@

[lpnka3 MuH3apasa Poccumn ot 24.11.2021 N 1094H
"O6 yTBepxaeHun NMopsiaka Ha3HavYeHus
NIEKApPCTBEHHbIX NMpenapaToB, (OPM peLenTypHbIX
6n1aHKOB Ha NekapCTBeHHbIe npenapaThl, [opsiaka
0(pOpMNEHUS YKa3aHHbIX 6/1aHKOB, X y4eTa U
XpaHeHus, popM 6/1aHKOB peLienToB, coAep KaLlmnx
Ha3Ha4YeHne HapKOTUYECKNX CPeacTB Um
NCUXOTPOMNHbLIX BellecTs, lopsaaka nx
N3roTOB/IEHUS1, pacripeaeneHunsl, pernctpaumu,
yyeTa U XpaHeHus, a Takxe MpaBun obopMneHus
6n1aHKOB peLenToB, B TOM 4Yucie B popme
3/1EKTPOHHbIX AOKYMEHTOB"
(3apernctpupoBaHo B MuHtocte Poccun 30.11.2021
N 66124)

[okyMeHT npepoctasneH KoHcynbTaHTIAOC

www.consultant.ru

[ata coxpaHeHus: 26.03.2022


https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

Mpukas MuH3gpasa Poccumn o1 24.11.2021 N 1094+
"O6 yTBepxaeHun MNMopsiaka Ha3HaAYeHNs NeKapCTBEHHbIX
npenapaTos, GopM peuenTyp...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 26.03.2022

3apeructpupoBano B Muntocte Poccun 30 Hosiopst 2021 . N 66124

MWHUCTEPCTBO 3APABOOXPAHEHUA POCCUNCKOWU ®EQEPALINA

NMPUKA3
oT 24 Hosa6psa 2021 r. N 1094H

Ob YTBEPXAEHWUU NMOPAOKA
HA3HAYEHUA NEKAPCTBEHHbIX NMPEMNAPATOB, ®OPM PELEMNTYPHbIX
BJIAHKOB HA JIEKAPCTBEHHBbBIE MNPEMAPATbI, MOPAOKA O®POPMJIEHUA
YKA3AHHbIX BJTAHKOB, UX YYETA U XPAHEHUA, POPM BJIAHKOB
PELUENTOB, COOAEPXALUNX HASBHAYEHUE HAPKOTUYECKUX CPEACTB
NI NCUXOTPOIMHbLIX BEWWECTB, NOPAOKA UX U3ITOTOBJIEHUA,
PACMNPEAOENEHUA, PETUCTPALUN, YHETA U XPAHEHUA,
A TAKXE NMPABUI1 O®OPMJIEHUA BJIAHKOB PELIEINTOB,
B TOM YAUCIJIE B ®OPME J3JIEKTPOHHbIX JOKYMEHTOB

B cootBercTBUU ¢ myHKTOM 16 yactu 2 crathu 14 deaepanbHoro 3akoHa ot 21 HosOps 2011 r. N
323-®3 "OO6 ocHOBax OXpaHbl 310poBbs TpaxkaaH B Poccuiickoii ®enepanuu" (Cobpanue
3akoHoarenscTBa Poccuiickoit denepanuu, 2011, N 48, cr. 6724; 2017, N 31, ct. 4791), nyHkrom 2
cratby 26 ®exepanbHOro 3akoHa ot 8§ sHBaps 1998 r. N 3-®3 "O HapkoTHYECKUX CpEACTBAX M
ncuxotponHbix BemecTBax" (CoOpanue 3akoHomarenbcTtBa Poccuiickoit deneparuu, 1998, N 2, cr.
219; 2017, N 31, cr. 4791), noanynkramu 5.2.177, 5.2.178 u 5.2.179 nyskrta 5 ITlomoxxeHus o
MunuctepctBe 3ApaBooxpaHeHus Poccuiickoit ®Denepanuu, yTBEpKISHHOTO MOCTAHOBJICHHUEM
[IpaButensctBa Poccuiickoit @enepanuu ot 19 urons 2012 r. N 608 (CobpaHue 3aKOHOIATENHCTBA
Poccuiickoit ®eneparuu, 2012, N 26, ct. 3526; 2015, N 23, ct. 3333; 2017, N 52, ct. 8131; 2021, N 43,
CT. 7258), npuKa3bIBalo:

1. YTBepauTh:
[Topsiiok Ha3HAYEHUS JICKAPCTBEHHBIX MpEnapaToB COrIacHO MpuiokeHuto N 1;
(bopMBbI perenTypHBIX OJTaHKOB Ha JIEKapCTBEHHBIE MPEnapaThl COrIacHO MpuiokeHuto N 2;

[Topsimox odopmiieHHs pelenTypHbIX OJaHKOB Ha JIEKapCTBEHHBbIE MpenapaThl, X yuyeTa WU
XpaHEHUs COIVIACHO MpUIokKeHHo N 3;

(GopMbl  OJIaHKOB ~ PELIENITOB, COJEP)KALIMX HA3HAUEHHE HAPKOTUYECKUX CpPEIACTB  WJIHU
MICUXOTPOIHBIX BEIIECTB, COITIACHO NPWIOKEHUIO N 4;

[Topsimok  W3rOTOBIEHMS, pPACHPENCNICHUs,, PErucTpaluy, YydeTa W XpaHEHHUsS pPELENTOB,
COJepKALIMX HA3HAYEHHWE HAPKOTMYECKUX CPEJICTB WJIM TCUXOTPOIHBIX BEIIECTB COIJIACHO
MpUIOKEHUIO N 5;

[IpaBuna odopmieHHsT pelenToB, COACPXKAIIMX HAa3HAYCHHE HAPKOTUYECKUX CPEICTB WU
MICUXOTPOITHBIX BEIIECTB, B TOM YHUCIIE B OPME AIIEKTPOHHBIX JOKYMEHTOB COTIACHO MPHIIOKEHHIO N 6.
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2. Ilpu3HaTh yTpaTUBIIUMU CUILY:

npuka3 MuHncrepcrsa 3apaBooxpaneHus Poccuiickoit @enepanun ot 1 aBrycra 2012 r. N 54n
"O6 yTtBepxkaeHUN (HopMbl OJTAHKOB PEIENTOB, COJACPKAIINX Ha3HAYCHNE HAPKOTUYECKUX CPEICTB MU
MICUXOTPOIHBIX BEIIECTB, MOPSJIKA UX U3TOTOBJIECHUS, paclpeesieHus, perUCTPalluy, YUeTa U XpaHEHUs,
a Taxke npaBuit odhopmiteHus" (3apeructpupoBan MunuctepcTBoM toctuiiuu Poccutiickoit deneparim
15 aBrycra 2012 r., peructpanunonssiii N 25190);

npuka3 MunucrepcTBa 3apaBooxpanenust Poccuiickoir ®enepanuu ot 30 utonsa 2015 r. N 385H
"O BHeceHMHM M3MEHEHUH B mpuka3 MunHcTepcTBa 3apaBooxpaHeHus Poccuiickoit @enepanuu ot 1
aBrycra 2012 r. N 541 "OO yrtBepxaeHun (opmbl OJIAHKOB PEIENTOB, COJCPIKAIINX Ha3HAUCHUE
HapKOTUYECKUX CPEJICTB MJIM ICHUXOTPOIHBIX BEIECTB, MOPSJIKA MX H3TOTOBIECHUS, PACHpEesICHuUs,
perucTpanmy, ydera U XpaHeHHs, a Takke npaBuil odopmiieHus" (3apeructpupoBaH MUHHCTEPCTBOM
rocturu Poccuiickoit @enepanuu 27 HossOps 2015 r., peructpanronubiii N 39868);

npuka3 MunucrepcrBa 3apaBooxpanenus Poccuiickoit @eaepaunn ot 21 anpenst 2016 r. N 254u
"O BHeceHMM M3MEHEHMH B npuka3 MuHucrtepcTBa 31paBooxpaHeHus Poccuiickoit @enepanyu ot 20
nexabpst 2012 r. N 11751 "O0 yTBep>KACHUHU TMOpsAAKAa HA3HAUYEHUS W BBHINUCHIBAHHS JIEKAPCTBEHHBIX
IpernapaToB, a Takke (OpM peuenTypHbIX OJaHKOB Ha JIEKapCTBEHHbIE Ipenaparhbl, MOpsAIKa
oopMIIeHHs yKa3aHHBIX OJIAHKOB, UX yueTa U XpaHeHus" u npuioxenue N 2 k npukasy MuHucTepcTBa
3npaBooxpanenus Poccuiickoit ®@enepanuu ot 1 aBrycra 2012 r. N 54n "OO ytBepkaeHun (GpopMbl
OJIaHKOB PELENTOB, COJAEPKAIIMX HAa3HAUEHHWE HAPKOTHUYECKUX CPEACTB MJIM NCUXOTPOIHBIX BEIECTB,
MOpsAJIKa HMX W3TOTOBJIECHMS, PACHpPEIEIICHUs, PETUCTPALMM, y4eTa W XPaHEHUs, a TakkKe IpaBHI
odopmiieHus" (3aperucTpupoBan MuHUCTEpCTBOM ocTuinu Poccuiickoii @eneparuu 18 uromnst 2016 1.,
peructpauroHHblid N 42887);

IYVHKT 4 U3MEHEeHUl, KOTOpble BHOCATCS B HEKOTOPBIE MPUKa3bl MUHUCTEPCTBA 3/]paBOOXPAHEHUS
U comuaibHoro paszputus Poccuiickoit denepanu u MuHucTepCcTBa 37apaBoOXpaHeHus Poccuiickoin
@denepanyii MO BOMpPOcaM OOpaleHHs] JIEKApCTBEHHBIX TMPENapaTroB, COJAEPKANIMX HAPKOTUYECKUE
CPEICTBA, IICUXOTPOIHBIE BEIIECTBA M UX IPEKYPCOPBI, U JIEKAPCTBEHHBIX CPEACTB, MOJUIEKAIIUX
IIPEIMETHO-KOJIMYECTBEHHOMY YYETy, YTBEP)KICHHBIX IpHUKa3oM MUHHCTEPCTBA 3/1paBOOXpPAaHEHUS
Poccuiickoit @enepanuu ot 31 okts16ps 2017 r. N 8821 (3apeructpupoBad MUHUCTEPCTBOM IOCTULIUU
Poccuiickoit ®enepanuu 9 suBaps 2018 r., perucrpanuonnsiii N 49561);

npuka3 MwuHHCTepcTBa 3ApaBooxpaneHust Poccuiickoit deneparun ot 11 ngexabps 2019 r. N
10211 "O BHeceHun uzMeHeHui B npunoxkeHus N 2 n 4 k npukasy MuHUCTEpCTBaA 31paBOOXPAaHEHUS
Poccuiickoit ®eneparmu ot 1 aBrycra 2012 r. N 54n "OO0 yTBepxaeHHUH (OpPMBI OJIAHKOB PELENTOB,
COJIep/KalluX Ha3HAYEHHE HAPKOTUYECKUX CPEJICTB WIM ICUXOTPOIHBIX BELIECTB, MOpPsSAKAa HX
W3TOTOBIICHHSI, PACTIPEICICHUs, PETUCTPAIMK, ydeTa W XpaHeHWs, a Takke mnpaBuwil odopmieHus"
(3apeructpupoBan  MwuHHCTEpcTBOM tocTuruu Poccuiickoit ®enepammu 28  suBaps 2020 r.,
peructpanronubii N 57293);

nprka3 MunucrepcTsa 31paBooxpanenust Poccuiickoit ®eneparuu ot 8 okts10pst 2020 r. N 10761
"O BHeceHnu n3MeHeHuid B Ilopsmok perucrpanyy, ydera M XpaHEHUs CHELUUAIBHBIX PELENTYPHBIX
ONaHKOB Ha HApPKOTHYECKHE CPEACTBA WM TICUXOTPOIHBIC BEIIECTBA, YTBEP)KIACHHBIH IMPHUKA30M
MunuctepctBa 3apaBooxpanenus Poccuiickoir ®eneparuu ot 1 asrycra 2012 1. N 54n"
(3apeructpupoBan  MunHCcTepcTBOM foctunimu  Poccuiickoir ®eneparun 13 wHosi6ps 2020 .,
peructpanroHubiii N 60898);
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npuka3 MunucTepcTBa 31paBooxpaHeHust Poccuiickont @enepanuun ot 14 suBaps 2019 r. N 4u
"OO6 yTBep>KACHUU MOpsAKa Ha3HAUCHHS JIEKAPCTBEHHBIX MpenapaToB, (opM perenTypHbIX OJaHKOB Ha
JICKapCTBEHHBIE Tperaparbl, mnopsaka o(GOpMIICHHS YKa3aHHBIX OJAHKOB, WUX ydeTa M XpaHeHHs"
(3apeructpupoBan  MuHuctepctBoM toctuiuu  Poccuiickoir  ®enepamuun 26 wmapra 2019 r.,
peructpauroHHbIid N 54173);

npuka3 MwuHHCTepcTBa 3ApaBooxpanenust Poccuiickoit deneparun ot 11 ngexabps 2019 r. N
10221 "O BHeceHMM M3MEHEHMH B npuka3 MuHucTepcTBa 31paBooxpaHeHus Poccuiickoin @enepanuun
ot 14 suBaps 2019 r. N 4u "OO yTBep>KACHUU MOPsI/IKa Ha3HAUYEHUS JIEKAPCTBEHHBIX MpernaparoB, Gopm
pelenTypHbIX OJAHKOB Ha JIEKapCTBEHHbIC IpenapaThl, Mopsaka opopMICHHs yKa3aHHBIX OJaHKOB, UX
ydeTa U XpaHeHusa" (3apeructpupoBaH MuHuctepcTBOM toctuiin Poccuiickoit @enepanuu 28 ssHBaps
2020 r., peructpaunoHHbii N 57292);

npuka3 MunucrepcTBa 31paBooxpanenus Poccuiickoit @eaepanun ot 8 oktsaops 2020 r. N 10751
"O BHECEHWHM HW3MEHEHUW B TMOPSIOK HA3HAYCHHs JIEKAPCTBEHHBIX IIPENapaToB, YTBEPKIACHHBIN
npukazoM MuHuctepcTBa 31paBooxpaHeHus Poccuiickoit @enepauyu ot 14 sguBaps 2019 r. N 41"
(3apeructpupoBan MuHUCTepCcTBOM octuimu Poccmiickoii @Denepanuu 22 gexadbps 2020 1.,
peructpauroHHblid N 61695);

OyHKT 3.8 VIHCTPYKIMM O MOPSAIKE BHIMUCBHIBAHUSA JIEKAPCTBEHHBIX NpenapaTtoB U o(opmileHus
peLenToB M TpeOOBaHMM-HAKIAHBIX, YTBEPXKIAEHHON IMpHKa3oM MUHHCTEpPCTBA 3/1paBOOXPAHEHUS U
coumanbHoro pa3suths Poccuiickoit @enepaunu ot 12 pespanst 2007 r. N 110 "O nopsake Ha3HaAUSHUS
U  BBINHMCHIBAHUS  JIGKAPCTBEHHBIX  IPENaparoB, M3ACIUNH  MEIMLMHCKOIO  Ha3HA4eHU U
CTHELUAIN3UPOBAHHBIX MPOIYKTOB JeueOHOro mutaHus" (3aperucTpupoBaH MUHHCTEPCTBOM FOCTUIUH
Poccutiickoit ®eneparuu 27 anpens 2007 ., peructpannoHHbii N 9364);

npuka3 MUHHCTEPCTBA 3ApaBOOXPAHEHUS U COLMAIBHOrO pa3BuThs Poccuiickonn denepanun ot
17 mas 2012 r. N 5621 "OO0 ytBepx)acHuu Ilopsaka oTmycka (pU3MUECKHM JIHIAM JIEKAPCTBEHHBIX
MpenaparoB JJis MEIULMHCKOTO MPUMEHEHHUs, COAEPKALIUX KPOME MajbIX KOJUYECTB HAPKOTUUECKUX
CPEACTB, TICHXOTPONHBIX BEUIECTB M HX IHPEKypCcOpoB Jpyrue ¢apMakoJOTHUECKUE AaKTHBHBIC
BemlecTBa" (3apeructpupoBan MunucrepctBoMm toctuniuu Poccuiickoit ®@enepauuu 1 utons 2012 r.,
peructpauroHHblid N 24438);

IYHKT 2 U3MEHEHUH, KOTOpbIe BHOCATCS B HEKOTOPBIE MPUKa3bl MUHUCTEPCTBA 3/]paBOOXPAHEHUS
u couuanbHOro pasutus Poccuiickoil denepanuu, yTBEpXKAEHHBIX IpUKa3oM MUHHCTEpCTBa
3npaBooxpaneHuss Poccuiickoit @eneparun ot 10 wumrons 2013 r. N 369 (3apeructpupoBaH
MunuctepctBoM roctunu Poccuiickoit @enepanun 15 urona 2013 r., peructpannonssiii N 29064);

npuka3z Munucrepersa 3apaBooxpanenus Poccuiickoit @enepanun ot 21 aBrycra 2014 r. N 4651
"O BHECEHHWW M3MEHEHUH B TOPSIOK OTHMYCKa (PM3MYECKUM JIMIIaM JIEKAPCTBEHHBIX MpPEnapaToB IS
MEJUIMHCKOTO TPUMEHEHHs, COAepXallhuX KpOMe MaJjblX KOJWYECTB HAPKOTUYECKHX CpPENICTB,
IICUXOTPOIIHBIX BELIECTB M HUX IPEKYypcoOpoB Apyrue (papmMakoIOrMUeCKHUe aKTHBHBIE BEIIECTBA,
YTBEP)KJICHHBIM MpHKa3oM MMHUCTEPCTBA 3PaBOOXPAaHEHMsS M COLMAIBHOrO pa3BUTUs Poccuiickoit
@eneparun ot 17 mas 2012 r. N 562H" (3apeructpupoBan MuHHCTEpCTBOM tocTUIMUM Poccuiickoit
®enepanuu 10 centsops 2014 r., peructpauuonssiii N 34024);

OYHKT | M3MEHEHU, KOTOPhIE BHOCATCS B HEKOTOPBIE MPHKa3bl MUHUCTEPCTBA 3PAaBOOXPAHEHUS
U commaibHoro paszsutus Poccuiickonn denepannu u MuHHCTEpCTBA 3apaBOOXpaHeHus Poccuiickon
®denepanun, yTBEPKIACHHBIX MpUKa3oM MHHHUCTEpPCTBA 3/paBooxpaHeHus: Poccuiickoit denepauuu OT
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10 cents6ps 2015 r. N 634u (3apeructpupoBan MunuctepcTBoM roctuiuu Poccuiickoit @eneparyu 30
ceHts10ps 2015 r., perucrpannonssiii N 39063);

IIYHKT 3 M3MEHEHUI, KOTOpPbIE BHOCATCS B HEKOTOPBIE NTPUKa3bl MUHUCTEPCTBA 3/1paBOOXPAHEHUS
U commaibHoro paszsutusi Poccuiickonn ®@enepannu u MuHHCTEpCTBA 3apaBOOXpaHeHus Poccuiickon
@denepanii MO BOMpocaM OOpalleHHs] JIEKApCTBEHHBIX MPENnaparoB, COJAEpKAlIMX HapKOTUYECKUE
CPEICTBA, ICUXOTPOIHBIE BELIECTBA M HMX IIPEKYpPCOPOB, M JIEKAPCTBEHHBIX CPEICTB, MOJIEKAIIUX
IIPEIMETHO-KOJIMYECTBEHHOMY YYETy, YTBEP)KIACHHBIX IpHKa3oM MUHHCTEpCTBA 31paBOOXPAHEHUS
Poccuiickoit ®eneparun ot 31 okTs6ps 2017 r. N 882H (3apeructpupoBaH MHUHHUCTEPCTBOM FOCTULIUU
Poccuiickoit @enepanuu 9 suBaps 2018 r., perucrparnuonnsiii N 49561).

3. Peuentypubie Omanku ¢opmbl N 107/y-HII, u3roroBneHHble A0 OHS BCTYIUIEHHS B CHILY
HACTOSIIEro MprKa3a, MOT'YT ObITh HCIIONb30BaHb! 10 1 Mapta 2023 roaa.

4. Hacrosamumii mpuka3 BcTynaeT B cuiy ¢ 1 mapra 2022 r. u gelictByet a0 1 mapta 2028 r.

Munuctp
M.A.MVYPAIIIKO

ITpunoxxenne N 1

K IpHUKa3y MHUHUCTEPCTBA 3/[PaBOOXPAHEHHS
Poccniickoit ®eneparn

ot 24 Hos0ps 2021 r. N 1094n

norPAAOK HASHAYEHUA NEKAPCTBEHHbIX MPEMNAPATOB
. Obwme nonoxeHus

1. Ha3HaueHue JIEKapCTBEHHBIX IIpeNapaToB JUIsl MEAMLUHCKOIO IPUMEHEHus (Jajnee -
JIeKapCTBEHHbIE MpEenapaThl) OCYIIECTBISIETCS JeUallluM BpadyoM, (esbIiepoM, akylmepKol B cilydae
BO3JIOKEHUS HA HUX IIOJHOMOYMM Jieyalllero Bpaya, IpU OKa3aHWMM MEIULUHCKON IOMOIIM B
MEIUIMHCKUX OpraHuM3aumsx <I1>, B [OpsJIKE, YCTAHOBJIEHHOM IIpHKa3oM MuHuUCTEpCTBa
3/IpaBOOXPAaHEHUs U colalIbHOTO pa3Butus Poccuiickoit @eneparuu ot 23 mapra 2012 r. N 2521 "O0
yTBep)kaeHun [lopsinka BoznmokeHuss Ha (Qenpiiiepa, akyllepKy PpyKOBOAWUTENEM METUIIMHCKOM
OpraHu3aly IpU OpraHU3alMM OKa3aHUs MEPBUYHOM MEIMKO-CAHUTAPHOM IIOMOIIM U CKOPOM
MEJULMHCKOW TOMOIIM OTAENbHBIX (DYHKIMI Jiedamiero Bpada MO HEHNOCPEICTBEHHOMY OKa3aHHIO
MEJIMLIMHCKONW MOMOIIM MAaIMEeHTy B MEpHOJ| HAOMIONEHUS 32 HUM M €ro JICUEHHs, B TOM YHCIE IO
HA3HAYEHUIO0 M IPHUMEHEHUIO JIEKAPCTBEHHBIX IPENaparoB, BKIKOYas HAPKOTUYECKHE JIEKAPCTBEHHbBIC

mpemapaTel M NICHXOTPOIHBIE  JIGKAPCTBEHHBIE — mperaparbl’  <2>,  HHIUBUAYaTbHBIMU
MPEANPUHUMATEIISIMA, OCYIISCTRIISIIOIIAMA MEJIHUIIMHCKYIO JCSITEILHOCTD (J1ajiee - MEIUIIUHCKHC
pabOTHHKWN).

<I> [yskr 11 crateu 2 denepanbroro 3akoHa ot 21 nHostOps 2011 r. N 323-®d3 "O6 ocHoBax
OXpaHbl 370poBbs rpaxaaH B Poccuiickoit @enepamuu” (Cobpanue 3akoHomatenbcTBa Poccuiickoit
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Oeneparnun, 2011, N 48, ct. 6724, 2019, N 52, ct. 7796) (nanee - ®enepanbubiii 3akoH N 323-D3).

<2> 3apeructpupoBad MunucrepctsoM roctunuu Poccuiickoit @enepanuun 28 ampens 2012 r.,
peructpauroHHblid N 23971 ¢ u3aMeHeHus MU, BHECEHHBIMU ITPUKa30M MUHMCTEPCTBA 3paBOOXPaHEHUS
Poccuiickoit @enepanuu ot 31 okts6ps 2017 r. N 882H (3apeructpupoBad MUHUCTEPCTBOM IOCTULIUU
Poccuiickoit ®enepanuu 9 suBaps 2018 r., peructparionssiii N 49561).

Menunuackuii paboTHUK, O(GOPMUBIIMK pELENT ¢ HapylIeHHWEM HAaCTOSIIEro MHOpsaKa, WIH
PYKOBOJIUTENb MEAMIMHCKOW OpraHu3alui  00ecreynBaloT CBOEBpPEMEHHOE TmepeodopMiieHne
TpeOyeMoro Al MalMeHTa PerenTa.

