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"O6 yTBeEpxxaeHUM Mopsaka Ha3HauYeHUs TekapCTBEHHbIX NpenapaTos, GopM
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[aTta coxpaHenus: 17.12.2025

3apeructpupoBano B Muntocte Poccun 30 HosiOpst 2021 1. N 66124

MMWHUCTEPCTBO 30PABOOXPAHEHUA POCCUACKOWU ®EOQEPALINA

NMPUKA3
oT 24 Hosa6psa 2021 r. N 1094H

Ob YTBEPXOEHWUN NMOPALOKA
HA3SHAYEHUA NEKAPCTBEHHbIX NMPEMAPATOB, ®OPM PELIENTYPHbIX
BJIAHKOB HA NNEKAPCTBEHHbIE MNMPEMAPATbI, MOPAAKA O®POPMJIEHUA
YKA3AHHbIX BJIAHKOB, UX YHETA U XPAHEHUA, ®OPM BJIAHKOB
PELEENTOB, COAEPXALUMX HABHAYEHUE HAPKOTUYECKUX CPELOCTB
UIN NCUXOTPOINHbIX BELWWECTB, MOPAAKA UX N3TOTOBJIEHUA,
PACMNPEOENEHUA, PETUCTPALUUN, YHETA U XPAHEHUA,
A TAKXE NMPABUJ1 O®OPMJIEHUA BJTIAHKOB PELIEINTOB,
B TOM YUCIJIE B POPME JJIEKTPOHHbIX AOKYMEHTOB

B cootBercTBuM ¢ myHkToM 16 wactu 2 crateu 14 @enepanbHoro 3akoHa ot 21 Hoa6psa 2011 r. N
323-®3 "OO6 ocHOBax oOXxpaHbl 370pOBbi TpaxnaH B Poccuiickoir ®eneparuu" (Cobpanue
3akoHoaarenbcTBa Poccuiickoir denepanuu, 2011, N 48, cr. 6724; 2017, N 31, ct. 4791), nynktom 2
cratb 26 ®enepanpbHoro 3akoHa ot 8 sHBaps 1998 r. N 3-®3 "O HapKOTHYECKHUX CpPEACTBAX H
ncuxoTpornHeix BemecTBax" (CoOpanue 3akoHoaarenscTBa Poccuiickoit @eneparuu, 1998, N 2, cr. 219;
2017, N 31, ct. 4791), noanyukramu 5.2.177, 5.2.178 n 5.2.179 nynkra 5 Ilonoxxenuss o MuHHCTEpCTBE
3npaBooxpaHeHus Poccuiickoii  ®Denepauuu, yTBEPKICHHOrOo IocTaHoBieHHeM IIpaBurenbcrBa
Poccuiickoit ®eneparun ot 19 wmrons 2012 r. N 608 (CoGpanue 3akoHOmarenbcTBa Poccuiickoit
®denepanun, 2012, N 26, ct. 3526; 2015, N 23, cr. 3333; 2017, N 52, cr. 8131; 2021, N 43, ct. 7258),
MIPUKA3bIBAIO:

1. YTBEepauTs:
[Topsimox Ha3HAUYEHMS JIEKAPCTBEHHBIX MPENAPATOB COMIACHO MPHIIOKEeHHIO N 1;
(dOpMBI perienTypHBIX OJaHKOB HA JIEKAPCTBEHHBIE MPEnapaThl COTIACHO MPHIOKEHUIO N 2;

[Topsimox odopmiieHuss pelenTypHbIX OJIAaHKOB Ha JIEKAPCTBEHHBbIE IMpermapaThl, MX ydeTa |
XpaHEHUs COIIacHO npuinoxeHuto N 3;

(bopMbI OJTAHKOB PELIETITOB, COJIEPKALINX Ha3HAUEHNE HAPKOTUYECKUX CPEACTB WIIM MICUXOTPOITHBIX
BELIECTB, COTJIACHO MPHIIOKEHNIO N 4;

[Topsimok M3TrOTOBJICHMUSI, paCIPECIICHUS, PETUCTPALINY, YU€Ta U XPAHEHHUS PELENTOB, COEPKALIUX
Ha3HA4YeHHE HAPKOTUYECKUX CPEACTB WJIM IICUXOTPOIHBIX BEIIECTB COIIACHO MpuiokeHuto N 5;

[IpaBuna odopmieHus penenToB, COAECPXKAIIMX Ha3HAYEHHE HAPKOTHYECKUX CpPEACTB WIH
MICUXOTPOITHBIX BEIIECTB, B TOM YHUCIIE B OPME AIIEKTPOHHBIX TOKYMEHTOB COTJIACHO MPUIIOKEHUIO N 6.
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2. [Ipu3HaTh yTpaTUBUIMMH CUITY:

npuka3 MunmncrepcTsa 3apaBooxpanenus Poccuiickoit @enepannu ot 1 aBrycra 2012 . N 541 "O06
YTIBEpKAEHUH (OpMBbI OJAHKOB pPELENTOB, COACPXKALIMX HA3HAYEHUE HAPKOTUYECKUX CPEACTB WIH
IICUXOTPOITHBIX BEIIECTB, NOPSIKA UX U3TOTOBIICHUS, PACIIPEIEICHUS, PETUCTPALIMY, yUeTa U XPAHEHHUS, a
TaKke npaBmi opopmiieHus" (3apeructpupoBad MuHUCTEPCTBOM rOcTUIMU Poccuiickoit @eaepamuu 15
asrycra 2012 r., peructpanuonnsiii N 25190);

npuka3 MunuctepcTBa 3npaBooxpanenus Poccuiickoit @enepanun ot 30 uronsg 2015 r. N 3851 "O
BHECEHUU M3MEHEHUH B IIpHKa3 MuHucTepcTBa 3apaBooxpaneHust Poceniickoit denepanuu ot 1 aBrycra
2012 r. N 54n "OG0 yrBepkaeHur GopMbl OJAaHKOB PEIENTOB, COACPIKAIIMX HA3HAUCHUE HAPKOTHICCKUX
CPEICTB MJIM IICUXOTPOIHBIX BEUIECTB, NOPSAIKA UX U3FOTOBJIECHHUS, PACIIPENEICHMS, PETUCTPALIUHU, YUeTa
W XpaHEeHUs, a TakkKe mpaBuil ohopmiieHHs" (3aperucTpUpoBaH MHUHUCTEPCTBOM FOCTUIIMK Poccuiickoit
@eneparn 27 HoA0ps 2015 r., peructpannonusiii N 39868);

npuka3 MunucrepcTBa 3apaBooxpaneHus Poccuiickont ®enepanuu ot 21 anpens 2016 r. N 2540
"O BHeceHUMU M3MEHEHUH B Ipuka3 MuHucrtepcTBa 31paBooxpaHeHus Poccuiickoit ®@enepanuun ot 20
nexadpst 2012 r. N 117582 "O6 yTBepX)AeHUU TOpPsAKAa Ha3HAYCHHUS W BBIMHUCHIBAHMS JICKAPCTBEHHBIX
mpemapaToB, a Takke (OpM pElenTypHbIX OJIAHKOB Ha JICKAPCTBEHHBIE IMpemapaThl, MOpPsaKa
oopMIIeHUS yKa3aHHBIX OJIAHKOB, UX y4eTa U XpaHeHus" u npuiokeHne N 2 K npukazy MuUHHCTEpPCTBA
3npaBooxpanenus Poccuiickoit ®@enepauuu ot 1 asrycra 2012 r. N 54n "OO yrBepkaeHHH (OPMBI
OJIaHKOB PEIENTOB, COAEPKAIMX Ha3HAUCHHE HAPKOTHUYECKUX CPEJICTB WJIM MCUXOTPOMHBIX BEIIECTB,
MOpsiIKa WX W3TOTOBJIEHUSA, paCHpeleNieHus, PEerucTpaluy, ydeTra U XpaHEHUs, a TakXKe MpaBuil
opopmiienus" (3apeructpupoBad MuHuCTEpCTBOM rocTuinu Poccutickoit @enepannu 18 uromns 2016 r.,
peructpauroHHblid N 42887);

IIYHKT 4 U3MEHEHHUH, KOTOPBIE BHOCATCS. B HEKOTOPBIE NTPUKa3bl MUHUCTEPCTBA 34pABOOXPAHEHUS U
conranbHOro passutuss Poccuiickonn @Pepepaunu u MuHucTEepCTBa 31paBoOXpaHeHus Pocculickon
@enepanuu M0 BOMpPOCcaM OOpAIlEHUsl JIEKAPCTBEHHBIX IPENapaTroB, COAEPKAIIUX HApPKOTUYECKUE
CpEICTBa, ICUXOTPOIHBIE BEUIECTBA M HMX MPEKYpCOPbI, M JIEKAPCTBEHHBIX CPEICTB, MOAJIEKALIUX
IIPEIMETHO-KOJIMYECTBEHHOMY YY€Ty, YTBEPXKICHHBIX IPHKa3oM MUHHUCTEPCTBA 30pABOOXPaHECHUS
Poccuiickoit ®enepannu ot 31 okTsa6ps 2017 r. N 882H (3apeructpupoBaH MUHUCTEPCTBOM IOCTHIIMU
Poccutickoit ®eneparuum 9 ssaBaps 2018 r., perucrpanunonubiii N 49561);

npuka3 MunucrepcTsa 3apaBooxpanenus Poccuiickoit @enepanuu ot 11 gexadpst 2019 r. N 10211
"O BHecEHMM HU3MEHEHHH B TmpuioxeHus N 2 u 4 K mnpukazy MUHHCTEpCTBA 31paBOOXPAHECHUS
Poccuiickoit @enepauuu ot 1 aBrycra 2012 r. N 54n "OO06 yrBepxaeHuH (HOpMBI OJIAHKOB PELIENTOB,
COZepKALIMX Ha3HAYeHHE HApKOTHYECKUX CPEACTB MM IICHUXOTPOIIHBIX BEIIECTB, MOPSAKAa HX
W3TOTOBIICHUSI, pACIpENIeIeHUs, PEruCTpalliyi, ydeTa M XpaHEHHUs, a Takxke MpaBuwil opopmieHHs"
(3apeructpupoBan  MuHHCTepcTBOM toctunmu  Poccuiickorr  ®enepanuu 28  saBaps 2020 .,
peructpanroHHblid N 57293);

npuka3 MuHHCTEpCTBa 3ApaBooxpanenus Poccuiickoit deneparuu ot 8 oktsiops 2020 r. N 10761
"O BHeceHun u3MeHeHMM B IlopsAnok perucrpanuy, ydera M XpaHEHMs] CHELUANbHBIX PELENTYPHBIX
OJlaHKOB Ha HApPKOTHYECKHE CpEACTBAa WJIM IICHUXOTPOINHbIE BEUIECTBA, YTBEP)KIEHHBIA MPUKA30M
MunucrepctBa 3apaBooxpaHeHust Poccuiickoit ®Penpepanmuum ot 1 asrycra 2012 r. N 548"
(3apeructpupoBan  MunncTepcTBoM foctuniun  Poccmiickoit  ®enepammu 13 HOsOps 2020 1.,
peructpauroHHblid N 60898);
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npuka3 MuHucTepcTBa 3apaBooxpanenus Poccuiickoit ®eneparuu ot 14 ssaBaps 2019 r. N 4u "O6
YTBEp)KACHUM TMOpsSAKAa HA3HAUYEHUS JIEKaPCTBEHHBIX IMpernaparoB, (OpM pelenTypHbIX OJIAHKOB Ha
JIEKapCTBEHHbIE Tpernaparbl, Mopsaka oGOpMIICHHS YKa3aHHBIX OJIaHKOB, UX ydeTa M XpaHeHus"
(3apeructpupoBan MunuctepctBoM roctuiuu  Poccuiickoit ®epepanum 26 wmapra 2019 r,
peructpanronHbiii N 54173);

npuka3 MunucrepcTsa 3apaBooxpanenus Poccuiickoit @enepanuu ot 11 gexadpst 2019 r. N 10221
"O BHeceHMH M3MEHEHUW B Npuka3 MuHucTepcTBa 3apaBooxpaHeHus Poccuiickort denepaunu ot 14
sauBapst 2019 r. N 4u "OO yTBepkIeHHH MOpsAIKAa Ha3HAYCHHs JICKApPCTBEHHBIX IpernaparoB, (Gpopm
peLenTypHbIX OJaHKOB Ha JIEKApCTBEHHbIE MpernapaTsl, Hopsiika opOpMIIEHUS yKa3aHHBIX OJAHKOB, UX
ydera M XxpaHeHusa" (3aperucrpupoBaH MunucrepctBoM roctuiuu Poccuiickoit @enepanuu 28 sHBaps
2020 r., peructparuorasii N 57292);

npuka3 MuHHcTepcTBa 31paBooxpanenust Poccuiickoit @enepanun ot 8 oktsaops 2020 r. N 10751
"O BHECEHMHU W3MEHEHUH B MOPSIOK Ha3HAYEHUS JIEKAPCTBEHHBIX MPEMApaTOB, YTBEPKACHHBIN TPUKA30M
MunucrtepctBa 3apaBooxpaHeHus Poccuiickoit @enepanuu ot 14 guBaps 2019 r. N 44"
(3apeructpupoBan  MwuHuCTEpcTBOM [ocTulud Poccuiickoit ®Denepanmm 22  nekabps 2020 1.,
peructpanroHHblid N 61695);

nyHKT 3.8 MHCTpyKUIMU O TOpSJAKE BBIMHUCHIBAHUS JIEKAPCTBEHHBIX MpenapaTtoB U OGOPMIICHHUS
perenToB W TpeOOBaHMII-HAKIAAHBIX, YTBEPKIECHHOW MpUKa3oM MUHHCTEpPCTBA 3ApaBOOXPAHEHUS W
comrabHOTO pa3putus Poccuiickoit @enepamuu ot 12 depans 2007 r. N 110 "O nopsiake Ha3HAYCHUS
W BBIIIMCHIBAHUS  JIGKAPCTBEHHBIX  MpEnaparoB, U3ACIUA  MEIUIMHCKOTO  HA3HAUYECHUS U
CHEIHATM3UPOBAHHBIX MPOAYKTOB JeueOHOro mutaHus" (3aperucTpupoBaH MHUHHCTEPCTBOM FOCTHIIMU
Poccuiickoit ®enepanuu 27 anpesst 2007 ., peructpaiuontsiii N 9364);

nprka3 MHUHUCTEPCTBA 3IpaBOOXPAHEHUS U colMaibHOro pasButus Poccuiickoit @enepaunu ot 17
mas 2012 1. N 562n "OO ytBepxknenun Ilopsaka ormycka (U3MYECKUM JIMIIAM JIEKapCTBEHHBIX
MpernapaToB JUIsl MEIUIMHCKOTO MPUMEHEHUSs, COAepkKallUX KPOME MalbIX KOJUYECTB HAPKOTHUYECKUX
CpPEACTB, ICUXOTPOIHBIX BEIIECTB U UX MPEKYPCOPOB Apyrue papMakoIOrndeckue aKTUBHbIE BelecTna"
(3apeructpupoBan  MunucrtepcTBoM toctunmu  Poccmiickoit  ®Depepanun 1 wions 2012 T,
peructpanroHHbld N 24438);

IIYHKT 2 U3MEHEHHUH, KOTOPBIE BHOCATCS. B HEKOTOPBIE NTPUKa3bl MUHUCTEPCTBA 34paBOOXPAHEHUS U
conuasbHOro  passutus Poccuiickorn  denepauuu, yTBEpKICHHBIX IIpUKAa3oM MuUHHCTEpPCTBa
3npaBooxpanenuss Poccuiickoit ®enepammu ot 10 wmrons 2013 r. N 369 (3apeructpupoBaH
MunuctepctBoM roctunu Poceuiickoit @enepanuu 15 urons 2013 r., peructpaunonusiii N 29064);

npuka3 MunucrepcrBa 3npaBooxpanenns Poccuiickoin ®@enepannu ot 21 aBrycra 2014 r. N 4651
"O BHECEHWHM W3MEHCHHU B TOPSIOK OTMYCKa (DM3MUECKUM JIMIIAM JICKAPCTBEHHBIX MPENapaToB s
MEIUIIMHCKOTO TPUMEHEHHs, COAEpXKalluX KpPOME MalbIX KOJUYECTB HAPKOTHYECKHX CpPEICTB,
MICUXOTPOIHBIX BEMIECTB W UX MPEKypCcOpoB Apyrue (HapMaKoIOTHYSCKUE AaKTHUBHBIC BEIIECTBA,
YTBEPKJICHHBIM TpUKa3oM MHHHUCTEPCTBA 3paBOOXPAHEHUS M COLMAIBHOTO pa3BUTHUS Poccuiickoi
@enepaunn ot 17 mas 2012 r. N 562H" (3apeructpupoBaH MuHHCTEPCTBOM IOCTHLIMM Poccuiickoit
Oenepanun 10 certsops 2014 1., peructpanmonusiii N 34024);

IYHKT | U3MEHEHUH, KOTOpBIE BHOCATCS B HEKOTOpBIE NTPUKa3bl MUHUCTEPCTBA 34pAaBOOXPAHEHUS U
conuanbHoro passutusi Poccuiickoit denepanmun u MuHHCTEpCTBAa 3ApaBooXpaHeHus Poccuiickoit
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®denepanun, yTBEpPKACHHBIX TpuKa3zoM MuHuctepcTBa 3apaBooxpaneHus Pocculickoit ®enepannu ot 10
centsiops 2015 r. N 634n (3apeructpupoBan MunucrepctBoM toctuuuu Poccuiickoit @enepanun 30
ceHTsaops 2015 r., peructpannonnsiii N 39063);

MYHKT 3 U3MEHEHUH, KOTOPbIE BHOCATCS B HEKOTOPbIE TPUKa3bl MUHHUCTEPCTBA 31PABOOXPAHCHUS U
conuanbHoro passutus Poccuiickoit ®denepanmu u MuHHCTEpCTBAa 3ApaBooXpaHeHus Poccuiickoit
@denepanyii MO BOMpPOcaM OOpalIeHUs JEKAPCTBEHHBIX IMPENapaToB, COACPKAIMUX HAPKOTUIECCKHE
CpEICTBa, IMCHUXOTPOIHBIE BEIIECTBA M HMX MPEKYpPCOPOB, U JIEKAPCTBEHHBIX CPEICTB, MOAJIEKAIIUX
MPEAMETHO-KOJIMYECTBEHHOMY Y4YeTy, YTBEPKACHHBIX NpHKa3oM MMHHCTEpCTBA 3APaBOOXPAHECHUS
Poccutiickoit @enepanun ot 31 oxTsa6ps 2017 r. N 882H (3apeructpupoBaH MUHUCTEPCTBOM FOCTHUIIMH
Poccuiickoit @enepanuu 9 suBaps 2018 r., perucrpanuonnsiii N 49561).

3. Peunentypusie Onanku ¢opmbl N 107/y-HII, m3roroBieHHble A0 JHS BCTYIUICHHS B CHITY
HACTOSILEro MPUKa3a, MOT'YT OBITh MCIOJIb30BaHkbI 10 1 MapTa 2023 rona.

4. Hacrosamuii mpuka3 BcTymnaeT B cuiy ¢ 1 mapra 2022 r. u gerictByet a0 1 mapra 2028 r.

Munuctp
M.AMYPAIIKO

ITpunoxxenne N 1

K IIpUKa3y MUHUCTEPCTBA 31paBOOXPAHEHUS
Poccutickoit denepanuu

oT 24 Hos16ps 2021 r. N 1094n

norPAOOK HASHAUYEHUA NEKAPCTBEHHbIX NMPEMAPATOB
|. O6LWwme nonoxeHuns

1. Ha3naueHue JeKapCTBEHHBIX NIpENapaToB s MEIWLHUHCKOrO TNpUMEHeHus (namee -
JIeKapCTBEHHbIE IpenapaThl) OCYLIECTBISETCS JICHALIUM BpadoM, (elbIiepoM, aKylmiepkoil B ciydae
BO3JIOKEHUSI HA HHUX IIOJHOMOYMI Jiedamiero Bpaya, NpPU OKa3aHUU MEAMIMHCKOW TOMOIIM B
MEIUIMHCKUX OpraHm3anmsx <>, B IOpsAJIKe, YCTaHOBIEHHOM IHpuKa3oM MuHHCTEpCTBa
3IpaBOOXPAHEHUS U colMaibHOTO pa3Butus Poccuiickoit @eneparnuu ot 23 mapra 2012 . N 2521 "O06
yrBepkaeHun llopsaka BoO3NmoKeHHMsT Ha (enpamepa, aKymepky pyKOBOIUTENEM MEIUIIUHCKON
OpraHM3ali TpPHU OpPraHU3alMU OKa3aHUs TNEPBUYHOM MEIUKO-CAHUTAPHOM MOMOIIM W CKOPOM
MGI[HHHHCKOﬁ IIOMOIIIN OTACIBHBIX q)YHKLII/II\/'I Jieqalmero Bpada IO HCIMOCPCACTBCHHOMY OKa3aHUIO
MEAUIIMHCKOW MOMOIIM MalMeHTy B Mepuoj HaOMI0JeHUs 3a HUM U €ro JICUeHHUs, B TOM YHUCIE IO
HAa3HAYCHUIO U MPUMCHCHUIO JICKAPCTBCHHBIX MPCIAapaTOB, BKIIIOYAA HAPKOTHYCCKUC JICKAPCTBCHHBLIC

MpenapaTsl 51 IICUXOTPONIHBIE  JIEKAPCTBEHHBIE npenapars"” <2>, AHIUBUYyaTbHBIMU
npeaAnpuHUMaTCIIsIMM, OCYIICCTBIIAIOINMMU MCIUIIMHCKYHO JICATCIBHOCTD (z[anee - MCAOUIIMHCKUC
pabOTHHKN).
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<1> Ilynkr 11 crateu 2 ®depepanpHoro 3akoHa oT 21 Hos0psa 2011 r. N 323-®3 "O6 ocHoBax
oXpaHbl 3/10poBbsi TpaknaHn B Poccuiickoit deneparuu" (CobOpanue 3akoHomarenbcTBa Poccuiickoit
Oenepanun, 2011, N 48, ct. 6724, 2019, N 52, ct. 7796) (nanee - Oeaepanbubiit 3akoH N 323-D3).

<2> 3apeructpupoBaH MunHucrepctBoMm toctunmu Poccuiickoit @enepanuu 28 anpens 2012 r.,
peructpauroHHblii N 23971 ¢ n3aMeHeHHUsIMH, BHECEHHBIMU IIPUKAa30M MUHHCTEPCTBA 3/1paBOOXPaHEHUS
Poccutiickoit @enepanun ot 31 okTsa6ps 2017 r. N 882H (3apeructpupoBaH MUHUCTEPCTBOM FOCTHIIMH
Poccuiickoit @enepanuu 9 suBaps 2018 r., perucrpanuonnsiii N 49561).

MenuuuHckuii pabOTHUK, OGOPMHUBIIMN peIenT C HapylIeHHeM HACTOSIIEro IMOpsIKa, WU
PYKOBOJIUTENb  MEAMLIMHCKOM  OpraHu3alMd  OO0ECHEeuMBAlOT  CBOEBPEMEHHOE mepeodopMieHHe
TpeGyeMoro Jisi alMeHTa peLenTa.

