIO (haMHIIWs, UMSI, OTYECTBO (MTOCTEAHEE - TIPH
Hanuuuu) Bpada (Qenpamiepa, axKymepKH), BBITUCABIIETO pELENT HAa HAPKOTHYECKHIA
(ICUXOTPOIHBIN) JIEKAPCTBEHHBIN IIpenapar.

7. B rpade "Rp" peuentypnoro 6manka ¢popmer N 107/y-HII yka3siBaercs:

1) HauMeHOBaHHWE JIGKAPCTBEHHOTO  Mpemapara  (MEXIyHApOTHOE  HEMAaTeHTOBAHHOE
HAaMMCHOBAHHUE, TPYNITUPOBOYHOE MM XUMHUYECKOE HAMMEHOBAaHUE, TOPrOBOE HANMEHOBAHUE) HA
JATUHCKOM sI3bIKE WJIM Ha PYCCKOM s3bIKe, (opMa BBIMyCKa, O3UPOBKA, KOJIUYECTBO
(Yyka3bIBaeTCs MPOMKCHIO HA perienTypHoM Omanke ¢popmbl N 107/y-HIT);

2) cnoco0 MpUMEHEHHs JIEKAPCTBEHHOTO Tperapara Ha TOCYIapCTBEHHOM si3bike Poccuiickoit



denepannu UM Ha TOCYAAPCTBEHHOM s13bIke Poccuiickont Penepanny U rocyJapCTBEHHOM SI3bIKE
pecnyOIIMK U UHBIX s3bIKaX HapoaoB Poccuiickoit denepanun <1>.

<1> Yactp 1 crareu 15 3akona Poccuiickoit ®@eneparuu ot 25 okrsiops 1991 . N 1807-1 "O
s3pIkax HaponoB Poccuiickoit ®denepamuu” (mamee - 3akon N 1807-1). (BemomocTtu cbe3na
HapoaHbix genmytaroB PCOCP u BepxoBrnoro Cosera PCDCP, 1991, N 50, ct. 1740).

8. Ilpu odopmiueHnn penenTypHbIX OIAHKOB 3alpeniaeTcsi OrPaHWYMBATHCS — OOIIUMHU
yKa3zaHUsAMH, HanpuMmep, "BHyTtpennee", "M3BecTHO".

9. Ilpu odopmiennn nanueHTy penentypaoro 6manka ¢Gopmbel N 107/y-HII Ha HapkoTHyeckuit
(ICUXOTPOIHBIN) JIEKAPCTBEHHBIN Mpenapar B paMKax OKa3aHUsS MEIMLMHCKOW MOMOIIM IpHU
OIIpEeIIEHHOM 3a00JIeBaHUM TaKOH PELeNT 3aBepseTCs:

1) moANMUCHIO ¥ TMYHON TIeYaThio Bpava JIMO0 MOANHUCKHIO (enbamepa (aKyepKn);

2) me4yarbl0 MEAMIMHCKOM OpraHM3aluu, JTUOO0 CTPYKTYPHOTO MOApA3eNieHUs MEIUIUHCKOU
opranmzanuu  "Jlns  penenToB", KOTOpas MPOCTABISIETCS  JIULIOM, YIOJHOMOYEHHBIM
PYKOBOIMTENEM MEIUIMHCKOW OpraHM3alii ¢ YyKazaHueM (aMind, HMEHH, OT4YecTBa
(mocnenHee - Npy HAJTMYUKU) U POCTABIEHUEM €r0 JUYHON MOMUCH.

B cnywasx wneobxomumocTH oOQOpMIICHHS pelenTa Ha HApPKOTHYECKUHA (TICHXOTPOITHBIN)
JIEKapCTBEHHBIN Tpenapar Ha IOMYy B paMKax OKa3aHUs MaUIMaTUBHOW MEIUIIMHCKOW MOMOIIH
JOMyCKAeTCsl TPEIBAPUTEIIFHOE 3aBEPEHHE pEIENTa MITAMIIOM MEIUIMHCKOW OpraHW3alny,
MeYaThl0 MEAMIIMHCKOM OpraHu3aliMi JUOO0 CTPYKTYpHOTO TMOApa3AesieHUus METUIIMHCKON
opranmzanuu  "Jlng  peuentoB”, KOTOpas MPOCTAaBISIETCS  JIMLOM, YIOJHOMOUYEHHBIM
PYKOBOIUTENIEM MEAWIMHCKON OpraHM3alid, ¢ yKa3aHueM (aMIINU, WMEHH, OTYEeCTBa
(mocnenHee - MpU HAJMYMK) M MPOCTABICHHWEM €ro JW4YHOW moamucu. [Ipm 3Tom B KypHaie
pPETUCTpaIK ¥ yueTa PeLenTyPHBIX OJIaHKOB B COOTBETCTBUU ¢ [lopsaKoM perucTpanuu, ydera
U XpaHEHUs CHEIHAIbHBIX PpEUENnTYpPHBbIX ONAHKOB HAa HApKOTHYECKHUE CpelCcTBa WU
NICUXOTPOIHbIE BEIECTBA, YTBEPXKIECHHBIM HACTOSILIUM IPUKA30M, JENaeTcs OTMETKAa O €ro
BbIIaue ISl 0hOpMIICHHUS Ha JIOMY, a TaKK€ OTMETKA, YAOCTOBEPEHHAs! MOAINMKCHIO Bpaya JIMO0
denpamepa (akymepku), opOpPMHUBIIETO pelent, o ¢akre ero o(GpopMIICHHS, KOTOPHI MOXKET
OBITh JIONIOJTHUTENHLHO MOATBEPKIEH (POTO- U (UITH) BHIEOMATEpUATIaMHU.