2. CBeneHuss O Ha3HAYCHHOM JICKapPCTBEHHOM TMpernapare (HaMMEHOBAHHE JIEKapCTBEHHOTO
npenapara, J03UPOBKa, CIIOCO0 BBEJACHHS U NMPUMEHEHUS, PEKUM JIO3UPOBAHUS, TTPOIODKATEILHOCTh
Je4eHus U O0OOCHOBaHHME Ha3HAUEHUS JIEKApCTBEHHOTO IIperapara) BHOCSATCS MEAULIHUHCKUM
PabOTHUKOM B MEIUIIMHCKYIO JOKYMEHTAIIUIO MallHeHTa.

B cnyuasx, ykazaHHbIXx B myHKkTax 8 - 11 Hacrosmero Ilopsiika, MeIUIMHCKUN paOOTHUK,
HA3HAYMBIIMHA JEKapCTBEHHBIN Mpenapar, oGopMisieT Ha3HAYCHHUE JIEKAPCTBEHHBIX IpPEnapaToB, B TOM
qyclie MOJIeKAIIUX W3TOTOBJICHUIO U OTIYCKY aNTEYHbIMH OpraHU3alUsMu (Jajiee - JIEKapCTBEHHbIE
npenapaThl HHAUBUIYaJIbHOTO M3TOTOBIIEHUS), HA pEeLENTYpHOM OJilaHKe, 0OPMIIEHHOM Ha OyMa)XHOM
HOCHUTEJIE 32 CBOEH MOANUCHIO (ajee - pelenT Ha OyMa)KHOM HOCHUTeEINE), U (WIM) € COIIacus NalueHTa
WIN €ro 3aKOHHOTO MpeACTaBUTeNs <3> Ha peLenTypHOM OjaHKe B (pOpMe 3JIEKTPOHHOTO TOKYMEHTa C
WCTOJIb30BAHUEM YCUJICHHOW KBAIM(UIIMPOBAHHOM JIEKTPOHHON MOJMMCH MEIMIIMHCKOTO pabOTHHKA
(manee - peuent B popmMe 3IEKTPOHHOTO JOKYMEHTA).

<3> Ilynkr 2 crateu 20 denepanmbHoro 3akoHa N 323-O3 (CobpaHue 3aKOHOAATEIHCTBA
Poccutickoit ®eneparuu, 2011, N 48, cT. 6724; 2021, N 27, cT1. 5159).

Penienit B popmMe 37€KTPOHHOTO JAOKYMEHTA, COACpXKALlUil HazHaue€HHEe HAPKOTHYECKUX CPE/ICTB
WIA TICUXOTPOIHBIX BEIIECTB, MOANUCHIBACTCS C WCIOJIB30BAHMEM YCHUJICHHOW KBaIM(PUIUPOBAHHOMN
AJIEKTPOHHOMN MOJIMCH JIeHalllero Bpaya Uil (espaiiepa, aKylepky, Ha KOTOPhIX BO3JI0KEHbI (PYyHKLINN
JIeHalero Bpaya, 1 COOTBETCTBYIOIIEH MEIUIIMHCKOM OpraHu3anuu <4>.

<4> Ilyskr 1 crateu 26 @enepanpHoro 3akoHa oT 8 sHBaps 1998 r. N 3-®3 "O HapkoTHYECKHX
CpeaCcTBaxX U NMcUXoTpomnHbIX BemecTBax" (Cobpanue 3akoHoaarenscTBa Poccuiickoit denepanuu, 1998,
N 2, crt. 219, 2017, N 31, ct. 4791) (nanee - ®enepanbubiii 3akon N 3-D3).

Odopmienne peuentoB B popMe JIEKTPOHHBIX IOKYMEHTOB OCYIIECTBIISIETCS B CiIydae MpUHSATUS
YIOJIHOMOYECHHBIM OpPraHOM HCIIOJTHHUTEIBHOW BJIacTH cyObekTta Poccuiickorr ®enepanuun B
COOTBETCTBUM C HyHKTOM 4 crtatbu 6 PenepanmbHoro 3akoHa ot 12 ampens 2010 r. N 61-®3 "O6
OOpallleHnn JIEKapCTBEHHBIX cpelcTB" <5> pemieHUs 00 HCHOJb30BAHMU HAa TEPPUTOPUHM CyOBEKTa
Poccuiickoit @enepanun HapsIy C pelentaMH Ha JIEKapCTBEHHBIE Ipernapartbl, o(pOpMIICHHBIMH Ha
OyMa)XHOM HOCHTEJe, peIeNnTOB Ha JIEKapCTBEHHbIE IpenapaTsl, C(HOPMHPOBAHHBIX B (opme
ANEKTPOHHBIX IOKYMEHTOB.
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<5> Cobpanue 3akoHoaarenscTBa Poccuiickoit @eneparun, 2010, N 16, ct. 1815, 2019, N 52, cr.
7793.

3. Ilpu BbIKMCKE NalMEeHTa M3 MEIUIMHCKOM oOpraHu3alud, B KOTOPOM €My OKa3blBajach
MEIUIIMHCKAs TOMOIIb B CTAl[MOHAPHBIX YCIOBUSX, NPU HEOOXOAMMOCTH MPOJODKEHHUS IpHUeMa
JIEKapCTBEHHOI'0 Mpernapara B aMOyJaTOPHBIX YCJIOBUSAX JaHHOMY IALMEHTY IO PEIICHUI0
PYKOBOIUTENS MEAMLMHCKOM OpraHu3alMd Ha3HadaiTcs ¢ odopmileHHeM peuenta B (opme
9JIEKTPOHHOTO JOKYMEHTa M (WiIM) Ha OyMa)XHOM HOCHUTEJe (32 UCKIIOUEeHHEM O(pOpPMIICHHS pELeNTOB
Ha JICKApCTBEHHBIC IMPENapathl, MOMJIEKAIINE OTIMYCKYy OECIIaTHO WM CO CKUAKOW) OO BBIIAIOTCS
(MaLMeHTy WIM €ro 3aKOHHOMY IPEJICTaBUTENI0) OJHOBPEMEHHO C BBIMIUCKOM M3 HCTOpPUM OO0JE€3HU
JIEKapCTBEHHbIE TIPerapaThl, B TOM YHUCIE HAPKOTHUECKHE U IICUXOTPOIHBIE JIeKapCTBEHHbIE Mpenaparhl,
BHeceHHble B cnucky [I m Il mepedyHs HapKOTMYECKHMX CPEACTB, INCUXOTPOIHBIX BEIIECTB U HX
IIPEKYpPCOPOB, MOMIEKAMUX KOHTPosIt0 B Poccuiickoit @enepanuu, yreepxkacHHoro IIpasurenscrsom
Poccuiickoit deneparmu <6> (nanee - IlepeueHsb), CHIIbHOICHCTBYIOIINE JICKAPCTBEHHbBIE MpenapaThl,
Ha CPOK IpHeMa IMalMeHTOM 110 5 JHEH.

<6> [lyskT 2 ctateu 2 ®enepanbHoro 3akoHa N 3-D3 (Cobpanue 3akoHOaTENbCTBA Poccuiickoit
Oenepanun, 1998, N 2, cT. 219; 2016, N 27, cT. 4238).

4. Ha3HaueHue JEKAapCTBEHHBIX IMpENapaToB MpPHU OKA3aHUM MEIUIMHCKOW TMOMOIIM B
CTAIlMOHAPHBIX  YCJIOBUAX MOXET OCYIIECTBISITHCS TOCPEACTBOM TPEeOOBaHWN  MEIUIIMHCKON
OpraHM3allik, HAaNpaBiIs€eMbIX B  aNTE€YHbIE  OpraHUW3alWH, SBJSIIOIIAECS  CTPYKTYPHBIMH
MOJpa3IeICHUSIMA MEAUIIMHCKON OpraHu3anuu. <7>

<7> IlyHkT 54 ctateu 4 ®enepanbHoro 3akoHa ot 12 ampenst 2010 r. N 61-®3 "O6 oOpaienun
nexapcTBeHHbIX cpeacTB" (CobOpanue 3akoHomarenbcTBa Poccuiickoit @epepanuu, 2010, N 16, cr.
1815; 2019, N 31, ct. 4456) (nanee - denepanbubiii 3aKkoH N 61-D3).

5. Ha3naueHue IEeKapCTBEHHBIX MPENapaToB OCYIIECTBISCTCSA MEIUIIMHCKHUM PAOOTHUKOM 10
MEKyHApOAHOMY HEIIaTEHTOBAHHOMY HAUMEHOBAHUIO, A IIPU €r0 OTCYTCTBUM - TPYNIIMPOBOYHOMY MIIH
XUMUYECKOMY HaMMEHOBaHMIO. B cioydae OTCYTCTBHA MEXAYHApOJHOIO HENATEHTOBAHHOTO
HAaMEHOBAHMS W TPYNIHUPOBOYHOIO WJIM XMMHYECKOTO HAaWMEHOBAHMS JIEKAPCTBEHHOIO Iperapara
JIEKapCTBCHHBIN Tpenapar HazHA4aeTCs MEAUIIMHCKUM pPAOOTHUKOM IO TOPTOBOMY HAMMEHOBAHUIO.
[Ipn Hammuuu MEAMIIMHCKUX TIOKa3aHUM (MHAMBUAYyalbHAas HEMEPEHOCUMOCTh, MO JKU3HEHHBIM
MOKa3aHUsIM) IO PEIICHUIO BpauyeOHOM KOMHUCCHH MEIUIIMHCKON OpraHu3amuu <8> OCYIIECTBIISICTCS
HazHayeHHe M odopmileHHe Ha3HA4YeHHs JICKAPCTBEHHBIX MPErapaToB, HE BXOMASAIIMX B CTaHAAPTHI
MEIHUIIMHCKONW TMOMOIIH, pa3pabOoTaHHBIE B COOTBETCTBMM C OYHKTOM 14 ctatbu 37 ®DemepanbHOTO
3akoHa N 323-®3 <9>, unu He NpeyCMOTPEHHBIX COOTBETCTBYIOIIEH KIMHUYECKON PEKOMEHIAIUEH,
mub0 MO TOPrOBHIM HAMMEHOBAaHWSM. PelieHue BpadyeOHOW KOMHCCHU MEIUITUMHCKON OpraHHU3aliy
(bukcHpyeTcs B MEAWIIMHCKON JOKYMEHTAIINH MMAllMEeHTa U B )KypHaJIe BpaueOHOW KOMUCCHUH.

<8> [Ipuka3 MuHHCTEPCTBA 3IpaBOOXPAHEHUS U COLMAlIbHOTO pa3BuTus Poccuiickoii deneparuu
ot 5 mas 2012 r. N 5021 "OO0 yTBep:KIeHUH MOPSAIKA CO3/IaHUS U JAEITeIbHOCTH BpadyeOHON KOMUCCUU
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MEIUIIMHCKONW opraHu3ainuu’ (3apeructpupoBan MunuctepcTBoM foctuiiuu Poccuiickoit @eneparuu 9
utoHs 2012 r., peructpaunoHubii N 24516) ¢ u3MeHEHUSIMH, BHECEHHBIMU MPHUKa30M MUHUCTEpCTBA
3npaBooxpaneHus Poccuiickoit ®enepamum ot 2 gexabps 2013 r. N 886H (3apeructpupoBaH
MunuctepctBoM toctuninu Poccuiickoit deneparuu 23 nexadps 2013 r., peructpanronnsiii N 30714).

<9> CoOpanue 3akoHoaTenbcTBa Poccuiickont @enepamuu, 2011, N 48, ct. 6724.

Eciu npu oka3aHuum DanuMeHTy MEAMIIMHCKOM NOMOIIM B MEIMUMHCKOM OpraHu3aluyd B
CTAIlMOHAPHBIX YCIOBHSIX [0 PEIMICHHUI0 BpaueOHOW KOMHMCCHUU OCYIIECTBISIFOTCS Ha3HA4YeHHE U
MIPUMEHEHHUE JICKAPCTBEHHOTO IMpernapaTa ¢ KOHKPETHBIM TOPTOBBIM HAMMEHOBAHUEM, TO MPHU OKa3aHUU
JAHHOMY TAIMEHTy MEIUIIMHCKOW TOMOIIM B MHOM MEIMIIMHCKOW OpTraHM3allid B CTAllMOHAPHBIX
YCJIOBUSIX, @ Tak)Ke B aMOYJATOPHBIX YCJIOBHSX OCYIIECTBIACTCS Ha3HAYCHHE €My JICKaPCTBEHHOTO
rpenapara ¢ TeM e TOProBbIM HauMeHoBaHueM <10>.

<10> IIyskr 2 nocranosieHus [IpaBurenscrBa Poccniickoit @enepanuu ot 30.06.2020 N 965 "O
BHeCeHMU n3MeHeHuil B IlpaBuna ¢popMupoBaHus mepeyHs JeKapCTBEHHBIX CPEICTB, 3aKyIKa KOTOPBIX
OCYIIECTBIISIETCSI B COOTBETCTBUH C UX TOPTOBBIMH HANMEHOBAHUSMH, U O IPUMEHEHUH JIEKaPCTBEHHBIX
MpenapaToB ¢ KOHKPETHBIMUA TOProBbIMU HauMeHoBaHusaMu'" (CoOpaHue 3akoHoAaTeNbcTBa Poccuiickoit
Oenepanun, 2020, N 28, ct1. 4422).

6. Ha3naueHue neKkapcTBEHHOTO Ipernapara B perente Ha OyMaKHOM HOCHTEJE WIM perente B
(dopMe 3JIEKTPOHHOTO JOKyMEeHTa O(OpMIISIETCS Ha WMS IMalWeHTa, A KOTOpOro MpeaHa3HA4YeH
JIEKApCTBEHHBIN ITpenapar.

Penent Ha GymaxkHOM HocuTene, oopmiieHHBIH Ha peuentypHoM Omanke Gopm N 107/y-HII, N
107-1/y, N 148-1/y-88, N 148-1/y-04(;1), yTBep>KIE€HHBIX HACTOSIIIUM MTPUKA30M, MOXKET OBITh MOJyYCH
MAlMEHTOM, €T0 3aKOHHBIM MPEACTaBUTEIEM WM JIUIIOM, UMEIOIINM O(OPMIICHHYIO B COOTBETCTBHU C
IpaXJIaHCKUM 3aKoHO/aTeNbcTBOM Poccuiickoit dexepany JOBEPEeHHOCTh OT MAlMEHTa HA IPaBO
II0JIy4€HHUs TAKOTO pelenTa (Jajiee - yoJHOMOYEHHOE JIULIO).

[IpencraBneHne JOBEPEHHOCTH HE TpeOyeTcs B Cydae MOJMY4YEHHUs pelenTa Ha JEKapCTBEHHBIN
mpenapar JUisli MHKypaOenbHOro OOJBHOIO HAa  3aBEpLIAIOIIEM J3Tale €ro JKU3HU  JIUIOM,
OCYILECTBIIIOUIMM yXOJl 3a TAaKMM HWHKypaOeiabHbIM Oo0JbHBIM. B TakoMm ciydae MeAMLUHCKHUMA
paOOTHUK BBLAAET JIMIly, OCYILIECTBISIOIIEMY YXOJ 3a HWHKYpaOeiabHbIM OOJIbHBIM, JOKYMEHT,
MOJTBEPXKAIOUINIA UHKYpaOelbHOe COCTOSIHME OOJIBHOTO, COJEpIKAlUii CBEACHUS O JIMIE, KOTOpoe
OyzeT Noiy4arh JIEKapCTBEHHBIC MpenapaThl MO peuenty ((pamMuius, uMs, OT4ECTBO (TIOCIEAHEE - MPH
HaJIU4YuM), BHUJI, cepus U (WIM) HOMEp MAOKYMEHTa, YAOCTOBEPSIOLIErO JHMYHOCTH), 3aBEPEHHBIN
MOJANUCHI0O U Te4YaThl0 JAHHOTO MEAMIIMHCKOrO paboTHHKA, a TakkKe Ie4yaTblo MEAMIIMHCKON
OpraHu3alHH.

I[OKyMeHT, HOI[TBep)KILaI-OH_II/Iﬁ I/IHKypa6CJ'IBHOG COCTOsHHEC 6OJ'H:>HOFO, OCTaeTcsl B alTeuHOM
OpraHu3anunu.

Penient B hopMe 3IEKTPOHHOTO JOKyMEHTa (hOPMHUPYETCS ¢ MCIOIB30BAHUEM TOCYIapCTBEHHON
nH(pOpMallMOHHONH cucTeMbl B cepe 3apaBooxpaHeHust cyObekta Poccuiickoit denepauuu,
MEIUIIMHCKOW MH(POPMAIIMOHHON CUCTEMBI METUIIMHCKOM opranu3anuu <1 1>,
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<11> Crateu 91 u 91.1 denepanpHoro 3akoHa N 323-®3 (CobpanHue 3aKOHOAATEIHCTBA
Poccuiickoit @eneparuu, 2011, N 48, ct. 6724; 2021, N 27, ct. 5141).

@akT BBIAYM peLENTa Ha JEKApCTBEHHBIM Ipenapar 3aKOHHOMY IPEACTAaBUTEIIO WIH
YIOJHOMOYEHHOMY JHUILY (PUKCUPYETCS B MEAUIIMHCKONW JOKYMEHTAIH MTallleHTa.

7. MenuuuHCKUM pabOTHUKAM 3arperiaercss ohopMIIsTh PELenThl MPU OTCYTCTBUHU Y IMAallUEHTa
MEIUIIMHCKUX TIOKa3aHUl; Ha HE3aperuCTPUPOBAHHBIE JIEKAPCTBEHHbIE Mpemaparel <12>; Ha
JIEKapCTBEHHbIE MpeMnapaThl, KOTOPbIE B COOTBETCTBUU C MHCTPYKILUEH 110 METULIMHCKOMY PUMEHEHHIO
MpeAHa3HaYeHbl JUIsl IPUMEHEHHUS TOJIBKO B MEIUIIMHCKUX OpraHU3alMsIX; Ha HAPKOTUYECKHE CPEACTBA
U TICUXOTPOIIHBbIE BeIIeCTBa, BHeCceHHBbIe B crucok Il Ilepeduns, 3aperucTpupoBaHHBIE B KadyeCTBE
JIEKapCTBEHHBIX MPEMApaTOB, B IEJAX MPUMEHECHHUS IS JICUCHHS] HAPKOMaHHUH.

<12> Pemenue Cosera EBpasuiickoii sxoHOMHUYecKoi komuccuu ot 3 Hos0ps 2016 r. N 78 "O
[IpaBunax perucTpalid M 3KCIEPTU3bI JIGKAPCTBEHHBIX CPEACTB IS MEIUIMHCKOrO NpUMeHeHus"
(opunmanbHbIi caliT EBpazniickoro SKOHOMUYECKOTo coro3a http://www.eaeunion.org/, 21 nostopst 2016
r.). Crates 13 ®enepanpuoro 3akoHa N 61-D3 (Cobpanne 3akoHonaTenbcTBa Poccuiickoit denepanuu,
2010, N 16, ct. 1815; 2020, N 14, cT. 2028).

NuauBuayanbHbIM — OPEIIPUHUMATENSIM, OCYIIECTBISIIOIIMM — MEIULUHCKYIO  JAEATEIbHOCTb,
JIOTIOJTHUTEIBHO K TpeOOBaHUAM, yKa3aHHBIM B a03alle MEepBOM HACTOSIIETO IYHKTa, 3alperiaeTcs
oopMIIATH perenTsl Ha HAPKOTHYECKHE CPEICTBA U IICUXOTPOITHBIEC BEIIECTBA, BHECEHHBIE B criucKy 11
u I Ilepeuns (nasnee - HApKOTUYECKUE U IICUXOTPOIIHbIE JIeKapcTBEHHbIE Mpemnaparsl cnuckos I n I
[lepeuns).

8. Ilpu Ha3HAYCHMM HAPKOTUYECKUX W IICUXOTPOIHBIX JICKAPCTBEHHBIX MperaparoB crucka Il
[epeuns, 3a UCKIIFOUCHHEM JICKAPCTBEHHBIX MPEMapaToB B BHJIE TPAHCACPMAIBHBIX TEPAICBTUYCCKUX
CUCTEeM M JICKapCTBEHHBIX IMPEMapaToB, COACPXKAIIMUX HAPKOTHYECKOE CPEICTBO B COYCTAHUU C
AQHTarOHUCTOM OINMHOUIHBIX PELENTOPOB, PEUENnThl Ha OyMa)XHOM HOcHTede OQOpMIIOTCS Ha
peuentypaoM 6manke popmer N 107/y-HIL.

9. Penentypnsiit 61mank popmbsr N 148-1/y-88 odopmisercs npu Ha3HAYEHUH:

1) HapKOTHMYECKHUX M ICUXOTPOIHBIX JIEKapCTBEHHbIX npenapaTtoB cnucka Il Ilepeuns B Buue
TPAHCAEPMAJIBHBIX TEPANEBTUYECKUX CHUCTEM, HAPKOTUYECKUX JIEKapCTBEHHBIX IpenapartoB cnucka Il
Ilepeuns, copepkalmux HAPKOTUYECKOE CPEICTBO B COYETAaHUM C AHTATOHUCTOM OIUOMIHBIX
peLenTopoB, ICUXOTPOIHBIX JIEKAPCTBEHHBIX NpenapaTos cuucka I [Tepeuns;

2) KOMOMHMPOBAHHBIX JIEKAPCTBEHHBIX NPENApaTOB, COACPKAILNX:
a) KOJEMH WM ero coju (B MepecyeTe Ha YHCTOE BEUIeCTBO) B KoiuuecTtBe a0 20 Mr
BKJIIOYMTENBHO (Ha 1 103y TBepaod JiekapcTBeHHOW ¢opMbl) uWiaum B KoiudectBe g0 200 mr

BKrOUnTENbHO (Ha 100 Mt wnu 100 r kuaKo# ekapcTBeHHOM (OPMBI sl BHYTPEHHETO MPUMEHEHUS);

0) mnceBnoddenpuHa TUAPOXJIOPUI B KoinmdecTBe, mpesbimatomieM 30 mr, m jgo 60 wmr
BKJIIOYHMTENBHO (Ha 1 103y TBEpI0O¥ JIeKapCTBEHHOMW (POPMBI);
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B) TMceBAod(enpuHa TUAPOXJOPUI B KoiumdecTBe, mpesbimnatonmeM 30 mr, m jgo 60 wmr
BKJIIOYMTEIBHO B COUETAHUHU C JIEKCTPOMETOP(HaHOM THIPOOPOMUIOM B KOJIHUYECTBE, IpeBbimatomeM 10
MT, ¥ 10 30 MI' BKITIOUHMTENBHO (Ha 1 103y TBEpOH JIEKapCTBEHHOMH (HOPMBI);

r) nekcrpomeropdana ruapoOpomus B koiuuectse 10 200 mr BriarountenbHo (Ha 100 mut nam 100
T KUIKOM JIeKapcTBEHHON (hOPMBI JJIsl BHYTPEHHETO IPUMEHEHHUS );

1) adeapuHa THAPOXIOPU B KonudecTse, npepbimatomeM 100 mr, u 10 300 Mr BKIIOYUTEIHHO
(ra 100 mut mnm 100 1 KuAKON JTeKapCTBEHHOM (POPMBI 11 BHYTPEHHEr0 MPUMEHEHH );

e) sdenpuna ruapoxiopua B KoiuuyectBe o0 S50 Mr BrimouuTenbHO (Ha 1 703y TBepaoi
JIeKapCTBEHHOH (POPMBI);

) (EeHWINpOMaHOIAMUH B KOJMYECTBE 10 75 Mr BKIouuTenbHOo (Ha | m03y TBepaoi
nekapcTBeHHOU Gopmbl) wiu 10 300 mr BrmrountenbHo (Ha 100 M unmu 100 T %KUAKOM JeKapCTBEHHON
(GhopMBbI 17151 BHYTPEHHETO IPUMEHEHHUS );

3) ¢eHobapbuTan B KoiaMyecTBe O 15 MI' BKJIIOYUTEIBHO B COYETAHUHU C KOJEMHOM (WJIM €ro
COJISIMM) HE3aBHCHUMO OT KosndecTBa (Ha 1 103y TBepo0il JTekapcTBEHHOM (OpMBI);

u) ¢enobapburan B KomuyectBe 10 20 Mr BKJIIOYHUTENBHO B COYETAaHUU C dS(eapuHOM
TUIPOXJIOPHUIOM HE3aBUCUMO OT KoJiuecTBa (Ha 1 103y TBepoi J1eKapCTBEHHOM (opMbl);

K) XJIOpJIMA3eNoOKCU B KOJIHUYECTBE, peBbimiatomeM 10 mr, u 1o 20 mMr BKiIroYuTeNbHO (Ha 1 103y
TBEPJI0H JIEKapCTBEHHOU (POpMBI);

3) nexapcTBEHHBIX IMPENapaToB MHIMBHIYAIbHOIO M3TOTOBJIEHHUS, COAEPIKALIMX HAPKOTUYECKOE
CPEeACTBO WMJIM NCUXOTporHoe BemiecTBo cnucka Il Ilepeuns, u npyrue ¢papMakosoruueckue aKTHUBHbIC
BEIIECTBA B [103€¢, HE MPEBBIIAIONIECH BBICIIYKD pa3OBYyI0 J03Y, M IPH YCIOBUU, 4YTO OTOT
KOMOWHUPOBAHHBIM JIGKAPCTBEHHBI Tpemapar He SBISIETCS HAPKOTHYECKUM WM TICHXOTPOIHBIM
JIEKapCTBEHHBIM IpenapaToM cnucka Il [Tepeuns;

4) nexkapCTBEHHbIX IIPENapaToB, BKIIOYEHHBIX B [EPEYEHb JIEKAPCTBEHHBIX CPEACTB JJIs
MEIULUHCKOTO TNPUMEHEHUs, MOJUIeKAIIMX IPEeIMETHO-KOJIMYECTBEHHOMY  yudeTy (nanmee -
JIeKapCTBEHHBIE MpenapaThl, BKIOUYEHHBIE B iepeueHb [IKY) <13>.