2. CpegeHuss O Ha3HAQUYEHHOM JIEKAPCTBEHHOM Ipernapare (HauMEHOBAHHME JIEKAaPCTBEHHOIO
mpermapara, JT03UPOBKa, CIOCOO BBEACHHSI M MPUMEHEHUS, PEXKHUM JIO3UPOBAHHUS, MPOJIODKUTEILHOCTD
JedeHrs 1 000CHOBaHNME Ha3HAUYEHHUS JIEKAPCTBEHHOTO Iperapara) BHOCATCS MEIUIIUHCKUM paOOTHUKOM
B MEJIULIMHCKYIO JOKYMEHTAIMIO MMAlIMEeHTA.

B cinywasx, ykazaHHpIx B myHKTax 8 - 11 nHacrosmiero Ilopsimka, MeauIuHCKHA pPaOOTHUK,
HA3HAYMBIIMNA JIEKAPCTBEHHBINA MpenapaT, opopMisieT Ha3HaueHHE JIEKAPCTBEHHBIX IMPENapaToB, B TOM
YHCIIe MOISKAIINX W3TOTOBJICHUIO M OTITYCKY aNTE€YHHIMH OpPTaHM3alMsIMHU (Jlayee - JIeKapCTBEHHBIC
npernaparsl HHIUBUAYAJIbHOTO M3TOTOBJICHUS), HAa pelenTypHoM OjaHke, 0(OpMIEHHOM Ha OyMaKHOM
HOCHUTEJIE 3a CBOCH MOJNMUCKHIO (Jaiee - pernenT Ha O0yMaKHOM HOCHUTeENe), U (WJIM) C COTJIacHs TMalfueHTa
WM €T0 3aKOHHOTO MPEJCTaBUTEN <3> Ha pelenTypHOM OnaHke B (hopMe AJIEKTPOHHOTO JOKYMEHTA C
WCITIOJIb30BAHUEM YCWJICHHOW KBaTM(PUIMPOBAHHON AIIEKTPOHHOW IMOAIUCH MEIUIIMHCKOTO pabOTHHKA
(manee - peuent B GopMe IEKTPOHHOTO JOKYMEHTA).

<3> Ilyukr 2 crareu 20 ®enepanpHoro 3akoHa N 323-@3 (CobOpanHue 3aKOHONATEIHCTBA
Poccutiickoit ®deneparuu, 2011, N 48, cT. 6724; 2021, N 27, c1. 5159).

Penenit B opme 371€KTPOHHOrO JJOKYMEHTA, COZIEPKAIUN Ha3HAUEHHE HAPKOTHUECKUX CPEJCTB WIH
NICUXOTPOITHBIX ~ BEIECTB, TOANUCHIBACTCS C HCIOJIB30BAaHUEM YCHIIEHHOM KBaJU(HIMPOBAHHON
JIEKTPOHHOM MOANMUCH JIeYallero Bpaya UK (enpiiepa, akyluepku, Ha KOTOPBIX BO3JI0XKEHbI ()yHKIIMU
JI€Yalero Bpaya, 1 COOTBETCTBYIOIIEH MEAUIIMHCKON OpraHu3anuu <4>.

<4> [lynkrt | crateu 26 ®enepanbHoro 3akoHa ot 8 sHBapsa 1998 r. N 3-®3 "O napkoTHuecKux
cpencTBax M NMCUXOoTponHbIX BemiecTBax" (CoOpanue 3akoHOomaTenbcTBa Poccuiickont denepanum, 1998,
N 2, cr.219,2017, N 31, ct. 4791) (nanee - ®enepanpubliit 3akoH N 3-D3).

Odopmiienne penentoB B (popMe 3MEKTPOHHBIX JOKYMEHTOB OCYIIECTBISETCS B ClIydae MPUHATHA
YIIOJITHOMOYCHHBIM OPTaHOM HCIIOTHUTENBHOM BiIacT cyobekTa Poccuiickoii denepamny B COOTBETCTBUHU
c nynkrom 4 craten 6 ®egepanbHoro 3akoHa ot 12 ampens 2010 r. N 61-®3 "O6 obparenuun
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JIEKApCTBEHHBIX CpeACTB" <5> pemieHuss 00 WCIONB30BAaHUM Ha TEPPUTOPUU CyObekTa Poccuiickoi
@enepani Hapsily € pelenTaMd Ha JIEKapCTBEHHbIE Ipernaparbl, O(QOpPMICHHBIMH Ha OyMa)KHOM
HOCHUTEJIE, PEIEeNTOB Ha JIEKAPCTBEHHBbIE MpernapaThl, CPOPMUPOBAHHBIX B (OpME AIIEKTPOHHBIX
JIOKYMEHTOB.

<5> Cobpanue 3akoHonarenscTBa Poccuiickoit deneparuu, 2010, N 16, ct. 1815, 2019, N 52, cT.
7793.

3. Ilpu BbINMCKE MalMEHTa W3 MEIUIMHCKOM OpraHu3aliu, B KOTOPOM €My OKa3bIBajach
MEIUIIMHCKAsT TOMOIIb B CTallMOHAPHBIX YCIOBUSAX, TPU HEOOXOAUMOCTH TIPOJOJIKEHHUS IpUeMa
JIEKapCTBEHHOT'O Mpernapara B aMOyJIaTOPHBIX YCIOBUSAX JAHHOMY MAllMEHTY IO PEHICHUIO PYKOBOAUTENS
MEIUIIMHCKOM OpraHu3aIliy Ha3HAYaIoOTCs ¢ 0OpMIICHUEM perenTa B (hopMe DIIEKTPOHHOTO JOKYMEHTa
u (nm) Ha OyMaXHOM HOCHTENle (3a HCKIOUYeHHEeM O(OPMIICHHS PEIENTOB Ha JICKApCTBEHHBIC
mpemapaTsl, MOJJISKaIIHe OTHYCKY OECIIaTHO WM CO CKHUIKOW) MO0 BBIAAIOTCS (MAIMEHTY WM €ro
3aKOHHOMY TMPEJICTaBUTENI0) OJHOBPEMEHHO C BBIMMCKOM M3 HMCTOPUM OOJIE3HU JIEKapCTBEHHBIE
npenaparsl, B TOM YUCJIE HApPKOTHYECKUE M TCUXOTPOIIHbIE JICKAPCTBEHHBIE IMperapaThl, BHECCHHbIC B
cnucku Il m Il mepedyHss HaApKOTHYECKUX CPEACTB, ICHUXOTPOMHBIX BEIIECTB M HUX IPEKYypPCOPOB,
oVIe)KaUX KOHTpoyto B Poccuiickonn ®@enepaunu, yrBep:kaeHHoro IIpaBurenscrBom Poccuiickoit
Odenepanun <6> (nanee - [lepedens), CHILHOACHCTBYIONINE JICKAPCTBEHHBIC MPETIApaThl, HA CPOK MpHUEMa
MALMEHTOM JI0 5 THEH.

<6> Ilynkr 2 crathu 2 ®enepansHoro 3akoHa N 3-D3 (Cobpanue 3akoHOmaTenbcTBa Poccuiickoii
@eneparyn, 1998, N 2, cr. 219; 2016, N 27, cT. 4238).

4. Ha3naueHue JIEKapCTBEHHBIX TMPENAPATOB MNpPH OKA3aHUM MEIUIIMHCKOM MOMOIIM B
CTAllMOHAPHBIX  YCJIOBUSX MOXET OCYIIECTBIATHCS IOCPEACTBOM TpPEOOBAHUN  MEIUITMHCKOM
OpraHu3alyM,  HalmpaBIs€eMbIX B  alTE€YHblE  OpPraHU3allud,  SBISIOIIMECS  CTPYKTYpPHBIMU
MOJpa3IeICHUSIMA MEAULMHCKON OpraHu3anuu. </>

<7> Ilynkt 54 crarbu 4 ®enepanbrHoro 3akona ot 12 ampens 2010 r. N 61-®3 "O6 obpamenun
nekapcTBeHHBIX cpeacTB" (Cobpanme 3akoHomarenscTBa Poccuiickoit deneparuu, 2010, N 16, cr. 1815;
2019, N 31, ct. 4456) (nanee - ®enepanbublii 3akoH N 61-D3).

5. Ha3naueHue JEKapCTBEHHBIX IPENApaTOB OCYLIECTBISAETCS METUIIMHCKHUM PAaOOTHUKOM IO
MEX/yHapOJAHOMY HENATEHTOBAHHOMY HAUMEHOBAHUIO, a MPU €ro OTCYTCTBUHU - TPYNIIMPOBOYHOMY HIIU
XMMHUYECKOMY HaMMEHOBaHHIO. B ciydae OTCyTCTBHS  MEXIYHAPOJHOIO  HENATEHTOBAHHOTO
HalMEHOBAaHMsS U TPYNIUPOBOYHOIO WIM XMMHUYECKOIO HAMMEHOBAHUS JIEKAPCTBEHHOrO Iperapara
JICKapCTBEHHBIN IpenapaT Ha3HA4YaeTCsl MeIUIIMHCKIM paOOTHUKOM 10 TOProBOMY HauMeHoBaHuio. [Ipu
HINYUKM MEIULMHCKUX MOKa3aHUM (MHAMBUYyallbHAs HENEPEHOCUMOCTh, 110 KM3HEHHBIM MOKa3aHUSIM)
M0 pEIIeHUI0 BpayeOHOM KOMHCCHM MEIMIIMHCKOW OpraHu3aluy <8> OCYLIECTBISETCS Ha3HAYCHHE U
oopMmieHHe Ha3HAUYEHUs JIEKAPCTBEHHBIX IPENapaToB, HE BXOASIIMX B CTaHAAPThl MEIUIIMHCKOMN
MOMOIIM, pa3pabOTaHHbIE B COOTBETCTBUU ¢ MyHKTOM 14 crateu 37 ®depepanpHoro 3akona N 323-03
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<9>, WM HE MPETYCMOTPEHHBIX COOTBETCTBYIOIICH KIMHUYECKOW PEKOMEHIAIKEH, MO0 MO TOPTOBBIM
HauMeHOBaHMsIM. PemieHue BpaueOHOW KOMHCCHUU MEAMIIMHCKOW OpraHu3anuu (UKCHpPYeTCs B
MEAUIIMHCKONW JOKYMEHTAIMU MallMeHTa U B )KypHaje BpauyeOHOIl KOMHCCHU.

<8> [Ipuka3z MuHuCcTEepCTBA 3IPAaBOOXPAHEHUS M COIMATBLHOTO pa3BuTHs Poccuiickoir denepamuu
or 5 mMas 2012 r. N 502n "O0 yTBepKIeHUH MOPSAIKA CO3JaHUS U JEATEIHOCTH BpauyeOHOW KOMHCCUHU
MEIUIIMHCKOW opraHu3aiuu’ (3apeructpupoBan MunucrepcTBoM roctuiiun Poccuiickoit ®deneparnuu 9
utoHst 2012 1., peructpanuonusii N 24516) ¢ u3mMeHeHUsIMU, BHECEHHBIMH NPHKAa30M MHHHCTEpCTBA
3napaBooxpaHenuss Poccwmiickoit ®epepanmu ot 2 nekabps 2013 1. N 886H (3apeructpupoBaH
MunuctepctBoMm roctummu Poccuiickoit @eneparuu 23 nekadbps 2013 r., peructparonssiii N 30714).

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

Ecnmm npu oka3aHuM NalMEeHTy MEIMLIMHCKOM IIOMOIIM B MEIMLMHCKOM OpraHu3alvu B
CTallMOHAPHBIX YCJIOBHUAX IO PELUICHHIO BpaueOHON KOMUCCHHM OCYIIECTBISIIOTCSA Ha3HAYeHHE U
IIPUMEHEHHE JIEKapCTBEHHOI'O IpenapaTa ¢ KOHKPETHBIM TOPrOBBIM HaMMEHOBAaHHEM, TO NMPH OKA3aHUU
JAHHOMY TallUEHTy MEIULMHCKON NOMOIIM B WMHOM MEIMIMHCKOM OpraHu3aliy B CTalMOHApPHBIX
YCIIOBMSIX, @ TAaKKe B aMOYJIAaTOPHBIX YCJOBUSAX OCYIIECTBISAETCS HAa3HAYCHHE €My JIEKapCTBEHHOTO
IIpenapara ¢ TEM K€ TOPrOBbIM HaMMEHOBaHuEM <10>.

<10> ITynkt 2 nocranosienus [IpaBurensctBa Poccuiickoit ®@eneparuu ot 30.06.2020 N 965 "O
BHeceHUU n3MeHeHui B IlpaBuna popmupoBaHus mepeyHsl JEKapCTBEHHBIX CPEICTB, 3aKyIKa KOTOPBIX
OCYILIECTBIISIETCSI B COOTBETCTBUM C MX TOPIOBHIMH HANUMEHOBAHUSMH, U O IPUMEHEHUM JIEKAPCTBEHHBIX
MpenapaToB ¢ KOHKPETHBIMUA TOPTroBbIMU HamMeHoBaHUsAMH" (CoOpaHue 3akoHoAaTenbcTBa Poccuiickoit
®enepauun, 2020, N 28, ct. 4422).

6. Haznauenue JiekapcTBEHHOTO Iperapara B pelente Ha OyMaKHOM HOCHUTENE WM pelente B
(dopMe BIIEKTPOHHOIO JOKYMEHTa O(OpMIISIeTCss Ha MMs HalMeHTa, ISl KOTOPOro IpeJHa3HaueH
JIEKApCTBEHHBIN IIpernapar.

Penent na OymakHoM HocuTene, opopMIIeHHBIN Ha penentypHoMm Omanke dopm N 107/y-HII, N
107-1/y, N 148-1/y-88, N 148-1/y-04(;1), yTBEep>KICHHBIX HACTOSIIUM IPUKA30M, MOXKET OBITh MOJIyuyeH
HAIMEHTOM, €r0 3aKOHHBIM IIPEICTABUTENEM MIIM JIMLIOM, UMEIOUIMM O(OPMIIEHHYIO B COOTBETCTBUU C
IPAKIAHCKUM 3aKoHOJaTenbCcTBOM Poccuiickoit denepanuu JOBEPEHHOCTh OT IAlIMEHTa Ha IIPABO
MOJTYYEHUS TAKOTO perenTa (janee - yrnoTHOMOYEHHOE JIUIIO).

[IpencraBneHne AOBEpEHHOCTH HE TpeOyeTcs B ciydae IMOJIYYCHHS pelenTa Ha JICKapCTBEHHBIN
mpenapar  Juis  MHKYpaOelbHOro OOJIBHOTO HA  3aBEPUIAIONIEM JTalle ero JKU3HU  JIUIIOM,
OCYIIIECTBISIONIUM YXOJ 32 TAKUM WHKYpaOeTbHBIM OONBHBIM. B TakoM cilydae MEIUIIMHCKAN paOOTHUK
BBIJIACT JIUILY, OCYIICCTBISIONIEMY YXOJ 32 MHKYpaOeIbHBIM OOJBHBIM, JOKYMEHT, TOJTBEPIKIAOIIHI
WHKYpaOeIbHOE COCTOSIHHE OOJBHOTO, COACpXAIIUW CBEACHUS O JIMIE, KOTOpOoe OyIeT Moixydarh
JIEKapCTBEHHBIC TIpenaparsl Mo peuenty (dhaMuius, uMs, OTYECTBO (ITOCJIEIHEE - MPH HAIWYWU), BUI,
cepus U (WIM) HOMEP JIOKYMEHTA, YIOCTOBEPSIONIErO JUYHOCTH), 3aBEPEHHBIN MOIMUCHI0 U TMEYATHIO
JaHHOTO MEIAHMIIMHCKOTO Pa0OTHUKA, a TAKXKE MEYATHI0 MEIUITUHCKOW OpTaHU3aIHH.
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JIOKyMEHT, TOATBEPKAAIOIINN HHKYpaOeIbHOE COCTOSIHUE OOJBHOTO, OCTAeTCs B amNTEUYHOU
OpraHu3aLuu.

Penent B ¢opmMe 37IEKTPOHHOTO TOKYMEHTa (POPMHUPYETCS C HCIOJIB30BAaHUEM TOCYIapCTBEHHOMN
nHPOpPMALIMOHHON cucTeMbl B cdepe 37paBooxpaHeHus cyObekra Poccuiickoit ®enepanuu,
MEIUIIMHCKOW HMH(POPMAIIMOHHON CUCTEMbI MEIUIIMHCKOM opraHu3amun <1 1>,

<11> Crareu 91 m 91.1 ®epepanpHoro 3akona N 323-@3 (CobOpanue 3aKOHOIATEIHCTBA
Poccuiickoit ®eneparuu, 2011, N 48, ct. 6724; 2021, N 27, ct. 5141).

@akT BbBIAYM peLenTa Ha JIEKapCTBEHHBIM IIpernapar 3aKOHHOMY IPEICTABUTENIO0  WIIHU
YIOJTHOMOYEHHOMY JHUIY (PUKCUPYETCS B MEIUIIMHCKOM TOKyMEHTAlUU MalleHTa.

7. MenuuHCKMM pabOTHHKAM 3ampemiaercs opopMIIsATh PelenTshl IpU OTCYTCTBUHU Yy TMAaIlMCHTA
MEIMIMHCKUX IIOKa3aHUM; Ha HE3apETUCTPUPOBAHHBIC JICKAPCTBEHHBIE Ipemaparel <12>; Ha
JIEKAPCTBEHHBIE IIpenapaTsl, KOTOPbIE B COOTBETCTBUU C MHCTPYKIMUEHN 10 MEIULIMHCKOMY IIPUMEHEHHIO
IIPEIHAa3HAYEHBI ISl IPUMEHEHUS TOJIBKO B MEIULINHCKAX OPraHU3alysaX; HA HAPKOTUYECKHUE CPEACTBA U
IICUXOTPOIIHBIE BEIECTBA, BHECEHHBbIE B cnucok II Ilepedns, 3aperucTpupoBaHHBIE B KaueCTBE
JIEKapCTBEHHBIX NIPENApaToB, B LEIAX MIPUMEHEHMS ISl JICYCHUI HAPKOMAHWH.

<12> Pemenune CoBera EBpasmiickoii 3xoHOMHUYECKOW Komuccuu oT 3 Hos6ps 2016 r. N 78 "O
[IpaBmiax perucTpanuu M SKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB s MEIUIMHCKOTO MpHUMEHEHUs"
(obunmansHeIi caiiT EBpasuiickoro skonomMuueckoro corosa http://www.eaeunion.org/, 21 uosops 2016
r.). Ctates 13 ®@enepanpHoro 3akona N 61-d3 (Cobpanue 3akoHomarenscTBa Poccuiickoit denepanuu,
2010, N 16, ct. 1815; 2020, N 14, cT. 2028).

WHauBUyalbHBIM — NPEANPUHUMATENSAM, OCYILECTBISAIOUIMM  MEIULMHCKYI  JESITEIbHOCTD,
JOTIOJTHUTENBHO K TpeOOBaHUSAM, YKa3aHHBIM B a03alle MEepBOM HACTOSINEro ITyHKTa, 3amperniaercs
0o(opMIIATH perenThl Ha HAPKOTHYECKUE CPEACTBA U NICUXOTPOIIHbIE BEIIECTBA, BHECEHHBIE B criucky I u
Il Tlepeuns (manmee - HAPKOTMYECKUE M IICUXOTPOIHBIE JEKAapCTBEHHbIE mpemnaparbl cnuckos I u Il
[Tepeuns).

8. Ilpn Ha3Ha4eHMM HAPKOTHMYECKMX U IICHXOTPOIHBIX JIEKAPCTBEHHBIX IpernaparoB crucka Il
Ilepeuns, 3a MCKIIIOYEHUEM JICKapPCTBEHHBIX IIPENAapaTOB B BHJE TPAHCACPMAJIbHBIX TEPANEBTHYECKUX
CUCTEM M JIEKApPCTBEHHBIX IIPENapaTroB, COAEPXKAIIMX HAPKOTUYECKOE CPEACTBO B COYETAaHUMU C
AQHTarOHUCTOM OINMOUAHBIX PELENTOpOB, pELENThl Ha OyMakKHOM HOcHUTeNe O(OPMISIOTCS Ha
peuentypHoM Onanke popmer N 107/y-HIT.

9. Penentypusriii 6mank ¢popmbr N 148-1/y-88 opopmisercs npu Ha3HAYCHHUH:

1) HapKOTMYECKMX U ICUXOTPOIHBIX JIEKapCTBEHHBIX mpemnaparoB cnucka Il Ilepeuns B Buze
TPAHCAEPMAJIBHBIX TEPANEBTUYECKUX CHCTEM, HAPKOTUYECKHX JIEKAPCTBEHHBIX IpenaparoB crucka [l
Ilepeunsi, coxepkalMX HAPKOTUYECKOE CPEACTBO B COYETAHMM C AHTAarOHUCTOM OIMOUIHBIX
pEeLenTOPOB, MICUXOTPOIHBIX JIEKApCTBEHHBIX npenapaTtoB crvcka III [lepeuns;
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2) KOMOMHHPOBAHHBIX JIEKAPCTBEHHBIX MPENApaToOB, COACPKAIIUX:

a) KOJEHH WJIM €ro COJIM (B MepecyeTe Ha YUCTOE BEUIECTBO) B KOJIUYeCTBE 0 20 MI' BKIIFOUUTEILHO
(Ha 1 mo3y TBepaoi JieKkapcTBEeHHOU (hopmbl) Wiau B kKosmuecTBe 10 200 Mr BrimrounTenbHO (Ha 100 M
win 100 1 KUIKO# IeKapCTBEHHON (GOPMBI ISl BHYTPEHHETO IPUMEHEHN);

0) nceBaodenpruHa rTUAPOXIOPHUT B KOJIMUECTBE, TTpeBbImaromnieM 30 Mr, u 10 60 M BKIIFOUUTEITEHO
(na 1 no3y TBepaOil TeKapcTBEHHOH (HOPMBI);

B) niceBiodeprHa THIPOXIIOPU] B KOJTMUYECTBE, TpeBbimaromeM 30 mr, u 10 60 Mr BKIIFOUHTEIIBHO
B COYETAaHHH C AEKCTPOMETOp(haHOM IHIAPOOPOMUIOM B KOIHWYecTBe, mpebimatoniem 10 mr, u g0 30 mr
BKJTIOUUTENBHO (Ha 1 103y TBEPIOH JIeKapCTBEHHON (HOPMBI);

r) AekcTpoMeTopdana rurpodpomus B konuuectse 10 200 mr BrmrounTensHo (Ha 100 mut wim 100 ¢
KHJIKOH JIeKapCTBEHHOM (POPMBI JUIsl BHYTPEHHETO IPUMEHEHHUS);

1) adenpuHa TUAPOXIOPU] B KonudecTBe, mpesbimaroniem 100 mr, u 70 300 Mr BKIIFOUYUTENBHO (Ha
100 vt w100 T 5KUIKOM JIeKapCTBEHHOW (hOPMBI ISl BHYTPEHHETO MPUMEHCHHMS );

e) sbdenpuHa THAPOXJIOPHA B KoimdecTBe g0 S50 Mr BrimoudntenbHO (Ha 1 103y TBepmoid
JIEKapCTBEHHOU (POpMBI);

) (EHWINPONAaHOJIaMUH B KOJHMYECTBE 10 75 Mr BKIIOUUTENbHO (Ha 1 703y TBepmoit
nekapcTBeHHOM (Gopmbl) uin 10 300 Mr BrimrountenbHo (Ha 100 mur umu 100 T KuaKoH JeKapCTBEHHON
(GhOpMBI 7151 BHYTPEHHETO MPUMEHEHHS ),

3) ¢eHoOapOUTaT B KOJMYECTBE 10 15 MI BKIIOYMTEIHLHO B COYETAHHHM C KOJECHHOM (MJIHM €ro
COJISIMM) HE3aBHCHUMO OT KoJmuecTBa (Ha 1 03y TBepAoit iekapcTBEHHON (hOopMBbl);

) ¢denobapburanm B KoimdectBe 10 20 Mr BKIIOYHTEIBHO B COYETAaHWUU C dPeapuHOM
THJIPOXJIOPHIOM HE3aBUCHMO OT KoJMuecTBa (Ha 1 103y TBEpoi JIeKapCTBEHHOU (HhOpMBI);

K) XJIOPAMA3ETOKCUT B KOJIMUecTBe, peBbimaromnieM 10 mr, u 1o 20 Mr BKIIIOUATENbHO (Ha 1 103y
TBEPJI0i JIEKapCTBEHHOM (HOPMBI);

3) nexapcTBEHHBIX IpPENapaToB MHIMBUAYAJIBHOTO W3TOTOBIIEHHS, COJEpXAIUX HApPKOTHYECKOEe
CPeACTBO WJIN NCUXOTporHoe BemecTBo crucka Il Ilepeuns, u npyrue ¢apmakoaornueckue akTUBHBIC
BEUICCTBA B J03€, HE IMPEBBIIAIONMECH BBICHIYI0 pAa30BYHO J03y, M IpPH YCIOBHUHM, 4YTO 3TOT
KOMOWHUPOBAHHBII JIGKAPCTBEHHBI TIpernapar He SBISETCS HAPKOTUYECKHMM WM TCHXOTPOIHBIM
JIeKapCTBeHHBIM npenapaTtoM criucka Il [epeuns;

4) nexapCTBEHHBIX IpENapaToB, BKJIYEHHBIX B IEPEUYEHb JIEKAPCTBEHHBIX CPEACTB JUIS
MEIULUHCKOTO  TPUMEHEHUs, MOJUIekKAallUuX I[PEIMETHO-KOJUYECTBEHHOMY  ydeTy (namee -
JIEKapCTBEHHBIE MPENapaThl, BKIOYEHHbIE B nepedeHs [IKY) <13>.