B crpoke "OrTMmerka anTedyHOW opraHu3anuu 00 OTIyCKe" CTaBUTCSA OTMETKAa anTeYHON
OpraHuzanu 00 OTIyCKE HAPKOTHYECKOTO (IICMXOTPOITHOIO) JIEKapCTBEHHOIO Impemnapara (c
yKa3aHWEM HaMMEHOBaHHUS, KOJIMYECTBA OTIYIIEHHOTO HAapPKOTHYECKOro (IICUXOTPOITHOTO)
JIEKapCTBEHHOTO Mpernapara U JaThl €ro OTIycKa), KOTopas 3aBepseTCsl MOAMHCHhI0 pabOTHUKA
anTeYHOW OpraHU3alMy, OTIYCTHUBIIETO HAPKOTHMUECKUH (IICUXOTPOIHBIN) JIEKaPCTBEHHBIN
npenapar (¢ ykazaHueM ero (aMuiInd, UMEHH, OTYeCTBa (TOCIEIHEE - MPU HAIMYHUH), a TAKXKe
KpyIJIOM  TeYaThl0  amnTeYHOW  OpraHuM3alud, B  OTTUCKE KOTOPOH  NTOMKHO  OBITh
UACHTU(PUIMPOBAHO NOJTHOE HAUMEHOBAHNE alITEYHON OpraHU3alliH.

10. Ha omHom penentypHom Omanke ¢opmbl N 107/y-HII paspemaercs ocymiecTBiATh
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HAa3HAYCHUEC TOJIBKO OAHOTO HAMMCHOBAHUS JICKAPCTBCHHOT'O IIpCriapara.

11. MUcnpaBiieHus B perienTe He JOMYCKaOTCA.

I1. Odopmiienue penenra B (popMe JIEKTPOHHOIO JOKYMEHTA

12. Penienit B hopMe 3IIEKTPOHHOTO IOKYMEHTA, TIOAIMMMCAHHOTO YCHUJIICHHON KBATHU(PHUITMPOBAHHON
AIIEKTPOHHOM TOANMUCHI0, (HOPMHUPYETCS MEIUIUHCKAM pPaOOTHUKOM, CBEIEHHS O KOTOPOM
BHECEHBbl B (elepaibHbIil PEerucTp METUIMHCKUX PAa0OTHUKOB <2>, a TaKKe NpU YCIOBUH
perucTpanuy MEAMIMHCKOM OpraHu3alud, B KOTOPOM odopmiisgercs peuent, B ¢eaepaibHOM
peecTpe MEAUIMHCKUX OpraHu3aluii <3> eIMHOM rocy1apcTBEHHON HHPOPMALIMOHHOW CUCTEMBI
B cdepe 3ApaBOOXpaHEHUS U TONKIIOUCHHS TaKOM MEIMIMHCKOM OpraHM3alud K
rocyaapcTBEHHONW MH(POpPMAIIMOHHON cucTeMe B cdepe 3apaBooxpaHeHus cyorekra Poccuiickoit
Oenepaunu <4>.

<2> Yactp 4 crateu 91.1 ®enepanproro 3akoHa N 323-®3 (CobpaHue 3aKOHOIATEIHCTBA
Poccuiickoit ®enepanuu, 2011, N 48, ct. 6724; 2020, N 29, ct1. 4516).

<3> Yactp 4 crateu 91.1 ®enepanpHoro 3akoHa N 323-®3 (CobpaHue 3aKOHOIATEIHCTBA
Poccuiickoit ®enepanuu, 2011, N 48, ct. 6724; 2020, N 29, ct1. 4516).

<4> Crarpn 91 u 91.1 ®DepepanbHoro 3akoHa N 323-®3 (CoOpaHue 3aKOHOIATEIHCTBA
Poccuiickoit denepanuu, 2011, N 48, ct. 6724).

13. Tlo TpeboBaHHIO TAIMEHTAa WM €r0 3aKOHHOTO MPEACTABUTENS OPOPMIIAETCS SK3EMILISP
perenTta B opMe IEKTPOHHOTO JOKYMEHTa Ha OyMa)XHOM HOcUTene ¢ oTMeTkoi "JlyOmukar
AJIEKTPOHHOTO JOKyMEHTa".
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