<13> HoanyskT 5.2.171(1) nynkra 5 nocranoBieHus [IpaBurenscra Poccuiickoit deaepannu ot
19.06.2012 N 608 "O6 ytBepxnaenun I[lonoxenuss o MunHuctepcTBe 3apaBooxpaHeHust Poccuiickoit
Oenepannn" (manee - Ilomoxenue o Munucrepctse) (CoOpaHue 3aKoHOIATEILCTBA Poccuiickoit
®eneparnuun, 2012, N 26, ct. 3526; 2013, N 16, cT. 1970).

10. Peuentypusiii 61ask Gopmber N 148-1/y-04(11) opopmiisiercss mpu Ha3HAYCHUH JIEKAPCTBEHHBIX
MpermapaToB rpakJaHaM, IMEIOIIUM MPaBo Ha OeCIIaTHOE MOyYeHHUE JICKApPCTBEHHBIX MTPETapaToB WIIN
MOJTyYEHHUE JICKAPCTBEHHBIX TPENapaToB CO CKHUIKOH.

11. Peuenrtypnsiii 61ank popmer N 107-1/y obopmiisercs mpyu Ha3HAYCHHUH:

1) nekapcTBEHHBIX MPENapaToB, HE YKa3aHHBIX B MyHKTax 8, 9 Hacrosmero [lopsaka;
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2) KOMOMHHPOBAHHBIX JIEKAPCTBEHHBIX MPENAPaTOB, COACPKALIUX:

a) SproraMMHa THAPOTApTpaT B KOJIMYECTBE JO S5 MI BKIIOYMTENbHO (Ha 1 103y TBepaoi
JIeKapCTBEHHOH (POPMBI);

0) a¢enpuna ruapoxiopua B kommdectBe A0 100 mr BrmountenbHo (Ha 100 Mo wmm 100 1
KHUJIKOU JICKapCTBEHHOM (POPMBI JII BHYTPEHHETO IPUMCHEHU );

B) 1iceBao3(deaprHa THAPOXIOPH]] B KOJIMYecTBe, He mpebimatomem 30 mr (Ha 1 103y TBepro
JIEKapCTBEHHON (OPMBI);

r) nceBaoddenprHa THAPOXJIOPHI B KOJWYecTBE, He mpeBbimamomemM 30 Mr, B COYETaHUH C
neKkcTpoMeTopdaHoM TUAPOOPOMHIOM B KoiaudecTBe, mnpeBbimammeM 10 mr, mw go 30 wr
BKJIIOUUTENBHO (Ha 1 103y TBEpAOH JIeKapCTBEHHOU (popMmbl);

n) nekctpoMeropdaHa TUIpoOpoMHa B KojnyecTBe, mpeBbimaromeMm 10 mr, m mgo 30 wmr
BKITIOYHMTENBHO (Ha 1 103y TBEpI0M JIGKapCTBEHHOW (POPMBI);

e) ¢enobapOuTan B KoiuuecTBe, mpesbiaronieM 20 mr, u 10 50 Mr BKiIounuTeNnbHO (Ha 1 103y
TBEPJIOM JIEKAPCTBEHHOM (HOPMBI);

k) (enobapburan B kommuecTBe 10 20 Mr BKIIOYUTEIBHO B COYETAHWH C JPTOTAMHHOM
THIPOTAPTPATOM HE3aBHCHMO OT KomdecTBa (Ha 1 103y TBepaoil TexkapcTBEHHOH (POpMBI);

3) XJOopAHa3enoKcH B KoaudecTtse A0 10 Mr BkItoUnTENnbHO (Ha 1 103y TBEpAOH JieKapCTBEHHON
dhopmbi).

12. IIpu Ha3HaAYEHUH JIEKAPCTBEHHOIO IMpenapara WHIMBHUIYyalbHOTO U3rOTOBJIEHUS B PELIENTE Ha
OyMaxHOM HocHuTene © (WiaM) perente B QopMe DIEKTPOHHOTO JOKYMEHTa HauMEHOBaHUS
JIEKApCTBEHHBIX CPEJICTB (BEILECTB), BKIIOUEHHBIX B nepedeHb [IKY, yka3piBatoTCsi B Hayajie pelerra,
3aTEM - BCE OCTAJIbHBIE HHTPEIUCHTHI.

13. Ilpu Ha3HaueHUU JEKApPCTBEHHOTO IperapaTa B pelente Ha OyMa)XKHOM HocuTele U (WiIn)
peuente B (GopMe 3JIEKTPOHHOTO IOKyMEHTa 3alpellacTcs MPeBbIaTh KOJUYECTBO HAPKOTUYECKHUX
CPEACTB WM ICUXOTPOIHBIX BEIIECTB, KOTOPOE MOXET OBITh BBIMHCAHO B OJHOM peLEITe,
yCTaHOBJIEHHOE npuioxkeHueM N 1 k HacrosimeMy [lopsaky, 3a HCKIIIOUEHHEM CIIy4yaeB, YKa3aHHBIX B
nyHkTax 15 u 24 nvacrosmero [lopsizka.

14. ITpu Ha3HAUYEHUU JEKAPCTBEHHBIX NpenapaToB, BKIOUEHHbIX B epeueHb [IKY, no3a koTopsix
MPEBBIIIACT BBICIIMN OJHOKPATHBIA MpHEM, MEIWLUHCKUA pabOTHUK 0O0O03HadyaeT [03y 3TOro
JIEKapCTBEHHOI'0 IIperapara B pelente Ha OyMa)KHOM HOCUTENE HPONMCHIO C IPOCTABICHUEM
BOCKJIMLIATEJILHOTO 3HAaKa M (MJIM) MPOCTaBIsIeT BOCKIMLATENBHBIA 3HAK IpU O0GOPMIIEHUH pEeLenTa B
(opMe 3IEKTPOHHOTO JOKYMEHTA.

15. KonnuecTBo Ha3HaYEHHBIX JIEKAPCTBEHHBIX IPENapaToB, BKIOYEHHbIX B nepedeHs [IKY, npu
OKa3aHWM MAalMeHTaM, HYKIAIOMMMCS B JUIMTEIBHOM JICYEHUN, NEPBUYHOM MEIMKO-CAHHUTAPHOMN
MOMOUIM ¥ NAJJTHATUBHOW MEIUIIMHCKON MOMOIIM MOXET OBbITh YBEJIWYEHO C YYETOM KIMHHUYECKHX
pekoMeHaanui He Oosiee 4yeM B 2 pa3a 10 CPaBHEHUIO C KOJIMYECTBOM HAPKOTHUYECKUX CPEACTB HIIU
NICUXOTPOITHBIX BEILIECTB, KOTOPOE MOKET OBITh BBIMCAHO B OJHOM pEIENTe, YCTaHOBJIECHHBIM
npunoxenueM N 1 k Hacrosmemy [lopsaxy.
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B ciyudasx, npenycMOTpeHHBIX ab3alieM MepBbIM HACTOSIILETo MMyHKTa, Ha pelenTax Ha OyMa)KkHOM
HOCHTEJIE NMPOU3BOANTCS Haanuch "Ilo cnenuaibHOMY Ha3HAYEHMIO", OTAENIBHO 3aBEPEHHAs MOJIUCHIO
MEIUIMHCKOT0 pabOTHUKA M TEYaThi0 MEIMIMHCKOW opranm3auuu "Iy peuenToB", Ha penenTax B
dbopmMe DIIEKTPOHHOTO JOKyMEHTa mpou3BoauTcss oTMmerka "Ilo cremuansHOMY Ha3HaueHHIO" ¢
MPOCTaBJICHUEM YCHIIEHHOW KBAIU(DPUIIMPOBAHHOM 3JIEKTPOHHOM MOANMCH MEIUIIMHCKOTO pabOTHHKA.

16. CoctaB neKapCTBEHHOIO Ipernapara, jJekapcTBeHHas (opma U oOpallleHue MeIULUHCKOTO
paboTHUKa K (apMaleBTUYECKOMY PaOOTHUKY 00 OTIyCKe JIEKapCTBEHHOIO Mpemnapara Ha OyMa)KHOM
HocHUTeNle OPOPMIISIOTCS Ha JJATUHCKOM MJIM PYCCKOM SI3BIKE B POJAUTEIILHOM MaJeKe, 32 UCKIIOUCHUEM
oopmieHus perenToB B GopMe IEKTPOHHOTO JTOKYMEHTA, OCYIIECTBIIEMOTO Ha PYCCKOM SI3BIKE.

[Ipu odopmileHHH penenTypHBIX OJIAHKOB JOIMYCKAeTCsl HWCIOJIb30BaHUE COKpamieHud (
npuioxenue N 2 k Hactosimemy [lopsaxy).

HpI/I Ha3sHaA4YCHUHU JICKAPCTBCHHOI'O IIp€riapata HE MOOIYCKACTCA COKpAIlCHHUEC HaMEHOBaHUMN
HHI'PEAUCHTOB, COCTAaBJIAIOIINX HeKapCTBCHHBIﬁ npemnapar, HE IMO3BOJAKIINX YCTAHOBUTD, Kakoi
MMCHHO HeKapCTBeHHBIﬁ npemapaTr Ha3HAYCH.

17. Cnoco0 npuMeHeHHs JIEKapCTBEHHOTO Mpernapara 0003HavaeTcs C yKa3aHueM MyTH BBEJCHHUS,
7103bl, YaCTOThl, BPEMEHU MpHEMa OTHOCUTENIBHO CHa (yTpPOM, Ha HOYb) U €ro JJIUTEIBbHOCTH, a AJIs
JIEKapCTBEHHBIX TpENapaTroB, B3aMMOICHCTBYIOIIMX C MHIIEH, - BPEMEHH HUX YNOTpeOIeHUS
OTHOCHUTEJIBHO IIpHeMa MUIIM (10 €1bl, BO BPEMs €/1bl, II0CIIE ebl).

18. Tlpu HEOOXOAMMOCTH HEMEIJICHHOTO WJIM CPOYHOTO (B TEUCHHUE JBYX PaOOUYMX ITHEH) OTIyCcKa
JIEKapCTBEHHOTO TMpernapara TMalUMeHTy B BEpXHEH dacTu perenta Ha OyMa)kKHOM HOCHUTENE
MIPOCTABJIAIOTCS 0003HaYeHHs "cito" (cpouHo) uim "statim" (HeMeaieHHO). AHATOTHYHBIE 0003HAYCHUS
MIPOCTABJISIOTCS B BUAEC OTMETOK P 0(hOPMIICHHUH perienTa B (hopMe FIEKTPOHHOTO JOKYMEHTA.

19. Ilpu odopmieHnn Ha3HAYEHUS TOTOBOIO JIEKAPCTBEHHOI'O MpernapaTa B perente Ha OyMa)kHOM
HOCUTENIe WM pelente B (OpMe 3JIEKTPOHHOIO JOKYMEHTa KOJIMYECTBO JEHCTBYIOLIMX BEILECTB
YKa3bIBAE€TCSI B COOTBETCTBUU C HHCTPYKIHMEH IO MEIUIMHCKOMY NPUMEHEHUIO JIEKapCTBEHHOTO
npemnapara. J[onmycTuMo ykas3bIBaTh TO3UPOBKY JIEKAPCTBEHHBIX MPENapaToB CUCTEMHOTO AeHcTBUS (71
pe30pOTUBHOrO TMpHEeMa) B TBEPABIX JICKAPCTBEHHBIX (opMax (Hampumep, TaOJIETKH, ITOPOILIKH,
KariCyJibl) KaK COJIEp)KaHWE OIHOTO WM HECKOJBKHX JECHCTBYIOUIMX BEIIECTB B €IUHHIIAX MAacchl (B
rpaMmax, Mmumrpammax). JlomycTuMo — yKasbIBaTh  JTOBMPOBKY JICKAPCTBEHHBIX IPEMapaToB
CHUCTEMHOI'0 JEHCTBHS (A7 pe30pOTHBHOrO IPUMEHEHMs) B JKUAKUX JIEKapCTBEHHBIX (hopmax
(HampuMep, pacTBOPHI, CYCIEH3UH) KaK COJlepKaHHe OTHOTO WIIM HECKOJBKUX JEHCTBYIOIINX BEIIECTB B
€IMHUIIAX MacCchl Ha €AMHHUIYy oO0beMa (HampuMmep, MHUIMTPaMM/MHJUIMINTP) C YKa3aHHEM OOIIero
o0beMa JIEKapCTBEHHOU (hOPMBI.

[Tpu odopmiieHUN Ha3zHAYCHHS JIEKAPCTBEHHOTO Mpernapara WHAWBUIYAIBHOTO W3TOTOBJICHHS B
periente Ha OyMa)XHOM HOCHTENE WM peuente B (opMe 3JIEKTPOHHOIO JOKYMEHTa KOJIUYECTBO
TBEPJBIX M CHIMyYHMX ¢apMaleBTUUeCKuX cyOcTtaHmmii ykaswsiBaeTcss B rpammax (0,001; 0,5; 1,0),
KHUJKUX - B MIJUTHIIUTPAX, TPaMMax M Karuisix.

20. Peuentel Ha OyMa)XHOM HOCHTeNE, B JOpME DIIEKTPOHHOTO TOKYMEHTa, OGOpPMIICHHBIE Ha
penentypaoM Onanke ¢opmbl N 148-1/y-88 um mpenHasHaueHHBIC IJIsi OTIYCKa JIEKAPCTBEHHBIX
MpEenapaToB, NPEAYCMOTPEHHBIX NOANMYHKTaMH | - 3 myHkTa 9 Hactosuiero [lopsiaka, 1elicCTBUTEIbHBI B
TeyeHue 15 aHeit co 1HA opopMIIeHHUS.
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21. Penentsl Ha OyMaXHOM HocuTelne, B (opMe 3JEKTPOHHOTO JOKYMEHTa, O(hOpMIIEHHBIE Ha
penentypaoM Omanke ¢dopmbl N 148-1/y-04(;1) u mpemHa3HaueHHBIC ISl OTIYCKA JIEKApPCTBEHHBIX
[IpenapaToB IpaxkJaHaM, ykazaHHbIM B IyHKTe 10 Hacrosiero Ilopsinka, nelictButenbHbl B TeueHue 30
IHEW co IHS OQOpMIICHHS, 32 HCKIIOUYEHHEM CiIy4aeB O(QOPMIICHHS pElenTa B COOTBETCTBHU C
nyHkramu 38 u 39 Hacrosmero [lopsaka, npy KOTOPBIX OH JAEHCTBUTENIEH B TeueHUe 15 nHel co aHs
o opMIIeHHUS.

22. Peuentsl Ha OyMa)XHOM HOCHTeNE, B (JOpME DIIEKTPOHHOTO TOKYMEHTa, OGOpPMIICHHBIE Ha
penentypaoM Omanke ¢dopmbl N 148-1/y-04(;1) u mpenHa3HaueHHBIC ISl OTIYCKA JIEKApPCTBEHHBIX
MpENnapaToB rpa)xJaHaM, JOCTUTLIIMM IEHCMOHHOTO BO3pacTa, HWHBAJIMAAM MEPBOM  TPYIIIHL,
NETSIM-UHBAJIMIAM, a TaKKe TpakaaHaM, CTPAJAIOIINM XPOHUYECKUMH 3a00JIeBaHUSIMU, TPEOYIOIIMMHI
JUTUTEIIBHOTO KYpPCOBOTO JICUCHHUS, ICHCTBUTENbHBI B TeueHue 90 mHel co nHA odopmiieHHs, 3a
HCKJIIOUCHHEM CIIy4aeB, yKa3aHHbIX B IyHKTax 38 u 39 nHactosimero Ilopsigka, mpu KOTOpPBIX OH
neiicTBUTeNeH B TeueHue 15 nueit co aHs ohopMIIeHHs.

Jiis neyeHHs XpOHMYECKMX 3a00JeBaHMN yKa3aHHBIM KaTETOPHSIM TpaX</I1aH JIEKapCTBEHHBIE
npenaparsl ¢ 0(OpMIIEHHEM PELIENTOB HAa OYMa)kKHOM HOCHTENIE WM PELENTOB B (hOpME IEKTPOHHOTO
JIOKYMEHTa MOTYT Ha3HayaThCsl Ha Kypc jedeHus 10 180 nuei.

23. Peuentel Ha OyMa)XHOM HOcHTeNE, B OpMe AJIEKTPOHHOTO TOKYMEHTa, O(OpMIICHHbIE Ha
peuentypHoM Onanke ¢opmbel N 107-1/y u npeaHasHadeHHble [UId OTIyCKa JIEKAPCTBEHHBIX
IIpenapaToB, MPeLyCMOTPEHHbIX MyHKTOM 11 Hactosimero [Topsinka, nelictBurensHsl B TeueHue 60 nHen
co AHA 0(pOpPMIICHHUS.

HpI/I Ha3HA4YCHUM T'OTOBBIX JICKAPCTBCHHBLIX MPCIAPATOB HU JICKAPCTBCHHBIX [MPCIIAPATOB
WH/IMBUAYaJTBHOTO M3TOTOBJICHUS NAIMEHTaM ¢ 3a00JIeBaHUSAMH, TPEOYIOIINMH JITUTEIHHOTO KypCOBOTO
JedeHus, ¢ odopmieHHeM Ha perentypHoM Omanke ¢opmbel N 107-1/y peuenta Ha OyMaKHOM
HOCHUTENe WM B (OpME SIIEKTPOHHOTO JOKYMEHTa YCTaHABIMBACTCS CPOK JICHCTBUS perenta B
npezenax 0 OHOTO Toja.

B ciydae ycraHOBIIEHMS CpoKa JEHCTBHS pelenTa B Ipeaenax 10 OJHOTO roja B peELenTe
npousBoauTcs Haanuck: "llo crnenuansHOMYy Ha3zHA4eHUIO", 0003HAYAETCS CPOK JACUCTBHS peuenta u
NEpUOANIHOCTD OTITyCKa JICKApPCTBCHHBIX npemnapaTroB u3 anTeyHo opraHmuzalnvun 501041
UHIWBUAYAJIBbHBIM MPCANPHUHUMATCICM, UMCIOIUM JIMICH3UIO Ha (bapMaHeBTI/I‘ICCKYIO ACATCIIbHOCTD
<14> (eXeHeIeNIbHO, €KEMECSIYHO M HUHbIE NEepHUoAbl). J[OMOIHUTENBHO 3TO yKa3aHHE 3aBepseTrcs
MOJIUCHI0O MEMIIMHCKOrO0 pabOTHHKA, a TAKXkKe MeYaThl0 MEeIUIMHCKON opranuzauuu "Jlyis penentos”
(1t peuenta Ha OyMa)KHOM HOCHTEJE) WIM YCHJICHHON KBaJTU(UIIMPOBAHHON 3JIEKTPOHHOM MOMHUCHIO
MCAUIIMHCKOI'O pa6OTHI/IKa " JIMia, YIOJIHOMOYCHHOI'O 3aBCPATh JOKYMCHTBI OT UMCHU MeﬂHHHHCKOﬁ
opraHu3anuu (Juig perenta B (hopMe IEKTPOHHOTO TOKYMEHTA).

<14> [lynktr 47 yactu 1 craten 12 denpepanbHoro 3akoHa ot 4 mas 2011 r. N 99-®3 "O
JTUIEH3UPOBAHUU OTIENbHBIX BUAOB JAesaTensHocTH" (manee - @DenmepanbHblii 3akoH N 99-D3)
(Cobpanwue 3akonogarenscTBa Poccuiickoit @enepamnuu, 2011, N 19, ct. 2716; 2021, N 27, ct. 5177).

24. Peuenthl Ha JIeKapCTBEHHBIE IMpenapartbl, BKItoueHHble B mnepedeHb [IKY, mis neuenus
MAIUEHTOB C XPOHUYECKUMH 3a00JIEBaHUSIMU MOTYT O(hOPMIISITECS HA Kypc JieueHus 10 60 mHe.
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B ciyuae, korna kypc jeueHust cocramiser Oosiee 30 mqHEH, IONMOJHUTENBHO B pelenTax Ha
OyMa)KHOM HOCHUTeIe MPOU3BOAUTCs Haamuch "llo cnennanibHOMY Ha3HaYeHUIO", 3aBepeHHAs TIOIHChHIO
MEIUIMHCKOT0 pabOTHUKA M TEYaThi0 MEIMIMHCKOW opranm3auuu "Iy peuenToB", Ha penenTax B
(dbopMe SIEKTPOHHOTO JOKyMEHTa mpou3BoauTcs otMerka "[lo crenuanbHOMY HasHaYeHUIO" C
MIPOCTaBJICHUEM YCHJIEHHOW KBaJM(ULIMPOBAHHOMN 3JEKTPOHHOM MOANKCH MEIULMHCKOIO pabOTHHKA U
JIMLIA, YIIOJTHOMOUYEHHOT'O 3aBEPATh TOKYMEHTBI OT IMEHU MEIUIIMHCKON OpraHu3aluu.

25. Peuent Ha OyMaxHOM HocuTene B (OpMe 3UIEKTPOHHOI'O JOKYMEHTa, O(QOPMIICHHBIM ¢
HapyIlIeHHEeM yCTaHOBJICHHBIX HacTosuM [lopsiakom TpeGoBaHuUil, cuuTaeTcs HeleHCTBUTEIbHBIM.

Il. HasaHayeHUe nekapcTBEHHbLIX NpenapaToB NPy OKasaHUU
MeAULIMHCKOW NOMOLLM B CTaLMOHAPHbIX YCNOBUSAX

26. HpI/I OKa3aHUMU ITalITUCHTY MEIUIIMHCKON ITIOMOIIU B CTAllUOHAPHBIX YCJIOBHUAX HA3HAYUCHUC
JICKApCTBCHHBIX MIPCHapaToOB MPOU3BOAUTCA 0e3 O(I)OpMJIeHI/ISI peuciita MSCIAUIUHCKUM pa6OTHI/IKOM
CAUHOJIMYHO, 3a UCKIIFOYCHHUEM CJIYUaCB, YKA3aHHBIX B ITYHKTC 27 HaCcTOoAIICTO Hop;l;u(a.