<13> IloamynkT 5.2.171(1) mynkTa 5 nocranosnenus [IpaBurensctBa Poccuiickoit denepanuu ot
19.06.2012 N 608 "O6 yrBepxkaenuu Ilonoxxenust o MuHHCTEpCcTBEe 3apaBooxpaHeHus Poccuiickoii
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Oenepanun" (nanee - Ilonoxkenne o MunucrepctBe) (CoOpanme 3akoHOAAaTENbCTBA Poccuiickoi
®enepauun, 2012, N 26, ct. 3526; 2013, N 16, ct. 1970).

10. Peuentypusriii 6;ank ¢popmer N 148-1/y-04(;1) odopmisiercss npu Ha3HAYEHUH JICKAPCTBEHHBIX
IpenaparoB rpakaaHaM, UMEIOIIMM IpaBo Ha OecIIaTHOE MOJTyYeHHE JICKApCTBEHHBIX MPETapaToB WU
MOJTyYEeHHE JIEKAPCTBEHHBIX MPENapaToB CO CKUAKOH.

11. Penenrtypusiii 6mank Gopmer N 107-1/y odhopmitsieTcst mpu Ha3HAYCHUU:
1) nexapcTBEHHBIX MPENapaToB, HE YKa3aHHBIX B MyHKTax 8, 9 Hacrosmero [lopsaka;
2) KOMOMHMPOBAHHBIX JIEKAPCTBEHHBIX MTPENAPATOB, COJEPHKAIUX:

a) PproraMMHa TUAPOTAPTPAT B KOJIMYECTBE [0 5 MI BKIIOUUTENbHO (Ha | 103y TBepaoi
JIEKapCTBEHHOU (POpMBI);

0) aenpuna rugpoxsopun B konudectse 10 100 mr BrmrountensHo (Ha 100 M umu 100 T sxuakoit
JIEKapCTBEHHOU (DOPMBI JIJ1s1 BHYTPEHHETO TPUMEHEHUS);

B) rceBnoddepuHa THAPOXIOPUA B KOJIMUYECTBE, HE mpeBbimaromeM 30 mr (Ha 1 103y TBepoid
JIEKapCTBEHHOM (POpMBI);

r) mcesnoddeapuHa THIPOXJIOPHA B KOJMYECTBE, HE NpeBblmaromeM 30 MI, B COYETaHUU C
nexkcTpoMeTopaHoM THIPOOPOMHUIOM B KOJIMUECTBE, MpeBbimatomeM 10 mr, u 10 30 Mr BKIIOUYUTEIHHO
(na 1 no3y TBepaOil TeKapcTBEHHOH (HOPMBI);

n) nexkcrpomeTopdana THApOOpoMHUI B KodmdecTBe, npeBbimatromem 10 mr, mw go 30 wmr
BKJIIOYHMTENIBHO (Ha 1 103y TBEpOH JIeKapCTBEHHOM (HOPMBI);

e) ¢enobapObuTan B KomuuecTBe, mpeBbimaromneM 20 mr, u g0 50 Mr BKItouMTenbHO (Ha 1 103y
TBEPJI0M JIEKapCTBEHHOM (HOPMBI);

k) (enobapbutanm B KoimumdecTBe 10 20 Mr BKJIIOYHUTEIBHO B COYETAaHWU C SProTAMHHOM
THIIPOTapTPAaTOM HE3aBUCUMO OT KoJnuecTBa (Ha 1 103y TBepAOH JieKkapcTBEHHON (OpMBI);

3) XJIOpJMA3ETMOKCHI B KojudecTBe 0 10 Mr BKIOUMTENRHO (Ha 1 103y TBEpO#l JEKapCTBEHHON
bopmsr).

12. Ilpu Ha3HaUEHUU JIEKAPCTBEHHOI'O Mpenapara WHIUBUIYaTbHOIO M3TOTOBJICHUS B PELIENTE Ha
Oyma)kHOM HocuTene u (wim) peuente B (QOpMe DIEKTPOHHOTO JOKYMEHTAa HaWMEHOBaHUS
JIEKapCTBEHHBIX CPEJICTB (BELIECTB), BKIOUEHHBIX B nepedyeHb [IKY, ykaspiBaioTcsi B Haudasie pelernra,
3aT€M - BCE OCTAJIbHbIE NHIPEIUEHTHI.

13. Tlpy Ha3HAYeHWHW JICKAPCTBEHHOTO NIperapara B perente Ha OyMaKHOM HocHTeNle U (HIn)
perente B (opMe SIEKTPOHHOTO TOKYMEHTA 3ampeniacTcs MPEeBHINIATh KOJIWYECTBO HAPKOTHUECKHX
CPEACTB WM TICHXOTPOITHBIX BEIIECTB, KOTOPOE MOXKET OBITh BBITHMCAHO B OJHOM peIeNnTe,
ycraHoBieHHoe npuioxenuem N 1 k HacrosiueMy [lopsiiky, 3a MCKIIOUEHHEM CI1y4aeB, YKa3aHHBIX B
nyHkTax 15 u 24 nacrosmero [opsinka.
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14. Ilpu Ha3HAUYEHUU JEKAPCTBEHHBIX MPENapaToB, BKIOUYEHHBIX B nepedeHsb [IKY, mo3a koTopbix
NPEBBIIACT BBICIIMK OJHOKPATHBIM IpHEM, MEIUIMHCKHA paboTHUK 0003HayaeT 103y JTOro
JIEKapCTBEHHOI'0 IMpenapara B penente Ha OyMaXHOM HOCHTeNE MPOIUChI0 C TMPOCTAaBICHUEM
BOCKJIMIIATENILHOTO 3HAaKa M (WMJIM) MPOCTABISET BOCKJIMIATENbHBIA 3HAK MPH O(OPMIIEHUH pelenTta B
(dbopMe FIIEeKTPOHHOTO JOKYMEHTA.

15. KonnuecTBO Ha3HAUYEHHBIX JIEKAPCTBEHHBIX IPENapaToB, BKIIOUYEHHBIX B nepedeHs [IKY, npu
OKa3aHWU TMAallMeHTaM, HYKJIAIOIUMCS B JUIMTEILHOM JICUEHUHU, TEPBUYHONM MEIHUKO-CAaHUTAPHOU
oMo u HaJUIMaTUBHOU MG,Z[HL[HHCKOﬁ IIOMOIIIN MOKET GBITB YBCIUYCHO C YYCTOM KIIMHUYCCKUX
pexomMeHnanuii He OoJjiee 4eM B 2 pasa MO CPaBHEHHUIO C KOJMYECTBOM HAPKOTUYECKUX CPEACTB WIIU
NCUXOTPOMHBIX BCIICCTB, KOTOPOC MOKCT GBITB BBIIIMUCAHO B OAHOM PpCUCUTC, YCTAaHOBJICHHBIM
npunioxenueM N 1 k Hacrogmemy [lopsnaky.

B ciyuasx, mpelycMOTpEHHBIX ad3alieM MepPBbIM HACTOSIIEr0 MyHKTa, Ha perenTax Ha OyMaKHOM
HOCHUTEJIE TTPOU3BOAUTCSA Haanuch "llo cnenuanbHOMY Ha3HA4YEHUIO", OTACIBHO 3aBEPEHHAsT MOAMUCHIO
MEIUIUHCKOTO0 pa0OTHHKA M TEYaThi0 METUIMHCKON opranm3auuu "Jlns peuenTtoB", Ha peuenrtax B
dbopme DIEKTPOHHOTO JOKyMEHTa Mpou3BoauTcs otMerka "I[lo crenwanmbHOMY Ha3HadeHHUIO" ¢
MPOCTABJICHUEM YCHIICHHOW KBATH(PHUIIMPOBAHHON AJIEKTPOHHON TOJITUCH METUITTHCKOTO pabOTHHUKA.

16. CocrtaB JnekapCTBEHHOIO Ipemapara, JIeKapcTBeHHas (opma W oOpalieHue METUIIMHCKOTO
paboTHHKA K (hapMaleBTHUECKOMY pabOTHHKY 00 OTIIyCKE JIEKapCTBEHHOrO Mperapara Ha OyMakHOM
HocHuTene 0hOPMIIIOTCS Ha JIATUHCKOM HMJIM PYCCKOM SI3BIKE B POAMTEIIFHOM MaJeXKe, 3a UCKIIOUCHUEM
oopmieHus perenToB B GOpMe IEKTPOHHOTO JOKYMEHTA, OCYIIECTBIIEMOTO HA PYCCKOM SI3BIKE.

[Tpu opopmiieHHH peenTYpPHBIX OJIAHKOB JOMYCKASTCS HCITOIB30BAaHUE COKPAICHUH (TIPUITOKEHHE
N 2 k Hacrosmemy [opsaky).

[Ipy Ha3HayeHHM JIEKAPCTBEHHOTO IIperapaTa HE JOIMYCKaeTcsl COKpallleHue HauMEHOBaHUil
WHTPEIMEHTOB, COCTABJISAIOIINX JEKaPCTBEHHBIN MTpenapar, He MO3BOJISIOMINX YCTAHOBUTh, KAKOW UMEHHO
JIEKapCTBEHHBIN Iperapar Ha3HaueH.

17. Cnoco6 mpuMeHEeHus JIEKapCTBEHHOTO Iperapara 0003HayaeTcsi C yKa3aHWeM IyTH BBEICHHUS,
J03bl, YaCTOTHI, BPEMEHH IIpHeMa OTHOCHTEIFHO CHA (yTPOM, Ha HOYb) W €ro JJIMTEIBHOCTH, a IS
JICKapCTBEHHBIX MPENapaToB, B3aUMOJCHCTBYIOIIMX C TNHIIEH, - BpeMEHM UX yHNOTpeOIeHus
OTHOCHTEJBHO IpHeMa IHIIH (JI0 €/1bI, BO BPEMs €Ibl, TOCIIE €JIBI).

18. TIpn HEOOXOUMOCTH HEMEIJICHHOTO MM CPOYHOTO (B T€UeHHE ABYX pabouux IHEH) oTmycka
JIEKapCTBEHHOI'0 Ipernapara MalMeHTy B BEpXHEH uYacTH peuenta Ha OyMakKHOM HOCHTENE
MPOCTaBISIOTCS 0003HaYeHus "cito" (cpouno) minu "statim" (HemenneHHO). AHaIOTUYHBIE 0003HAYCHHUS
IIPOCTABJIISIOTCS B BUJIE OTMETOK MPpU 0()OPMIIEHUH pelienTa B popMe 3IEKTPOHHOIO TOKYMEHTA.

19. Ilpu oopMiIeHNN HAa3HAYEHHUSI TOTOBOTO JIEKAPCTBEHHOTO MpenapaTa B pelente Ha OyMakHOM
HOCHUTEJNE WM perente B (opMe 3JIEKTPOHHOTO JOKYMEHTAa KOJMYECTBO JCHCTBYIOIIMX BELIECTB
YKa3bIBA€TCS B COOTBETCTBUM C HMHCTPYKIHUEH 10 MEIUIIMHCKOMY TPHUMEHEHHUIO JIEKapCTBEHHOTO
npenapara. [lonmycTUMO yKa3bIBaTh JO3UPOBKY JIEKAPCTBEHHBIX MPENApAaTOB CHCTEMHOTO IEHCTBUS (A1
pe30pOTUBHOTO MpHEMa) B TBEPABIX JIEKAPCTBEHHBIX (popMax (Hampumep, TabJIeTKH, MOPOLIKH, KaTICYJIbI)
KaK COJIEp)KaHWE OJHOTO WJIM HECKOJBbKHMX ICHCTBYIOIIMX BEUIECTB B €IMHMIIAX Macchl (B TpaMMax,
MIITUrpaMMax ). JlomycTumMo ykas3blBaTh JJO3MPOBKY JIGKAPCTBEHHBIX MPENapaToB CUCTEMHOTO ACHCTBUS
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(ms  pe30opOTMBHOTO TPUMEHEHHWS) B JKUIKHX JICKapCTBEHHBIX (opmax (Hampumep, pacTBOPHI,
CYCHGHSI/II/I) KaK COJACPKaHUC OAHOI'0 HJIM HCCKOJIBKHX I[eﬁCTBYIOHIHX BCIICCTB B €AUMHUIIaX MACChl Ha
eauHUIly o0beMa (HampuMep, MIUTUTPAMM/MIUUTAIUTDP) € yKa3aHUeM o0Iiero oobema JeKapCTBEHHOU

(bopMmBL.

[lpu odopmieHnH Ha3HAYEHUS JIEKAPCTBEHHOTO Mperapara WHIUBUAYAJIbHOTO W3TOTOBIICHHS B
perente Ha OyMa>KHOM HOCHUTENE UM pelenTe B GopMe 3JIEKTPOHHOTO JOKYMEHTa KOJUYECTBO TBEPABIX
U ChIMyYHX (hapManeBTHUYECKUX CcyOcTaHmuil ykaseiBaeTcss B rpammax (0,001; 0,5; 1,0), xunkux - B
MUWUIAJIINTPAxX, rpaMMax 1 Karuisx.

20. Pementsl Ha Oyma)kHOM HocHTENe, B (popMe AJIEKTPOHHOTO JOKYMEHTa, O(OPMIICHHBIE Ha
peuentypHoM Onanke ¢opmel N 148-1/y-88 u mnpenHasHaueHHblE s OTIYCKa JIEKApPCTBEHHBIX
MpenaparoB, MPEeIyCMOTPEHHBIX NToANyHKTamMu 1 - 3 mynkra 9 Hacrosero [lopsinka, 1eiCTBUTENbHBI B
TeueHue 15 qHeii co aAHS 0QOpMIICHHS.

21. Peunentsl Ha OymMa)kHOM HoOcHTENe, B (popMe AJIEKTPOHHOTO JOKYMEHTa, O(OPMIICHHBIE Ha
penentypaoM Onanke (opmbl N 148-1/y-04(;1) m mpegHa3HAYCHHBIE M OTIYCKA JIEKAPCTBEHHBIX
MpEenapaToB rpaxaaHaM, ykazaHHbIM B nmyHkTe 10 Hacrosmero Ilopsaka, neiictButenbHbl B TeueHue 30
THEH co THS 0OpMIICHHS, 32 UCKITIOYCHUEM CIy4aeB OOPMIICHUS pelenTa B COOTBETCTBUU C IMTyHKTaMHU
38 u 39 nacrosmiero [opsika, mpu KOTOPHIX OH JIEHCTBUTENEH B TeUeHUE 15 aHEH co qHs 0dopMIIeHHUS.

22. PeuenTsl Ha OyMa)XHOM HOCHTEJNE, B (OpME IIEKTPOHHOrO JOKYMEHTa, O(OpMIICEHHBIE Ha
peuentypaoM Onanke (opmbr N 148-1/y-04(01) m mpegHa3HauyeHHBIE IS OTITYCKa JIEKAPCTBEHHBIX
IpernapaToB rpaxkJaHaMm, AOCTHIIIMM II€HCHOHHOTO BO3pacTa, WHBAIMIAM MEPBOH TPYMINbBI, JETSIM-
UHBINJAM, a TaKke TIpaxJaHaM, CTPAJalolIMM XPOHMUYECKUMH 3a00JIE€BaHUSAMH, TpPEOYIOLIMMU
JUTUTENIFHOTO KYPCOBOT'O JICUEHUs, JeHCTBUTENbHBI B TeueHue 90 nHeill co aus odopmieHus, 3a
UCKJIIOYEHUEM CJlyyaeB, yKa3zaHHbIX B NyHKTax 38 m 39 Hacrosuero Ilopsaka, mpu KOTOPHIX OH
JeiCTBUTENEH B TeueHue 15 qHei co AH 0pOpMIICHHUS.

Jns nedeHHs XPOHMYECKHX 3a00JE€BaHMM YKAa3aHHBIM KaTEropusM TpakAaH JIEKapCTBEHHBIC
npemnaparsl ¢ opOpMIICHHEM PEIENTOB Ha OyMa)KHOM HOCHUTENE WM PELeNnToB B (hOpMe AIIEKTPOHHOTO
JIOKYMEHTa MOTYT Ha3HauaThCsl Ha Kypc Jeuenus a0 180 nueil.

23. PeuenTsl Ha OyMa)XHOM HOCHTEJNE, B (OpME IIEKTPOHHOTO JOKYMEHTa, O(OpMIIEHHBIE Ha
penenitypaoM 6sanke Gopmer N 107-1/y u npegHazHaueHHBIE IS OTITYCKA JIEKAPCTBEHHBIX MPENapaTos,
npeaycMOTpeHHbIX MyHKTOM 11 Hacrosimero Ilopsinka, neiicTBuTenbHBl B TeueHue 60 nHeW co AHS
oopMIIeHHUS.

[Ipy Ha3HaYeHMHM TOTOBBIX JICKAPCTBEHHBIX IPEMapaToB U JIEKAPCTBEHHBIX IPENaparoB
MHIUBHUIyaIbHOTO M3TOTOBIICHHS MAalMEHTaM ¢ 3a00JIeBaHUSAMH, TPEOYIONMMHI JIUTEIFHOTO KYPCOBOTO
neueHus, ¢ opopmieHreM Ha pernentypHoM Omanke ¢popmbsl N 107-1/y penenita Ha OyMaXXHOM HOCHUTEINE
WM B popMe IEKTPOHHOTO JOKYMEHTA YCTaHABINBACTCS CPOK JCHCTBHS PELeNTa B peaesiax 10 OJHOTO
roja.

B ciydae ycraHoBieHus cpoka JeiCTBHA peLenTta B Ipelenax O OJHOrOo roja B peLente
npousBoautcs Hanmuch: "Ilo crnenuansHOMy HaszHaueHHIo", 0003HAuaeTcs CpPOK NEHCTBHS pelenta u
NEPUOJNYHOCTb OTITYCKa JIEKApCTBEHHBIX MIPENApaToOB U3 allTeUHOW OpraHu3aliy WM UHIUBUAYAJIbHBIM
IpeanpruHIMAaTEeIeM, UMEIOIIUM JIMLIEH3UI0 Ha (apMaleBTUUYECKYIO JesITeIbHOCTh <14> (exeHenenbHo,
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©KEMECSYHO M WHBIC MEepHObl). JIOMOTHUTENBHO 3TO yKa3aHHE 3aBEpsIeTCS] MOJMHMCHI0 MEAUIIMHCKOTO
pabOTHHKA, a TaK)Ke MeYaThi0 MEIUIIMHCKON opranu3anuu "/[ng penentoB" (Juist perenta Ha OyMa)kHOM
HOCHTENE) WM YCWICHHOH KBATM(HUINPOBAHHON 3JIEKTPOHHON MOAMUCHI0O MEIUIIMHCKOTO Pa0OTHHUKA U
JIMIIA, YIIOJTHOMOYEHHOTO 3aBEPSTh JOKYMEHTBHl OT MMEHH MEIWIIMHCKOW OpraHM3auuu (IJIs perenrta B
(dhopme IEKTPOHHOTO JOKYMEHTA).

<14> Ilynktr 47 ywactu 1 crareu 12 ®enepanpHoro 3akoHa ot 4 mas 2011 r. N 99-®3 "O
JTUIEH3UPOBAHUN OTACIBHBIX BUIOB JiesaTenbHOCTH" (nanee - @enepanbhblil 3akoH N 99-@3) (Cobpanue
3akoHomarenbcTBa Poccniickoit deneparuu, 2011, N 19, ct. 2716; 2021, N 27, ct. 5177).

24. PenenThl Ha JIEKapCTBEHHBIE Mpenaparhl, BKJIOYEHHbIe B mnepedeHb [IKY, mis nmeuenus
MAIMEHTOB ¢ XPOHUYECKUMU 3a00JIeBaHUSIMH MOTYT 0(hOpMIISThCS Ha Kype JeueHus 10 60 nHeil.

B cnyuae, xorma kypc nedeHusi coctaBiser Oosiee 30 gHEH, JMOMOJHUTENIBRHO B perenTtax Ha
OyMa)kHOM HocuTene mpou3BoauTcs Haanuch "[lo cnennanbHOMY Ha3HAYEHHUIO", 3aBEPEHHAs MOANUCHIO
MEIUIIMHCKOTO pa0OTHUKA M TIEYaThI0 MEAMIIMHCKOW opraHu3amuu "Jljis perenToB", Ha perenTtax B
dbopmMe DIEKTPOHHOTO JOKyMEHTa mpous3BoguTca oTMmerka "lIlo chenuambHOMY Ha3HA4YeHHIO" C
MIPOCTABJICHUEM YCHUJICHHON KBaTU(DUIIMPOBAHHOW JJICKTPOHHOHN TOIIMUCH MEIUIIMHCKOTO PAOOTHHKA
JIULA, YIIOJTHOMOYEHHOTO 3aBEPSITh JOKYMEHTHI OT UMEHH MEIUIIMHCKON OpraHu3aluH.

25. Pement Ha OymMa)kHOM HoOcuTene B (opMe SJIEKTPOHHOTO TOKyMEHTa, O(GOpPMIICHHBIM C
HapyIIEHHEM yCTaHOBJICHHBIX HacTosmuM [lopsakom TpeGoBaHUH, CUMTACTCS HEACHCTBUTEIbHBIM.

Il. Ha3Ha4yeHne neKapCTBEHHbIX NpenapaTtoB Npu okasaHuu
MeOULUHCKOW NOMOLLUM B CTaLMOHAPHbIX YCNOBUAX

26. Ilpu okazaHWUM MNALKMEHTY MEIULIMHCKOM MOMONIIM B CTAllMOHAPHBIX YCIOBUSX Ha3HAYCHUE
JICKapCTBEHHBIX TpEMapaToB MPOU3BOAUTCS 0Oe3 odopmieHus perenta MEIUIUHCKUM DPaOOTHHUKOM
€AMHOJINYHO, 32 UCKITIOUEHUEM CITy4aeB, YKa3aHHBIX B MyHKTe 27 Hactosmero [lopsaxka.

27. CornacoBaHUE€ Ha3HAYEHUS JIEKAPCTBEHHBIX IIPENApPaTOB C 3aBEAYIOLIUM OTACICHUEM WIH
OTBETCTBEHHBIM JICKYPHBIM BpayoM JIMOO JPYTUM JIUIIOM, YITOJJTHOMOYSHHBIM IMPHUKA30M TJIABHOTO Bpada
MGI[I/II_[I/IHCKOI‘/JI OpFaHI/ISaL[I/II/I, a TaKXeC, HpI/I HaJIHu4uu, C Bpa‘-IOM - KIIMHNWYCCKHUM (bapMaKO.HOI‘OM
HEOOXOUMO B CITyJasix:

1) oqHOBpEeMEHHOTO Ha3HAUEHUSI MATH U 00JIee JIeKapCTBEHHBIX MPENapaToB OJHOMY HAIMEHTY;

2) Ha3HAYCHUS JICKAPCTBEHHBIX MPENapaToB, HE BXOIIIINX B MEPEUCHD )KU3HEHHO HEOOXOIMMBIX H
BOXHEUIIMX JICKAPCTBEHHBIX IpernapaToB <15>, mpu HETUNMYHOM TEYEHHMH 3a00JIeBaHUS, HAIUYUU
OCJIO)KHEHUH OCHOBHOTO 3a0oyieBaHUs M (WJIM) CONYTCTBYIOIIMX 3a00JeBaHUM, NpU HA3HAYCHUU
JICKApCTBCHHBIX MPCIapaTros, OCO6CHHOCTI/I BSaHMOHeﬁCTBI/IH U COBMCCTHMOCTHU KOTOPBIX COIJIaCHO
WHCTPYKIUSAM 10 WX TPUMEHEHHIO TPHUBOIIT K CHUKEHHIO 3(ddexktuBHOCTH M Oe30macHOCTH
¢dapmakoTepanuu U (WIK) CO3aI0T MOTEHIIMAIBHYIO OMACHOCTH JUISL )KU3HHU U 3[JOPOBbS MAIMEHTA.
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<15> Yactu 1 cratem 60 @DenepanpHoro 3akoHa N 61-O3 (CobOpanue 3aKOHOIATEIHCTBA
Poccuiickoit ®eneparuu, 2010, N 16, ct. 1815; 2020, N 29, ct. 4516).

B ykazaHHBIX cilydasix Ha3HAuYE€HHUE JICKApCTBEHHBIX MpenapaToB (UKCUPYETCS B MEIUIIMHCKOMN
JOKYMEHTAllMM [allMeHTa W 3aBepseTcs MOJINUChI0 MEIUIMHCKOrO pab0OTHHKAa M 3aBEAYHOIIEro
OTJIeJIeHHEM (OTBETCTBEHHOIO JI€KYPHOT'O Bpaya MM IPYroro yroJIHOMOYEHHOTIO JINLA).

28. MeaunuHCKuil paOOTHUK MEIUITMHCKOW OpraHu3aIuu (€€ CTPYKTYpHOTO TMOApPa3ACIICHHUs ),
pacnonomeHHoﬁ B CCJIBCKOM HACCJIICHHOM ITYHKTC, OCYHICCTBIIACT HA3HAUYCHUC JICKAPCTBCHHBIX
MpernapaToB B CIy4asX, yKa3aHHbIX B MyHKTax 27 u 29 nacrosero [lopsaka, eAMHOINYHO.

29. Tlo pemenuro BpadeOHOW KOMHCCUU TMAalMEHTaM IMPU OKA3aHWUHM UM METUIIMHCKON MOMOIIHU B
CTallMOHAPHBIX YCIIOBUSIX HA3HAYAIOTCS JICKAPCTBEHHBIE IIpenapaThl, HE BKIIOYEHHBIE B TE€PEUYCHb
KU3HEHHO HEOOXOIMMBIX M BAKHEHIINX JIEKQPCTBEHHBIX NPEMapaTtoB, B clydae MX 3aMEHBl H3-3a
VHIUBUYaJIbHON HEIEPEHOCUMOCTH, T10 KU3HEHHBIM MTOKa3aHUSIM.

Pemenune BpaueOHON KOMHUCCUH (PUKCUPYETCSI B MEAMLIMHCKOM JJOKYMEHTAIUH MAIlMeHTa 1 KypHaJe
BpayeOHONW KOMHUCCHH.

30. B cmyuasx oOcnemoBaHWsT W JICYCHHS TpakJIaHWHA B CTAIlMOHAPHBIX YCIOBHUSX B pPaMKax
MPEAOCTABIICHUS] MEIWLIMHCKUX YCIYyT Ha BO3ME3JHOM OCHOBE 3a CYET JIMYHBIX CPEACTB Tpa)kaaH,
CPEICTB IOPUJIMYECKHX JIMI] U HWHBIX CPEACTB HAa OCHOBaHUHU JIOTOBOpPA, B TOM YHCIIE JOTOBOpPA
NOOPOBOJIBHOTO MEIUILMHCKOIO CTpaxoBaHus <l6>, eMy MOryT ObITh Ha3Hau€Hbl JIEKApPCTBEHHBIE
mpemapaTel, HE BXOJSIIHE B MEPEUeHb KU3HEHHO HEOOXOMWMBIX W BaXKHEHWIINX JIEKAPCTBEHHBIX
MpernapaToB, €CJIM X Ha3HAUYE€HUE U MPUMEHEHNE 00YCIOBIECHO MEIUIIMHCKUMU MOKa3aHUSIMHU.

<16> TlocranoBnenue IlpaButenscTBa Poccuiickoit @eaepanun ot 4 okTs16ps 2012 r. N 1006 "O6
yrBepxkeHnn [IpaBun npegocTaBieHus MEAULIUHCKUMU OPraHU3alUsIMU MJIATHBIX MEAUIIMHCKUX yCiIyr"
(Cobpanue 3akononarenbcTBa Poccuiickoit @enepanuu, 2012, N 41, ct. 5628).

lll. HazaHayeHMe NeKapCTBEHHbLIX NpenapaToB NPU oKkasaHUn
nepBUYHON MEeAUKO-CaHUTAPHOM MOMOLLM, CKOPOMN MeAULIMHCKOMN
NOMOLLM U NANNIMaTUBHON MeAULMHCKOWN MOMOLLMU

31. [lpu oka3zaHWUM TEPBUYHON MEIUKO-CAHUTAPHOM IMOMOIIM W NAJUTMATUBHOM MEIUIIMHCKOU
MOMOIMM B aMOYJIaTOPHBIX YCIOBHSX HAa3HAYEHHUE JICKAPCTBEHHBIX MPEMapaToB OCYIIECTBISCTCS
MEIUIIMHCKUM PAOOTHUKOM B CITy4asx TUIIUYHOTO TEYCHHS 3a00JI€BaHUS MAIMEHTA UCXOS U3 TSHKECTH U
XapakTepa 3a00JieBaHUsL.

32. Ha3HaueHue JEKapCTBEHHBIX IPENapaToB MO PEIICHUIO BpauyeOHOW KOMUCCHH TMPH OKa3aHUH
NEPBUYHON MEIMKO-CAHUTAPHOM TOMOIIM, MAJUIMATUBHOM MEAMIMHCKOW TOMOIIM B amOyJIaTOPHBIX
YCIIOBUSIX IIPOM3BOAUTCA B CIIydasiX:

1) oIHOBpEMEHHOTO Ha3HAUEHHs OJHOMY IMALMEHTY IATH U Oojiee JeKapCTBEHHBIX NPErnapaToB B
TE€YCHHUE OJHUX CYTOK WJIM CBBILIE AECATH HAUMEHOBAHUN B TEYCHHUE TPUALIATH JTHEU;
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2) Ha3HA4YeHHs JIEKapCTBEHHBIX IpENnapaTroB MpU HETUIMYHOM TE€YEHHH 3a00JIeBaHUS, HAITUYUU
OCTIO)KHEHUH OCHOBHOTO 3aboieBaHusi W (WJIHM) COIMYTCTBYIONIMX 3a0O0JIiCBaHUM, TpH Ha3HAYCHHUU
JIEKapCTBEHHBIX IPENapaToB, OCOOCHHOCTH B3aMMOJCHCTBHS M COBMECTHMMOCTH KOTOPBIX COTJIACHO
WHCTPYKLHUSAM 0 UX TMPUMEHEHUIO NMPUBOJAT K CHIDKEHUIO 3(()EKTUBHOCTH M O€30MacHOCTHU JICUCHHUS
nanueHTa U (WIM) co3/1al0T MOTEHIUAIbHYIO0 OMACHOCTh IS )KU3HU U 3/10pOBbS MAIlUEHTA,

3) MNEPBUYHOI0 HA3HAYCHHUA TMANUCHTY HAPKOTHYCCKUX UW TMCHUXOTPOMHBIX JICKAPCTBCHHBIX
npenaparoB criuckos Il u Il Ilepeuns (B ciaydae mpuHATHS PYKOBOAMTEIIEM MEIUIIMHCKOW OpraHU3aIN
peleHust 0 HeOOXOJUMOCTH COTJIAaCOBAaHUS HAa3HAUCHUS TaKUX JIEKAPCTBEHHBIX IPEnapaToB ¢ BpaueOHOU
KOMHCCHEH).

33. TloBTOpHOE Ha3HAYCHHWE HAPKOTUYECKHX M TICUXOTPOMHBIX JIEKAPCTBEHHBIX IIPErapaToB
cruckoB Il u Il Tlepeunst mpou3BoaAUTCAS MEIUITUHCKIUM PAOOTHHKOM CAMOCTOSITEILHO WU €IMHOJIUIHO
0e3 yuyactus BpaueOHOW KOMMCCUH MAI[MEHTaM C BBIPAXEHHBIM OOJIEBBIM CHHAPOMOM JII00OTO TeHe3a,
HapylICHHEM CHa, CYJOPOKHBIMH COCTOSHUSMH, TPEBOXKHBIMH  paccTpoicTBaMu, (GoOusmu,
MICUXOMOTOPHBIM BO30YXKICHUEM.

34. Ilpn oka3zaHMM CKOPOH MEAMIIMHCKON IOMOIIM JIEKAPCTBEHHBIE MpenapaTbl HA3HAYAKOTCA
MEIULIUHCKUM paOOTHUKOM BBIE3IHOW Opuragsl CKOpOH IMOMOIIM, MEAULUHCKAM pPaOOTHHUKOM
MEIUIIMHCKOW OpraHu3alli MpH OKa3aHWW MEIULMHCKON IMOMOINM TpakJaHaMm MpH 3a00JIeBaHMUSIX,
HCCUACTHBIX ClIydasdX, TpaBMax, OTPABJICHUAX W [JPYIrux COCTOSHUSAX, TpCGYIOH_II/IX CpOYHOI0
MEAHUIIMHCKOTO BMEIIATEIbCTRA.

IV. HasHa4yeHue nekapCTBeHHbIX MpenapaToB rpaxaaHam,
MMeKLLMM NpaBo Ha becnnaTHoOe NoJlyYeHue feKapCTBEeHHbIX
npenapaTtoB UIU Nosly4YeHue NeKapCTBEHHbIX NpenapaTtoB
CO CKMAOKOW, NMpW OKa3aHun NepBUYHOMN
MeAUKO-CaHMTapHOM NOMOLLM

35. Ilpu oOkazaHuM TEPBUYHOW MEIUKO-CAHUTAPHOW TIOMOIIM HAa3HAYEHUE MEAUIUHCKUM
pabOTHUKOM Ha OCHOBE KIIMHUYECKUX PEKOMEHIAIMH M C YY€TOM CTaHIapTOB METUIIMHCKON MOMOIIU
<17> nexkapCTBEHHBIX MPEMApPaTOB, OTITYCKAEMBIX OECIIATHO WJIM CO CKHUIKOW, TpakJaaHaM, UMEIOIINM
mpaBo Ha oOecredYeHHe JICKApCTBEHHBIMH IIperapaTaMH 3a CUeT CPEACTB OIO/DKETHBIX aCCHTHOBAHHMA
dbenepasibHOrO OlOKETA M OIOKETOB CyOBeKTOB Poccuiickoit deneparuu, OCYIIECTBISICTCS Ha
peuentypHoM Omanke N 148-1/y-04 ().

<17> Crarbsa 37 ®enepanpHoro 3akoHa N 323-03 (Cobpanue 3akoHOJaTeNnbcTBa Poccuiickoii
Oenepauun, 2011, N 48, ct. 6724; 2021, N 27, cT. 5186).

[Ipu odopmiennu pernenta Ha Onmanke Gopmer N 148-1/y-04(;1) Ha OyMaKHOM HOCHTENE
oopMISIIOTCS Z1Ba SK3EMIUISIpA, OJAWH M3 KOTOPBIX OCTAETCS B aNTeYHOW OpraHU3allH, BTOPOH - B
MEIUIUHCKOW JOKYMEHTAINH MAI[CHTA.

36. IIpaBo Ha3HauyaTh JEKAPCTBEHHBIC IMpeENaparhl rpaXkJaaHaM, UMEIOIMIMM IpaBO Ha OecIuIaTHOE
MOJIy4YeHHUE JIEKApCTBEHHBIX MPEenapaToB WU MOJyYeHHUE JIEKAPCTBEHHBIX MPENapaToB CO CKUAKOM, TaKkkKe
HUMEIOT:
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1) megumuHCKHEe paOOTHUKH, padOTAIOIINE B MEAUITMHCKONW OpraHU3allMK 10 COBMECTUTEILCTBY (B
npezeiax CBOeH KOMIIETEHIIUN );

2) MeOWIHMHCKHE PAOOTHHKHM CTAllMOHAPHBIX OPTaHU3aIMi COLMAIBHOTO OOCITY)KUBAHUS MPH
HaJU4YUM JIMLEH3UUW Ha OCYIIECTBICHUE MEAMIIMHCKOW JesTeabHOCTH <18>, mpemycMarpuBaronieit
BBITIOJITHCHUE paloT (OKa3aHWE YCIAYr) MO OKa3aHWI0 TEPBHYHONM MEIMKO-CAaHUTAPHOW ITOMOINUA B
aMOyJaTOPHBIX YCIOBUAX (HE3aBUCHMO OT BEIOMCTBEHHOM MPUHAJICKHOCTH);

<18> IlynkT 46 yactu 1 crateu 12 ®@enepanbHoro 3akoHa N 99-03 (Cobpanue 3aKOHOJATEIHCTBA
Poccutiickoit ®eneparuu, 2011, N 19, ct. 2716; 2021, N 27, c1. 5159).

3) MeauIMHCKUE PAOOTHUKM MEAMIIMHCKHX OpraHU3aluii, OKa3bIBAIOIIMX IMEPBUYHYI0 MEIUKO-
CaHHUTApHYIO IOMOIIb, MTOABCIOMCTBCHHBLIX q)e;[epaanblM opraHam HUCIOJIHUTECILHON BJIACTH WU
opraHaM UCITOJIHUTEIIBHON BJIacTH CyOBeKkToB Poccuiickoit denepannu;

4) WHAUBUIYaAJIbHbIC MNPEANPUHUMATENHN, OCYLIECTBIISIONME MEIUIMHCKYIO JEATeIbHOCTh U
BKJIIOYECHHBIE B PEECTpP MEIUIIMHCKUX OpTaHU3alHi, OCYIIECTBISAIOMNUX JEATeILHOCTh B cdepe
00513aTeTLHOTO METUITTHCKOTO CTPaXOBaHUSI.

37. Ilpu Ha3HAYCHWU JICKAPCTBEHHBIX IMPEMapaToB IpakJaHaM, UMEIOIUM IMpaBo Ha OecruiaTHOE
[IOJIy4YEHHUE JIEKAPCTBEHHBIX IIPENApPaTOB WM IOJY4YECHHME JICKAPCTBEHHBIX IIPENapaToB CO CKUAKOH, B
peliente ykas3blBaeTCsi HOMep TenedoHa, MO KOTOpOMY paOOTHUK amnTeYHOM OpraHu3aluu IMpu
HEO0OXOIMMOCTH MOKET COTJIACOBATH C MEIUIIMHCKAM PAaOOTHHKOM 3aMEHY JICKApCTBEHHOTO Mpemnapara.

38. HaznaueHne HapKOTUYECKUX U TICUXOTPOITHBIX JIEKaPCTBEHHBIX MpemapaToB crucka I [lepeuns
(32 MCKIIFOUEHUEM JIEKaPCTBEHHBIX MPENapaToB B BHJIE TPAHCACPMAIBHBIX TEPANIEBTUYECKUX CHCTEM, a
TaK)K€ JIeKapCTBEHHBIX IPENapaToB, COAEpXKAIIUX HAPKOTUYECKOE CPEACTBO B COYETAHUU C
AHTarOHMCTOM OIMOMIHBIX PELENTOPOB) TpaKAaHAM, HUMEIONIMM IpaBO Ha OECIIaTHOE MOJTy4YCHHE
JIEKapCTBEHHBIX MPEnapaToB WM MOJIyUYEHHUs JIEKAPCTBEHHBIX MPENapaToB cO CKUAKOM, OCYILECTBISETCS
Ha penentypHoM Onanke ¢opmbl N 107/y-HII, k KOTOpOMY JOMOJIHUTEIBHO OQOPMIISETCS peLenT Ha
penentypaoM Osanke Gopmbl N 148-1/y-04(;1) (B n1BYX sK3eMIuisipax Mmpu oGOpMIICHMH Ha OyMa)KHOM
HOCHUTEIIE).

39. HazHaueHne HapKOTUYECKUX W MCUXOTPOIHBIX JIEKAPCTBEHHBIX mpenapartoB crnucka Il [Tepeuns
B BHUJAE TPAaHCACPMAIbHBIX TEPANEBTUUECKUX CHUCTEM, HAPKOTUYECKUX JIEKAPCTBEHHBIX IpPENapaToB
cnucka II Tlepeuns, comepkamux HaApKOTHYECKOE CPEICTBO B COYETAHUU C QHTATOHMCTOM OMHOUIHBIX
pEeLEenTOpOB, IICUXOTPONHBIX JIEKAPCTBEHHBIX IpenapatoB crnucka [II Ilepedns, nexapcTBEHHBIX
mpenaparoB, BKIOUeHHBIX B mepeueHb [IKY, comepxkammxcs B moanmyHkre 2 myHkTa 11 Hacrosmero
[Topsiaka, mpenHasHaueHHBIC [UIs JICYEHUS TpaxKl1aH, MMEIOUIMX IMpaBO Ha OECIUIaTHOE MOJIy4eHUe
JIEKAPCTBEHHBIX MPENApaTOB WIM MOJTYyYEHUE JIEKAPCTBEHHBIX MIPENapaToB CO CKUIAKON, OCYIIECTBISAETCS
Ha penentypHbix Onankax ¢opm N 107-1/y u N 148-1/y-88, k KOTOpBIM JOMOTHUTEIBHO OHOPMIIIETCS
perient Ha peuentypHoM Omanke dopmbl N 148-1/y-04(11) (B ABYX SK3eMIUIsApax mpu oGpopMIIEHHUU Ha
OyMa)KHOM HOCHUTEIIE).
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[Tpunoxenue N 1

K [lopsiaky Ha3HaueHUs
JICKapCTBEHHBIX NIPENapaTos,
YTBEPKACHHOMY NIPUKA30M
MunucrepcTBa 34paBoOOXpaHEHUS
Poccutickoit denepanuu

oT 24 Hos16ps 2021 r. N 1094n

KOJINMECTBO

HAPKOTUYECKUX CPEACTB UK NCUXOTPOINHbLIX BELWWLECTB, KOTOPOE
MOXET BblTb BbINMMCAHO B OAHOM PELUENTE

HafeXXHasa npaBoBas noaaepixka

N MexayHapoaHOE HENTATEHTOBAHHOE ®dopma BBIITYCKA U Konunuectso
I/l | HaWMEHOBaHUE HAPKOTHYECKOIO U JIO3UPOBKaA
MICUXOTPOITHOTO JIEKAPCTBEHHOTO
npernapara
1. bymnpenopdun + Hanokcon Tabnerku 60 TabieTok
cyonuurBansHble 0,2 | (ynakoBka, KpaTHast
mr + 0,2 Mr N 20)
2. Bymnpenopdun PactBop miis 30 ammys (Tmpwi-
uabeknni, 0,3 mr/ma 1 TIOOMKOB)
MIT
3. Bynpenopdun TpancnepmaabHBII
IJIaCTHIPh
35 Mkr/gac 20 nutacTeipeit
52,5 MKT/9ac 10 mnacTeipeit
70 MKr/49ac 5 nnacTeIpen
4, Mopdun PactBop miis
MHBEKLUH, pacTBOp A | 20 ammys (Inpui-
[IOAKOKHOT'O BBEIEHUS TIOOMKOB)
10 mMr/ma 1 Mo
5. Kogneun + Mop¢un + Hockanun + PactBop s
[TarraBepun + Tebaun MOJIKOKHOT'O BBEICHU
0,72+5,75+ 2,7+ 20 aMIvi
0,36 + 0,05 mr/mu 1 mn Y
144+115+54+
0,72 + 0,1 mr/mi 1 mn
6. Tpumenepuana Tabmerku 25 mr 50 TabieTok
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7. Tpumenepuans PacTBOp mi1st mHBEKIMN 20 ammyst (mnpu-
10 mr/mit 1 mn TIOOHKOB)
20 mr/mut 1 Mot
8. Mopdun TaGnerku (karcysl) 180 Tabnerox
MPOJIOHTUPOBAHHOTO (xarcym)
EeNCTBUS 60 Tabnerox
10 mr (xarcym)
30 mr 40 tabneTok
60 Mr (xarcym)
100 mr 20 Tabnerok
200 mr (xarcym)
20 Tabnerok
(xarcym)
9. Mopdun Tabnerku
5 Mr 100 Tabnerox
10 mr 100 Tabnerox
10. Mopdun Kannu s npuema
BHYTpPbH 20 mr/mut 20 mi 4 pnaxona
11. Mopdun PactBop 11t npuema
BHYTPH (MOHOO3BI)
2 mMr/mit 5 mut 100 ammyi i/
6 Mr/mit 5 mi 80 amrry /3
20 mr/mi 5 mi 30 ammyi /3
12. Oxkcukonod + Hamokcon TabmeTkn
MPOJOHTHPOBAHHOTO
NIEUCTBUS
5wMr+2,5wMr 100 Tabnerox
10 mr + 5 mMr 60 Tabnerox
20 Mr + 10 mr 40 TabneTok
40 mr + 20 Mr 20 Tabnerok
13. | [IponmoHUIHEHUIITOKCHATIIIIIUTIEpH | TablleTKH 3ameyHbIe 50 Tabnerox
TUH 20 mMr
14. denrannn [TnacTeipb
12,5 Mkr/4ac 20 mnacTeipeit
25 MKr/4ac 20 nutacTeipeit
50 Mkr/49ac 10 mnacTeipeit
75 MKr/49ac 10 rutacTeipeit
100 mkr/4gac 10 mnacTeipeit
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Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 10941
"O6 yTBeEpxxaeHUM Mopsaka Ha3HauYeHUs TekapCTBEHHbIX NpenapaTos, GopM