27. CornacoBaHH€ Ha3HAYEHUs JIEKAPCTBEHHBIX IPENApaToB C 3aBEAYIOIIUM OTICICHUEM WU
OTBETCTBEHHBIM JEKYPHBIM BpauoM JUOO JIPYrHUM JIMIIOM, YIOJHOMOYEHHBIM MPHKA30M TIJIaBHOTO
Bpaua MEIUIUHCKON OpraHu3aliM, a TaKXke, IPU HAIWYMM, C BPAYOM - KIMHUYECKUM (hapMaKoiorom
HE00XOIUMO B CITydasix:

1) OHOBPCMCHHOT'O HA3HAUCHUA IISATU U Ooiee JICKApPCTBCHHLIX NPCIIAPATOB OAHOMY MALIUCHTY,

2) Ha3HA4YCHUS JICKAPCTBCHHBIX IIPEMapaToOB, HC BXOAANIUX B HNCPCUCHDL KU3HCHHO HGO6XOI[I/IMBIX
U Ba)XKHEWIINX JIEKAPCTBEHHBIX INpenaparoB <15>, Npy HETUNUYHOM TE€YEHHM 3a00JieBaHUs, HAJIUYUU
OCJIO’)KHEHUH OCHOBHOTIO 3a0ojieBaHUS M (WJIM) CONMYTCTBYIOUIMX 3a00JieBaHUM, MPU Ha3HAYECHUU
JICKapCTBEHHBIX IPENnapaToB, OCOOEHHOCTH B3aUMOACWCTBUS UM COBMECTHUMOCTH KOTOPBIX COIJIACHO
UHCTPYKIMAM 1O MX TNPUMEHEHUIO TNPUBOJIAT K CHUKEHUIO H(PQPEKTMBHOCTH U 0€30MacHOCTH
(dapmakoTepanuu 1 (WIK) CO37at0T MOTEHIIMAIBHYIO OTIACHOCTH JUISl )KU3HH U 3/J0POBbS MaIMEHTA.

<15> Yactu 1 crateu 60 denepanpHoro 3akoHa N 61-O3 (Cobpanue 3aK0HOIATEIHCTBA
Poccuiickoit ®eneparuu, 2010, N 16, cT. 1815; 2020, N 29, cT. 4516).

B yka3zaHHBIX ciyyasix Ha3Hau€HHUE JIEKAPCTBEHHBIX MpPemapaToB (PUKCUPYETCS B MEAMIIMHCKON
JOKYMEHTAIlMN TAllMEeHTa U 3aBepsAeTCs MOIMHCHI0 METUIIMHCKOTO pPa0OTHHKA W 3aBEAYIOIIETO
OTJIeJIeHHEM (OTBETCTBEHHOTO JIE)KYPHOI'O Bpaya WM JPYroro yroJIHOMOUYEHHOTO JIMLA).

28. MenuuuHCKUi pabOTHUK MEIUIMHCKOM opraHu3aluu (€e CTPYKTYpHOTO MOApa3/EiIeHHUs),
pacIloyIOKEHHOM B CEJIbCKOM HACEJICHHOM IIyHKTE, OCYILECTBJIIET HAa3HAYCHHE JIEKAPCTBEHHBIX
IIPEnapaToB B CiIy4dasix, yKa3aHHbIX B IIyHKTax 27 u 29 Hacrosuero [lopsaaka, eqMHOINYHO.

29. Ilo penieHuo BpayeOHON KOMHUCCHH TMallMEHTaM MpU OKa3aHUU UM MEIUIIMHCKOW MOMOIIU B
CTAallMOHAPHBIX YCJIOBUSX Ha3HAYAIOTCS JIEKAPCTBEHHBIC IMpenaparbl, HE BKIIOUEHHbIE B IEPEUYCHb
KU3HEHHO HEOOXOJMMBIX M BAKHEUIINX JICKAPCTBCHHBIX IPENaparoB, B CIydae HMX 3aMEHBI U3-3a
WHJWBUIyATbHOU HETIEPEHOCUMOCTH, 110 KU3HEHHBIM TTOKA3aHUSIM.
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Pemenne BpaueOHOM KOMHUCCHM (UKCHPYETCS B MEIUIMHCKOM JOKyMEHTAllMM TMalueHTa Hu
KypHaje BpaueOHOIl KOMUCCHH.

30. B ciyuasix oOcieoBaHUS M JICYCHUS TPaKIAHWHA B CTAlMOHAPHBIX YCJIOBUSAX B PaMKax
MIPEIOCTABJICHUSI MEIUIIMHCKUX YCIyI Ha BO3ME3AHONM OCHOBE 3a CUET JIMYHBIX CPEICTB Tpa)iaH,
CPEICTB IOPUAMYECKUX JIMI M HUHBIX CPEJCTB Ha OCHOBaHMM JIOTOBOpPA, B TOM 4YHUCIE JOrOBOpa
JTOOPOBOJIBHOTO MEAMIIMHCKOTO CTpaxoBaHus <16>, eMy MOryT ObITh Ha3HAUYEHbI JIEKAPCTBEHHbBIC
mpemapaThl, HE BXOJAILIME B MEPEUYCHb >KU3HEHHO HEOOXOIMMBIX W BaXKHEHIIHUX JIEKapCTBEHHBIX
IpernapaToB, €ClIM UX Ha3HAYCHHE U IPUMEHEHUE 00yCIOBICHO MEIUIIMHCKIMHU OKAa3aHUAMU.

<16> [ocranosnenue [lpaBurensctBa Poccuiickoit @enepanuu ot 4 oktsi6pst 2012 r. N 1006 "O6
yTBepxkaAcHUN [IpaBui mpemocTaBieHUs MEIUIMHCKAMU OPTaHHM3AIUAMH TUIATHBIX MEIUITUMHCKHUX
yeryr" (Cobpanue 3akoHoaaTenbcTBa Poccuiickoit @enepanun, 2012, N 41, ct. 5628).

lll. HasHayeHMe nekapCcTBEHHbIX NpenapaToB NPU OKasaHUU
nepBMYHOMN MEeAUKO-CaHUTapPHOM NOMOLLU, CKOPOM MEAULIMHCKOWN
nomMoLwM U NannMaTMuBHOM MegULIMHCKOMN MOMOLLU

31. Ilpu oka3aHWM NEPBUYHOM MEIAMKO-CAHUTAPHOM MOMOIIM W MNAJJIMATUBHON MEIMIIMHCKOMN
MOMOIIM B aMOyNaTOPHBIX YCIOBHUSX Ha3HAUYCHHE JICKAPCTBEHHBIX MPENnapaTtoB OCYIIECTBIAETCS
MEJUIIMHCKUM PaOOTHUKOM B CIy4asX THUIIMYHOTO TeUeHUs 3a00JIeBaHUS MAIIMEHTA UCXOS U3 TSHKECTH
U XapakTepa 3a00JeBaHuUs.

32. HazHayeHue JIeKapCTBEHHBIX MPEMApaToB MO PEIICHHIO BpaueOHONH KOMHUCCUH TPH OKa3aHUU
MEPBUYHON MEIMKO-CAHUTAPHON TOMOIIH, MAJTTHATUBHON MEIUITMHCKOW TOMOIIM B aMOyJIaTOPHBIX
YCJIOBHUAX MPOU3BOAUTCSA B CIIyUasx:

1) OJHOBPCMCHHOTO HA3HAYCHUS OAHOMY IMANUCHTY IIATU U Oouee JICKAPCTBCHHBIX IPCIIapaTOB B
TCUCHUC OJHUX CYTOK HJIM CBBIIIC NCCATU HaMEHOBAaHUM B TEUCHUE TpuanaTnu ,Z[HCﬁ;

2) Ha3HA4YEHUs JIEKAPCTBEHHBIX IPENapaToB IPU HETUIIMYHOM TEYEHHM 3a00JI€BaHMsI, HAJIUYUU
OCJIOKHEHUH OCHOBHOTO 3a0oyieBaHUS W (WIM) COMYTCTBYIONIMX 3a0O0JIeBaHW, TNMPH Ha3HAUYCHUH
JIEKapCTBEHHBIX IPEerapaToB, OCOOEHHOCTH B3aUMOJCHCTBUS U COBMECTHMOCTH KOTOPBIX COIJIACHO
MHCTPYKLIMAM 110 MX HPUMEHEHUIO NMPHUBOJAT K CHWKEHHIO 3(PPEeKTUBHOCTH U OGE3011aCHOCTH JICUEHUS
narueHTa 1 (WIn) co3/1al0T NOTEHIUAIbHYI0 OACHOCTb IS )KU3HU U 3710POBBS MALUEHTA;

3) NEepBHMYHOTO Ha3HAYECHMs MALIUEHTY HAPKOTMYECKUX U IICUXOTPOIHBIX JIEKAPCTBEHHBIX
npenapaTtos cruckoB Il u [II ITepeuns (B ciyyae NpUHATUSA PYKOBOAUTEIEM MEIULIMHCKON OpraHu3alnun
pemieHust O HEOOXOAWMOCTH COTJIACOBAHUS Ha3HAUEHHsI TaKWX JIEKAPCTBEHHBIX TIpErapaToB C
BpaueOHOM KoMuUccueil).

33. IloBTOpHOE Ha3HAYeHHE HAPKOTUYECKUX M IICUXOTPOIHBIX JIEKAPCTBEHHBIX IPENApaTOB
ciuckoB 11 u [1I TTepeunst npou3BoaUTCS MEAUIMHCKUM paOOTHUKOM CaMOCTOSITETIbHO WIIN €IMHOIMYHO
0e3 ydacTusi BpaueOHON KOMHMCCUM MAlMEHTaM C BBIPAKEHHBIM OOJIEBBIM CHHJIPOMOM JIO0Or0 reHesa,
HapylIeHHEM CHA, CYJOPOXHBIMH COCTOSHUSIMH, TPEBOXHBIMH paccTpoucTBamu, (hodusmu,
TICUXOMOTOPHBIM BO30YK/ICHUEM.
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34. Ilpu oka3aHMM CKOPOH MEAMLIMHCKON IOMOIIM JIEKapCTBEHHBIE IpENnaparbl Ha3HAYarOTCs
MEIULIMHCKUM paOOTHUKOM BBIE3IHOM OpHraabl CKOpPOH MOMOIIM, MEIUIMHCKHUM pabOTHUKOM
MEJIULIMHCKOW OpraHu3allii NpU OKAa3aHWW METUIIMHCKON IMOMOIIM TpakAaHaM NpH 3a00JeBaHMSX,
HECYACTHBIX CIIy4asX, TpaBMax, OTPABICHUSAX U JPYTUX COCTOSHUSAX, TPEOYIOIMX CpPOYHOIO
MEJMIMHCKOTO BMENIATEIbCTBA.

IV. HasHauyeHne nekapCcTBeHHbIX NpenapaTtoB rpaxaaHam,
MMeKLWMM NpaBo Ha 6ecnnaTHoe NosyyeHue NneKkapCcTBeHHbIX
npenapaTtoB WUIK NoJlyYeHne NeKapcTBeHHbIX NpenapaTos
CO CKMAKOMW, NPU OKa3aHMU NepBUYHOWN
MeAUKO-CaHMTapHOM NOMOLLU

35. Tlpm oKa3aHMM TEPBUYHON MEIUKO-CAHUTAPHONH TIOMOIIM Ha3HAYCHHE MEIUIIMHCKUM
pabOTHUKOM Ha OCHOBE KIIMHMYECKUX PEKOMEHJAIM U C YUYEeTOM CTaHIAApTOB MEAUIIMHCKON TOMOIIH
<17> nexapCTBEHHBIX MPENAPATOB, OTIYCKAEMBIX OCCIUIATHO WM CO CKHJIKOW, TpakIaHaM, HMEIOIIUM
MpaBo Ha OOECIeUYCHUE JICKAPCTBEHHBIMH IpeTapaTaMH 3a CUET CPEJCTB OIOJDKETHBIX aCCUTHOBAHUU
benepanbHOTO OrO/KETA W OMOKETOB CcyOBekTOoB Poccuiickoit denepariiu, OCyIIECTBISICTCS Ha
peuentypaoM Omanke N 148-1/y-04(x).

<17> Cratbs 37 ®enepanbnoro 3akoHa N 323-03 (Cobpanue 3akoHoAaTenbcTBa Poccuiickoit
Oenepauun, 2011, N 48, ct. 6724; 2021, N 27, ct. 5186).

[Ipu odopmnenun peuenta Ha Omanke Gopmbl N 148-1/y-04(1) Ha OymMakHOM HOCHUTele
0o(hOpMIISIOTCS [1Ba SK3EMIUIAPA, OJUH M3 KOTOPHIX OCTAeTCSl B alTeYHONM OpraHW3alliH, BTOPOH - B
MEIUIIMHCKON TOKYMEHTAIINH MaI[eHTa.

36. HpaBo Ha3Ha4YaTh JICKAPCTBCHHBIC NPCHAapaThl I'paxjjaHaM, UMCIOIIIUM IIPpaBO Ha OecraTHOE
MOJIYUYCHHC JICKAPCTBCHHBIX IIPCIApaTOB WM IOJYYCHUC JICKAPCTBCHHBLIX IIPCIIapaToB CO CKHﬂKOﬁ,
TaKXE UMCIOT:

1) MemuIMHCKHE PaOOTHHUKH, pabOTAOIINE B MEIUIIMHCKON OpTaHW3aIlMH 10 COBMECTHUTEIIbCTBY
(B mpeenax CBOCH KOMIIETEHITUH );

2) MeAWIMHCKHE PAOOTHUKU CTAIlMOHAPHBIX OpPraHU3alUil COLMATBHOTO OOCTYXUBAHUS MpU
HaJIMYUKU JIMLEH3UH Ha OCYIIECTBICHHE MEIUIMHCKOM IEeATeNbHOCTH <18>, npemycmaTpuBaromien
BBITOJIHEHHE paboT (OKa3aHWE YCIYTr) MO OKAa3aHWIO INEPBHYHOW MEIWKO-CAHUTAPHOW IOMOIIU B
aMOyJIaTOPHBIX YCIOBUAX (HE3aBUCHMO OT BEIOMCTBEHHOM MPUHAIEKHOCTH);

<18> Ilyukr 46 yactu 1 ctateu 12 denepanpHoro 3akoHa N 99-d3 (ColOpaHue 3aKOHOAATEIHCTBA
Poccuiickoit @eneparuu, 2011, N 19, cr. 2716; 2021, N 27, ct1. 5159).

3) MeauuuHCKHE paOOTHUKH MEIUIMHCKUX OpTaHW3allfif, OKa3bIBAIOIIUX IMEPBUYHYIO
MEJMKO-CaHUTApHYIO0 MOMOIIb, MOJIBEJOMCTBEHHBIX (peiepajJbHBIM OpraHaM HCIIOJIHUTENbHON BIIACTU
WM OpraHaM HCIIOJHUTEIbHON BiacTu cyobekToB Poccuiickoit denepanny;
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4) HUHAUBUAYAJIBHBIC TMPECANTPHUHUMATECIIN, OCYHICCTBIIAIOIINUEC MCEAULNUHCKYIO HOCATCIIBHOCTL U
BKIIFOYCHHBIC B PECCTp MCAULMUHCKHUX Opr aHHBaLIHfI, OCYHICCTBIAIOMUX ACATCIIBHOCTL B cq)epe
00513aTEIHLHOTO MCIUIHUHCKOI'O0 CTpaxOBaHUs.

37. Ilpy Ha3HAYEHUH JIEKAPCTBEHHBIX MPENapaToB IpaxJaHaM, UMEIOLIUM MpaBo Ha OecruiaTHOe
MOJIy4Y€HHE JIEKAPCTBEHHBIX MPENnapaTroB WM MOJyYeHHE JIEKAPCTBEHHBIX IMPENapaToB CO CKUAKOW, B
peuente ykasplBaeTcs HoMep TenedoHa, MO KOTOpOMY pPaOOTHHMK amnTe4YHON OpraHu3aluul Mpu
HE0OXOIUMOCTH MOKET COTJIACOBATh C METUIIMHCKUM paOOTHUKOM 3aMeHY JIEKapCTBEHHOTO IIpernapara.

38. Ha3naueHue HapKOTHYECKUX W TICHXOTPOMHBIX JIEKAPCTBEHHBIX IpernaparoB crucka Il
[lepeuns (3a MCKIIOYEHUEM JIGKAPCTBEHHBIX MPENapaToB B BUAE TPAHCACPMAIBHBIX TEPANIEBTUYECKUX
CHCTEM, a TaK)Ke JICKAPCTBEHHBIX NPENapaToB, COJAEPKAIUX HAPKOTUIECKOE CPEICTBO B COYECTAHHUH C
AQHTarOHUCTOM ONHOWIHBIX PEHENTOPOB) Tpa)kIaHaM, UMEIOIIMM IpaBO Ha OECIUIaTHOE IOJydeHHE
JIEKapCTBEHHBIX IPENapaToOB MU MOIYYECHUS JIEKapCTBEHHBIX IPETapaToB CO CKUIKOW, OCYIIECTBIISETCS
Ha penentypHoM Omanke (opmbl N 107/y-HII, k koTopoMy IOMOTHHUTENBHO OopMIIIETCS pelenTt Ha
peuentypHoM Onanke Gopmel N 148-1/y-04(1) (B ABYX 3K3eMIUIIpax Mpu oQOpMICHUH Ha OyMaXHOM
HOCHTEJIE).

39. Ha3naueHue HAPKOTHYECKHMX W TICHXOTPONHBIX JICKAPCTBEHHBIX IpernapaToB crmcka [I
[lepeunss B BHIE TpaHCICPMAIBHBIX TEPANCBTHUYCCKHX CHCTEM, HAPKOTHYSCKUX JICKapCTBEHHBIX
npenaparos coucka Il [epeuns, copepikanmx HAPKOTUIECKOE CPEICTBO B COUCTAHUU C AaHTArOHUCTOM
ONMMOMIHBIX PEILENTOPOB, TICUXOTPOIHBIX JIGKAPCTBEHHBIX mpemaparoB cmucka [II  Tlepeuns,
JIEKapCTBEHHBIX MPENapaToB, BKIIOYCHHBIX B niepeueHs [IKY, conepxammuxcs B moanmyHkTe 2 myHkTa 11
Hactosmero llopsiaka, mpeaHa3sHaueHHBIC IS JICUCHHUS TPakJaH, MMEIOIIUX IMPaBO Ha OecruiaTHOE
MOJTyYEeHUE JICKAPCTBEHHBIX MPEIapaToB WU TOJyYeHHUE JIEKAPCTBEHHBIX TPENApaToB CO CKHUJIKOM,
OCYIIIECTBIISIETCA Ha penentypHeix Onankax ¢opm N 107-1/y u N 148-1/y-88, k KOTOphIM
JOTIOJTHUTENBHO OoQopMIIsieTCs penent Ha penentypHoMm Omanke (opmbr N 148-1/y-04(n) (B nByx
IK3eMIUIIpax Npu 0GOPMIICHUU Ha OYMaKHOM HOCHUTEIIE).

[Ipunoxenue N 1

k [lopsinky HazHaueHUS
JIEKapCTBEHHBIX IIPENapaToB,
YTBEPKIACHHOMY NPUKA30M
MunncTepcTBa 3paBOOXpaHEHUS
Poccuiickoit deneparuu

oT 24 Hos16ps 2021 r. N 1094u

KOJNMMYECTBO
HAPKOTUYECKUX CPEACTB U NCUXOTPOIHbIX BELWWECTB, KOTOPOE
MOXET BbITb BbIMMCAHO B OQHOM PELUENTE

N | MexayHapoaHOe HENTATEHTOBAHHOE @dopmMa BBIITyCKa U Konngectso
0/ | HaMMEHOBAaHWE HAPKOTUYECKOTO H J03UpPOBKa
MICUXOTPOIHOTO JIEKAPCTBEHHOT O
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npernapara

bynpenopdun + Hamokcon

Tabnetku
cyonunreaibHbie 0,2

60 TabieToK
(ynmakoBka, KpaTHast

mr + 0,2 mr N 20)
Bbynpenopdun PactBop s 30 ammyn
uHbeKImi, 0,3 Mr/mi 1 | (mpun-TroOUKOB)
MII
Bynpenopdun TpancnepManbHbIi
IUIACTHIPb
35 MKr/yac 20 nutactelpeit
52,5 mMxr/4ac 10 rutacteipeit
70 MKT/49ac 5 mnacTeIpei
Mopodun PactBop s

WHBEKIINI, pacTBOP
IUIA TIOIKOXKHOTO
Beenenusa 10 mr/mi 1
M

20 amiryn
(ILmpHI-TIOOUKOB)

Konenn + Mopdun + Hockanuu +
[TarraBepun + Tebaun

PactBop nns
MOJIKOKHOT'O BBEICHUS
0,72+5,75+2,7 +
0,36 + 0,05 mr/mit 1 M
1,44 +11,5+54+
0,72 + 0,1 mr/mit 1 mn

20 ammyn

Tpumenepuaun Tabnerku 25 mr 50 TabneTok
Tpumenepuaux PactBop m1 nHBEKIUI 20 ammy
10 mr/mit 1 Mo 6
20 mr/ma 1 Mo (npHI-TIO6MKOR)
Mopdun Tabnerku (karncysbl) 180 Tabnerok
IIPOJIOHTUPOBAHHOTO (xamcyn)
TIEWCTBUS 60 TabieToK
10 mr (karrcym)
30 mr 40 TabneTok
60 mMr (karicyn)
100 mr 20 Tabnerox
200 mr (xamcyn)
20 TabneTok
(karrcym)
Mopdun Tabnerku
5wmr 100 Tabnerok
10 mr 100 Tabnerok
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10. Mopodun Kamnu nns npuema
BHYTpH 20 Mr/mi 20 mi 4 dnaxona
11. Mopodun PactBop 11 npuema
BHYTPb (MOHO/103b1)
2 Mr/mn 5 min 100 ammyn /3
6 Mr/mit 5 mit 80 ammyn /3
20 mr/mit 5 M 30 ammy /3
12. Oxkcukonon + Hanokcon Tabnetku
MIPOJIOHTUPOBAHHOTO
JIEUCTBUSA
5wmr+2,5wMr 100 TabneTok
10 Mr + 5 Mr 60 TabieTok
20 mr + 10 mr 40 tabneTox
40 mr + 20 mr 20 TabneTok
13. | IlpononundenumdITokcudTIINUIEpH | TalneTku 3aiieyHbie 50 Tabnerok
TAH 20 mr
14. deHTaHuN [Tnacteipp
12,5 Mkr/4ac 20 mnacTeipeit
25 MKr/49ac 20 nutacteipeit
50 mkr/gac 10 rutacTeipeit
75 MKr/4gac 10 mnacteipeit
100 mkr/gac 10 rutacteipen
15. deHTaHuI Cnpeil Ha3aJIbHBIN
®irakon 50 MKr/m032
2,0 mi (10 mo3) 24 ¢nakona
3,2 mi (20 o3) 12 ¢pnaxonoB
5,0 m (40 103) 6 bmakoHOB
®nakon 100 Mkr/mo3a
2,0 M (10 mo3) 12 ¢hnakoHOB
3,2 M (20 mo3) 6 bmakoHOB
5,0 m1 (40 mo3) 3 dmakona
®dnaxon 200 Mxr/mo3a
2,0 mut (10 mo3) 12 ¢pnakonoB
3,2 M (20 mo3) 6 (rakoHOB
5,0 mi (40 mo3) 3 ¢urakona
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[Tpunoxenue N 2

K [lopsinky Ha3HaueHus
JICKapCTBEHHBIX IIPENApPaTOB,
YTBEPKIACHHOMY IIPUKa30M
MuHucTepcTBa 31paBoOXpaHEHUS
Poccuiickoit ®enepanuun

ot 24 Hosi6ps 2021 r. N 1094n

CnpaBo4HO

PEKOMEHOOBAHHbIE K UCIMOJIb3OBAHUIO COKPALLIEHUA
nPU OPOPMIIEHUM PELIENTOB

N CokpaieHue IlonHoe HanmcaHue [TepeBon
n/m

1. aa ana 10, TIOPOBHY

2. ac., acid. acidum KHCJIOTa

3. aer. aerozolum a’po30J1b

4. amp. ampulla amIyJa

5. aq. aqua BOJIA

6. aq. purif. aqua purificata BOJIa OYHUIIICHHAs

7. but. butyrum Mmaclo (TBepaoe)

8. caps. capsula KaricyJsa

9. comp., cps compositus (a, um) CJIOXHBIH

10. D. Da (Detur, Dentur) Boinait gﬁ?]izﬁlg Mycrs
11. D.S. Da, Signa Detur, Signetur BBlﬂif;;fHO(nggggl};?;SwGT
12. D.t.d. Da (Dentur) tales doses Brinad (HT};CI:PII’S;’SS}S BLUIAHbI)
13. dil. dilutus Ppa3BeICHHBIN

14. | Div. in p. aeq. Divide in partes aequales Pa3znenu Ha paBHBIC YacTH
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15. emuls. emulsio OMYJIbCUS

16. extr. extractum 9KCTPAKT, BBITSKKA

17. in enem. in enemas B MUKPOKJIM3MaxX

18. F. Fiat (fiant) ITycTth oOpa3zyetcs (oOpa3yroTcs)
19. gran. granulum TrpaHyJIbl

20. gt., gtt gutta, guttae Karuis, Karuim

21. gtt. peror. guttae peroralis Karuiy Jyisi IpueMa BHYTPb
22. inf. infusum HacTou

23. in amp. in ampullis B aMITyJlax

24. in tab. in tab(u)lettis B Ta0JIeTKax

B TabJeTKax ¢
25. | in tab. prolong. in tab(u)lettis prolongatis MIPOJIOHTHPOBAHHBIM
BBICBOOOXKICHHEM

B Ta0JIeTKax ¢

2% in tab. prolong, in tab(u)lettis p.rolongatis MIPOJIOHTUPOBAHHBIM
’ obd. obductis BBICBOOOXK/ICHHEM, TTOKPBITHIX

000J10YKOi

27. in tubul. in tubulis B TIOOMKax

28. lin. linimentum JTUHUMEHT

29. lig. liquor KUJKOCTh

30. lot. lotion JOChOH

31. m. pil. massa pilularum NITIOJIbHAS Macca

32. | membr. bucc. membranulae buccales TUICHKU 3aIIeYHbIC

33, M. Misce, Misceatur (Mycts (%)i?ilzaemaﬂo)

34. mixt. mixtura MHUKCTypa

35. N. numero YUCIIOM

36. ol. oleum Macio (KUIKoe)
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37. past. pasta rnacra

38. pil. pilula, pilulae TTUJTFOJIS, TIVUTEONTA

39. p. aeq. partes aequales paBHBIC YacTU

40. ppt., praec. praecipitatus OCaKJICHHBIHN

41. pulv. pulvis MOPOIIIOK

4. Q.. quantum satis CKOJIBKO HOTprngeTCSI, CKOJIBKO

43, r., rad. radix KOpEHb

44. Rp. Recipe Bozbmu

45, Rep. Repete, Repetatur HOBT?OI;QI?;;;’)@HGT

46. rhiz. rhizoma KOPHEBUIIE

vl s Signa, Signetur OSosnass (Tlycrs Gyer

48. sem. semen cems

49. simpl. simplex MPOCTOM

50. Sir. sirupus cupon

51. sol. solutio pacTBop

52. Spr. spray cpeit

53. Spr. nas. spray nasale crpeil Ha3aJabHBbII

54. supp. suppositorium CBeYa, CYMIO3UTOPU

55. susp. suspensio CyCIICH3Hs, B3BECh

56. tab. tab(u)letta TabeTKa

57. t-ra, tinct. tinctura HACTOMKa

58. tubulis tubulis TIOOWKH

59, STT Systema Therapeutica TpaHncaepmanbHas
Transcutanea TepaneBtuueckas Cucrema
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60. ung. unguentum Ma3b

61. Vitr. vitrurn CKJISTHKA

[Tpunoxenue N 2

K MprKa3zy MUHUCTEPCTBA 37PaBOOXPAHCHHIS
Poccuiickoit deneparuu
oT 24 Hos16ps 2021 r. N 1094u

®OPMA PELEIITYPHOI'O BJIAHKA N 107-1/Y

MUHUCTEPCTBO 3APABOOXPAHECHUS Kox dopmer mo OKV/I
Poccuiickoi ®enepanun Kog yupexnennsa no OKIIO

MenuiuHcKas TOKYMEHTAIIHS

HanmenoBanwue (mrami) ®opma N 107-1/y

MEIMIIMHCKON OpraHu3aluu VYTBepKAeHa PUKa3oM
MuHucTepcTBa 31paBOOXpaHEHNUs
Poccuiickoit deneparuu

oT 24 Hos16ps 2021 r. N 1094u
HaunmenoBanwue (mramir)

WHANBUAYATHHOTO MPEINTPHHUMATENS
(YkazaTh azipec, HOMep U JaTy JTUICH3UH,
HAaUMEHOBAHHE OpraHa rocyIapCTBEHHOM
BJIACTH, BBIIABIIIETO JIMIICH3UIO)

PELIEIIT
(B3pOCIIBIi, IE€TCKUN - HYKHOE OTYEPKHYTh)
" 20 T

damunus, THUIMAIBI UIMEHU M 0T4YeCTBa (TIOCIEIHEE - TPU HATTUYHHN)
MalAeHTa

Jlata poxxneHus

daMunus, THALMAIBI UIMEHH U 0TYECTBA (TTOCIICTHEE - TIPY HAJTMYWH )
nedaniero Bpava (Qenpamepa, akyepku)

pyO.|kom.| Rp.
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pyO.|kom.| Rp.

ITonmuce M.IL
U 1eyaTh Jevallero Bpaya
(moamuch Qenpamiepa, aKymepKH)

PeuenT percrBuTeJieH B TeueHue 60 mHert, mo 1 roma ( )
(HyXHOE NOOUEPKHYTH) (yxasarTb
KOJIMUECTBO IHEM)

O6opoTHas cTopoHa

OTMeTKa 0 Ha3HAUYEHHUH JIEKapCTBEHHOTO
npenapara 1o pereH1Io BpaueOHoH
KOMHUCCUH

IIpuroroBun IIpoBepun Otnyctui

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

MUHHUCTEPCTBO 3ApaBOOXPAHEHUS Kox dopmer mo OKVYJT 3108805
Poccuiickoit @enepanyn MenuuumHcKas JOKyMEHTALMs
®opma N 148-1/y-88
HaHMeHOBaH{’Ie (urramr) VYT1BepxkaeHa mpuKazoM
MCAHUITHHCKON OpraHH3alui MunucTepcTBa 3paBoOOXpaHEHHS

Poccuiickoit ®enepanun
oT 24 Hos16ps 2021 r. N 1094n

Haumenosanue (1rramin)
UHAUBUAYATBHOTO MPEITPUHUMATENS
(ykazaTh azpec, HOMep U JaTy JTUICH3UH,
HaMEHOBAaHME OpraHa rocyaapCTBEHHON
BJIACTH, BBIIABIIETO JIMIICH3UIO)
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e || ) L] LN L L)L) L

PELIEIIT non 20 T
(mara opopmiteHUA-perenTa)

(B3pOCIIBIiA, IETCKUIL - HY’KHOE ITOTYEPKHYTh)

(DaMI/IJ'II/IH, HMHHUIKAJbl MMCHH U OTYCCTBA (HOCJ'IG,Z[HGG - Ipu HaJ'II/I‘II/II/I)
nanucHTa

Jata poxxneHust

AJnpec MecTta JKHUTENIbCTBA WM N MEAMIIMHCKONW KapThl amMOyJaTOPHOTO TMAlUEHTa,
ITOJIYYarOLIEro MEJIUIUHCKYO MOMOUIb B aMOyJIaTOPHBIX YCIIOBUSX

damuius, THUIMAIBI MMEHU M 0T4YeCTBa (TIOCIEIHEE - TPU HATTUYHHN)
neyaniero Bpada (dhenpamepa, akyepKn)

[Toanuce u meyaTe Jeyaniero Bpada M.II.
(moamuch Qenpaiiepa, aKymepKH)

Pentent nelicteureinied B TeueHue 15 quen

O6opoTHas CTOpoHa

OTMeTKa 0 Ha3HAYEHUH JICKApCTBCHHOT'O
nperapaTa 1o pelieHHIo BpaueOHOi
KOMHUCCHHU
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npenapaTos, (hOpM peLenTyp...

IIpurorosun [Iposepui Otnycrun

®OPMA PELEIITYPHOI'O BJIAHKA N 148-1/Y-04(JI)

MUHUCTEPCTBO 3APABOOXPAHECHUS YTBEPXJIEHA
NN MECTO
Poccuiickoit @eneparun IS NprUKa3oM MUHHCTEpPCTBA
3paBOOXPAHECHUS
ITPAU N
XKOJIA Poccuiickoit deneparuu
A ot 24 nos6ps 2021 1. N
1094n
Mtamn
Kon

MEIUIIUHCKON opraHuzanu

Iramm
Kon

UHAWBUAYAJIBHOT'O NPCAIIPUHUMATECIIA

Koa ¢popmsr mo OKVJI 3108805

®opma N 148-1/y-04()

Kon Kon HcTounuk prHAHCUPOBAHUS:
KaTeropuu | HO30JIOrMYECKOU (OTYEPKHYTH)
rpaxaan | ¢opmsl (mo MKB) %0 OTLIATHI:

1. ®enepanbHblil OrOKET (MOq4YepKHYTH)

2. bromxet cyonekTa Poccuiickoit

®denepaunu

3. MyHununanpHbIi OFOIKET
1. becrimatHo
2.50%
3. uHoit %
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PELEIIT Cepus N Hara oopmienus: 20 1.

damuus, HTHUITMAIB UMEHU U 0TYeCTBa (ITOCIIEIHEE - TIPH
HaJUYKH) ITalIMCHTA Jata poxxneHus

CHMJIC

N noswuca
0053aTEILHOIO
MEIUIUHCKOT O
CTpaxOBaHHUS:

Homep MeaummHcKoON KapThl MAIIMEHTa, TOMYYAIOIIET0 MEIUIIMHCKYIO TOMOIIh B aMOyJIaTOPHBIX
YCIOBUAX

damunus, THAIMAIB UMEHU U 0T4eCTBa (TIOCIeIHee - IPU HATTUYHH)
nedainiero Bpava ((enpamepa, akyepku)

Py®6. L) 1 S o LRSS

[Toanuces u neyaTe Jeyaniero Bpayda

M.IL
(mognuceh Qenpaiiepa, aKymepKH)

Peuent nelictBureneH B Teuenue 15 nueit, 30 nueit, 90 nHell (Hy)HOE NOTYEPKHYTh)

(3amonHseTCs CENUaIMCTOM alTeYHON OpraHUu3allig )

OTny1eHo 1o peuenTy: ToproBoe HaMMEHOBAHUE U JO3UPOBKA:
Hara ormycka: " " 20 T Komnuectso:
[TpuroroBui: [TpoBepuit: OtmycTu:

(J1uHUS OTpBIBA)
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Kopemok penentypHoro 01anka Crioco0 mpuMeHeHusI:

HaumenoBanre HpO)IOJDKI/ITeJ'H:HOCTB JHCHU

JICKApCTBCHHOT'O IIperiapara:

Jlo3upoBka: KonmuecTBO mpueMoB B A€Hb: pa3

Ha 1 mpuem: el.

<*> B ciy4ae M3rOTOBIEHUS PEHENTYPHOro OJIaHKa C UCTIOJIb30BAHUEM KOMITBIOTEPHBIX
TEXHOJIOTHUH.

O6opoTHasi cTopoHa

OtmeTKa 0 Ha3HAYEHUH JIEKAPCTBEHHOIO
npenapara 1o pereHuIo BpaueOHoi
KOMHUCCUH

IIpurorosun IIposepui Otnyctun

ITpunoxxenue N 3

K IpUKa3y MHUHUCTEPCTBA 3/[paBOOXPAHEHHS
Poccuiickoit @eneparnun

oT 24 Hos0ps 2021 r. N 1094n

NOPAAOK
O®POPMITEHUA PELEENTYPHbIX BITIAHKOB HA JIEKAPCTBEHHbBIE MNPEMNAPATDI,
MX YYETA U XPAHEHUA

l. OchopmneHue peuenta Ha GyMmaKHOM HocuTene
1. Ha peuentypusix 6mankax ¢popm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(:1) B 1eBOM BepxHEM

YTy MPOCTABIISIETCS LITAMI MEIUIMHCKOM OpraHu3alMy C yKa3aHHEeM €€ HAauMEHOBaHMs, aJpeca U
TenedoHa ¢ 1aToi BRIMUCKY (J1aToi 0(OpMIICHHS) PEIleTa Ha JIEKapCTBEHHBIN Tperapar.
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JlomonHuTenpbHO Ha peuentypHoMm Onanke ¢opmel N 148-1/y-04(n1) mnpocTaBisercs KoJ
MEJHUIIMHCKOW OpTraHM3alliid B COOTBETCTBMU C (CHOBHBIM TOCYJApCTBEHHBIM PETUCTPALMOHHBIM
Homepom (nanee - OI'PH).

Cepust penentypunoro Omanka ¢opmbl N 148-1/y-04(;1) BkItouaeT kon cyOwbekta Poccuiickoit
denepanun, COOTBETCTBYIOIIMKI IBYM TepBbIM Ippam Ob6mepoccuiickoro kaaccuduraropa 00beKTOB
aIMUHUCTPATUBHO-TeppUTOpUaIbHOTO AeseHus (nanee - OKATO).

Paspenraercs usroraBnuBath penentypusie 01anku Gopmsl N 107-1/y u dopmer N 148-1/y-04(i1)
C TIOMOIIIbIO KOMITBIOTEPHBIX TEXHOJIOTHUH.

Peuentypusie Onanku Gopmbr  dopmbr N 148-1/y-88 HM3roTaBIMBAOTCS HMCKIIOUUTEIHHO
TUNIOTPAa)CKUM CITIOCOOOM.

2. Ha penentypabix OnaHKax, OQGOpPMISIEMbIX HWHIMBUAYAIbHBIMU MpPEANPUHUMATENSIMU,
UMEIOIIMMH JIMIEH3UI0 Ha MEIULUHCKYIO JESTelIbHOCTh, B BEPXHEM JIEBOM YINIy TUIOIpadCKUM
CIOCcOOOM MM IyTEeM HpPOCTaBICHMs IITaMIa JOJDKEH ObITh yKa3zaH aJpec HWHIUMBUAYAJIbHOTO
NpEeANpUHUMATEN, HOMEp U Jara JULEH3UM, HAaUMEHOBAaHUE OpraHa I'OCYJapCTBEHHOM BJIACTH,
BBIJIABIIETO JIULEH3HIO.

3. Penenrypubie Omanku ¢Gopm N 107-1/y, N 148-1/y-88 m N 148-1/y-04(x1) 3amonHsFOTCS
MEJIUIIMHCKUM PaOOTHUKOM YEPHHUJIAMH WUJTU IIIAPUKOBOM PYUKOM.

4. lomyckaetcst opopMIIEHHE BCEX PEKBU3UTOB (3a HCKIIoYeHneM peksusuta "Iloanuce nevamero
Bpaua (moAnuck Qenpamiepa, akymepku'") penentypHsix 61ankoB Gopmsl popmsr N 107-1/y, dopmbr N
148-1/y-88 u dpopmsl N 148-1/y-04(11) ¢ McTob30BaHHEM NIEUATAIOIIUX YCTPONUCTB.

5. Odopmrnenne penentypubix OmankoB ¢opmbr N 148-1/y-04(n) Brirowaer 1mdpoBoe
KOJMPOBaHUE.

[{udpoBoe KoaUpOBaHKHE YKA3aHHBIX PELIETITYPHBIX OJIaHKOB BKIIIOYAET:

1) xon meaunuHckol opranusanuu (OI'PH) wim kon MHAMBUAYATbHOTO TPEANPUHUMATENS B
COOTBETCTBUM ¢ (OCHOBHBIM T'OCYJapCTBEHHBIM PETMCTPALMOHHBIM HOMEPOM HWHAMBHUIYaJIBHOTO
npeanpunumarens (naiee - OI'PHUIL), npocTaBisieMblii pU U3TOTOBJICHUH PELEITYPHBIX OJIaHKOB;

2) KOJ KaTeropuu TIpax/aH, UMEIOLUIUX IpaBO Ha IIOJY4YEHHUE JIEKApCTBEHHBIX IIPENapaToB B
COOTBETCTBUU cO crartheit 6.1 dDenmepanpHoro 3akona ot 17 wurons 1999 r. N 178-®3 "O
rocy/apCTBEHHON coIMaibHOM moMomu" <1>, u koA Ho3onoruueckod ¢opmbel o MexayHapogHON
CTaTUCTHUYECKON Kiaccudukanuy Oosie3Hed U mpolieM, CBA3aHHBIX co 310poBbeM (10-if mepecMoTp)
(nanee - MKB), 3anonHsieMble JeyaliyM BpayoM MyTeM 3aHECEHUsS KaXJIOoW LUQPHI B MyCTble SYCHKH,
IIPY 3TOM TOYKa IPOCTABIISAETCS B OTAEIBHOM sIUEHKE;

<1> CobOpanue 3akoHomarenpcTBa Poccuiickoit @eneparum, 1999, N 29, cr. 3699; 2020, N 52, cr.
8577.

3) ormeTrky 00 uctouHuke (unancupoBanus (penepanpHbiii Oromxer [1], OromKeT cyOBeKTa
Poccuiickoit @eneparuu [2], MyHUIIUTANBHBIA Of0KkeT [3]) U mpoleHTe omIaThl perenta (6ecriaTHO
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[1], 50% [2], unoit % [3]);

4) WTPUX-KOA - JOTOJHUTEIBHBIA PEKBU3UT (B CIy4yae M3TOTOBJICHUS HA TEPPUTOPUHU CYyOBEKTa
Poccuiickoit @enepanuu perentypHoro 6JaHKa ¢ UCTIOIb30BaHUEM KOMIIBIOTEPHBIX TEXHOJIOTHH).

6. B peuentrypusix Omankax ¢dopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(;1) B rpade
"®amunus, MHUIMAIBI UMEHU U OT4yecTBa (MOCHEAHEE - MPHU HaJIM4YWU) MalueHTa" YyKa3bIBaroTCs
(bamuus, MHULMAIBI MMEHU M OTYeCTBa (IIOC/IEHEE - TPU HAIMYHMH) TALUEeHTa.

7. B penentypubix 6mankax gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(n) B rpade "JlaTa
pOKIeHH" yKa3bIBACTCs JlaTa POKICHUS MalMeHTa (YMUCII0, MECSIIL, TO).

JlononuuTtensHO B perientypHbIX Omankax Gopmer N 148-1/y-88 u popmer N 107-1/y ans nereit B
Bo3pacTte 10 1 roxa B rpade "JlaTa pokaeHus" yKa3pIBaeTCs KOJIMYSCTBO MOJTHBIX MECSIICB.

8. B pemnentypubix Omankax ¢opmbl N 148-1/y-04(1) B tpadax "CHUIIC" m "N momuca
00513aTeILHOT0 MEIUIIMHCKOTO CTpaxoBaHUA" YKa3bIBAIOTCS CTPAXOBOM HOMEDP HWHIAMBHIYAIBHOIO
TuIeBoro cueta rpaxaanuHa B [leacuonnom douae Poccuiickoit @enepanuu (CHUIIC) (mpu Hanmu4mm)
¥ HOMEp TOoJHca 00s13aTeIbHOTO MEIUIIMHCKOTO CTPAaXOBaHUS.

9. B penentypusix 6mankax ¢Gopmer N 148-1/y-88 B rpade "Anpec mecta )KUTEIBCTBA WIX HOMED
MEJIUIMHCKOW KapThl MAlMEHTa, MOJyYalolero MEIUIIMHCKYIO MMOMOIIb B aMOYJIaTOPHBIX YCIOBUSX',
YKa3bIBACTCSl TOYTOBBIN aJpec MecTa JKHTENbCTBA (MecTa TpeObIBAaHWS WM MecTa (PaKTHIECKOTO
NPOKUBAHUS) MAMCHTAa WIM HOMEpP MEAMIIMHCKOM KapThl MAlMEHTa, IOIYYaroIlero MEIUIMHCKYIO
MIOMOIIb B aMOYJTaTOPHBIX YCIOBHAX <2>.

<2> [Ipuka3 MunucrepcTBa 31paBooxpanenus Poccuiickoit denepaunu ot 15 nekadps 2014 r. N
8341 "OO6 yTBepKIeHUM YHHU(PUIIMPOBAHHBIX (POPM MEAMIIMHCKON TOKYMEHTAIlUU, MCIOJIb3YEMBbIX B
MEJUIMHCKUX OpraHU3alusAX, OKa3bIBAIOIIMX MEJMUIMHCKYIO MOMOIIb B aMOyJaTOPHBIX YCIOBHSX, U
MOPSIIKOB 110 KX 3anojHeHuto" (nanee - [Ipuka3 N 834H) (3apeructpupoBad MUHHUCTEPCTBOM FOCTHITMH
Poccuiickoit ®enepauuu 20 depans 2015 r., peructpaumonssii N 36160) ¢ u3MEHEHUAMH,
BHECEHHBIMM IIpHUKa3zaMu MuHuctepcrBa 3apaBooxpanenus Poceuiickoin ®enepannu ot 9 sHBaps 2018
r. N 2 (3apeructpupoBadn MunucrepctBom toctuiuu Poccuiickoit @enepanuun 4 anpens 2018 r.,
peructparmonHsii N 50614), ot 2 HosOps 2020 r. N 1186H (3apeructpupoBaH MUHHCTEPCTBOM
toctuinu Poccuiickoit @enepanyu 27 Hosiops 2020 1., peructpanuonssiii N 61121).

Vkazanue u aapeca MECTa KHUTCJIbCTBA U HOMEpaA MEIUITUHCKOM KapThbl MAlUCHTA, MOJJYYAarOLICTro
MCIUIIUHCKYIO ITOMOIIb B aM6yJ'IaT0pHBIX YCIIOBUAX, HC SBJISACTCA OIIMOKOM.

B peuentypusix Omankax ¢opmbr N 148-1/y-04(;1) B tpade "Homep MeTMIIMHCKON KapThl
MAIMeHTa, TOIYYaloNnero MEeIUIIMHCKYIO0 TTOMOIIb B aMOYJIaTOPHBIX YCJIOBUAX'" YKa3bIBa€TCS HOMEP
MEJIUIMHCKOW KapThl TMAIMeHTa, MOJYYAroIIero MEJIWIMHCKYI0 TOMOIIh B aMOYJaTOPHBIX YCIOBHSIX
<3>.

<3> [Ipuka3 N 834H.
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10. B rpage "damunus, MHULMAIBE UMEHH U OTYeCTBa (MOCNIEIHEe - MPU HAJIUYMHU) JIeyallero
Bpaua (¢enpamepa, axkymiepku)" penentypHsix OnankoB (opm N 148-1/y-88, N 107-1/y u N
148-1/y-04(;1) yka3pIBalOTCS MOJHOCTHIO (pamMuIivs, WHHUIMAIBI MUMEHHU, OT4ecTBa (MOCIEAHEE - TpHU
HAJIMYANA) MEIWIUHCKOTO pabOTHHMKA, HAa3HAYMBILIETO JICKAPCTBEHHBIC IpernapaTrbl U O(POPMHBIIETO
perent.

11. B rpade "Rp" penentypubix OmankoB ¢dopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n)
YKa3bIBaCTCSI:

1) HauMmeHOBaHME  JIEKapCTBEHHOIO  mpemnapara  (MEXIyHApOJHOE  HENAaTEHTOBAHHOE
HAaUMEHOBAaHME, TPYIIIMPOBOYHOE WM XUMHYECKOE HAaWMEHOBaHHE, TOPrOBOE HAMMEHOBAHME) Ha
JATUHCKOM SI3bIKE HJIM Ha PYCCKOM f3bIKE, (hopMa BBITYyCKa, TO3UPOBKA, KOJIUYECTBO (yKa3bIBAETCS
MPOIKUCKIO Ha perentypHoM Omanke Gopmsl N 107/y-HII);

2) cmnoco0 NpUMEHEHHs JEKapCTBEHHOIO Ipernapara Ha IoCyJapCTBEHHOM s3blke Poccuiickoit
@denepanii WM Ha TOCYNAapCTBEHHOM s3blke Poccuiickoil denepanuu U rocygapCTBEHHOM SI3BIKE
pecnyOIMK U UHBIX A3bIKax HapoaoB Poccuiickoit deneparu <4>.