[okymeHT npepocTasneH KoHcynbTaHTI0C

[aTta coxpaHenus: 17.12.2025

peuenTyp...
15. deHTaHu Crpeil Ha3anbHBIN
®makon 50 MKr/n03a
2,0 M (10 no3) 24 ¢nakona
3,2 M (20 mo3) 12 pmakoHOB
5,0 it (40 103) 6 (hmakoHOB
®nakon 100 Mkr/mo3a
2,0 M (10 no3) 12 ¢pnakonoB
3,2 M (20 mo3) 6 (rakoHOB
5,0 Mt (40 103) 3 dbnakona
®nakon 200 MKr/m03a
2,0 M (10 no3) 12 ¢pnakoHoB
3,2 M (20 mo3) 6 (rakoHOB
5,0 mit (40 103) 3 dbnakona
ITpunoxenne N 2
K [lopsiaky Ha3HaUeHUA
JICKapCTBEHHBIX MPENapaToB,
YTBEPKACHHOMY NPUKA30M
MuHucTepcTBa 3paBOOXPaHEHUS
Poccuiickoit @enepanuu
ot 24 Hos6ps 2021 r. N 1094u
CnpaBouHo
PEKOMEHOOBAHHBIE K UCTTOJIb3OBAHUIO COKPALLEHUA
NnPU OPOPMITEHU PELIENTOB
N | Coxkpamenue [Tonnoe Hanucanue ITepeBon
/T
1. aa ana 0, IIOPOBHY
2. ac., acid. acidum KUCIIOTA
3. aer. aerozolum a’po30JIb
4. amp. ampulla ammyia
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[aTta coxpaHenus: 17.12.2025

peuenTyp...
5. ag. agua BOJIA
6. ag. purif. aqua purificata BOJIa OYHUITICHHAS
7. but. butyrum MacJo (TBepaoe)
8. caps. capsula KarcyJsa
Q. comp., cps compositus (a, um) CITOKHBIH
10 D. Da (Detur, Dentur) Beinait (ITycts Beimano, I1ycts
OyZIeT BBIaHO)
11. D.S. Da, Signa Detur, Signetur Brinait, obosnats, Ilycts Gyner
BeITaHo, O003HAaYEHO
12. D.t.d. Da (Dentur) tales doses Bounait (ITycts OynyT seirans1)
TaKHUE€ JO3bI
13. dil. dilutus pa3BeICHHBIN
14. | Div. in p. aeq. Divide in partes aequales Paznenu Ha paBHBIC YacTH
15. emuls. emulsio SIMYJIIBCHS
16. extr. extractum IKCTPAaKT, BBITSKKA
17. in enem. in enemas B MHKDPOKJIM3Max
18. F. Fiat (fiant) [Tycts 0Opasyercs (00pa3yroTcs)
19. gran. granulum TpaHyJIbl
20. ot., gtt gutta, guttae Karuisi, Karui
21. gtt. peror. guttae peroralis KaIUTH U1 TIpUeMa BHYTPb
22. inf. infusum HACTOM
23. in amp. in ampullis B aMITyJax
24. in tab. in tab(u)lettis B TabNeTKax
B Ta0JICTKaX C
25. | intab. prolong. in tab(u)lettis prolongatis IIPOJIOHTUPOBAHHBIM
BBICBOOOKICHUEM
B Ta0JICTKaX C
26 in tab. prolong, in tab(u)lettis prolongatis IPOJIOHTUPOBAHHBIM
' obd. obductis BBICBOOOXKICHHEM, TOKPBITHIX
0007109KOM
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"O6 yTBeEpxxaeHUM Mopsaka Ha3HauYeHUs TekapCTBEHHbIX NpenapaTos, GopM AokymeHT npeaocTasneH KorcynbTaTrinioc

[aTta coxpaHenus: 17.12.2025

peuenTyp...

27. in tubul. in tubulis B TIOOMKaX

28. lin. linimentum JUHUMEHT

29. lig. liquor KHUJIKOCTh

30. lot. lotion JIOChOH

31. m. pil. massa pilularum MUTIOJIbHAST Macca

32. | membr. bucc. membranulae buccales TUICHKH 3aIeYHbIC

33. M. Misce, Misceatur (Iyers g;;eelfiiemam)

34. mixt. mixtura MHUKCTYypa

35. N. numero YUCIIOM

36. ol. oleum MaciIo (GKHUIKOC)

37. past. pasta rnacra

38. pil. pilula, pilulae TTAJTEOJIS, TTHAJIFOJTH

39. p. aeq. partes aequales paBHBIC YaCTH

40. ppt., praec. praecipitatus OCaXKICHHBIN

41. pulv. pulvis MIOPOIIIOK

42 q S quantum SatiS CKOJIBKO l'IOTpHeaii/OeTCH, CKOJIBKO

43. r., rad. radix KOpEHb

44, Rp. Recipe Bo3smu

45. Rep. Repete, Repetatur HOBT(EOF;gg;z)(SyHeT

46. rhiz. rhizoma KOPHEBHUIIIE

a7 s Signa, Signetur O ey !

48. sem. semen cemst

49, simpl. simplex IPOCTOM

50. Sir. sirupus CHpOI
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Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 10941
"O6 yTBeEpxxaeHUM Mopsaka Ha3HauYeHUs TekapCTBEHHbIX NpenapaTos, GopM

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHenus: 17.12.2025

peuenTyp...

51. sol. solutio pacTBop

52. spr. spray copeit

53. spr. nas. spray nasale crpeid Ha3aabHBIN

54. supp. suppositorium CBeYa, CYNIO3UTOPUI

55. susp. suspensio CYCIICH3USI, B3BECh

56. tab. tab(u)letta TabieTKa

57. t-ra, tinct. tinctura HacTONKa

58. tubulis tubulis TIOOUKH

59, STT Systema Therapeutica TpancaepmanbHas
Transcutanea Tepanestuueckas Cucrema

60. ung. unguentum Masb

61. vitr. vitrurn CKJISIHKA

[Tpunoxenue N 2

K Nprka3zy MUHHUCTEPCTBA 3paBOOXPAHEHUS
Poccuiickoit @enepanuu

ot 24 Hos6ps 2021 r. N 1094u

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

MUHHCTEPCTBO 3/IPaBOOXPAHEHHS

Poccutickoit denepanuu

Haumenosanwue (1rramin)
MEIUIIMHCKOW OpTaHU3aIiH

HaunmenoBanwue (mramin)

Kox dopmer mo OKVY /I
Kog yupexnennsa no OKITO

MGI[I/II_[I/IHCKEUI JOKYMCHTAaIUA

®opma N 107-1/y
YTBepkaeHa npuKkazoM
MuHucTepcTBa 31paBoOXpaHEHUS

Poccuiickoit @enepanuu
oT 24 Hos16ps 2021 r. N 1094n

WHIUBUAYAITBHOTO TIPEINTPUHIMATEIS
(ykazatb azgpec, HOMep U J1aTy JUIEH3UH,
HaWMEHOBAHHUE OpraHa rocy1apCTBEHHON
BJIACTH, BBIIABILIETO JIULIEH3HIO)

HafeXXHasa npaBoBas noaaepixka
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"O6 yTBeEpxxaeHUM Mopsaka Ha3HauYeHUs TekapCTBEHHbIX NpenapaTos, GopM

peuenTyp...

[okymeHT npepoctasneH KoHcynbTaHTIt0C
[aTta coxpaHenus: 17.12.2025

PELIEIIT
(B3pOCIIBIH, IETCKUH - HY’)KHOE TIOTYEPKHYTh)
" n 20_ F.

damuinus, THUIMAIBI UIMEHU U 0T4YecTBa (TIOCIeIHEee - MPU HATUYHH)
MalueHTa

JlaTa poxxneHus

q)aMI/IJII/IH, HMHUIKAaJIbl UMCHHU U OTUYECCTBA (HOCHC,Z[HGG - [Ipu HaJ'II/I‘-II/II/I)
neyarero Bpada (henpamepa, akynepKkn)

pyO.|kom.| Rp.

Iloamuce M.II.
W TIeUaTh Jieyalero Bpaya
(moamuck Qenpamepa, aKyIepKa)

PeuenT pgencrBuUTesJeH B TeueHume 60 mHem, mo 1 roma ( )
(HYyXHO€E TMOOUEPKHYTH) (yxazaro
KOJIMYEeCTRBO IHEN)

O6opoTHast cTopoHa

OTMeTKa 0 Ha3HAUYEHUH JICKapCTBEHHOTO
npernapara 1o pemeHuio BpaueOHon
KOMMCCUU
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"O6 yTBeEpxxaeHUM Mopsaka Ha3HauYeHUs TekapCTBEHHbIX NpenapaTos, GopM AokymeHT npeaocTasneH KorcynbTaTrinioc

[aTta coxpaHenus: 17.12.2025

peuenTyp...
IIpurorosun IIposepun Otnyctun
O®OPMA PELEIITYPHOI'O BJTAHKA N 148-1/Y-88
MUHHCTEPCTBO 3/IpaBOOXPaHEHUS Kox dopmer mo OKVYJI 3108805
Poccuiickoit @enepanuu MenuiuHcKas JOKyMEHTauus

®opma N 148-1/y-88
YTBepxkAcHa IPUKA30M
MuHucTepceTBa 34paBOOXpaHEHUS

Poccutickoit denepanuu
ot 24 Hos10pst 2021 r. N 1094n

HaumenoBanwue (1rramin)
MEIUIIUHCKOW OpTaHU3aIiH

HaunmenoBanwue (mramin)
HHAUBUAYAJIBHOI'O IPCANIPUHNUMATCIIA
(Ykazatp azpec, HOMEp U JaTy JINIECH3UH,
HAaUMEHOBAHHE OpraHa rocyAapCTBEHHOM
BJIACTH, BBIIABIICTO JIMIICH3HIO)

e | || L] LvL) L L L

PELIEIIT " 20 1.
(maTa oopmIIeHHSI-peLenTa)

(B3pOCIBIi, IETCKUM - HY’KHOE TOTYEPKHYTh)

damuinus, THUIMAIBI UIMEHU U 0T4YecTBa (TIOCeIHEE - IPU HATUYHH)
MalueHTa

JlaTa poxxnenus

Anpec MecTa JKUTENbCTBA WM N MEIUIIMHCKOW KapThl aMOyJaTOPHOTO IMallMeHTa,
MTOJTYYarOIIEro MEIULIMHCKYIO IIOMOILIb B aMOyJIaTOPHBIX YCIIOBHSX

q)aMI/IJII/IH, HMHUIKMAaJIbl UMCHH U OTUYECCTBA (HOCHC,Z[HGG - [Ipn HaJ'II/I‘-II/II/I)
neyarero Bpada (dhenpamepa, akynepKku)

Py0. Kom. Rp:
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Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 10941
"O6 yTBeEpxxaeHUM Mopsaka Ha3HauYeHUs TekapCTBEHHbIX NpenapaTos, GopM

peuenTyp...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHenus: 17.12.2025

[Toanuce m neyate Jeyamero Bpava M.IL
(monmuck Qenpamepa, aKymepkn)

Perent geiicrBuTeneH B Teuenue 15 qHen

O6opoTHast cTopoHa

OTMeTKa 0 Ha3HAYCHUH JICKAPCTBEHHOT'O
npernapara 1o peneHuIo BpayeOHon
KOMHCCUHU

[TpuroroBun [IpoBepun Otnyctun

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

MuHHCTEpPCTBO 34paBOOXPaHEHUS YTBEPXJEHA
Poccuiickoit @eneparuu MECTO  npukazom MuHucrepcra
JJ 31paBOOXpPaHECHUS

LITPUXK Poccuiickoit @enepaunn
OHA <*>  or 24 Hosi6ps 2021 r. N
1094u

Itamm
Kon

MEIHUIMHCKON OpraHu3aluu
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Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 10941
"O6 yTBeEpxxaeHUM Mopsaka Ha3HauYeHUs TekapCTBEHHbIX NpenapaTos, GopM

peuenTyp...

[okymeHT npepocTasneH KoHcynbTaHTI0C

[aTta coxpaHenus: 17.12.2025

Iramm
Kon

HHAUBUAYAJIBHOI'O IPCANIPUHUMATECIIA

Kox dopmer mo OKY /1 3108805

dopma N 148-1/y-04(x)

Kon

KaTeropuy | HO30JOTHYECKOM
rpakaad | ¢opmsl (mo MKB)

Kon

HcTounuk GpuHAHCHPOBAHUS:
(MOTYepKHYTH)

1. ®enepanbHbIil OOKET

2. bromxet cyonekta Poccuiickoit
denepaunn

3. MyHUIIMTIATBHBIN OO KET

% omIaThI:
(MOqYEpKHYTH)

1. becmmatao
2.50%
3. uaout %

PELIENT Cepus

q)aMI/IJII/IH, HMHUIINAJIbI UMCHHU U OTUYCCTBA (HOCHG,Z[HGG - HpH
HaJU4MH) MaueHTa

Hara ohopmienusi:

20 1.

Hata poxxaeHus

CHUMJIC

N nonmca
00513aTeJIbHOTO
MCEAUITUHCKOT'O
CTpaxOBaHUS:

Homep meauumHckol KapThl HAI[MEHTA, MOJYYaAIOLIEro MEIUIIMHCKYIO TOMOIL B aMOyJIaTOPHBIX

YCIIOBHUSIX

q)aMI/IJII/IH, HMHUIKAaJIbl UMCHHU U OTUYECCTBA (HOCHG,Z[HGG - [Ipu HaJ'II/I‘-II/II/I)
neyarero Bpada (denpamepa, akynepKkn)

Py6. Korm.

R e
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Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 10941
"O6 yTBeEpxxaeHUM Mopsaka Ha3HauYeHUs TekapCTBEHHbIX NpenapaTos, GopM

peuenTyp...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHenus: 17.12.2025

T[] - SRR

HOI[HI/ICB " ne4aTh JICHalero Bpada

M.IL
(moamnuck ¢enpamepa, aKyIepKku)

Penent neticrBurenen B Teuenue 15 gueit, 30 gueit, 90 nHei (Hy)KHOE TOAUYCPKHYTB)

OTnyuieHo no penenTy: ToproBoe HaMMEHOBAHUE U T03UPOBKa:
Hara ormycka: " " 20 1. Komnunuectso:
[IpuroroBuit: [Iposepuit: OtnycTun:

Kopemok penentyproro 61aHka Crioco0 mpuMeHeHus:

HanMeHOBAHIE [IponoIKUTENBHOCTD JTHEH

JICKApCTBEHHOTO TIpernapara:

Jlo3upoBka: KonnuecTBo npuemMoB B JI€HB: pas

Ha 1 mpuem: el.

<*> B ciy4yae U3roTOBJICHHUS PELENTYPHOro OJIaHKa C MCIOJIb30BAHUEM KOMITBIOTEPHBIX
TEXHOJIOTHH.

O6opoTHast cTopoHa

OTMeTKa 0 Ha3HAUYEHUH JICKapCTBEHHOTO
npernapara 1o pemeHuio BpaueOHon
KOMMCCUU
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Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 10941
"O6 yTBeEpxxaeHUM Mopsaka Ha3HauYeHUs TekapCTBEHHbIX NpenapaTos, GopM
peuenTyp...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHenus: 17.12.2025

[TpuroToBun [IpoBepun Otmyctun

ITpunoxxenne N 3

K IIpUKa3y MUHUCTEPCTBA 31paBOOXPAHEHUS
Poccutickoit denepanuu

oT 24 Hos16ps 2021 r. N 1094u

NnOoPAAOK
O®OPMJIEHUA PELENTYPHbIX BJIAHKOB HA JIEKAPCTBEHHbDIE NPEMNAPATDI,
MX YYETA U XPAHEHUA

I. OcbopmneHue peuenta Ha 6yMmaxHOM HocuTene

1. Ha peuentypnsix 6mankax ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(;1) B 1€eBOM BEepXHEM
yriry npocCTaBJIACTCA HITAMIT MCHHHHHCKOﬁ opraHu3alyu C YKa3aHUCM €€ HAUMMCHOBAHU, aapcCa U
TenedoHa ¢ 1aToi BBITUCKH (1aTOi opopMIICHHS) pelienTa Ha JIEKApCTBEHHBIN TTpenapar.

JononHutenbHO Ha penentypHoM Omanke ¢opmbel N 148-1/y-04(;1) mpocraBisieTcss KoA
MEIUIIMHCKOW OpraHu3alii B COOTBETCTBMM ¢ OCHOBHBIM T'OCYIapCTBEHHBIM PETHUCTPALMOHHBIM
HoMepoM (nanee - OI'PH).

Cepust penentypHoro Omanka ¢dopmbl N 148-1/y-04(;1) Brimrowaer konx cyowekta Poccmiickoit
denepanyy, COOTBETCTBYIOUIMHA BYM NepBbIM IHdpam OO1epoccuiickoro kiaccupukaTopa 00bEKTOB
aIMUHUCTPATUBHO-TEppUTOpUaIbHOTO Aenenus (naiee - OKATO).

Paspemaercsa n3roraBnuBath perentypuslie 0xanku ¢popmsl N 107-1/y u popmbsr N 148-1/y-04(x1) ¢
MOMOIIBIO KOMITBIOTEPHBIX TEXHOJIOTHH.

Penentypusie Omanku  ¢opmbel  Gopmbl N 148-1/y-88 M3roTaBIMBaIOTCS HCKIIOYUTEIBHO
TUTIOTPAPCKUM CITOCOOOM.

2. Ha penentypHbix OnaHkax, oOGOpPMIIIEMBIX WHAWBUIYAIbHBIMU TMPEANPHHUMATEISIMH,
UMEIOIIMMH JIMIIEH3UI0O Ha MEIUIMHCKYIO JI€ATENbHOCTh, B BEPXHEM JIEBOM YNy TUHOTPadCKUM
CIOCOOOM WIJIM IyT€M MPOCTABICHMs INTaMNa JOJDKEH OBbITh yKa3aH aJpec WHAUBHIYaJIbHOIO
NpeAlpUHUMATENss, HOMEpP M Jara JIMLIEH3UH, HAauMEHOBAaHUWE OpraHa TIOCYAApCTBEHHOM BIIACTH,
BBIIABILIETO JIMLICH3HIO.

3. Penentypusie Omanku ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(x) 3amonssiorcs
MEIUIMHCKUAM PaOOTHUKOM YEPHUIAMH WM MIAPUKOBOM PYYKOIL.
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Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 10941
"O6 yTBeEpxxaeHUM Mopsaka Ha3HauYeHUs TekapCTBEHHbIX NpenapaTos, GopM

peuenTyp...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHenus: 17.12.2025

4. Jlomyckaetcsi opopMIIeHHE BCEX PEKBU3UTOB (3a MCKIoUeHHeM pekBu3uta "[loamuck nedamero
Bpaua (moanuch (enpamepa, akymepku'") penentypHsix 6iankoB Gopmsl Gopmbel N 107-1/y, dopmer N
148-1/y-88 u popmbr N 148-1/y-04(1) ¢ uCTIONIB30BaHUEM IT€UATAIONIUX YCTPONCTB.

5. Odopmnenune peuentypHbix OmankoB ¢opmbel N 148-1/y-04(;) Bkmowaer wnugpoBoe
KOJIMPOBAHUE.

HudpoBoe kKoAUpPOBaHUE YKA3aHHBIX PELETITYPHBIX OJIAHKOB BKJIIOYACT:

1) xog Memuumuckoi opranuzamuu (OI'PH) wunm xom WHAMBUIYaTbHOTO TPEANPUHUMATENS B
COOTBCTCTBUU C OCHOBHBIM FOCy,Z[apCTBGHHBIM peFI/ICTpaLII/IOHHBIM HOMepOM I/IH,Z[I/IBI/II[ya.HBHOI‘O
npeanpuanmatens (nanee - O’ PHUII), npocraBnsemplii TPy U3rOTOBICHUH PEIENTYPHBIX OJJaHKOB;

2) KOO KaTeropuu TpaxJIaH, MMCIOIIMX IPaBO Ha IMOJYYCHHE JICKAPCTBEHHBIX IPEMmapaToB B
COOTBETCTBHUU cO cTatheil 6.1 denepanbHoro 3akoHa ot 17 urong 1999 r. N 178-®3 "O rocyaapcTBEeHHOM
corpanbHOW momoum" <1>, m KoJ HO30J0THYecKod (GopMbl MO0 MeXAyHapOJHONW CTATUCTUYECKOM
Kiaccuukanuu O0oJie3HEW W MpobsieM, CBs3aHHBIX co 3a0poBbeM (10-if mepecmotp) (manee - MKBD),
3aIoTHsIEMbIE JICUallliM BPauoM MyTeM 3aHECCHHs KXo HMU(PHI B MyCThIE SYSHKH, MPU ITOM TOYKA
MPOCTABIISIETCS B OTJEIBHON STYCHKE;

<1> CoOpanue 3akoHomaTenbcTBa Poccuiickoit ®eneparuu, 1999, N 29, cr. 3699; 2020, N 52, crT.
8577.

3) ormerky 00 wuctouHuke (uHaHcupoBaHus (denepanbHbi Oromker [1], OwmKET cyObekTa
Poccutickoit @enepanuu [2], MyHUITUNIATBHBIA Or0/KeT [3]) W mpolleHTe omiaThl perenta (OecraaTHO
[1], 50% [2], uroit % [3]);

4) mTPUX-KOJ - JOMOJHUTENBHBIA PEKBU3UT (B Cllydyae M3TOTOBJIEHHS Ha TEPPUTOPUH CYOBEKTa
Poccuiickoit @enepanuu perenTypHoro 6JaHKa ¢ UCHOIb30BAHUEM KOMIBIOTEPHBIX TEXHOIOTUN).

6. B penentypubix 6mankax ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(x) B rpade "damumnus,
WHUIMANBl UMEHM W OT4YecTBa (IMOCIEeIHEe - TpH HaJIWM4MK) mamnueHTta" yKasblBaloTcs (ammuius,
WHUIIHAIIBI UMEHHU ¥ 0TYeCTBa (TIOCTIeHEE - PU HAJTUYHH) ITAIllUCHTA.

7. B penentypubix Omankax ¢gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(n) B rpade "Iara
poXxIeHus" yKa3bIBACTCs IaTa POXKIACHUS MallueHTa (YUCII0, MECSII, TOJI).

JlonomHUTENbHO B penentypHbix Onankax ¢gopmel N 148-1/y-88 u dopmer N 107-1/y nns nereit B
Bo3pacte 70 1 rona B rpade "JlaTa poxkaeHus" yka3bIBae€TCsl KOJTUYECTBO IMOTHBIX MECSIICB.

8. B peuentypubix Omankax ¢opmbl N 148-1/y-04(;m) B rtpadax "CHMIIC" u "N mnonmca
00s13aTEILHOTO MEIUIIMHCKOTO CTPaxOBaHUA'" YKa3bIBAIOTCS CTPaxOBOM HOMEP WHAWBUIYaTbHOTO
mureBoro cyera rpaxnanuHa B [lencuonnom ¢onae Poccuiickoit @eneparuu (CHUIC) (mpu Hammaun)
1 HOMED TOJIMca 0053aTEIIPHOTO MEIUIIMHCKOTO CTPAXOBaHMUSI.

9. B penentypubix Omankax gopmbel N 148-1/y-88 B rpade "Anapec mecra KUTEIBCTBA WM HOMEP
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MEIMLUHCKOW KapThl MAaIMEHTa, MOJTY4aloUIero MEIUIMHCKYI0 MOMOIIb B aMOyJaTOPHBIX YCIOBMSX'",
YKa3bIBAE€TCSl TMOYTOBBIM aJpec MecTa JKUTENbCTBA (MecTa NpeObIBaHMS HIM MecTa (PaKTHYECKOro
IPO’KMBAHUA) MAalMEeHTa WIM HOMEp MEIUIMHCKOM KapThl MallMeHTa, IOJYYarollero MEIUIMHCKYIO
MIOMOIIb B aMOyJIaTOPHBIX YCIOBUSAX <2>.

<2> [Ipuka3z MunuctepcrBa 3apaBooxpanenust Poccuiickoit @enepaunu ot 15 nexabps 2014 r. N
8341 "OO yrBepx)acHUU YHUDUIIMPOBAHHBIX (HOPM MEAUIIMHCKOW TOKYMEHTAIlUH, HCIOJIb3yEeMBIX B
MEAUIIMHCKUX OpPraHU3aIUsAX, OKa3bIBAIOIIUX METUIIMHCKYIO MOMOINb B aMOyIaTOPHBIX YCIOBHSIX, U
MOPSIAKOB 10 MX 3anojHeHuto" (manee - [lpukas N 834H) (3apeructpupoBaH MUHHUCTEPCTBOM FOCTHITMH
Poccuiickoit ®eneparuu 20 ¢epans 2015 1., peructpaumonHsidi N 36160) ¢ wu3MeHeHUsIMHU,
BHECEHHBIMH ITpuKazamMu MuHUcTepCcTBa 3paBooxpanenHus Poccuiickoii @enepannu ot 9 suBaps 2018 r.
N 2 (3apeructpupoBan MunucrepctBoMm roctunuu Poccuiickoit ®Penepanuun 4 anpens 2018 r.,
peructpanronHbii N 50614), ot 2 nHosa0ps 2020 r. N 1186H (3apeructpupoBaH MUHHUCTEPCTBOM
toctuiu Poccuiickoii @eneparun 27 Hos0ps 2020 r., peructparronssii N 61121).

VYkazaHue u ajgpeca MeCTa >KMTEJIbCTBA U HOMEpPAa MEIMIIMHCKON KapThl MAllMEHTa, MOJIY4arolIero
MEIUIIMHCKYIO IIOMOILb B aMOYJIaTOPHBIX YCIOBUSX, HE SBIISETCS OLIMOKOM.

B penentypusix 6mankax Gopmsel N 148-1/y-04(i1) B rpade "Homep MeTuIIMHCKOM KapThl MAIIMEHTA,
MOJTYyYAOIIET0 MEIUITMHCKYIO MTOMOIIb B aMOYJIaTOPHBIX YCIOBUSX" YKa3bIBa€TCS HOMEP MEIUITUHCKON
KapThI TIAIMEHTA, MTOJIYYAOIIEro MEJUIIMHCKYIO MTOMOIIh B aMOYJIaTOPHBIX YCIOBUSIX <3>.

<3> [Ipuka3 N 834n.

10. B rpade "damunusi, MHUIIUATBI UMEHH U OTYECTBA (ITOCIICTHEE - IPH HAJIMYKH ) JISYAIlero Bpada
(benpamepa, akymepku)" penentypHsix OmankoB dopm N 148-1/y-88, N 107-1/y u N 148-1/y-04()
YKa3bIBAIOTCA TIONHOCTBIO (pamMuiusi, WHULMANBl WMEHH, OT4YecTBa (MOCIEAHEEe - MPU HATUYHUH)
MEAUIIMHCKOT0 pabOTHUKA, HA3HAUMBILIETO JIEKAPCTBEHHBIE MTpenapaThl U OPOPMUBIIETO PEIIEMT.

11. B rpade "Rp" peuentypusix OmankoB ¢gopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(x1)
yKa3bIBaCTCS:

1) HaMeHOBaHHE JICKAPCTBEHHOTO TIpernapara (MeX/IyHapoJHOe HeMaTCHTOBaHHOE HAMMEHOBAHNE,
IPYIIIUPOBOYHOE M XUMHYECKOE HAaHMEHOBaHHE, TOPrOBOE HAaMMEHOBAHKE) Ha JIATHHCKOM SI3bIKE WU
Ha PYCCKOM sI3bIKe, (hOpMa BBIITYCKa, TO3UPOBKA, KOJIMYECTBO (YKa3bIBACTCS MPOMUCHI0 HAa PELENTYPHOM
onanke ¢popmer N 107/y-HIT);

2) cnoco® TPHUMEHEHHUs JIEKApCTBEHHOTO IMpernapaTa Ha TOCYJapCTBEHHOM si3bike Poccuiickoit
denepanyu WIM Ha TOCYJapCTBEHHOM s3bike Poccuiickoii denepaniii M roCyapCTBEHHOM SI3bIKE
pecnyOIMK U UHBIX sI3bIKaX HapoaoB Poccuiickoii deneparn <4>.

<4> Yactp 1 crarbu 15 3akona Poccuiickoit ®eneparnu ot 25 oxTs6ps 1991 r. N 1807-1 "O
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s3bIKax HapoaoB Poccuiickoit @enepanun” (manee - 3akon N 1807-1). (BemomocTu cbe3na HapOAHBIX
nenyratoB PCOCP u BepxoBaoro Cosera PCDCP, 1991, N 50, ct. 1740; CobpaHue 3aKOHOAATEILCTBA
Poccutiickoit ®eneparuu, 1998, N 31, ct. 3804).

Koncynsrantllntoc: npumeyanue.
Hywmeparust nyHKTOB JJaHa B COOTBETCTBUHU C O(PUIIMATIEHBIM TEKCTOM JIOKYMEHTA.

13. TIpu oopmieHnn pelenTypHbIX OJIAaHKOB 3apPEIIaeTCsl OrPaHMYUBATHCS OOIIUMH YKa3aHUSMH,
Hanpumep, "Buyrpennee", "MU3BecTHo".

14. Penent, odopmieHHblit Ha perientypHoM Onanke ¢popm N 148-1/y-88, N 107-1/y u N 148-1/y-
04(;1), moAmMCHIBACTCS MEAUITMHCKIM paOOTHHUKOM U 3aBEPSIETCS €T0 MeYaThlo.

Penent, opopmiennslii Ha perientypHoM Onanke ¢opmbl N 148-1/y-88 u dpopmsr N 148-1/y-04(x),
JIOTIOJTHUTEIBHO 3aBEPSETCS MeYaThi0 MEAUIIMHCKON opranu3aruu "t perentos".

s peuenta, opopmieHHOTO Ha peuentypHoMm Onanke (Gopmbl N 107-1/y, Hanuuue neyatu "J{is
penenToB" He SBISIETCS 00s3aTETbHBIM.

15. Ha ogaom penentypaom 6manke ¢popmbsl N 148-1/y-88 u ¢popmsr N 148-1/y-04(:) pazpemaercs
OCYIIECTBIISATh HA3HAUYCHHUE TOJILKO OJHOTO HAMMEHOBAHUS JIEKAPCTBEHHOTO IIpenapara.

Ha onmnom penentypuom Omanke ¢dopmbel N 107-1/y paspemaercs OCyHIeCTBISTh Ha3HAuEHUE
TOJBKO OJHOTO HAaMMEHOBAHUA JIEKAPCTBEHHOrO Ipemapara, orHocsmerocs 1o ATX k
aHTUIICHXOTHYECKUM cpeacTBaM (ko NOSA), ankcuonutukam (koa NO5SB), CHOTBOPHBIM U CETaTUBHBIM
cpenctBam  (kog NOSC), antugenpeccantam (kog NO6A) w He TOMJIESKAIIETO MPEIMETHO-
KOJMYECTBEHHOMY Y4YeTy, W JI0 TpeX HAWMMEHOBAaHUN JIEKAPCTBEHHBIX MPEMmapaToB - I HWHBIX
JIEKapCTBEHHBIX MPENapaToB, HE OTHECEHHBIX K BhIlIeyKa3aHHbIM ATX.

16. McnipaBienust B perienTe He JOMYCKatOTCS.

17. Ilpu odopmiennn penentypHbix 01ankoB Gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(xn1) Ha
JIEKapCTBCHHBIC TIperaparbl, Ha3HAUEHHBIE [0 pEIICHHIO BpadyeOHON Kommccuu, Ha o00opoTe
perenTypHoro 0JaHKa CTaBUTCS CTCIHaTbHAs OTMETKA (IIITaMIT).

18. Ha peniennityprom 6manke ¢opmsl N 148-1/y-04(:1) BHU3Y UMeeTCs JIUHUS OTPBIBA, pa3Aeisaiomias
peLenTypHbII OJIAHK M KOPEIIOK.

Kopemok ot perenra, opOpMICHHOTO Ha YKa3aHHOM peEIEeNTypHOM OJaHKe, BBIAAETCS MAlUCHTY
(ero 3aKOHHOMY NPEACTaBHTENIO) B aNTeYHOH OpraHM3alM, Ha KOPEIIKE JeNaeTcs OTMETKa O
HAaMMEHOBAHMH JIEKAPCTBEHHOTO ITperapara, J03UPOBKE, KOJIUYECTBE, CIIOCO0E MPUMEHEHHS.

Il. OchopmneHune peuenta B (popmMe INEeKTPOHHOIro AOKYMEeHTa
19. Penenit B popMe 3IEKTPOHHOTO JOKYMEHTA, MOJIMMCAHHOTO YCHJIEHHOW KBaJIM(UIIMPOBAHHOM

ANEKTPOHHON MOJMUCKHIO, (OPMUPYETCS MEAUIMHCKUM paOOTHHUKOM, CBEACHHUS O KOTOPOM BHECEHBI B
benepanbHBIl  PETUCTP MEAMLIMHCKUX pPAOOTHUKOB <5>, a TaKkKe TIpPU YCIOBHUHU PErUCTPALUHU
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MEIUIIMHCKOW OpraHu3aliu, B KOTOPOH odopMisieTcsl pelent, B (eaepalbHOM peecTpe METUIIMHCKUX
opraHuzanuii <6> eIuHON rocyJapCTBEHHON MH(OPMAIMOHHONW CHCTEMBI B cepe 31paBOOXpaHEHUS U
MTOAKTIOUEHUST TaKOW MEIMIIMHCKON OpraHu3ali K TOCYJapCTBEHHON WH(OPMAIMOHHON CHCTEME B
cdepe 3npaBooxpaneHus cyobekta Poccutickoit @enepanun <7>.

<5> Yacte 4 crateu 91.1 ®depepanpHoro 3akoHa N 323-O03 (CoOpanme 3aKOHONATEIHCTBA
Poccutiickoit ®deneparuu, 2011, N 48, cT. 6724; 2020, N 29, cT. 4516).

<6> Yacte 4 crateu 91.1 ®depepanproro 3akoHa N 323-O03 (CoOpanme 3aKOHONATEIHCTBA
Poccutickoit ®deneparuu, 2011, N 48, cT. 6724; 2020, N 29, cT. 4516).

<7> Cratpu 91 u 91.1 ®enepansuoro 3akona N 323-d3 (Cobpanue 3akoHOAaTenbcTBa Poccuiickoii
Oenepanun, 2011, N 48, ct. 6724).

20. Ilpu opopmienuu penenta B GopMe IEKTPOHHOTO JOKYMEHTa Ha JICKAPCTBEHHBIE Mpenaparhl,
ykazaHHble B myHKTax 9 m 11 Ilopsnka Ha3HaueHHUs JIEKAPCTBEHHBIX IPENAapaToB, YTBEPXKIECHHOIO
HACTOSIIUM IPUKA30M, U OTITYCKaeMbI€ 32 MOJIHYI0 CTOUMOCTb, 3aIOIHSIIOTCS CIEAYIOUINE PEKBU3UTHL:

1) xon cyowekta Poccmiickoit ®enepanuu mo OKATO, ompeaenstomuii rocynapCTBEHHYIO
WH(pOpPMaIMOHHYIO CHCTEMY B cdepe 3npaBooxpaHeHus cyOnekra Poccuiickoit denepanun, B KOTOPOM
chopMHUPOBaH perent B GopMe AMEKTPOHHOTO JOKYMEHTA;

2) HaMMEHOBaHWE MEIUIIMHCKON OpTaHM3aIlnH, aapec, TeneGoH win GaMuiIvs, HHUITUAIB HMEHU 1
oTuecTBa (TMOCIenHEee - MPU HAIWYUK) HHIWBUIYATHHOTO MPEANPUHUMATEINS, HMEIOIIETO JUIEH3UI0 Ha
METUIIMHCKYIO JIESITEIbHOCTD, €ro aapec;

3) OI'PH ropuanueckoro nuua (mMeaunuHckod opranuzauuu) win OI'PHUII uHnuBuayansHOrO
MpearpUHUMATEIIS;

4) nara ohopmiieHus perenta (yKa3bIBaeTCsl YUCII0, MECSIL, TO1);

5) nmara okoHYaHHWsS JACUCTBUs perenta (HOopMHUPYETCs TOCYAApCTBEHHOW WH(POPMAIMOHHOMN
cucremoit B cepe 3apaBooxpaHeHus cyobekra Poccuiickoit Denepaiii B COOTBETCTBUU CO CPOKAMHU
nevicteus peuentos: 15 nueit, 30 queit, 60 gueit, 90 nuei, 1o 1 roma);

6) yHUKaIbHBIA HOMep peuenTa (popMHUpPYETCs rocyJapCTBEHHONH MH(OPMAIIMOHHON CHUCTEMOI B
chepe 3apaBooxpaHeHuss cyoObekta Poccuiickoin @Dexepanuu W 00ECIICYMBACT OJTHO3HAYHYIO
UICHTH(PUKAIUIO perenTta B ¢GopMe 3JeKTpoHHOTO nokymeHta B couetaHuu ¢ OKATO, OI'PH wumm

OT'PHUII);

7) ormetku "cito" (cpouno) wim "statim" (HEMEAJIEHHO) TPU HEOOXOAMMOCTH CPOYHOTO WIIH
HEMEJUICHHOTO OTITyCKa JICKQpCTBEHHOTO Mperapara NarueHTy;

8) agpec manueHTa (yKa3bIBaeTCsl MOYTOBBIA aJpEC MECTa JKUTENbCTBA (MECTa MpeObIBaHUS WU
MecTa (DaKTUYECKOTO MPOKUBAHUA) C YKa3aHUEM WHJIEKCA, HAMMEHOBAHUS Kpas, 00J1acTh, pecnyOnuKH,
aBTOHOMHOTO OKpyra U uHoro cyowrekra Poccuiickoit @enepanuu, HAMMEHOBaHHS HACEJICHHOTO MyHKTA,
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HalMEHOBaHMs yJuIbl (IIPOCHEKTa, Iepeynka, Mpoe3fa), Homepa JoMa (C yKazaHHEM Koplyca, MpHU
HaJIMYUM), HOMEpPa KBAPTHUPHI);

9) HOMep DJIEKTPOHHON MEAMIIMHCKOW KapThl MaleHTa B TOCYAApCTBEHHOW HMH(POPMAIIMOHHOMN
cucrteme B chepe 3apaBooxpaneHus cyorekra Poccuiickoit @enepanuy;

10) dbamumnus, uMs, 0T4eCTBO (TIOCIICTHEE - MPU HAJTUYNH) MAIMEHTA MOJHOCTHIO;

11) mara poxaeHus mnamuweHTa (yKa3bIBAeTCS YHCIO, MeECAl, Ton), Jis nered mo | roma
JOTIOJTHUTEBHO YKa3bIBAETCSl KOJTUYECTBO MOJTHBIX MECSIICB;

12) pamunus, THUIHABG IMEHU U 0TYeCTBa (MTOCIEAHEE - TIPU HATHMYWHN ) METUIIMHCKOTO paOOTHHUKA
MMOJTHOCTEIO;

13) HaumMeHOBaHME  JIGKAPCTBEHHOro  mpemapara  (MEXIyHApOAHOE  HEMAaTeHTOBAHHOE
HalMEHOBAaHME, TPYNIUPOBOYHOE MM XUMHUYECKOE HAMMEHOBaHME, TOProBO€ HAWMEHOBAHUE),
J03UpOBKa, (hopMa BBIITYCKa, KOJTMUECTBO (BCE MO3UIMU YKA3BIBAIOTCSI HA PYCCKOM SI3bIKE);

14) croco0 mpuMEHEHHUs JIEKapCTBEHHOTO Tperapara Ha TOCYJapCTBEHHOM si3bike Poccuiickoi
@enepanuy WIM Ha rocyaapcTBeHHOM s3bike Poccuiickoil denepanuu M rocyAapCTBEHHOM SI3BIKE
pecnyONIMK ¥ MHBIX SI3bIKaxX Hapos10B Poccutickoit Deaepannn <8>;

<8> Yactp 1 crarpu 15 3akona N 1807-1 (Bemomoctu che3na HapomHbsix aenyratoB PCOCP u
BepxoBaoro Coera PCOCP, 1991, N 50, cr. 1740; CoOpanme 3akoHOmaTenbcTBa Poccuiickoit
deneparun, 1998, N 31, ct. 3804).

15) nOKyMeHT, NOATBEP)KIAIONMMK Ha3HAYCHUE JICKAapCTBEHHOIO TMperapara 10 PEIICHHIO
BpaueOHOIM KOMUCCUU MEIUIIMHCKON OpraHU3aIlNH;

16) oTMeTka O Ha3HAYCHWHW JICKAPCTBEHHOI'O IMperapaTa IO PEIICHUI0 BpadyeOHOW KOMHUCCHUU
MEIULMHCKONW OpraHu3alliy B CllydasX, YKa3aHHbIX B a0zaiie BTopoMm mnyHkTa 6 Ilopsaka HazHayeHuUs
JIEKapCTBEHHBIX NPENapaToB, YTBEPKACHHOIO HACTOSALIUM MPUKA30M;

17) orMeTka O cnenuaJbHOM Ha3HAYEHWMM JIEKAPCTBEHHOrO Ipemnapara (3aloJIHAETCsS B clydasx,
yKa3zaHHbIX B IyHKTax 15 u 24 Ilopsiaka Ha3HaueHMs JEKapCTBEHHBIX MPENapaToB, YTBEPXKIAEHHOTO
HACTOAIMM IPUKA30M);

18) oTMeTKa O cnenMaIbHOM Ha3HAuUCHHH JICKAPCTBEHHOTO Iperapara MaIleHTy ¢ 3a00JIeBaHueM,
TPeOYIOMINM IITUTEILHOTO KypCOBOTO JICUCHHUS (3aMOJHIETCS B cydae, ykasaHHoM B myHkTe 23 [lopsiaka
Ha3HAYCHUS JIEKAPCTBEHHBIX IPEIapaToB, YTBEPXKIACHHOTO HACTOSIIAM MPUKAa30M) C MPOCTABICHHEM
MEePUOJUIHOCTH OTIYCKA JIEKAPCTBEHHOTO TIperapara;

19) npu opopmiennun perenta B popme 3JIEKTPOHHOTO TOKYMEHTa Ha JIEKApCTBEHHBIC TTPETaparhl,
yYKa3aHHblE B TNOANYHKTax 2 - 5 nmyHkTa 9 u nyHkre 11 Ilopsinka Ha3zHaueHMsI JIEKapCTBEHHBIX
MpernapaToB, YTBEP)KIEHHOTO HACTOAILIUM IPUKA30M, TIpa)kJIaHaM, MMEIOIIMM IMpaBO Ha OecIulaTHOe
MOJTyYeHHUE JIEKaPCTBEHHBIX IPENapaToB WM MOJYYEHHE JIEKAPCTBEHHBIX IPENapaTroB €O CKUIKOM,
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3aMOHSIOTCS PEKBU3UTHIL, MPEIyCMOTPEHHbIE MOANYHKTaMM | - 18 HacTosIiero myHKTa, a TakKke
CJIEIYIOILE PEKBU3UTHI:

a) KaTeropusl TIpaxJaH, HUMEIOIIUX IPaBO Ha TMOJIY4YEHUE JIEKapCTBEHHBIX IpEnapaToB B
COOTBETCTBHUHM cO cTaThel 6.1 PenepanbHoro 3akoHa ot 17 uronsg 1999 r. N 178-®d3 "O rocynapcTBeHHOM
COITMAJILHOM TTomMonn" <9>;

<9> CoOpanue 3akoHomaTenbcTBa Poccuiickoit ®eneparuu, 1999, N 29, cr. 3699; 2020, N 52, crT.
8577.

0) xox Ho300THYecKkoi Gopmbl o MKBD;

B) UCTOYHUK (uHaHcupoBaHus (1 - denepanbHbii OrOKET, 2 - OMOKET cyOBekTa Poccuiickoi
®denepanu, 3 - MyHUIIUIIATBHBIA OIOIKET);

r) pazmep omartsl (1 - 6ecratHo, 2 - 50%, 3 - uHoit %);

J1) CTpaxoBOW HOMEpP HHIMBHIYaJbHOTO JIMIIEBOrO cyera rpaxaaHuHa B lleHcuoHHoM ¢oHpe
Poccutickoit ®eneparnuu (nmpu Hanmmunu) (CHUJIC);

€) HOMep ToJinca 0053aTeTbHOTO METUITMHCKOTO CTPaXOBaHUSI.