<4> Yactp 1 crathu 15 3axona Poccuiickoit ®enepauuu ot 25 oktabps 1991 r. N 1807-1 "O
a3bIkax HapoaoB Poccuiickoit Menepanun” (nanee - 3akon N 1807-1). (Benomoctu che3na HApOIHBIX
nenytatoB PCOCP u BepxoBaoro Coera PCOCP, 1991, N 50, ct. 1740; Cobpanne 3aKOHOAATEIbCTBA
Poccuiickoit @eneparuu, 1998, N 31, ct. 3804).

Koncynprantllntoc: npumeuanue.
Hywmepariust myHKTOB JJaHa B COOTBETCTBUU C O(DUIIMATHLHBIM TEKCTOM JOKYMEHTA.

13. Ilpu odopmieHHH peuenTypHBIX OJIAHKOB 3alpeniaeTcss OTPaHUYUBATHCS — OOITUMU
yKa3zaHusMHU, Hanipumep, "BuyTtpennee", "M3BecTtHo".

14. Penent, opopmieHHbli Ha peuentypHoMm Onanke ¢opm N 148-1/y-88, N 107-1/y u N
148-1/y-04(:1), moanmuceIBaeTCs MEAUIIMHCKIM PAOOTHUKOM H 3aBEPSIETCS €ro NeYaThio.

Penent, opopmnennslii Ha peuentypHoM Onanke Gpopmel N 148-1/y-88 u popmsr N 148-1/y-04(11),
JOTIOJTHUTEIHHO 3aBEPSAETCS MeYaThi0 MEIUIIMHCKON opranmu3anuu "J{s perentoB".

Hns penenita, ohopmiieHHOTO Ha penentypHoM Onanke Gopmer N 107-1/y, nanuune neuat " s
perenToB" He SBISETCS 0053aTEIILHBIM.

15. Ha omnom penentypaom Omanke ¢opmbr N 148-1/y-88 u dopmbr N 148-1/y-04(i)
paspelraercsi OCyIeCTBIATh Ha3HAYCHNE TOJIBKO OJJHOTO HAMMEHOBAHHMSI JIEKAPCTBEHHOTO TIperapara.

Ha omaom penentyprom Omanke ¢opmbl N 107-1/y paspemraercss oCylIeCTBISTh Ha3HAUYCHUE
TOJIBKO ~ OJHOTO HAaWMEHOBAHMS JIGKAPCTBEHHOrO TMpemapara, oTHocsmerocs 1mo ATX
aHTurncuxotnueckum cpeactBam  (kog NOSA), ankcuonmutukam (kox NOS5SB), cHOTBOpHBIM U
cenatuBHbIM cpeactBam  (kox NOSC), antuaenpeccantam (kox NO6A) uW HE TOIJISXKAIIETO
MPEeIMETHO-KOJIMYECTBEHHOMY YYeTy, U JI0 TPeX HAUMEHOBAaHUU JIEKapPCTBEHHBIX MpENapaTtoB - s
WHBIX JICKAPCTBEHHBIX MPENapaToB, HE OTHECEHHBIX K BhIIeyKazaHHBIM ATX.
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16. UcnpaBneHus B peLienTe He JOIMyCKaroTCs.

17. Ilpu opopminenun penentypHsix 6ankoB Gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(i)
Ha JICKQpCTBEHHBIC IMperaparhl, HAa3HAYCHHbIC II0 PEHICHUIO BpayeOHOW KOMHCCHHM, Ha 000pOTe
pelenTypHoro OJaHKa CTaBUTCS CTeIMaIbHAS OTMETKA (IIITaMII).

18. Ha penentypuom Onanke ¢opmbl N 148-1/y-04(31) BHM3Y uMeETCS JUHUS OTpPbHIBA,
pas3zensomas pelenTypHbIi 6J1aHK U KOPELIOK.

Kopemok ot peuenta, oopMIEHHOr0 Ha YKa3aHHOM PELENTYpPHOM OJIaHKe, BBIIAETCS MALUEHTY
(ero 3aKOHHOMY IIPEJICTaBUTENIO) B AaNTEYHOW OpraHM3alMM, Ha KOPEIIKE JENAaeTCs OTMETKA O
HAaMMEHOBAHMH JIEKAPCTBEHHOTO Ipernapara, J03UpOBKe, KOJIMYECTBE, CII0co0e MPUMEHEHUSI.

Il. OcpopmneHue peuenta B popme 3N1EKTPOHHOro AOKYMEHTa

19. Penenit B popMe 37IEKTPOHHOTO JOKYMEHTA, MTOJMUCAHHOTO YCUICHHOW KBaTM(DULIUPOBAHHON
9JIEKTPOHHON MOJANHUCHI0, (POPMUPYETCS METUIIMHCKUM PaOOTHUKOM, CBEJCHHUS O KOTOPOM BHECEHBI B
(benepanbHBIi PEruCTp MEAWIMHCKUX PaOOTHUKOB <5>, a TakKe INpPU YCIOBUU PETUCTPAIUH
MEJIUIMHCKOW OpPTaHU3aINH, B KOTOPO OQOPMIISETCS PEeLenT, B (heAepalbHOM PEeecTpe METUIIMHCKIX
opraHmzanuii <6> en1nHOI rocy1apcTBEHHOW MH(POPMAIIMOHHOMN CUCTEMBI B cpepe 3ApaBOOXpaHEHUS U
MOJKJIFOUYEHUS! TaKOW MEAMLIMHCKOW OpraHM3alliu K roCyJapCTBEHHONM MH(OPMALMOHHOM cuCTeMe B
cdepe 3apaBooxpaHenus cyorekra Poccuiickoit denepanmu <7>.

<5> Yactb 4 cratbu 91.1 DepepanpuHoro 3akona N 323-O3 (CobOpanHue 3aKOHOJATEIHCTBA
Poccutiickoit ®eneparuu, 2011, N 48, ct. 6724; 2020, N 29, ct. 4516).

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

<7> Crateu 91 u 91.1 ®depepanpHoro 3akoHa N 323-O3 (CoOpaHue 3aKOHOAATENHCTBA
Poccuiickoit ®enepamuu, 2011, N 48, cT. 6724).

20. Ilpu odopmieHun pernenta B ¢GopMe DIIEKTPOHHOTO JOKYMEHTa Ha JIEKapCTBEHHBIC
npenaparsl, yka3aHHble B IyHKTax 9 m 11 Ilopsaka Ha3HaueHMs] JIEKapCTBEHHBIX IIPENApPaToB,
YTBEPKACHHOTO HACTOSIIMM IIPUKAa30M, M OTIyCKa€MbIE€ 3a IOJHYK) CTOMMOCTB, 3aIOJHSIOTCS
CJIEYIOIINAE PEKBU3HTHI:

1) xon cyowekra Poccuiickoit ®eneparuu mo OKATO, onpenensromuii rocyJapCTBEHHYIO
nHPOPMALIMOHHYIO CUCTEMY B cepe 3apaBooxpaHeHus cyobekra Poccuiickoit @denepannu, B KOTOPOi
c(hOpMHUPOBaH perent B (hopMe IEKTPOHHOTO JOKYMEHTA;

2) HaMEeHOBaHNE MEIUILIMHCKON opraHu3aluy, aapec, TenedoH Wik GaMuans, MHUIUAIbI UMEHU
U oTyecTBa (MOCieAHEee - MPU HATMYUHU) UHIAUBUYAJIbHOIO IPEANPUHUMATENS, UMEIOLIETO JIMIEH3HIO
Ha MEIULUHCKYIO JIEATEIBHOCTD, €ro aJIpec;

3) OI'PH ropuanueckoro nuna (MeauiuHckoi opranuzanuu) win OI'PHUII waauBuIyansHOTO
peANpUHUMATEIIS;
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4) nata odopmieHus perenTa (yKa3bIBaeTCs YUCIO, MECSI, TO1);

5) nara okoHuYaHHUs JeicTBus perenta (popMHpPYeTCs TroCyIapCTBEHHON HH(GOpMAIMOHHON
cucreMoii B chepe 31paBooxpaneHus cyobekra Poccuiickoir @enepanui B COOTBETCTBUH CO CPOKaMH
nevictBus peuentoB: 15 queit, 30 gueit, 60 nueit, 90 nueit, 1o 1 roga);

6) yHUKaIbHBIN HOMEp perenTa ((popmMupyercst rocy1apcTBEHHON MHGOPMAIIMOHHONW CUCTEMOU B
chepe 3apaBooxpaHeHus cyOwbekTa Poccuiickoir @enepanuu u  obecnednBaeT OJHO3HAYHYIO
uACHTUGUKALMIO perenTta B (GopMe 31eKTpoHHOro JokyMmeHTa B codetanuu ¢ OKATO, OI'PH wunm
OI'PHUII);

7) ormetku "cito" (cpouHo) wiau "statim" (HeMEAJICHHO) MpPHU HEOOXOIUMOCTH CPOYHOTO HIU
HEMEJUIEHHOTO OTITyCKa JIEKapCTBEHHOT'O Npenapara NalueHTy;

8) ampec manmeHTa (yKa3bIBae€TCs MOYTOBBIM aJIpeCc MECTa KHUTEIhCTBA (MecTa TPEeObIBAaHUS WU
MecTa (PaKTUYECKOTo MPOKUBAHUS) C yKa3aHUEM HHIEKCa, HAMMEHOBAaHUS Kpasi, 00JIaCTH, PECITyOIuKH,
aBTOHOMHOTO OKpyTa U UHOro cyobekTa Poccuiickoit denepaiinu, HAMMEHOBAHUS HACEIIEHHOTO MyHKTA,
HaMMEHOBaHMA YJIHUIBI (IIPOCIEKTa, Mepeyiika, IMpoes3aa), Homepa JoMma (¢ yKazaHHeM KopIiyca, NMpU
HaJIM4YUM), HOMEpPa KBApTHUPHI);

9) HOMEp AIIEKTPOHHOW MEIWIIMHCKOW KapThl MAlMeHTa B TOCYAApCTBEHHOW HWH(GOpPMAIIMOHHON
cucteme B cepe 3npaBooxpaneHus cyobekTa Poccuiickoit denepanuu;

10) dbamumus, uMs, 0T4eCTBO (TTOCIICIHEE - TIPU HAJTUYHMH) IMAIIMEHTA MOJTHOCTHIO;

11) mata pokaeHusi manueHTa (yKa3bIBaeTCsl YHUCIO, MeCAl, rom), s aetedl mo 1 roga
JOTIOJTHUTEIBHO YKA3bIBAETCSl KOJTUYECTBO MOJTHBIX MECSIIEB;

12) ¢davunus, WHUIMATBI UMEHH W OTYecTBa (IMOCIEAHEE - TPH HAIWYUHM) MEIUIUHCKOTO
pabOTHHKA TIOJIHOCTHIO;

13) HaMMeHOBaHHME JIEKAPCTBEHHOrO  Tpemapara  (MEXIYHApOJAHOE  HEMAaTeHTOBAHHOE
HAaUMEHOBAaHME, TPYNIHUPOBOYHOE WM XHMHYECKOE HAMMEHOBAaHUE, TOProBOE€ HaWMEHOBAHHE),
J03UPOBKa, (hopMa BBIMYCKa, KOJIMYECTBO (BCE MO3UIIMH YKa3bIBAIOTCSA HA PYCCKOM SI3BIKE);

14) croco® mpuMeHeHHs JIEKapCTBEHHOTO MIpernapaTta Ha roCyJapCTBEHHOM si3blke Poccuiickoit
@enepanuy WIM Ha TOCYAApCTBEHHOM s3blke Poccuiickon ®enepanu M rocyJapCTBEHHOM SI3BIKE
pecyOJIMK ¥ UHBIX sI3bIKax HapoJ0B Poccuiickoit depepannn <8>;

<8> Yacte 1 crateu 15 3akona N 1807-1 (Begomoctu cbe3na Hapomubix jaenytatoB PCDOCP u
BepxoBaoro Cosera PCDCP, 1991, N 50, cr. 1740; CoOpanue 3akoHOomaTrenbcTBa Poccuiickoit
Oepnepauun, 1998, N 31, ct. 3804).

15) noxkymMeHT, NOATBEPKAAIOIIMN Ha3HAYEHHUE JIEKApCTBEHHOIO TIpernapara I0 pPELIECHUI0
BpaueOHOM KOMHCCHH MEIUIIMHCKON OpraHU3allNH,

16) oTmMeTka O Ha3HAYEHUHU JIEKAPCTBEHHOIO Ipenapara IO PEIICHUI0 BpayeOHON KOMHUCCUU
MEIUIIMHCKOW OpraHu3allii B CIIydasx, yKa3aHHBIX B a03aie BTopoM myHKTa 6 Ilopsnka HasHaueHuUs

www.consultant.ru CrpaHvua 32 u3 45
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&demo=2&base=LAW&n=412098&date=26.03.2022
https://login.consultant.ru/link/?req=doc&demo=2&base=LAW&n=387118&date=26.03.2022&dst=100090&field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

Mpukas MuH3gpasa Poccumn o1 24.11.2021 N 1094+
"O6 yTBepxaeHumn MNMopsiaka Ha3HaYeHMsl TEKaPCTBEHHbIX
npenapaTos, GOpM peLenTyp...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 26.03.2022

JICKApCTBCHHBIX NPCIIAPATOB, YTBCPIKACHHOI'O HACTOAIMIUM ITPUKA30M;

17) orMeTKa O crenualbHOM Ha3HAYEHHUHU JICKApCTBEHHOI'O Ipernapara (3amojHseTcs B Clydasx,
yKa3aHHbIX B MyHKTax 15 m 24 Ilopsaka HazHaueHMs JIEKAPCTBEHHBIX IPENApaToB, YTBEPHKACHHOIO
HACTOSIIUM IPUKA30M);

18) oTMeTKa O criennaibHOM Ha3HAUEHUH JIEKapCTBEHHOTO IpernapaTa NalleHTy ¢ 3a00JIeBaHuEM,
TpeOyIOIUM JUIUTEIBHOIO KypCOBOTO JICUEHHUs (3alojHSEeTCs B Cilydae, yKa3aHHOM B IYHKTe 23
[lopsinka Ha3HAUeHHS JIEKAPCTBEHHBIX MPENapaToB, YTBEPKICHHOTO HACTOSIIMM MPHKA30M) C
MPOCTABJIICHUEM MEPUOJUYHOCTH OTIYCKa JICKAPCTBEHHOTO IIpenapara;

19) mpu odopmiieHnu perenrta B GopMe IEKTPOHHOTO JOKYMEHTa Ha JIGKAPCTBEHHBIC MTPEapaThl,
yKa3aHHble B NOANYHKTax 2 - 5 myHkra 9 u nyHkre |1 Ilopsaka Ha3HadyeHMs JIEKapCTBEHHBIX
MpernapaToB, YTBEPKJACHHOTO HACTOSIIKMM MpPUKa30M, TpakJaHaM, MMEIOIIMM IMpaBo Ha OecriaTHOE
IIOJIyYE€HUE JIEKapPCTBEHHBIX IIPENApaTOB MM IIOJYYEHHUE JIEKAPCTBEHHBIX IIPENApaToB CO CKHUIKOW,
3aIIOJIHSIOTCSL PEKBU3HTHI, NMPEAYCMOTPEHHBIE MOAMYHKTaMH 1 - 18 Hacrosiiero myHKTa, a Takxke
CIIEYIOLINE PEKBU3UTHI:

a) KaTeropus TIpa)<[aH, UMEIOUIMX [pPaBO Ha IIOJY4YEHHE JIEKAPCTBEHHBIX IPENapaTroB B
COOTBETCTBUU cO cratheit 6.1 dDenmepanpHoro 3akona ot 17 wurons 1999 r. N 178-®3 "O
rOCyIapCTBEHHOW CONMAIBHON momotu" <9>;

<9> Cobpanue 3akoHoaarenbcTBa Poccuiickoit @eneparuu, 1999, N 29, ct. 3699; 2020, N 52, cr.
8577.

0) xon HO30sOTHYECKO# popmbl mo MKB;

B) MCTOYHUK (puHaHcupoBaHus (1 - ¢enepanbHblil Or0KeT, 2 - OroKeT cyobekra Poccuiickoit
denepanun, 3 - MyHUIIATIAILHBIN OFOKET);

r) pa3mep omathl (1 - 6ecrunatHo, 2 - 50%, 3 - nunoit %);

JI) CTpaxoBOM HOMEp HHAMBHIYaJbHOTO JIMIEBOrO cueTa rpaxnaHuHa B IleHcnonHom Qonze
Poccuiickoit @enepanuu (npu Hanuuun) (CHUJIIC);

€) HOMep ToJInca 0053aTeTbHOTO MEUITMHCKOTO CTPAXOBaHUSI.

21. Ilpm npocTaBieHUN OTMETKH, yKa3aHHON B noanyHkre 16 myHkra 20 Hacrosmero Ilopsaka,
peuent B (QopMe 3JIEKTPOHHOIO JOKYMEHTa IOJMMCHIBACTCS YCUJICHHOM KBalu(UUUPOBAHHON
JIEKTPOHHON TOAINMUCHIO TMpeJcenaTeNss WM CceKperaps BpadyeOHOW KOMHUCCHM —MEIUIIMHCKOMN
OpraHM3aliy, IpU IPOCTABICHUN OTMETOK, YKAa3aHHBIX B MOANYHKTax 17 m 18 nmynkra 20 HacTosIero
[lopsinka, - YCHWJICHHBIMH KBaJHU(HUIMPOBAHHBIMU DJIEKTPOHHBIMH TOJAMUCSIMH COOTBETCTBYIOIIMX
MEIUIUHCKUX PA0OOTHUKOB.

22. Ilo TpebOBaHHIO MAllMEHTAa WJIM €r0 3aKOHHOTO MpEeACTaBUTENS OPOPMIISIETCS SK3EMILISIP
peuenta B (opMe 3JIEKTPOHHOIO JOKyMEHTa Ha OyMa)kHOM HocuTene ¢ orMmeTkoi "JlyOsumkar
3JIEKTPOHHOIO TOKyMEHTa".
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lll. YyeT peuenTypHbIX 651aHKOB (3a UCKNOYEHUEM peLenTypPHbIX
6naHkoB no ¢opme N 107/y-HIM "CneuynanbHbIin peuenTypHbIA 6n1aHK")

23. VYuer peuentypHeix OmankoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(xn),
W3TOTaBIMBAEMBIX THTMIOTPA()CKUM CIOCOOOM (Zanee - perenTtypHble OJaHKH, MOJUIeKAINIUe YYETy),
OCYIIECTBIISICTCS B KypHaJIaX ydeTa, IPOHYMEPOBaHHBIX, IIPOITHYPOBAHHBIX U CKPEIJICHHBIX TIOJITHCHIO
PYKOBOJIUTENST W TIEYaThl0 MEOUIIMHCKOM OpraHu3alMyd WIA TOJIUChI0  HHIMBHIYaJTbHOTO
NpeANPUHUMATES,, UMEIOIIETO JIMIICH3UIO Ha METUIIMHCKYIO IS TEIbHOCTb.

24. Kypnan yueta perentypHbix 01ankoB ¢popmel N 107-1/y comepxut ciemyromniue rpadsr:

1) HoOMep 1O MOPSAIKY;

2) B pazzaene "[Ipuxox":

a) JlaTa PerucTpalny JTOKyMEHTa, TOTBEPKIAIOIIETO MOCTYIJICHNUE;

0) HOMEp U J1aTa JOKYMEHTa, MOATBEPKAAIOIIETO MOCTYIUICHHE, HAMMEHOBAHUE TOCTABIINKA,;

B) 00111ee KOJIMYECTBO MOCTYNHUBIIUX PELETITYPHBIX OJIAHKOB;

r) damMwins, WHANHAIBI HMMEHM H OT4ecTBa (TMOCJIeIHee - MpPH HAIWYUU) U TOJIHUCH
OTBETCTBEHHOTO MEIUIIMHCKOTO pa0OTHHKA, MTOJTyYHBIIETO PEIENTYPHbIC OJIAHKH OT MOCTABIIHKA;

3) B paznene "Pacxon":
a) JlaTa BBIJJAYH PEIENITYPHBIX OJIAHKOB;
0) KOJIMYECTBO BBIJAHHBIX PELENTYPHBIX OJaHKOB;

B) (damuius, MHULIMANBI UMEHM M OTYecTBa (MOCIeAHee - NpPU HAJIMYUH) OTBETCTBEHHOTO
MEIULUHCKOTO PAa0OTHHUKA, TOJYYUBILIErO pEelEeNTypHbIe OJaHKH;

T') IOANKUCH OTBETCTBEHHOI'O MEIULIMHCKOI0 paOOTHHKA, MTOJIyYHUBILIErO PELENTypHbIE OJIaHKH;

4) ¢amwiug, UHULOMANBI HWMEHH W OTYecTBa (IMOCIEAHEee - MpU HaJIWMYMU) U MOJIHUCH
OTBETCTBEHHOI'0 MEAMLIMHCKOTO paOOTHUKA, BBIAABIIETO PELENITYpHbIC OIaHKHU;

5) ocTaToK peuenTypHbIX OJaHKOB.

25. Kypnan yuera penentypHsix OmaHkoB ¢opm N 148-1/y-88 u N 148-1/y-04(a) comepxut
cienyromme rpador:

1) HOMep 1O OPSAIKY;
2) B pazaene "[Ipuxon":
a) jaTa PerucTpaluy J0KyMeHTa, HOATBEP K IAIOIIEro NOCTYIICHHUE;

6) HOMEp U naTa JOKYMCHTA, IOATBCPIKAAOMICTO ITOCTYIINICHUC, HAMMCHOBAHUEC ITOCTABIIIHNKA;
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B) 00I11ee KOJIMYECTBO MOCTYNHBIINX PELENTYPHBIX OJaHKOB,
I') CEpUU U HOMEpa PeLEeNTYPHbBIX OJIAaHKOB;
1) KOJIMYECTBO PELETITYPHBIX OJIAHKOB 110 CEPHSM;

e) ¢amMuius, WHWIHMATBI WMEHH | OT4decTBa (TOCICIHEEe - MPU HAIMYUU) W TOJIHUCH
OTBETCTBEHHOTO MEIUIIMHCKOTO paOOTHHUKA, TTOJIYIUBIIIETO PEIECNITYPHBIC OJAaHKH OT TTOCTABIIHMKA;

3) B paznene "Pacxon":

a) JlaTa BIJIA4M PEIENTYPHBIX OJaHKOB;

0) cepuu ¥ HOMepa BBIJAHHBIX PEIENTYPHBIX OJTaHKOB;
B) KOJIMYECTBO BBIIAHHBIX PEIENITYPHBIX OJIAHKOB;

r) Qamuiaus, WHAIUAIBI UMEHH W OT4YecTBa (TOCIEAHEE - TpH HAJUYWH) OTBETCTBEHHOTO
MEIUIIMHCKOT0 pabOTHHUKA, MOTYYUBIIETO PEENTypHbIE OJaHKY;

I[) IoAIIMCh OTBETCTBECHHOI'O MCAUITMHCKOI'O pa6OTHI/IKa, IMOJIYYHMBHIECTO PELECIITYPHBIC 6J'IaHKI/I;

4) Cl)aMI/IJ'II/IH, HHHUIHAaJIbl HMMCHHM H OTYCCTBaA (HOCJ’IGI{HGC - 1Ipu HaJII/I‘lI/II/I) n MOoAIINCH
OTBE€TCTBCHHOI'O MECIHUIIMHCKOI'O pa6OTHI/IKa, BBIIABHICTO PCUCIITYPHBIC 6J'IaHKI/I;

5) OCTaToOK penenTypHbIX OJaHKOB.

26. Ydyer penentoB, oQopMIEHHBIX B (hOpME SIEKTPOHHOTO JIOKYMEHTAa, OCYIIECTBISIETCS B
rocy/apcTBeHHOH WHGOPMallMOHHON cucTeMe B cdepe 3ApaBooxpaHeHus cyOwnekta Poccuiickoit
denepanyy MOCPEICTBOM BEIEHUS €MHOIO peecTpa peLenToB, 0OPMIIEHHBIX B ()OPME IEKTPOHHBIX
JOKYMEHTOB.

IV. XpaHeHue peuenTypHbIX 6N1aHKOB (32 UCKITIOYEHMEM peLenTypPHbIX
6naHkoB no ¢oopme N 107/y-HIM "CneunanbHbin peuenTypHbIn 6n1aHK")

27. MeauMLMHCKHE OpraHu3alliy MOJIy4aloT HEe0OXOAUMbIe pelenTypHble OlaHkH, oopMIICHHbIE
TUNIOTPACKUM CHOCOOOM, Hepe3 TEppPUTOPHABHBIE OpraHbl YIPABICHUS 3/IPaBOOXPAHEHHUEM HIIU
OpraHM3allfK, YIOJTHOMOYECHHbIE HAa 9TO OpraHaMu HCIOJHUTEIBHOW BIACTH CyOBeKTOB Poccuiickoit
denepauuu.

28. PenenitypHble OJaHKHU, TIOJUICKAIINE YIETy, XPAHATCS OTBETCTBEHHBIM JIUIIOM, Ha3HAYCHHBIM
PYKOBOAMTEIIEM MEIUITMHCKOW OpraHu3allid, B 3allMPacMOM MeETAUTMYecKoM mmkady (ceitde) wumum
METAJUTMICCKOM SIIIUKE.

29. UnnuBuayalibHbld IpeIIpUHUMATENb, UMEIOLIMN JTUIIEH3UI0 HA MEJUIIMHCKYIO AESITEIbHOCTbD,
XpaHUT pelenTypHble OJaHKU, MOJIEKAIINE YUeTy, B 3alIMpaeMOM MeTalTnueckoM mkady (ceiide) mmu
METAJJINYECKOM SIIUKE.

30. IlpoBepka COCTOSHUS XpaHEHHs, ydeTa, (PaKTHUECKOTO HAIWYMS M PACXOAa PEHeNTypPHBIX
O7aHKOB, TMOUIEKANIMX YYeTy, OJUH pa3 B KBapTaJl OCYIIECTBIISIETCS KOMHCCHEH, CO3aHHOW B
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MEIUIIMHCKOW OpraHU3aI[iH.

31. PeuentypHble OnaHkH, odopmisieMble Ha OyMa)KHOM HOCHUTENE U MOJJIEkKAIlue YYeTy,
BBIIAIOTCSI MEULMHCKUM Pa0OTHUKAM, UMEIOIIUM MPaBO OQOPMIICHHUS PELENTOB, O PACTIOPSKEHHIO
IJIaBHOTO Bpaua WIN €ro 3aMeCTUTEIS.

HOJ’Iy‘—IeHHBIe PEUCIITYPHBIC OlaHKU Ha 6YMa)KHBIX HOCHUTCIIAX XpaHATCAd MCIUIIUHCKUMHA
pa6OTHI/IKaMI/I B IIOMCHICHHUAX, O6CCHC‘II/IBaIOH_II/IX HX COXPAaHHOCTD.

32. IlporpaMMHO-T€XHUYECKHUE CPEICTBA IOCYNAapPCTBEHHBIX MH(POPMALMOHHBIX CUCTEM B cdepe
3paBOOXPAHEHMs,  MEIUIMHCKMX  HMH(OPMAIMOHHBIX  CHUCTEM  MEIUIMHCKHUX  OpraHM3alui
00ecTeYnBalOT XpaHEHNE JEKTPOHHBIX PEIEeNnTOB, OPOPMIICHHBIX B (pOpME IEKTPOHHBIX JTOKYMEHTOB
B TEUCHHE CPOKOB, YCTAHOBJICHHBIX U XPAaHEHHUS PEUEnTOB, OQOPMIICHHBIX Ha COOTBETCTBYIOIIMX
(dbopMax penenTypHbIX OJaHKOB Ha OyMakHOM Hocutene <10>.

<10> [Momnynkr 5.2.169 TIlonoxenuss o MunuctepctBe (CoOpaHue 3aKOHOAATENbCTBA
Poccuiickoit @eneparuu, 2012, N 26, ct. 3526; 2021, N 43, ct. 7258).

ITpunoxenne N 4

K IIpHKa3y MHUHHUCTEpCTBA 3paBOOXPAaHEHUS
Poccuiickoit @enepanun

oT 24 Hosi0ps 2021 r. N 1094n

®OPMA CIIEHUAJIBHOT'O PELIEIITYPHOI'O BJTAHKA N 107/Y-HIIT

MuHHCTEPCTBO 3IpaBOOXPaHEHUS Kox ¢popmbr mo OKV/I
Poccuiickoit deneparuu MenuiHcKas JOKyMEHTaIus

®opma N 107/y-HII,
YTBEPKACHHAS [IPUKA30M
MuHucTepcTBa 31paBoOXpaHEHUS
Poccuiickoit @enepanun

ot 24.11.2021 N 1094n

LITaMII MEIUITUHCKOM OopraHnu3anuu

PELIENT

Cepus N

" 20 1.
(1aTa BBINKCKH pELIeNTa)
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(B3pOCIBIN, IETCKUN - HYKHOE OTYEPKHYTh)

cDaMI/IJ’II/IH, HnMs, OTYCCTBO (HOCJ’ICI[HGG - [Ipu HaJII/I‘lI/II/I)
IHalucHTAa

Bospact

Cepus 1 HOMED MOJHMCa 0053aTEIIPHOTO MEIUIIMHCKOTO CTPAXOBaAHUS

Homep meauuuHCKON KapThl

damunus, UMsl, 0TYECTBO (TTOCTICTHEE - TIPU HAJTMYUH )
nedaniero Bpava ((enpamepa, akyepku)

R ettt e e e e e ettt e e e e e e e e ssteeaeeeeeeeentataaeeeeeeennnnnneees

[Momnuck n MM4HAs TIeYaTh Bpayda
(moxmuck enpaiepa, akKymepKu)

M.IL

q)aMI/IJ'II/Iﬂ, UM, OTYHECTBO (HOCJ’IGI[HCG - [Ipu HaJ'II/IqI/II/I) 1 NOAIHXCH YIIOJJHOMOYCHHOT'O JIMIla
MG)II/II.[HHCKOfI opraHmuzalvn

M.IL

OTMeTKa anTeyHOU OopraHu3anuun 00 OTITyCKC

q)aMI/IJ'II/IH, M, OT4YECTBO (HOCJ’IGI[HGC - [Ipu HaJ'II/I‘lI/II/I) H 1oAIIuCh paGOTHI/IKa anTe4yHou
opraHnu3anu

M.IL

Cpoxk nelictBus peuenrta 15 nueit

[Tpunoxenue N 5

K IpHUKa3y MHUHUCTEPCTBA 3/[paBOOXPAHEHUS
Poccuiickoit ®enepanun

oT 24 Hos16ps 2021 r. N 1094n

NOPALOOK
N3roToBJIEHUA, PACMNPELOENEHUA, PETUCTPALIUU, YHETA U XPAHEHUA
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PELUENTOB, COOEPXALUNX HASBHAYEHUE HAPKOTUYECKUX CPEACTB
I NCNXOTPOIMHbIX BELWECTB

l. Mopsaok n3rotoBrneHus, pacnpeaeneHus cneymanbHbIX
peuenTypHbix 6naHkoB no dopme N 107/y-HI

1. Opranuzanuio U3roTOBIEHUS U paclpeeleHus pelenTypHbIx 01ankoB o ¢dopme N 107/y-HII
"CrneuuanbHbld pelenTypHbIil OnmaHk" (manee - CHenuaabHBIA PEHeNnTypHbIH OJaHK) OCYyIIeCTBISET
MunuctepcTBo 3apaBooxpaHeHust Poccuiickoit @enepannu (nanee - MUHUCTEPCTBO).

2. CrenmaiibHbIe peLenTypHbIE OJaHKH SIBIISIOTCS 3alIMIIEHHON MONMHUrpadudeckoil mpoIyKIuen
ypoHs "B", uzroraBnuBaeMoii Ha Oymare po3oBoro mBeta pazmepom 10 cMm X 15 cM, TOKHBI UMETh
CEepUI0 U HOMEp, a TaKXKe COOTBETCTBOBAaTh TPEOOBAaHUAM, YKa3aHHbIM B IpHUKa3e MMHHCTEpCTBa
¢unancoB Poccuiickoit ®eneparuu ot 29 centsadps 2020 r. N 2171 "O06 yrBepxkaeHMH TeXHUUECKUX
TpeOOBaHUI M YCIIOBHM H3TOTOBJIEHUS 3AIIMIIEHHOW OT MOAJENOK Moiurpaduieckoil mpoaykuun"
(3apeructpupoBan MmuHHCTEpCTBOM focTHiMu Poccuiickoit ®eneparuu 16 HosiOpss 2020 1.,
peructpanonHslii N 60930).

3. B nensx opraHu3zany U3rOTOBJIEHUS U paclpeieNieHus] CHelHalbHbIX PEleNTyPHbIX OJaHKOB
MEIUIMHCKUE OpraHu3aliy, MMEIOIIUE IPAaBO OCYLIECTBIIATH BbIAAYY PELENTOB Ha HAPKOTHYECKHE
CpeAcTBa MM ncuxorporHble BemecrBa cuucka [l Ilepeuns u 3apeructpupoBanHble B Poccuiickoit
@enepanii B KadeCcTBE JIEKAPCTBEHHBIX IIPENapaTtoB Ul MEIUIMHCKOTO NpUMEHEHus (manee
COOTBETCTBEHHO - MEIMLMHCKAs OpraHM3alysl, HApKOTHMUYECKUH (TICUXOTPOIHBIN) JIEKapCTBEHHBIN
Mpernapar), COCTaBIISIOT 3asBKH Ha PEleNTypHbIC OJIaHKH.

4. B cpok 10 1 OKTAOps TEKyIIEro rojia 3asBKM MEAWIIMHCKUX OpPTaHW3aIMil Ha CHEIUaIbHBIC
pelenTypHble OJaHKU TPEICTaBISIOTCS:

1) MCAUIHUHCKUMH OpraHu3alusaAMU, HaXOAIMUMHCA B BCACHUU (peﬂepaHBHHX OpraHoB
HCIIOJIHUTEIbHOMN BJIACTH, - B COOTBCTCTBYIOIIIUC (bCIIepaHBHBIe OpraHbl HCIIOJIHUTEILHOMI BJIACTH,

2) MEIMIMHCKUMM OpraHu3alusIMHi, HaXOSMIIUMHUCA B BeJIeHUU CyObekTOB Poccuiickoii
denepannu, METUIIMHCKUMU OPTaHU3AIUSIMHA MYHUIIUTIAIIBHONW U YaCTHOM CHUCTEM 3/IpaBOOXPAHEHUS - B
OpraHbl HCIIOJIHUTENBbHON BiacTH cyObekToB Poccuiickoit @enepannu B cdepe oXxpaHbl 370pPOBbs
TpaXJaH, Ha TEPPUTOPHUU KOTOPHIX OHHU PACIOJOKEHBI (Janee - OpraHbl HCIOJHUTEIBHOW BJIACTH
cyonekToB Poccuiickoit denepanun).

5. B 3asgBke MEIUITMHCKOM OopraHu3al Ha CICHHUAJIBHBIC PCUCIITYPHLIC OJIaHKH YKa3bIBAOTCA
CJICAYIOIIUC CBCACHHA:

1) cBemeHust 0 MEIMIIMHCKOW OpraHW3aIliy, TOJABIICH 3asBKy Ha CIICIHUATbHBIC PEICITYPHBIS
0J1aHKU (TIOJTHOE HAMMEHOBAHUE, a/IpeC MECTa HAXOXK/CHH);

2) KOJIMYCCTBO CICHHUAJIBHBIX PEUCITYPHBIX 6J'IaHKOB, HU3PpaCxXOoJOBAHHBIX MC,I[HHHHCKOﬁ
OpraHHSaHHCﬁ Ha 1 sTHBaAps MPEAMCCTBYIOMICTO I'0Ja;

3) KOIMYECTBO CHEIMATBHBIX PEHENTYPHBIX OJTaHKOB, HEOOXOJUMBIX MEIUITMHCKON OpraHU3aIlluu
Ha CJICIYIOLIMM TOI.

3asBKa M€ILI/IHHHCKOI71 opramu3alvii Ha CICHOHUAJIbHBIC PCLCITYPHBIC OnaHKu oAU CBIBACTCS
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PYKOBOIUTCIICM MEIUILIMHCKOM OopraHu3anunu, KOTOpLIﬁ HECCT IMCPCOHAJIBHYIO OTBCTCTBCHHOCTHL 34
000CHOBAaHHOCTH M AOCTOBCPHOCTD YKAa3aHHBIX CBEJICHUIA.

6. denepanbHbie OpraHbl UCIIOJHUTEIBLHON BJIACTH, B BEJICHUU KOTOPBIX HAXOASATCS MEIUIIMHCKUE
opraHm3anuu (naiee - QenepalbHbIC OpPraHbl WCIOJHUTEIBHON BJIACTH), W OPraHbl MCIOJHUTEIBHON
Bractu cyobekToB Poccuiickoit denepanmn Ha OCHOBAaHWW 3asSBOK MEIAMIIMHCKHAX OpTaHU3aIMil Ha
CHelHaibHble pelenTypHble OnaHku (OPMHUPYIOT CBOJHBIC 3asBKM HA CIIELMaJIbHBIC PEIENTYypHbIE
OIaHKU U B CPOK 10 | mexalpst TeKyIIero roja NpeacTaBiIsioT X B MHUHHCTEPCTBO.

7. B cBOgHOM 3asBKe Ha CICLHaJIbHEIC PCUCITYPHBIC OnaHkKH YKa3bIBAOTCA CICAYIONINC CBCACHUA:

1) cBenenus o deneparbHOM OpraHe WCHOJIHHUTEIBHOW BIACTH (OpTraHe MCIOJHUTEIHHON BIACTH
cyobekTa Poccuiickoit denepannn), npeacTaBUBIIEM CBOJHYIO 3a8BKYy Ha CHEIMAJIbHBIE PELENTYpPHbIE
0J1aHKU (TIOJTHOE HAMMEHOBAHUE, a/IpeC MECTa HAXOXK/CHH);

2) KOJMYECTBO CIELHUAIIBHBIX PELENTYPHbIX OJAHKOB, paclpeseleHHbIX (efepalbHbIM OpraHOM
HCIIOJTHUTENILHOM BIacTU (OPraHOM HCTIOJIHHUTENBHOM BIacTH cyObekTa Poccuiickoit denepanun) Ha 1
SIHBApPs MPEILIECTBYIOLIEro rojla MeX Ay MEIUIUHCKUMU OpraHU3alusaIMu;

3) KOJNMYECTBO CHEUMATbHBIX PEUENTYPHBIX OJaHKOB, HEOOXOOMMBIX (heaepalbHOMY OpraHy
WCTIOJTHUTENIEHOW BiacTh (OpraHy HCIIOJHUTENFHOW BiacTH cyObekra Poccuiickoit deneparnyn) Ha
CJIEIYIOIINN TOJT JUISl pacIpeAeIICHHs] MEX1y MEAUIMHCKUMH OPTaHU3aLHsAMM;

4) cBemeHus O NOJBEJAOMCTBEHHOW OpraHU3allUM, YINOJIHOMOYEHHOW (enepalbHbIM OpPraHOM
WCIIOJHUTENIbHON BIAcTH (OpraHOM HCIHONHUTENbHON Biactu cyObekTa Poccuiickoit deneparmn)
OCYIIECTBIISATh TOJYYEHUE CHEUUANbHBIX PELENTYPHbIX OJIAaHKOB OT MHHHCTEpCTBa, UX XpaHEHUE U
BBIIaYy MEAWIIMHCKUM OpraHu3aIusaM (IOJIHOe HauMEHOBaHMe, ajipec Mecta Haxoxaenus, MHH/KIIII,
OKTMO opranuzanuu, (pakTUYECKUH aipec MOCTaBKH).

8. Ha ocuoBannu IMOJIYYCHHBIX CBOJHBIX 3asdBOK Ha CICHUAJIBHBIC PCHCITYPHBIC OJTaHKHn
MUHHCTEPCTBO €XETOHO B CPOK 110 15 siHBaps ciemyromiero roga (GopMupyeT W yTBEpKIaeT IUIaH
pacrpeneeHus: CrielUalbHbIX PEENTYPHBIX OJaHKOB, B KOTOPOM OTpPa)KaeTcsi roJloBas MOTPEOHOCTh
Poccwuiickoit ®denepanu B CHEIHUANBHBIX PEIENTYPHBIX ONaHKax (Jajgee - TUIaH pacmlpeesieHus
MuHnucrepcTBa).

9. B mnane pacnpeneneHuss MUHUCTEPCTBA YKa3bIBAIOTCS CIEAYIOIINE CBEICHHS:

1) nopsIKOBBIM HOMEp 3aINCH;

2) HauMeHOBaHHWe (eAepaJbHOIO OpraHa HUCIOJHUTENIBHOW BJIACTH (OpraHa HCIIOJIHUTEIbHON
Biractu cyobekra Poccuiickoit denepanyn), mpeacTaBUBIIEIO CBOJHYIO 3asBKYy Ha CIEIHaIbHbIE
penenTypHbie ONaHKH;

3) HEOOXOAMMOE KOJIMYECTBO CIIELUAIBHBIX PELIENITYPHBIX OJIaHKOB.

10. HampaBnieHue crieuagbHBIX PEHEeNTypHBIX OJAHKOB (e/iepaIbHbBIM OpraHaM HCIIOTHUTEIHHON
BJIACTH, OpraHaM HCIOJHUTENIbHON BiacTu cyObekToB Poccuiickoii ®Denepanui OCyLIeCTBIISETCS

MI/IHI/ICTepCTBOM B KOJIMYECTBEC, IPEAYCMOTPCHHOM IIJIAHOM PACIIpPEACICHUA MI/IHI/ICTepCTBa.

11. MI/IHI/ICTepCTBOM AOMOJIHUTCIBHO K KOJHWYCCTBY CIHCHUAIIBHBIX PCHCHITYPHBIX 6J'IaHKOB,
npeaAyCMOTPCHHOMY IIJIAHOM  pacCIIpCACIICHUA MI/IHI/ICTepCTBa, (I)OpMI/IpyeTCSI peBepBHHﬁ 3arac
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CHEIHaNbHBIX PEIeNnTypHbIX OJaHKOB B KoiludecTBe, He mpeBbimatomemM 150 000 cmennambHBIX
pElenTypHBIX OJIaHKOB.

12. B cnyyae yBenuueHUs MOTPEOHOCTH B CHEIMANBHBIX PELENTYPHBIX OjaHKax ¢enepaibHble
OpraHbl HCIIOJIHUTENbHOM BJIACTH (OpraHbl HCIIOJIHUTENBHOM BIIACTH CyOBeKTOB Poccuiickoit
@Oenepanyiv) HampapiIsSlOT B MUHUCTEPCTBO CBOAHBIE 3asBKM Ha JOIMOJHUTEIBHOE KOJUYECTBO
CHELUANIbHBIX PELEeNTypHbIX OJIAaHKOB (C OOOCHOBAaHUEM YBEIMYEHUS MOTPEOHOCTU B CIELHAIBHBIX
pelenTypHbIX OJlaHKax), KOTOpble MpPEeNOCTaBIsAIOTCs MUHHMCTEPCTBOM W3 PE3epBHOrO  3araca
CTELUABHBIX PELeNTyPHBIX OJIaHKOB.

13. ®enepasibHbIC OPraHbl UCMIOJHUTEIBHON BIACTH (OpPraHbl HCIIOTHUTEIBLHON BJIACTH CyOBEKTOB
Poccuiickoit denepanun) pacrpeAesissioT IMOTYYeHHBbIE CIElUaIbHbIE PEIENnTypHbIE OJaHKU MEXITy
MCIUIHUHCKUMH OpraHu3aluiaMy Ha OCHOBAHWH INNIAHOB pPacnpCACiICHUS, C(i)OpMI/IpOBaHHI)IX B
COOTBETCTBHUHM C 3asiBKaMU MEAMIIMHCKUX OPraHU3alMii Ha CIeIHalbHbIE PeleNTypHbIC OJIaHKH.

Il. Mopspok perncrtpauumn, yyeta u XxpaHeHuUs1 crneuuanbHbIX
peuenTypHbIX 6naHkoB no ¢popme N 107/y-HI

14. MuHucrepctBo, HHbIE (eAepanbHble OpraHbl HCIOJHUTEIBHOW BJIACTU W OPraHbl
UCIIOJIHUTENIBHOW BiacTu cyObekToB Poccuiickoit denepanuy OpraHu3yroT XpaHEHHME CIELUAIbHBIX
peuenTypHbIX OJaHKOB B IOJBEJJOMCTBEHHBIX OpPraHMU3ALUAX, YIOJIHOMOYEHHBIX OCYIIECTBIATh
MOJyYeHHE CIEHUATbHBIX PELUENTYPHbIX OJIaHKOB OT MMHHUCTEpCTBA, HMX XpaHEHHE M BbIJAUy
MEIUIMHCKUM OpraHu3alusaM (aajnee - ynoJIHOMOYEHHas OpraHu3arus).

15. B ynmorHOMOYEHHOM OpraHu3anuy U MEIULUHCKOW OpraHU3alyy, ITOJIyYUBLIEH ClIELMAIbHbBIC
pelenTypHble OJIaHKH, OPTaHU3YyeTCsl PEeTruCTpalus, y4eT M XpaHEHHE CHEelHAbHBIX PEelenTypHbIX
OJIaHKOB.

Peructparusi, y4er M XpaHEHHE pPE3CPBHOrO 3amaca CICHUAIBHBIX PEIEeNTypHBIX OJaHKOB
MunHucTepcTBa OCyHIeCTBIsIeTCS  (eAepalbHBIM TOCYAAPCTBEHHBIM OIOKETHBIM  YUPEKICHUEM,
HaxXOIAIIMMCS B BeAeHHMM MWUHHCTEPCTBA (llajee COOTBETCTBEHHO - PE3EpBHBIA  3amac,
MOABEOMCTBEHHOE YUPEKICHHUE).

16. PabGoTHHMK, Ha3HAUYEHHBI NPHUKA30M PYKOBOAMTENS YIOJHOMOYEHHON OpraHU3aluu
(YNOJIHOMOYEHHOM OpraHu3aluy, MOABEJOMCTBEHHOIO YUPEKACHUS) OTBETCTBEHHBIM 3a PETUCTPALMIO,
XpaHeHHe M Yy4yeT CIHelHMaJbHbIX PELENTypHbIX OJaHKOB (Jlanee - OTBETCTBEHHBIM pPaOOTHHK), Ha
OCHOBAHHUU JIOBEPEHHOCTH, OPOPMIICHHOI B MOPSIKE, YCTAHOBIEHHOM 3aKOHOAATENbCTBOM Poccuiickoit
@enepan (¢ HOANUCHIO PYKOBOJAUTENS YIOJHOMOYEHHOW OpraHu3anuu (yHnOJHOMOYEHHOMN
OpraHM3aliy, IOJIBEJOMCTBEHHOTO YUpPEXAEHHUS), TIJIABHOIO OyXraiarepa, 3aBEpEeHHBIX KpYIJIOH
MeYyaTpl0), IMOJIy4aeT CHEelUalbHbIEe peLenTypHble OJaHKM M OCYIIECTBISET BEACHUE KypHaia
pEerucTpanyy M ydyeTa CHEeLUAIbHBIX PEeLEeNTypHbIX OJaHKOB, K KOTOpOMY IpuoOuiaer Gporto- u (Win)
BUJieOMaTepHalbl, MOATBEepXKaromue ¢GakT o(OpMIIEHUS PpELENTypHbIX OJaHKOB Ha JjaoMmy (Tpu
HaJU4MH).