21. Ilpu mpocTaBieHUN OTMETKH, yKa3zaHHOW B mojmnyHkTe 16 mynkrta 20 nHactosimero I[lopsiaka,
perent B QopMe DJIEKTPOHHOTO JOKYMEHTAa TIOJIMUCHIBACTCS YCHJICHHON KBaIU(DHUIIMPOBAHHON
JJICKTPOHHOW TOAMKCHIO TpEJAcenareis WIM CeKpeTaps BpayeOHOW KOMHCCHH MEIUIIMHCKOMN
OpraHM3aliM, NPU IPOCTABICHUH OTMETOK, YKa3aHHbIX B NoANyHKTax 17 u 18 myHkra 20 HacTosmiero
[lopsnka, - yCUIEHHBIMH KBaTU(PUIMPOBAHHBIMU 3JIEKTPOHHBIMH TMOAMUCSIMH COOTBETCTBYIOIIUX
MEIUIIMHCKUX PaOOTHUKOB.

22. Ilo TpeOoBaHMIO TAIlMEHTAa WJIM €r0 3aKOHHOTO MpEACTaBUTENS OQOPMIIIECTCS SK3EMILIAP
perienta B QopMe DIIEKTPOHHOIO JOKYMEHTa Ha OyMaXKHOM HocuTele ¢ oTMmeTkoi "JlyOmukar
3JIEKTPOHHOTO TOKyMeHTa'.

lll. YyeT peuenTypHbiX 6/1aHKOB (3a UCKITHOYEeHUEM peLenTypHbIX
6naHkoB no copme N 107/y-HIM "CneumnanbHbI peuenTypHbIW 6naHk")

23. VYwuer penentypueix OmankoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(xn),
M3TOTaBIMBAEMBIX THUIOTPAQCKUM CIIOCOOOM (fanee - perenTypHble OJaHKH, IOJUICKAIIUe Yy4eTy),
OCYIIECTBISIETCSA B )KYpHaJlIax ydera, IPOHYMEPOBAaHHBIX, POIIHYPOBAHHBIX U CKPEIUICHHBIX MOANUCHIO
PYKOBOIUTENST ¥ TIEYaTbl0 MEAMIMHCKOW OpraHW3alliil WM  TOANUCHI0  MHIUBUAYAIHHOTO
NPEINPUHUMATEIS, UMEIOIET0 JTUICH3HIO Ha METUIIMHCKYIO IEATEIbHOCTb.

24. XKypnan ydera perentypHbix 61ankoB Gopmbl N 107-1/y conepxkut cinemayromue rpadsb:

1) HoMep o nopAIKY;
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2) B paznene "[Ipuxon":

a) JlaTa perucTpaluu J0KyMEHTa, MOATBEPKAAIOLIETO MOCTYIIICHHE;

0) HOMep U J1aTa JOKYMEHTA, TOATBEP K IAFONIETO NOCTYIUICHNE, HANMEHOBAaHHE OCTABIINKA;
B) 00111ee KOJIMYECTBO MOCTYHUBIINX PELENITYPHBIX OJIAHKOB;

r) haMuIus, MHALUAIBI KMEHU U O0TYECTBa (TOCIeAHEE - MPU HATUYWHN) U TIOJINMKUCH OTBETCTBEHHOTO
MEIUIMHCKOTO Pa0OTHUKA, ITOJYYUBIIETO PEHENTYPHbIE OJJAHKU OT MOCTABIIHMKA;

3) B paznene "Pacxon":
a) IaTa BBIJAYU PEIETITYPHBIX OJaHKOB;
0) KOJIMYECTBO BBIIAHHBIX PEIENTYPHBIX OJIAHKOB;

B) ¢damMwius, WHHUIHAAIBl WMEHH U OT4YecTBa (MOCNEQHEE - TMPU HAIMYUU) OTBETCTBEHHOTO
MEAUIIMHCKOTO pabOTHUKA, OJYyYUBIIETO pelenTypHbIe OJIaHKH;

T') IOAMKUCH OTBETCTBEHHOT'O MEAUIIMHCKOTO PaOOTHHUKA, MTOTYYHBIIIETO PEIENTYPHbBIE OJaHKH;

4) damuus, ”HUIIMATIBEI UMEHH M OTYECTBA (ITOCIIEIHEE - TPH HATMYHUH) U TTOAIHCH OTBETCTBEHHOTO
MEIULIUHCKOT0 pabOTHUKA, BBIIABIIETO PELETITypHbIE OJIaHKH;

5) OCTaTOK peuenTypHBIX OJIAHKOB.

25. XKypnan yuera peuentypHbix OmankoB ¢opm N 148-1/y-88 u N 148-1/y-04(;1) comepxut
crnenyromue rpadur:

1) Homep 1o nopAIKY;

2) B paznene "[Ipuxon™:

a) JlaTa perucTpaluu J0KyMEHTa, MOATBEPKAAIOLIETO MOCTYIICHHE;

6) HOMep U JaTa JOKYMEHTA, MOATBEP)KJAIOIEro MOCTYIUIEHUE, HAMMEHOBaHHUE IIOCTaBILUKA;
B) 00111ee KOJIMYECTBO MOCTYHUBIIUX PELENITYPHBIX OJIAHKOB;

T') CEpUU U HOMEPA PEIENITYPHBIX OJIAHKOB,;

1) KOJIMYECTBO PELENITYPHBIX OJIAHKOB 110 CEPHIM;

e) dhaMuiTus, MHULHAIBI MMEHU U 0TYeCTBa (TIOCTeHEE - TIPU HATUYWHN) U TIOJAIKUCH OTBETCTBEHHOTO
MEIUIUHCKOTO PaOOTHHUKA, ITOJYYUBIIETO PEHENTYPHbIC OJJAHKU OT MOCTABIIHNKA;

3) B paznene "Pacxon":

a) JaTa BBIJAYU PEIENTYPHBIX OJaHKOB;
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0) cepur 1 HOMEPA BBIJJTAHHBIX PEIETITYPHBIX OJIAHKOB;
B) KOJIMUYECTBO BBIJJAHHBIX PELENTYPHBIX OJaHKOB;

r) daMuivs, WHUIMAIB WMEHH W OT4ecTBa (TOCIeqHEe - MPH HAJWYUH) OTBETCTBEHHOTO
MEIULIUHCKOTO paOOTHUKA, MTOJIYUYUBIIETO PELENTYPHbIE OJIaHKH;

1) IOANKCH OTBETCTBEHHOTI'O MEIUIIMHCKOTO paOOTHHKA, MTOTYUYHUBILErO PELeNTypHbIe OJaHKU;

4) damunus, THUIMATBEI IMEHU U OTYECTBA (TIOCIIeTHEE - TPH HAIMYHH ) U TIOMUCH OTBETCTBEHHOTO
MEIUIIMHCKOTO pabOTHUKA, BBIJABIIETO PEIENTYpHbIE OJIaHKH;

5) ocTaToK perenTypHbIX OJIaHKOB.

26. Yder penentoB, OQOpMIEHHBIX B (OpPME IJIEKTPOHHOTO JOKYMEHTA, OCYIIECTBISETCS B
roCyJapCTBeHHON WH(GOpPMAMOHHON cucteMe B cdepe 3apaBooXpaHeHHs cyObekra Poccuiickoit
denepanuy NOCPEICTBOM BEACHUS €IUHOIO PEECTpa pPELEeNnTOB, O(QOPMIIEHHBIX B (POpPME 3IEKTPOHHBIX
JIOKYMEHTOB.

IV. XpaHeHue peuenTypHbIX 61aHKOB (3a UCKNIOYEeHUEeM peLenTypHbIX
6naHkoB no ¢popme N 107/y-HIM "CneunanbHbIN peuenTypHbIn 6naHk")

27. MenuuuHCKHE OpraHU3aluy TOJy4yaloT HEOOXOJUMbIe pelenTypHble OJaHKd, OQOpMIIEHHBIE
TUNOTPa()CKUM  CIIOCOOOM, Yepe3 TEPPUTOPUAIBHBIE OpraHbl YIPaBICHUS 3APaBOOXPAHEHUEM WIIH
OpraHu3aIyy, YIOJHOMOYECHHBIE HAa ATO OpPraHAMH HCIOJHUTEIBHON BIAcTH CYOBEKTOB Poccuiickoii
denepanuu.

28. PeuentypHble OlaHKH, MOAJEKAIIUE YUETY, XPAHATCS OTBETCTBEHHBIM JIMIIOM, Ha3HAYEHHBIM
PYKOBOJIUTENEM MEIUIIMHCKONW OpraHu3allii, B 3alUpacMoOM MeTalindeckoMm mkady (ceiide) nmm
METaJUIMYECKOM SIIHKE.

29. HHI[HBHI[yaHBHBIﬁ npeaAIpUHUMATCIIb, I/IMCIOLLII/Iﬁ JIMICH3UIO Ha MCIUIHUHCKYIO JCATCIBbHOCTD,
XPaHHUT PEIenTypHbIe OJaHKH, TMOJICKAIINE YIETy, B 3alTMPacMOM MeTaUTMYecKoM mkady (ceide) mim
MCTAJININYCCKOM SAIIUKE.

30. IIpoBepka cocTOsSHUS XpaHEHHs, ydeTa, (PAKTUUECKOTOo HAIMYMS W Pacxojla pelenTypHBIX
ONaHKOB, MOJUIEXKAIIUX Y4YeTy, OAMH pa3 B KBapTal OCYILECTBIIAETCS KOMHUCCHEH, CO3IaHHOW B
MEAUIIMHCKOW OpraHu3aIiu.

31. Peuentypueie OnaHku, odopmisieMble Ha OyMaXHOM HOCHTENE M MOJUIekKAIlUe Y4YeTy,
BBIJJAIOTCS METUIMHCKUM paOOTHHKAM, UMEIONIMM MpPaBO O(QOPMIICHHUS PEIENTOB, MO PACHOPSIKEHUIO
TJIABHOTO Bpaya UJIH €r0 3aMECTUTEIIS.

[TomyueHHble peuenTypHble OJaHKM Ha OyMa)KHBIX HOCHTENSAX XPAHATCS MEAUIIMHCKUMU
paboTHUKAMU B TOMEIIEHUSIX, 00ECIIEYNBAIOIINX UX COXPAHHOCTb.

32. [IporpaMMHO-TEXHUYECKHE CPEJICTBAa TOCYJAapCTBEHHBIX MH(GOPMAIMOHHBIX CHUCTEM B cdepe
3IpaBOOXpaHEHUs, MEUIIMHCKIX UH()DOPMAIIMOHHBIX CUCTEM MEIUIIMHCKUX OpraHu3aiuil 00eCcreunBarOT
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XpaHEHHUE SJICKTPOHHBIX PEIeNnTOB, OPOPMICHHBIX B (pOpMe SJIEKTPOHHBIX ITOKYMEHTOB B TEYCHHE
CPOKOB, YCTaHOBJCHHBIX JUIsI XpAaHEHHs PELeNnToB, OPOPMICHHBIX Ha COOTBETCTBYIOLIMX (opMax
pelenTypHbIX O0JJaHKOB Ha OymMakHOM Hocutene <10>,

<10> TMoamynkt 5.2.169 Ilonoxenust o MunuctepctBe (CoOpaHue 3akoHOAaTeNbcTBa Poccuiickoit
®enepauun, 2012, N 26, ct. 3526; 2021, N 43, ct. 7258).

ITpunoxxenne N 4

K IIpUKa3y MUHUCTEPCTBA 31paBOOXPAHEHUS
Poccutickoit denepanuu

oT 24 Hos16ps 2021 r. N 1094n

®OPMA CIIEHIMAJIBHOT'O PELIEIITYPHOI'O BJIAHKA N 107/V-HII

MuHHCTEpPCTBO 34paBOOXPaHEHUS Kox ¢hopmer mo OKY /I
Poccuiickoit @enepanuu MenuiHcKas JOKyMEHTaIUs
®opma N 107/y-HII,
YTBEPKICHHAS TIPUKA30M
MuHucTepcTBa 31paBOOXpPaHEHUS
Poccuiickoit @enepanuu

oT 24.11.2021 N 1094u

TaMI MEAUITUHCKOW OpraHu3aIiu

PELIEIIT

Cepus N

n n 20 T.

(mata BBITIMCKU peLIenTa)

(B3pOCIBIi, IETCKUM - HY’KHOE TOIYEPKHYTh)

damunus, UMs1, OTIYECTBO (TOCTEAHEE - TPU HATTMYUHN )
nanueHTa

Bo3spacr

Cepm{ U HOMCD 110JIMCa 00513aTEIIBLHOIO MCIUIUHCKOI'O CTPaxXOBaAHUA
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Homep MenuIHCKON KapThl

damunus, UMs1, OTYECTBO (MOCTEAHEE - TPU HATHYUUHN )
neyarero Bpada (dhenpamepa, akynepKku)

PSSO PRPPPPRR

[Tonnuck 1 MMYHAS TIEYaTh Bpava
(moamuck Qenpamepa, aKyIepKu)

M.IL

damunus, UMs1, 0T4ECTBO (TIOCTEAHEE - TPU HAJTUYHUH ) U TTOAMKUCH YITOTHOMOYEHHOTO JIUIa
MEIHUIMHCKON OpraHu3aluu

M.IL

OTMeTKa anTeuHoN OpraHu3aIi 00 OTITYCKE

damus, UMs1, OTIECTBO (TTOCIIETHEE - TP HAJTMYWHU) U MOANMKUCH PaOOTHUKA alTeYHOM
OpraHu3anuu

M.IL.

Cpok aeiictBus penenta 15 nHeun

[Tpunoxenue N 5

K NprKa3zy MUHHUCTEPCTBA 3paBOOXPAHEHUS
Poccuiickoit @enepanuu

ot 24 nos6ps 2021 r. N 1094u

NnOoPAAOOK
N3roToBJIEHUA, PACTNPEOENEHUA, PETUCTPALUU, YHETA U XPAHEHUA
PELEENTOB, COAEPXALUMX HABHAYEHUE HAPKOTUYECKUX CPELOCTB
UITN NCUXOTPOINHbIX BELWWECTB

I. MopsapokK usrotoBrneHus, pacnpeneneHnsa cneumanbHbIX
peuenTypHbIX 6naHkoB no ¢popme N 107/y-HI

1. Opranu3anuio U3rOTOBICHUS M paclpeleleHus] peuenTypHbIx O6mankoB o ¢opme N 107/y-HIT
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"CnenuanabHbI penenTypHbld OiaHkK" (manee - CHenuaabHbIA pPEleNnTypHBIA OJaHK) OCYIIECTBISET
MunuctepcTBo 3apaBooxpanenus Poccuiickoit @enepanuu (najiee - MUHUCTEPCTBO).

2. CrennanbHbIE pelenTypHbIC OJIAaHKU SIBJISTFOTCS 3aIMINCHHOW MOJIUTpaduuecKord MpoayKIueH
ypoBHs "B", nzroraBnuBaeMoil Ha Oymare po3oBoro nsera pasmepoM 10 cm x 15 cM, TOMKHBI UMETh
CepUI0 M HOMEp, a TaKKe COOTBETCTBOBATh TPEOOBAHMSM, YKa3aHHBIM B MpHKaze MuHHCTEpCTBa
¢unancoB Poccuiickoit ®eneparyu ot 29 centsiops 2020 r. N 2171 "O6 yrBepkaeHun TeXHUYECKUX
TpeOOBaHUN W YCIOBUW H3TOTOBJIEHHUS 3alMINEHHONW OT TOIIEIOK MOJUTpapuiecKol mpoayKiuu'"
(3apeructpupoBaH MuHnuctepcTBoM toctuuuu Poccuiickoit @eneparuu 16 HosiOps 2020 T,
peructpanronabii N 60930).

3. B mensix opraHu3any W3TOTOBIICHUS U PACHpPEACTCHHS CHEIHMaIbHBIX PELENTYPHBIX OJaHKOB
MEIMIMHCKUE OpraHu3aliy, MMEIOIUE IIPAaBO OCYILECTBIATh BbIAAYy PELENTOB HAa HApKOTHYECKUE
CpelncTBa WIM IIcUXOTpomnHble Bemecta cnucka II Ilepednsa u 3aperucrpupoBaHHble B Poccuiickon
@enepani B KadyecTBE JIEKAPCTBEHHBIX IPENaparoB [Uld MEIULUHCKOrO IpUMEHEHus (Jayee
COOTBETCTBEHHO - MEIULUHCKAasg OpraHu3alus, HAPKOTUYECKUM (IICUXOTPOIHBINA) JIEKApCTBEHHBIN
mpenapar), COCTaBJISIIOT 3asBKH Ha PELENITYPHBIC OJIAHKH.

4. B cpok no 1 OKkTAOps TeKymero rojaa 3asBKH MEIUIIMHCKUX OpPraHM3alMid Ha CIEIUATbHBIE
perenTypHble OJaHKU MPEICTaBISIIOTCS:

1) MCIUIIUHCKUMHU  OpraHu3aludaMi, HaxXOoAAIIUMUCA B BCIACHHUU (bellepaJIBHHX OpTraHoOB
HCITOJIHUTEILHOMN BJIaCTH, - B COOTBECTCTBYIOIIINEC d)enepanbﬁme OpTraHbl HCITOJTHUTECILHOMN BJIaCTH,

2) MEAWIMHCKUMHU OpraHu3allisIMH, HaXOISIIMMHUCA B BEICHUM CYOBEeKTOB Poccuiickoii
denepanny, MEIULIUHCKUMU OPraHU3alMsIMUA MYHUIUIIATBHOM U YaCTHOW CHCTEM 3/IpaBOOXPAHEHHUS - B
OpraHbl HCHOJHHUTEIBHOM BiacTu cyObekToB Poccuiickoit ®dexepanuu B chepe OXpaHbl 3710pOBBS
rpaxaaH, Ha TEPPUTOPUU KOTOPBIX OHHU PACIHOJIOKEHBbI (Jajiee - opraHbl HCHOJHUTENHHOM BIACTH
cyonekToB Poccuiickoit denepanun).

5. B 3asBKe MeIUIIMHCKOW OpraHW3allMd Ha CIENUaIbHbIC PElEeNnTypHbIe OJIaHKH YKa3bIBAIOTCS
CJIEIYIOILUE CBEJICHUS:

1) cBeAcHHMs O MEAMIIMHCKOW OpraHW3alliy, IMOAABINCH 3asBKY Ha CICIHAJIbHBIC PELENTypHBIC
Onmanku (IOJTHOE HAUMEHOBAHHE, a/IPEC MECTA HAXOXKICHHUS);

2) KOJWYECTBO CHCIHAIbHBIX PEIENTYPHBIX OJaHKOB, H3PACXOAOBAHHBIX MEIHIIMHCKOM
opranu3zaiueil Ha 1 siHBaps MpeIIeCTBYIONIETO T0/a;

3) KONMYECTBO CIEUUATIbHBIX PELENTYPHBIX OJIAHKOB, HEOOXOAMMBIX MEAUIIMHCKONW OpraHU3aluu
Ha CIIEYIOLIHMI TOI.

3asBKa MEAMIIMHCKOW OpraHW3allii Ha CHEelUalbHbIC pELENTYpHbIC OJaHKW MOAMHCHIBACTCS
PYKOBOJAMTENIEM MEIULMHCKON OpraHu3aldd, KOTOPbIH HECET NEPCOHANbHYI0 OTBETCTBEHHOCTH 3a
000CHOBAaHHOCTH U JOCTOBEPHOCTh YKa3aHHBIX CBEIACHUH.

6. denepalibHble OPraHbl UCIIOJIHUTENIBHON BJIACTH, B BEACHUU KOTOPBIX HAXOISATCS MEIULIUHCKUE
opranuzanuu (manee - ¢eaepaibHble OpraHbl MUCHOJHUTENHLHOM BIACTH), U OpraHbl HCIOJIHUTEIbHOU
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BIacTu cyOnekToB Poccmiickoit denepaniun Ha OCHOBAaHWUHW 3assBOK MEAUITMHCKHX OpraHW3aluil Ha
CIeLMANbHbIE pEUenTypHble ONaHKU (HOPMUPYIOT CBOJAHBIE 3asBKM Ha CIELUAIbHbIE PELENTYpHbIE
OJIaHKHU ¥ B CPOK 110 1 mexkaOpst TeKyIIero rojia mpeaCcTaBisItOT UX B MUHUCTEPCTBO.

7. B cBOAHOI 3as1BKE HA CHEIMAIbHBIC PEETITYPHBIE OJTAHKH YKa3bIBAIOTCS CIEAYIOIINE CBEICHUS:

1) cBenenust o (enepasbHOM OpraHe HCIOJHUTEIbHON BJIACTH (OpraHe MCIOJHUTEIbHOH BIIACTH
cyobekta Poccuiickoit @enepannn), npeacTaBUBIIEM CBOJHYIO 3asBKY Ha CIEI[HAJbHBIC PEIETTypHBIE
Oy1aHKH (TIOJTHOE HAMMEHOBAHUE, a/IpeC MECTa HAXOXKJCHHU);

2) KOJHMYECTBO CIHEIHAIBHBIX PEUENTYPHBIX OJIAHKOB, PacCHpeleNCHHBIX (elepalbHbIM OpPraHOM
WCTIOTHUTEJIPHONW BJIACTH (OpPTaHOM HWCIIOJIHUTEIILHOW BIAcTH cyObekTa Poccuiickoit denepamnmu) Ha 1
STHBapsI NIPEAIECTBYIOLIEr0 N0Ja MEXAY MEAULIMHCKUMU OpraHu3alusaMu;

3) KOJWYECTBO CHEIHANTBHBIX PEIENTYypHBIX OJaHKOB, HEOOXOAMMBIX (enepallbHOMY OpraHy
UCTIOJHUTENBHOM BJacTU (OpraHy HMCIOJIHMUTENBbHON BiacTu cyObekra Poccuiickoit ®depepanuu) Ha
CIIEYIOIIUN TO ISl pacipeieeHUs] MeXAY MEAUIIMHCKUMH OpraHu3alusIMu;

4) cBemeHUsT O TMOJBEIOMCTBEHHOW OpTraHHM3AIMH, YIOJHOMOYEHHOH (QenepalbHbBIM OpraHoM
WCTIOTHUTEIPHOW BJacTH (OpraHOM HCIIOJTHUTEIBHOM BJacTH cyObekTa Poccuiickoit denepariyn)
OCYIIIECTBISTh TIOMYyYEHUE CIEIHUATBHBIX PELENTypHBIX ONaHKOB 0T MUHUCTEPCTBA, MX XpaHEHUE H
BBIJIa4y MEIMIIMHCKUM OpraHu3anusM (II0JIHO€ HauMEeHOBaHUE, aapec mecra HaxoxaeHus, MHH/KIIII,
OKTMO opranu3zaiuu, GaKTHIECKUN aipec OCTaBKM).

8. Ha ocHOBaHHMM TONy4EHHBIX CBOJHBIX 3as{BOK Ha CIELUAIbHbIE pPELENTYpHblE OJIaHKU
MUHHCTEPCTBO €KETroHO B CPOK 10 15 sHBaps cieayromiero rojga (GOpMUpPYET M YTBEPXkKAaeT IUIaH
pacrpesieieHus] CHEelUaIbHbIX PELENTYPHBIX OJIaHKOB, B KOTOPOM OTpPaXKaeTcsl rofoBasi NMOTPEOHOCTH
Poccuiickoit ®enepauuu B CHEUATBHBIX PELENTYPHBIX OJlaHKax (jajee - IJIaH paclpeaeseHust
MuHnucTepcTBa).