17. XKypHan peructpanu ¥u yueTa CHEHUAIBHBIX pPEIENTypHBIX OJIAHKOB JOJDKEH OBITh
IIPOHYMEpPOBAaH, IMPOLIHYPOBAaH, MMETh Ha IIOCIEAHEN CTPAHMIE 3alUCh, COJACPIKAILYI0 KOJIMYECTBO
CTpaHHUIll, MOJHOE€ HAMMEHOBAaHUE YIOJIHOMOYEHHOM oOpraHuzanuu (MEIUIIMHCKOM OpraHu3alluu,
IIOJIBEZIOMCTBEHHOI'O0  YUPEXJEHHsI), a TakKe CKpeIJIeH IOAMNUChI0 PYKOBOAWUTEN M II€YaThio
YIOJIHOMOYEHHOW OpraHu3anuy (MeIMIMHCKON OpraHu3alui, MoABeJOMCTBEHHOTO YUPEXKICHHS).
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XKypHan peructpanuu M yyeTa CHEUUAIbHBIX pELENTYpHbIX OJIaHKOB pE3epBHOrO 3amaca
MuHuCTEpCTBa CKPEIUIAETCS TaKXKe MOJNUCBHI0 AUPEKTOpa (B Cilydae €ro OTCYTCTBUS - 3aMECTHTENS
nupekropa) JlemaprameHTa peryjavpoBaHUs OOpAalllEHUsl JIEKApCTBEHHBIX CPEJICTB M MEAMIIMHCKHUX
n3nenuii MUHHACTEpPCTBA U ITe4aThi0 MUHHCTEPCTBA.

18. B xypHasme perucTpamyi W ydeTa CIEIHUATbHBIX PEHEeNTYPHBIX OJAHKOB YKa3bIBAIOTCS
CIEAYIOLIME CBEIACHUSA:

1) mopsAKOBBIN HOMEp 3aITUCH;

2) npuxoA crenuaIbHbIX PELENTYPHbIX OJaHKOB:

a) PEKBU3UTHI U ]aTa PETUCTPALMN TIPUXOAHOTO JOKYMEHTA;

0) oOmiee KOJIMYECTBO MOCTYNUBILINX CIIEHUATbHBIX PELENTYPHbIX OJaHKOB;

B) cepHisi 1 HOMEDP CIEIHATBHOTO PEIeNTypHOTro OJIaHKa,

I') KOJIMYECTBO CIIEUATIBHBIX PEIENTYPHBIX OJIAHKOB 110 Ka)KI0H CepHH;

1) haMuiIHs, UMsi, OTYECTBO (TIOCIIeTHEE - IPU HATWYHUHN) U TIOAMUCH OTBETCTBEHHOTO Pa0OTHHKA;
3) pacxo/ crielMaNbHbIX PEeleNTypPHBIX OJaHKOB:

a) JlaTa BhIJA4U CIIEHUAIBHBIX PEIENITYPHBIX OJIaHKOB,;

0) cepun 1 HOMepa BBIJJAHHBIX CIIEIUAIBHBIX PEIENITYPHBIX OJIAHKOB;

B) KOJIMYCCTBO BBIJAHHBIX CICHHUAJIBHBIX PCHCITYPHBIX OJaHKOB C YKazaHuEM B CKOOKax
KOJIMYCCTBA CIICHUAIBHBIX PEHCIITYPHBIX 6J'IaHKOB, BBIJAHHBIX JJIA O(l)OpMJ'IeHI/IH Ha I1O0MY,

F) (l)aMI/IJII/IH, UM, OTYCCTBO (HOCJ’IGI{HCC - Ipu HaJ'II/I‘lI/II/I) U [IOoAIMCh JiMna, IMOJYYHBIICTO
CIICIIUAJILHBIC PCLCIITYPHBIC 6J'IaHKI/I;

1) KOJIMYECTBO CIEIHATBHBIX PELENTYPHBIX OJIAHKOB, O(POPMIICHHBIX Ha JIOMY;

e) ¢damunus, UMs, OTYeCTBO (TOCTEnHEee - MPH HATWYWW) W TOANUCH JHUIA, O(OPMHUBIIETO
CrHelHabHbIe pelenTypHbIe OJaHKU Ha IOMY;

4) dpamuaus, ©Ms1, OTYECTBO (TIOCTIEIHEE - MPU HATMYHUH) U TTOANKCH OTBETCTBEHHOTO pabOTHHUKA,

5) OCTaTOK CHEeNUATBHBIX PEIENTYPHBIX OJTAHKOB.

19. CrnenuanbHbIi penenTypHbIA OJIaHK SBISETCS JAOKYMEHTOM CTPOTOWM OTUETHOCTH. 3amac
CHEIMANILHBIX PEIENTYyPHBIX OJIAHKOB B MEIUIIMHCKOW OpraHu3alliid JOJDKEH XPaHUThCS B
CHEIMALHBIX TIOMEIICHHSIX, cei(ax wWIM B CHeNHaIbHO M3TOTOBJICHHBIX IKadaxX, OOUTBIX

OIIMHKOBAHHBIM JKCJIC30M, C HAAC)KHBIM BHYTPCHHUM HJIM HABECHBIM 3aMKOM.

[Tomemienusi, ceiidpl, mkadbl, B KOTOPBIX XPAHATCA ClIeUUAIbHbIC PELeNTyPHbIC OJIaHKU, TOJIKHBI
ObITh 3aKPBITHI HAa 3aMKH M TIOCIE€ OKOHYaHHs paboOThl oOmeuyaTaHbl MEYaThi0 YHIOJTHOMOYEHHOMN
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opranuzanuu (MEIUIIMHCKONW OpTaHU3aI|H) WIH OIUIOMOHPOBAHBI.

20. B MeIUIMHCKHUX OpraHu3allUsaX 3anac CIEHUAlbHBIX PELENTYpPHbIX OJaHKOB HE JIOJKEH
IIPEBBILIATH I'0I0BOM TOTPEOHOCTH.

21. Pa3pemaercst BbIaBaTh MEIUIIMHCKOMY pPa0OTHUKY, HMMEIOIIEMY NpaBO Ha3Ha4aTh
HapKoTH4YecKue (NICUXOTPOIHbBIE) JIEKApCTBEHHbIE Mpenaparbl, €IMHOBPEMEHHO He Oojiee ABaaLaTh
CHELUANIbHBIX PELEeNTypPHBIX OJaHKOB.

MenunuHcke paOOTHHKH, BBINMCBHIBAIOLIME pPELENThl Ha HAPKOTUYECKHE (TICUXOTPOIIHBIC)
JIEKApCTBEHHBIE IIpenaparsl, HA OCHOBAHUU IIPUKA3a PyKOBOIAUTENSI MEAULIMHCKON OpraHU3alli HECYT
JUYHYIO OTBETCTBEHHOCTb 33 COXPAHHOCTb IIOJIyYEHHBIX CHELMAIbHBIX PEUENTYPHBIX OJIAHKOB.
CriennanbHble pelenTypHble OJIaHKU, TOJYyYEHHbIE MEAULIMHCKUM PaOOTHUKOM, XPaHATCS MOJ 3aMKOM
B ceii(ax, MeTalTMYecKuX mKadax Uil METaJUIMYECKUX SIIUKAX.

22. B MeIMIMHCKON OpPraHM3alMM CO3JAcTCs MOCTOSHHO JEHCTBYIOINAs KOMHUCCHUS, KOTOpas He
pexxe 1 pasa kBapTayn (MO PELICHUIO PYKOBOJUTENIS METUIMHCKON OpraHu3aliyd BO3MOXHO Yallle)
OCYILECTBIISICT MPOBEPKY COCTOSHUS PErUCTPALlMH M yUeTa CIeHUAIbHBIX PEUENTYPHBIX OJaHKOB, B TOM
qHcye MyTeM CBEPKHU 3alMceil KypHalla pETUCTPAllH U YUeTa CIEeIUATbHBIX PEENTYPHBIX OJaHKOB, C
(aKTHYECKUM HAIWYHEM CIICIUAIBHBIX PEHENTYPHBIX OJaHKOB, a TakKe MPOBEPKY COCTOSHHS
XpaHEHUs CHelMATbHBIX PeLEeNTypPHBIX OJaHKOB.

[To pesynpTaTam NpPOBEPKH B JKypHaje DPETUCTPALlMU U Yy4YeTa CIEUUaTIbHBIX pPELENTypPHBIX
OJIaHKOB JIeaeTCs 3aIUCh O Pe3yIbTaTax MPOBEIEHUSI CBEPKU JIaHHBIX, 3aKpEIJICHHAs] TIOJMUCSIMHU BCEX
YJIEHOB KOMUCCHUH, WJIA CO3[IA€TCs CIIEUATbHBIN aKT IPOBEPKH.

23. ®@enepalibHble OpraHbl HUCIOJHHUTEIBHOW BJIACTU U OPTraHbl HCIOIHUTEIBHOW BIIACTH
cyobekToB Poccuiickoit denepanyiv OCyIIECTBISAIOT KOHTPOJIb 332 OpraHu3aluell perucTpalnuu, yuera u
XpaHCHUA CHCHUAIBHBIX PCHCIITYPHBIX 0J1aHKOB B YIOOJIHOMOUYCHHEIX OpraHu3aluAaAX WU MCIUIUHCKUX
OpraHu3aLusiX.

24. Beplnaya crnenualibHBIX pPELENTYpHbIX OJaHKOB M3 pe3epBHOrO 3amaca MuHHCTEpCTBa
(benepanbHBIM OpraHaM HCIOJHUTEIBHONM BIACTH M OpraHaM HCIOJHHUTENBHOM BJacTH CyOBEKTOB
Poccuiickoit ®exepanu  OCYIIECTBISIETCS OTBETCTBEHHBIM  PAaOOTHHKOM  I10JIBEJJOMCTBEHHOTO
yUpeX/eHUs Ha OCHOBaHMM pelleHuss o0 OTIyCKE CHEUUalIbHBIX pEUENTypHbIX OJaHKOB,
0 OpPMIIEHHOTO B BHJI€ MHCHbMA, MOAMMCAHHOTO JUPEKTOPOM (B CIIyyae €ro OTCYTCTBHUS - 3aMECTUTEIIEM
aupekTopa) JlemapramMeHTa peryjaupoBaHUs OOpaleHHs JIEKApCTBEHHBIX CPEACTB M MEIUIMHCKHUX
n3aenui MuHucTepcTsa.

ITpoBepka AeSITENbHOCTH MOJBEJOMCTBEHHOTO YUPEKACHUS 110 PETHCTPALUM, YUETy U XPAaHEHUIO
PE3epBHOrO 3amaca OCyllecTBIsieTcs JlemapTaMeHTOM peryaupoBaHHUs OOpAaIIeHUs JIEKAPCTBEHHBIX
CPEICTB M MEIUIMHCKUX u3lenuii MunucrtepctBa 2 pa3a B roja He mnosaHee 20 uucina mecdua,
CJIEYIOIIETO 32 UCTEKIIUM MOIYTOIUEM.

[Ipunoxenne N 6
K IIpHUKa3y MHUHUCTEpPCTBA 3/{paBOOXPAaHEHMS
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Poccuiickoit deneparuu
oT 24 Hos16ps 2021 r. N 1094u

NMPABUNA
OPOPMIIEHUA PELIENTOB, COAEPXXALLUNX HASBHAYEHUE HAPKOTUYECKUX
CPEACTB UIIN NCUXOTPOMNHbIX BELWECTB, B TOM YACJIE B ®OPME
ANEKTPOHHbLIX AOKYMEHTOB

I. OchopmneHue peuenta Ha GyMmaxKHOM HocuTene

1. Ha peuentypubix 61ankax ¢popmbsl N 107/y-HII B 1eBoM BepxHEM yTrily MpOCTaBIISETCS LITAMII
MEIULMHCKOW OpraHM3alliy C yKa3aHHEM €€ IIOJHOIO HauMEHOBaHMs, ajapeca U TeieoHa ¢ TaToi
BBINUCKH (1aTOi 0(hopMIIEHHS) pelieniTa Ha JIEKapCTBEHHBIN Ipenapar.

Penentypusie Omanku ¢gopmbl N 107/y-HIT M3roTaBnmBaroOTCsl UCKIIOUUTENBHO TUMOTPAa(CKUM
CII0COOOM.

2. Ha penentypHbix OylaHKax, OQOPMISIEMbIX WHIUBUAYAIbHBIMU MpPEANPUHUMATENSIMH,
UMEIOIUMH JIMLEH3UI0 HAa METUIMHCKYIO JeATeIbHOCTh, B BEPXHEM JIEBOM YTy THUIOTrpapCKuM
CrocoOOM MM IIyT€M HpPOCTaBIEHMs IITaMIa JOJDKEH ObITh yKa3aH aJpec HWHIMBUAYAIBHOTO
NpeANpUHAMATEN, HOMEp M Jara JULEH3UM, HAaMMEHOBAaHUWE OpraHa IOCYJapCTBEHHOM BIIACTH,
BBIJIABIIETO JIULEH3HIO.

3. Penentypusie Onmanku ¢opmer N 107/y-HII 3amonHstoTcs MEOWIIMHCKUM PaOOTHUKOM
YEpPHWIAMH HJIM MIAPUKOBOU PYYKOM.

4. Jlomryckaercst opopmiieHHE BCeX PEKBU3UTOB (3a MCKIIIOUeHHEeM pekBu3uTa "[loanuce nevariero
Bpaya (moamuchk (Qenpamepa, akymepku)") penentypHeix OmankoB Gopmer N 107/y-HIT ¢
WCTIOJI30BAHUEM TIEYATAIOIINX YCTPOUCTB.

5. B penentypHom Gmanke popmer N 107/y-HII B cTtpokax "®amuius, uMsi, OTIECTBO (TIOCIEIHEE
- mpu Hanuuuu) nanuenta' U "Bo3pacTt" yka3plBalOTCS TOJMHOCTBIO (aMUIIHS, WMS, OTYECTBO
(mocnenHee - MpU HAJIMYKUK) ALIMEHTA, €r0 BO3PacT (KOJIUYECTBO MOJIHBIX JIET).

JlommycTiMO yKa3aHWe TaThl POXKICHHUS ITalleHTA.
6. B peuentypaom 6:1anke popmer N 107/y-HIT:

1) B crpoke "Cepust 1 HOMEp noJinca 00s3aTeIbHOI0 METUIIMHCKOTO CTPaxoBaHUA" yKa3bIBAETCS
HOMEp IoJiuca 0043aTeIbHOT0 MEUIIMHCKOTO CTPaXOBaHUS MalMeHTa (TIPH HATUYHIH);

2) B ctpoke "Homep MeOUIIMHCKONW KapThl" yKa3bIBA€TCSI HOMEP MEIMLMHCKON KapThl NalMEHTa,
MOJIyYaIOIEro MEIUIIMHCKYIO TOMOIIb B aMOYJIaTOPHBIX YCIOBUSX, UM UCTOPUM OOJIE3HU NAIMEeHTa,
BBIIIMCBHIBAEMOT0 U3 MEIMIIMHCKON OpraHU3allky;

3) B cTpoke "®daMuiusi, UMs, OTYECTBO (TIOCTIEAHEE - TIPU HAIMYWH) Jiedalero Bpava (denpamepa,
aKymepkn)" yKa3bIBaeTCs IMOJIHOCTHIO (haMuivs, UMs, OTYECTBO (IIOCIEIHEEe - MPU HAIUYHUK) Bpaya
(penpamiepa, aKyliepKku), BBIMUCABIIETO PEIENT HA HAPKOTHUECKHUM (IICUXOTPOIHBIN) JTeKapCTBEHHBIN
npernapar.

www.consultant.ru CrpaHvua 43 us 45
HafeXHasa npaBoBas noaaepXxka


https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

Mpukas MuH3gpasa Poccumn o1 24.11.2021 N 1094+
"O6 yTBepxaeHumn MNMopsiaka Ha3HaYeHMsl TEKaPCTBEHHbIX
npenapaTos, GOpM peLenTyp...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 26.03.2022

7. B rpade "Rp" penentypHoro 6maanka gopmsl N 107/y-HII yka3siBaetcs:

1) HauMmeHOBaHME  JIEKapCTBEHHOIO  mpemnapara  (MEXIyHApOJHOE  HENAaTEHTOBAHHOE
HAaUMEHOBAaHME, TPYIIIMPOBOYHOE WM XUMHYECKOE HAaWMEHOBaHHE, TOPIOBOE HAMMEHOBAHME) Ha
JATUHCKOM SI3bIKE HJIM HAa PYCCKOM f3bIKE, (hopMa BBITYyCKa, TO3UPOBKA, KOJIUYECTBO (yKa3bIBAETCS
MPOIKUCKIO Ha perentypHoM Omanke Gopmbl N 107/y-HII);

2) crmocod MpUMEHEHHMs JICKQpCTBEHHOTO Tperapara Ha TOCyAapCTBEHHOM si3bike Poccuiickoit
@enepauuy WIM Ha TOCYAApCTBEHHOM si3blke Poccuiickoit denepanii U rocyJapCTBEHHOM SI3bIKE
pecnyOJIMK 1 UHBIX s3bIKax Hapo10B Poccuiickoit denepammu <1>.

<1> Yactp 1 crateu 15 3axona Poccuiickoit denepauuu ot 25 oktabps 1991 r. N 1807-1 "O
s3bIkax HapoaoB Poccuiickoit @enepanun” (nanee - 3akon N 1807-1). (Benomoctu che3na HApOIHBIX
nenytatoB PCOCP u BepxosHoro Cosera PCOCP, 1991, N 50, ct. 1740).

8. Ilpu ohopMiIeHNH pelenTypHBIX OJAHKOB 3alpeliaeTcs OrpaHNnYMBATHCS OOIIMMHU YKa3aHUSIMH,
Hanpumep, "Brytpennee", "M3BecTHO".

9. Ilpu odopmiennn manueHty penentypHoro Omanka Gopmer N 107/y-HIT Ha HapkoTHdeckuit
(TICHXOTPOITHBIN) JICKApPCTBEHHBIM TIperapar B paMKax OKa3aHWsS MEJIWIMHCKOH ITOMOIIU IPHU
OIIpeJIeIICHHOM 3a00JICBAHUU TaKOH PEIICTIT 3aBEPSICTCS:

1) moAMUCHIO U IMYHOU MEYaThI0 Bpaya TUO0 MOANMUCKHIO (ebalepa (aKymepKn);

2) medaTbl0 METUIIMHCKOW OpraHu3alud, JUOO0 CTPYKTYPHOTO MOAPA3ICICHUsS MEAUIIMHCKON
opranuzanuu "/{ns peuentoB", KOTOpask MPOCTABISAETCS JHUIOM, YIOJTHOMOYEHHBIM PYKOBOJIUTEIEM
MEIUIIMHCKOW OpPTaHM3allMH C yKa3aHueM (paMuiiuu, UMEHH, oT4ecTBa (TIOCICIHEe - MPU HAJIUYWN) U
MIPOCTABJICHUEM €TO JIMYHOMN TTOIITHUCH.

B cayuasx HeobOxomuMocTH oOGOpMIIEHUS pelenTa Ha HAPKOTHYECKHH (IICUXOTPOIHBIN)
JIEKapCTBEHHBIN Mpenapar Ha JOMYy B paMKax OKa3aHHs MaNIMaTUBHOM MEIUIIMHCKONW MOMOIIH
JIOMYCKAeTCsl MPEBAPUTEIHLHOE 3aBEPEHUE PEIeNTa MITAMIIOM MEAWIIMHCKOW OpTaHHW3aIliH, MMeYaThio
MEIUIIMHCKOW OpraHu3aluu JIM0O CTPYKTYPHOTO TMOJpa3ieiieHUuss MEAUIMHCKON opranm3armu "Jlis
penenToB", KOTOpas TPOCTABISACTCS JIMIIOM, YIIOJTHOMOYEHHBIM PYKOBOJIUTEIIEM METUITTHCKOM
OpraHu3aIuy, ¢ ykazanueM (haMUIIui, UMEHH, 0T4ecTBa (TIOCIIEeIHEE - TIPU HATMYHUH) U TIPOCTABICHUEM
ero nuyHoM mnoamucu. llpu 3TOM B KypHane pErucTpallid M ydyeTa pEleNnTypHbIX OJIaHKOB B
cooTBeTCTBUM C [lopsiakoM peructpamnuu, yuera U XpaHeHHs CIeNHaIbHBIX PELEeNnTypHBIX OJaHKOB Ha
HApPKOTUYECKUE CPEACTBA WM TICHXOTPOMHBIE BEIIECTBA, YTBEPKACHHBIM HACTOSIIUM IPUKA30M,
JienaeTcs OTMETKa O €ro Bbaaye Uisi oGOpMIICHHS Ha JIOMY, a TaKKe OTMETKA, YAOCTOBEPEHHas
MOJNKCHI0 Bpaya b0 ¢enpamepa (akymepku), oGopMmuBIero perent, o Gakre ero opopmiIeHHUs,
KOTOPBIA MOKET OBITh JIOTIOJTHUTEIILHO TOATBEPKAEH (OTO- U (WIJIM) BUIEOMATEPUAIAMH.

B crpoke "OrTMerka anTe4HOW OpraHm3anud 00 OTIyCKe" CTaBHTCS OTMETKa anTeYHOU
OpraHu3alyu 00 OTIyCKe HAPKOTHUECKOTO (ICUXOTPOMHOI0) JIEKapCTBEHHOTO Mpenapara (C ykazaHueM
HaMMEHOBAHMA, KOJMYECTBA OTIYLIEHHOTO HApKOTHYECKOro (ICHMXOTPOITHOIO) JIEKApCTBEHHOTO
mpernapara ¥ JaThl €ro OTIyCKa), KOTopasi 3aBepsAeTCs MOAMHUChI0 paOOTHHKA alTEeUYHOW OpraHHU3alluy,
OTIYCTHUBILETO0 HAPKOTUYECKHH (IICUXOTPOMHBIN) JIEKapCTBEHHBIM mpenapar (¢ YyKa3aHHUEM €ro
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dbamMunnu, UMEHH, OTYecTBa (MOCIEOHEe - NpPU HAIWYUHM), a TaKKe KPYrJIoW NedaTbio anTedHON
OpraHM3aIliH, B OTTUCKE KOTOPOH MOIKHO OBITh MACHTU(UIIMPOBAHO MOJTHOE HAMMEHOBAHUE allTEYHON
OpraHM3aIiu.

10. Ha omnom penentypuom Omanke ¢opmer N 107/y-HII pazpemraercst ocCymiecTBIsSTh
Ha3HAYEHHUE TOJIFKO OJHOTO HAMMEHOBAHMUSI JICKAPCTBEHHOTO Tperapara.

11. UcnpaBneHus B pelenTe He T0MyCKartTCsl.
Il. OchopmneHue peuenta B popmMe 3NEKTPOHHOro AOKYMEHTa

12. Peuent B ¢opme 37€KTPOHHOTO JOKYMEHTA, MOANKUCAHHOTO YCHJIEHHOW KBaJIM(ULIMPOBAHHON
AJEKTPOHHON MOANUCHI0, POPMUPYETCS MEAUIIMHCKUM paOOTHUKOM, CBEJCHHS O KOTOPOM BHECEHBI B
(benepanbHbIl PEruCTp MEAULIUHCKMX PpaOOTHUKOB <2>, a TakKe IpU YCIOBUU PETUCTPALUU
MEINULMHCKONW OpraHu3aliy, B KOTOPO opopMIIseTcs pelenT, B (heAepalbHOM PeecTpe MEIULIMHCKUX
opranuzanuii <3> eaMHOM rocyJapCTBEHHON MH(POPMALIMOHHON CUCTEMBI B chepe 3paBOOXpaHEHUS U
MOJKJIIOYEHUSI TAKOW MEAMLIMHCKOW OpraHM3aldu K ToCyNapCTBEHHONW WMH(POPMALMOHHON CHCTEME B
cdepe 3npaBooxpaneHus cyobekTa Poccutickoit denepanum <4>.

<2> Yacte 4 crateu 91.1 DenpepanphHoro 3akoHa N 323-d3 (CobpaHue 3aKOHOIATEIHCTBA
Poccuiickoit @eneparuu, 2011, N 48, ct. 6724; 2020, N 29, ct. 4516).

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

<4> Crareu 91 u 91.1 PenepanpHoro 3akoHa N 323-®3 (CoOpaHue 3aKOHOAATEILCTBA
Poccuiickoit ®eneparuu, 2011, N 48, cT. 6724).

13. Tlo TpebGoBaHMIO MAlMEHTAa WJIM €T0 3aKOHHOTO MpEeACTaBUTENS OPOPMIISIETCS SK3EMILISIP
perienta B (opMe DIEKTPOHHOTO JOKYMEHTa Ha OyMaKHOM HOcHUTele C oTMmeTkou "JlyOmukar
3JEKTPOHHOIO JIOKyMeHTa".
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