9. B nnane pacnpenenenns MUHUCTEPCTBA YKa3bIBAKOTCS CIEAYIOINE CBEACHUS:
1) mOpsIAKOBBIN HOMEp 3aIKCH;

2) HauMeHOBaHHE (QenepaJbHOro OpraHa MCIOJHUTEIbHON BiacTH (OpraHa HCIOJIHUTEIbHOM
Biactu cyobekta Poccuiickoit denepainvu), TPEACTaBUBIIETO CBOJHYIO 3asBKYy Ha CHEIUATbHBIC
perenTypHbie OIaHKU;

3) HeoOXOaAMMOE KOJIMUECTBO CIEIUAIbHBIX PEIENTYPHBIX OJaHKOB.

10. HampaBnenue crienuagbHBIX PEHEeNTypHBIX OJTaHKOB (hefepaibHbIM OpraHaM HCIIOJHUTEbHON
BJIACTH, OpraHaM WCIOJHUTEILHON BiacTH cyObekTOB Poccuiickoit dDenepaniuu OCYIIECTBISCTCS
MUuHHCTEPCTBOM B KOJIUYECTBE, IPEYCMOTPEHHOM IIJIAHOM paclpezesieHnss MuHucrepcrsa.

11. MuHHCTEPCTBOM JOMOJHUTEIHHO K KOJMYECTBY CICIHAIBHBIX PELUENTYPHBIX OJIAHKOB,
MPEIyCMOTPEHHOMY IUIAHOM  pacmpeneneHus MuHUCTepcTBa, (opMmupyeTrcs pe3epBHBIN  3amac
CHeIUaJIbHBIX PEIENTYpHBIX OJIaHKOB B KojuvecTBe, He mnpeBbimaromeM 150 000 cnemuanbHBIX
pElenTyPHBIX OJTaHKOB.
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12. B cinyuae yBenuueHUs NMOTPEOHOCTH B CHELMAIBHBIX PELENTYPHBIX OnaHkax (enepaybHble
OpraHbl UCTIOJIHUTENBHOM BIAacTH (OpraHbl UCIIOJHUTENIFHON BiacTu cyobekToB Poccuiickoit deneparyn)
HAIpaBJIIOT B MMHHMCTEPCTBO CBOJHBIE 3aBKM HA JONOJHUTEIBHOE KOJIMYECTBO CIELUAIBHBIX
pelenTypHbIX OJaHKOB (¢ OOOCHOBAHMEM YBEIUYEHHUS MOTPEOHOCTH B CIELUUAIBHBIX PELENTYPHBIX
OnaHKax), KOTOpbIE TPENOCTABIAIOTCS MUHUCTEPCTBOM M3 PpE3EepBHOTIO 3amaca CIELUalIbHbIX
pElenTyPHBIX OJTaHKOB.

13. ®denepanbHple OpraHbl UCMIOJHUTEIBHON BIIACTH (OpraHbl UCIOJHUTEIBHON BIIACTH CYOBEKTOB
Poccuiickoit ®depepannn) pacnpeAessioT MOTY4YeHHBIE CHEIMalIbHBIC PpELEeNnTypHble OJNIAHKU MEXIY
MEAUIIMHCKUMHU OpraHu3alisIMU Ha OCHOBAaHUU IUIAHOB paclpeleneHus, CcGOPMUPOBAHHBIX B
COOTBETCTBHH C 3asBKAMU MEIUIIMHCKIX OpraHU3alMii Ha CIICIMabHbIC peleNTypHbIe OJaHKH.

Il. Mopspok perncrtpauumn, yyeta U XxpaHeHUs crneuuanbHbIX
peuenTypHbix 6naHkoB no copme N 107/y-HI

14. MunucrepcTBO, WHBIC (eaepalibHbIe OpraHbl HCIOJHUTEIBLHONM BJIACTH W OpPraHbI
WCTIOJHUTENBHOM BIAacTH CyObekToB Poccuiickoit ®enepannu OpraHu3ylOT XpaHEHHE CIEeLHaTbHbBIX
peLenTypHbIX OJaHKOB B IOABEJOMCTBEHHBIX OpraHM3allMAX, YHIOJHOMOYEHHBIX OCYIIECTBIIAThH
MOJyYeHHUE CHENMAJIbHBIX pPElHEeNnTypHbIX OJaHKOB OT MUHHCTEpPCTBA, HMX XpaHEHHE W BbIIady
MEIULUHCKUM OpraHu3alusaM (Jlajee - yoJIHOMOYEHHas OpraHu3anus).

15. B ynosHOMOYEHHON OpraHu3alvyd U MEAULMHCKOW OpraHu3alliy, NOJyYUBLIEH CHELMaIbHbIE
peuenTtypHble OJaHKHM, OPraHU3YeTCs pPErucTpanus, ydeT M XpaHEHHE CHEeLMalIbHBIX PELENTYPHBIX
OJIaHKOB.

Peructparnusi, yuyeT W XpaHEHHE pE3EPBHOTO 3amaca CIEHUATbHBIX PEIENTYpPHBIX OJIAHKOB
MuHHCTEpCTBA  OCYIIECTBIAETCS  (peiepallbHbIM  TOCYAAPCTBEHHBIM  OIOJKETHBIM  yUpPEXKJICHUEM,
HaXOAAIIMMCS B  BEJICHWUM MUHHCTEpPCTBa  (Iaiee  COOTBETCTBEHHO -  PE3EpBHBIM  3ariac,
MOABEOMCTBEHHOE YUPEKICHUE).

16. PaboTHHMK, Ha3HAYCHHBIM TPUKA30M PYKOBOIAUTENSI  YIOJHOMOYEHHOW  OpraHHU3aIluu
(YIOTHOMOYEHHOM OpraHu3aluu, MOJBEIOMCTBEHHOIO YUPEXKICHHS) OTBETCTBEHHBIM 3a PETUCTPALUIO,
XpaHEHHE M Yy4YeT CHEIUaIbHBIX PELUENTYPHBIX OJAaHKOB (Jajiee - OTBETCTBEHHBIM DPAOOTHUK), Ha
OCHOBAHHUU JIOBEPEHHOCTH, O(OPMIICHHOM B MOPSJIKE, YCTAHOBICHHOM 3aKOHOJATEIhCTBOM Poccuiickoit
Oenepanun (C TOANMUCHIO  PYKOBOAUTENSI  YIOJHOMOYEHHOW OpraHu3anuu  (yIOJIHOMOYECHHOU
OpraHM3alfy, TMOJBEJOMCTBEHHOTO YUYPEKICHHs), TIABHOTO OyXrajuTepa, 3aBepEeHHBIX KPYTJIOH
MeYyaTbi0), MOJyyaeT CHelHalbHble peleNnTypHble OJaHKH M OCYIIECTBISIET BeIEHUE JKypHaja
pETUCTpalli W YYeTa CIENHUaIbHBIX PEUENTYypHBIX OJaHKOB, K KOTOpoMy mpuodOmaer (HoTto- u (win)
BHJICOMAaTepHaNIbl, TOATBEp)KAaromue (akt odopMICHHUS PEUENTYpPHBIX OJaHKOB Ha jJoMmy (Tpu
HaJU4HN).

17. XypHan perucrpanuy W YydeTa CHICIHAIBHBIX PEHENTYPHBIX OJaHKOB JOJKEH OBITh
MIPOHYMEPOBaH, NPOLIHYPOBAaH, MMETh Ha MOCIEAHEH CTpaHMIIE 3alUCh, COACPKALIYI0 KOJIUYECTBO
CTpPaHMI], TIOJJHOC HAMMEHOBAaHWE YIIOJJHOMOYEHHOW oOpraHu3anuu (MEIUIIMHCKOW OpTraHU3aIlvH,
MOABEIOMCTBEHHOTO YUYPEKIEHHUS), a TaKKe CKpEIUIEH TMOJNUChI0 PYKOBOJIUTENS M IE€YaThIO
YIOJIHOMOYEHHOM OpraHu3aiui (MEAUIIMHCKONW OpraHU3aIliy, TOBEIOMCTBEHHOTO YUPEKICHHS).

XKypHan peructpauud W ydyeTa CIEHUAIBHBIX PELUENTYPHBIX OJIAHKOB pPE3epBHOIO 3araca
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MuHHuCTEpCTBa CKpEIUISETCs] TakKe MOJIUCHI0 TUpEeKTopa (B ClIydae €ro OTCYTCTBUS - 3aMECTUTEIs
nupekTopa) JlemapramMeHTa peryjaMpoBaHUs OOpalleHUs JIEKapCTBEHHBIX CPEICTB U MEAUIIMHCKHX
n3aenuii MUHHCTEPCTBA U MeYaThio MUHUCTEpPCTBA.

18. B kypHanme perucTpanuy M Yy4yeTa CHEeUHAJIbHBIX PELENTYPHBIX OJAHKOB YKa3bIBAIOTCS
CJIENYIOLIUE CBEICHHUS:

1) nopsAKOBBIM HOMED 3aMUCH;

2) MpUXOJI CTIEUATLHBIX PEIENTYPHBIX OJJAaHKOB:

a) PEKBU3UTHI U 1aTa PETUCTPALlUU IPUXOIHOTO TOKYMEHTA;

0) o011ee KOJMYECTBO MOCTYIUBIINX CIEIUATBHBIX PEIENTYPHBIX OJIaHKOB;

B) Cepusi U HOMEP CIIEeUATbHOTO PEIENTYPHOTO OJIaHKa;

') KOJIMYECTBO CIIEHUATIbHBIX PELENTYPHBIX OJJAHKOB MO KaXKJ0M CEepHH;

1) amumust, ©Msi, 0OTYECTBO (MTOCIEAHEE - TIPU HATMYWH) U MOANKUCH OTBETCTBEHHOTO pa0OTHHUKA;
3) pacxoj ceIruanbHBIX PEIENTYPHBIX OJTaHKOB:

a) JaTa BBIJAYU CIEIUAIBHBIX PEIENTYPHBIX OJIAaHKOB;

0) cepur 1 HOMEPA BBIJJAHHBIX CIICIIHAIBHBIX PELENTYPHBIX OJIAHKOB;

B) KOJIMYECTBO BBIJIAHHBIX CHEIMAIBHBIX PpEIEeNTYpHBIX OJIAHKOB C YKa3aHHEM B CKOOKax
KOJIMYECTBA CHELMANbHBIX PELENTYPHBIX OJJAHKOB, BBIJAHHBIX AJI1 0POPMIICHUS HA I0MY;

r) ¢damMunus, uMs, OTYeCTBO (TOCIEAHEE - MPH HAJIWMYWK) W TOJANUCH JIUIA, TOJYyYUBIIETO
CrelHalbHbIe pelenTypHbIE OJaHKu;

1) KOJIMYECTBO CIEIHATBHBIX PEIENITYPHBIX OJIAHKOB, O(OPMIICHHBIX Ha JIOMY;

e) dammms, uMs, OTYeCTBO (TIOCIEqHEE - MPU HAIMYAHA) W TOANMKUCH JHIA, O(OPMHBIIETO
CHeIHalbHbIE PEIeNTYPHbBIE OJTaHKK Ha JIOMY;

4) dpamunus, ©Ms1, OTUYECTBO (TIOCTIEAHEE - TPH HAJTUYHH) U TTOANMCH OTBETCTBEHHOTO PaOOTHHUKA;
5) OCTaTOK CreNUAIBbHBIX PEIENTYPHBIX OJaHKOB.

19. CneumanbHBId peHENTYPHBIM OJaHK SBISIETCS JOKYMEHTOM CTPOTOM OTYETHOCTH. 3amac
CIICHUAJIbHBIX PCLCIITYPHBIX 6HaHKOB B MC,Z[HLIHHCKOﬁ opraHuizalii JOJIKCH XPaHUTHCA B CIICTIUAJIBHBIX
MOMEILEHUsX, ceiiaXx WK B CrielHaIbHO U3TOTOBJICHHBIX IIKadaxX, OOUTHIX OIIMHKOBAHHBIM KEJIE30M, C
HaACXKHBIM BHYTPCHHUM WJIA HABCCHBIM 3aMKOM.

[Tomemenus, ceidol, mKadpl, B KOTOPHIX XPAHATCS CHELHAIbHbIE PElENTypHbIE OJaHKU, AOKHBI
OBITh 3aKpBITBI HA 3aMKH W TIIOCJIE€ OKOHYaHWS pPabOThl ONeYaTaHbl IIEYaThIO YIIOJIHOMOUYEHHOM
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opraHu3anuy (MEIUIIMHCKON OpraHU3allii) UM OTJIOMOMPOBAHEI.

20. B MeIMIMHCKMX OpraHM3alusAX 3amac CHEelHaIbHBIX PEHENTYypHBIX OJaHKOB HE JOJDKEH
IIPEBBIIIATH TOJJOBOM MOTPEOHOCTH.

21. Paspemaercs BbIIaBaTh MEAMLIMHCKOMY paOOTHHMKY, MMEIOUIEMY IIpaBO Ha3HayaTh
HapKOTHYECKUE (TICUXOTPOIHBIE) JIEKAPCTBEHHBIE Ipenaparbl, €AMHOBPEMEHHO He Ooiyiee BajaTu
CIELUANBHBIX PELENTYPHBIX OJaHKOB.

MenuuuHckie pabOTHUKHM, BBINKCHIBAIOIIME PELENThl Ha HapKOTHYECKHE (IICHUXOTPOITHbIE)
JIEKapCTBEHHbIE NpENaparhbl, HA OCHOBAaHUM IPUKA3a PYKOBOAMUTENS MEIULIMHCKON OpPraHu3allid HECYT
JUYHYI0 OTBETCTBEHHOCTb 3a COXPAHHOCTb IOJIYUEHHBIX CIIEHHMATIbHBIX PELENTYPHBIX OJIaHKOB.
CrenanbpHble pelenTypHble OJIaHKU, TOTYyYeHHbIE MEJUIIMHCKUM pAaOOTHUKOM, XPAHITCS MO/ 3aMKOM B
ceildax, MeTalIM4ecKuX mKadax Uil METAJUIMYECKUX SIIUKAX.

22. B MeAUIIMHCKOW OpraHu3allMM CO3/Ia€TCs MOCTOSHHO JCUCTBYIOIIAs KOMHUCCHUS, KOTOpas He
pexe 1 pasa kBapran (MO PEIMICHUIO PYKOBOIUTES MEIMIIMHCKONW OpPraHU3allid BO3MOXKHO dYaIle)
OCYIIIECTBIISIET MPOBEPKY COCTOSHUS PErHCTPAIlUN U y4eTa CIEHUATbHBIX PEIENTYPHBIX OJTaHKOB, B TOM
YHUCJIe TTyTEM CBEPKH 3alKCeH KypHaja PErHCTPallUd M yYeTa CHEIUaIbHBIX PELENTYPHBIX OJIaHKOB, C
(haKTUYECKUM HAITMYMEM CICIHAITBHBIX PEIENTYPHBIX OJIAHKOB, a TAKXKE MPOBEPKY COCTOSHUS XPAHCHUS
CHeIUaIbHBIX PEIENTYPHBIX OJaHKOB.

[To pe3ynbTaTaM MpoOBEPKHU B JKypHAJIE PETUCTPALIMH M yUeTa CHEIHATbHBIX PEHENTYPHBIX OJIaHKOB
JEIAaeTCs 3aIlUCh O PE3YyJIbTaTaxX MPOBEIEHUs CBEPKHU JAHHBIX, 3aKPEIUICHHAs IMOANMCAMU BCEX YJICHOB
KOMMCCHH, UJIK CO3JAETCS CIIELUAIbHBIN aKT IIPOBEPKHU.

23. denepanbHbIC OpraHbl UCIIOJIHUTEILHON BJIIACTH M OPTaHbl UCTIOJTHUTEIPHOU BIACTH CYOBEKTOB
Poccuiickoit denepany OCYILIECTBISIOT KOHTPOJb 32 OpraHU3alUuell perucTpanuy, y4era U XpaHCHUs
CHEHAbHBIX PELENTYpHbIX OJIAHKOB B  YIOJHOMOYEHHBIX OpTraHU3alMsIX ¢  MEIUIUHCKUX
OpraHH3alMsIX.

24. Bplmaua croenuaidbHBIX PELENTYPHBIX OJAHKOB W3 PE3epBHOrO 3amaca MUHUCTEPCTBA
denepanbHBIM OpraHaM HCIIOJTHUTEIBHOW BJIACTH M OpPraHaM WCIOJHUTEIHHOW BIACTH CYOBEKTOB
Poccuiickoit  denmeparuu  OCYIIECTBISETCS  OTBETCTBEHHBIM  PAOOTHHKOM  TOJIBEIOMCTBEHHOTO
YUpEKACHUSI Ha OCHOBAaHUU PELICHHUS 00 OTIYCKE CIEHUAIbHBIX PEHEeNTypPHBIX OJaHKOB, 0()OPMIIEHHOTO
B BHUJE NHCbMa, MOJMUCAHHOIO JUPEKTOPOM (B Ciy4yae €ro OTCYTCTBUS - 3aMECTHTENIEM IUPEKTOpa)
JlemapTaMeHTa pEryJIMpOBaHUs OOpaIleHUs JIEKapCTBEHHBIX CPEACTB W MEOUIIMHCKUX H3JENUl
MunucTepcTBa.

[IpoBepka AESITENPHOCTH NOJABEJOMCTBEHHOIO YYPEXKIEHUS IO PETUCTPALMU, YUETy U XPaHEHHIO
pE3epBHOrO 3amaca OcCyullecTBisercs JlemapraMeHTOM peryaupoBaHus OOpallleHHs JIeKapCTBEHHBIX
CPEIACTB M MEAMLIMHCKUX H3Aenud MunuctepctBa 2 paza B roj He nosaHee 20 uducna Mmecsia,
CJICAYIOIIETO 332 UCTEKIIUM ITOJIyTOJUEM.
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[Tpunoxenne N 6

K NprKa3zy MUHHUCTEPCTBA 3paBOOXPAHEHUS
Poccuiickoit @enepanuu

ot 24 Hos6ps 2021 r. N 1094u

NMPABUNA
OPOPMIIEHUA PELUENTOB, COOAEPXALUMX HASHAYEHUE HAPKOTUYECKUX
CPEACTB UIIN NCUXOTPOINMHbIX BELWECTB, B TOM YACJIE B ®OPME
AJNIEKTPOHHbLIX AOKYMEHTOB

I. OcbopmneHue peuenta Ha ByMmaxHOM HocuTene

1. Ha peuentypusix 6mankax ¢opmel N 107/y-HII B 1eBoM BEpXHEM YIIIy MPOCTABISIETCS IITaMII
MEAUIIMHCKOW OpraHW3alliy C YKa3aHHEeM €€ MOJHOTO HAaMMEHOBaHUs, aapeca W TenedoHa ¢ aaroi
BBITIMCKH (1aTOM 0pOpMIICHUST) pEIIenTa Ha JIEKAPCTBEHHBIN Mpenapar.

Penentypusie Omanku ¢opmbl N 107/y-HII u3roraBnmBaroTcs HCKIIOYUTEIBHO THUIOTPAPCKUM
CIIOCOOOM.

2. Ha penentypHbix OnaHKax, OGOPMIIIEMBIX WHAWBUIYAIbHBIMU TMPEANPHHUMATEISIMH,
UMEIOIIMMH JIMIIEH3UI0O HAa MEIUIUHCKYIO J€ATeJbHOCTh, B BEPXHEM JIEBOM YINIy TUIOrpadCKuM
CIOCOOOM WJIM IyT€M MPOCTABICHMS INTaMIa JODKEH OBbITh yKa3zaH aJApec WHAMBHIYaJIbHOTO
IpeANpUHUMATENS, HOMEP M Jara JMICH3UWM, HAaUMEHOBAaHUE OpraHa TIOCYIJapCTBEHHOM BIIACTH,
BBI/IABILIETO JIMIIEH3UIO.

3. Penentypasie Omanku ¢dopmbel N 107/y-HIT 3amonmHsroTCs MEAMITMHCKUM PaOOTHUKOM
YEpPHWIAMH WJIU IIAPUKOBOU PYYKOM.

4. Jlomyckaetcst opopMIIeHHE BCEX PEKBU3UTOB (3a MCKIoUeHneM pekBu3uta "[loanmuck nedaero
Bpaua (moxmuch (Qemnpamepa, akymepku)') peuentypHeix OsnankoB ¢opmel N 107/y-HIT ¢
MCIOJIb30BAaHHUEM TI€YaTaIOIUX YCTPOMCTB.

5. B peuentypaom 6manke ¢popmsr N 107/y-HII B crpokax "®amuinusi, UMsi, OTUECTBO (IIOCIETHEE -
Mpu Hamu4uK) nanuenTta” u "Bo3pact" yka3bsIBaroTCsS MOJHOCTHIO (haMUJIUsI, UMsI, OTYECTBO (TTOCIICIHEE -
MIPU HAJIMYKK ) TIALMEHTA, €ro BO3pacT (KOJIMYECTBO MOIHBIX JIET).

JlomycTnMoO yKa3aHue JaThl POKIACHUS MaIeHTA.
6. B penentyprom 6manke ¢popmsr N 107/y-HIT:

1) B ctpoke "Cepust 1 HOMEp MoJUca 005A3aTEIBHOTO0 MEIUIIMHCKOTO CTpaXxoBaHUs'" yKa3bIBaCTCS
HOMeEp ToJIKCa 005A3aTeTHbHOT0 MEAUIIMHCKOTO CTPAXOBAHMS MAUEHTA (MIPU HATTUYHH);

2) B ctpoke "HomMep MeauIMHCKON KapThl" yKa3pIBaeTCS HOMEP MEIMIIMHCKOW KapThl MAalUCHTA,
noJryqyaromero MEAUIUHCKYH0 ITOMOIIIbL B aM6y.HaTOpHI>IX YCJIOBUAX, U UCTOPUU 60JI€3HI/I nmanucHTa,
BBIMICBHIBAEMOT0 U3 MEIUIIMHCKON OpraHu3allky;

3) B crpoke "®amuinusi, UMs, OTYECTBO (IIOCIETHEE - IPU HAJMYMH) Jiedalero Bpaya (¢enpamepa,

www.consultant.ru CtpaHuua 45 u3 47
HafeXXHasa npaBoBas noaaepixka


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

Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 10941
"O6 yTBeEpxxaeHUM Mopsaka Ha3HauYeHUs TekapCTBEHHbIX NpenapaTos, GopM

peuenTyp...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHenus: 17.12.2025

aKyIIepKu)" yKa3bIBAETCS TMOJTHOCTBIO (haMHIIMs, WMs, OTYECTBO (TOCIEAHEE - MPU HAJIWYUHU) Bpada
(penpamiepa, aKymiepku), BBIMACABIIETO PELENT HA HAPKOTHYECKUN (NMICHMXOTPOMHBIN) JIEKapCTBEHHBIH
npernapar.

7. B rpade "Rp" peuentypnoro 6manka gpopmbr N 107/y-HII yka3siBaetcs:

1) HaMMeHOBaHUE JIEKAPCTBEHHOTO TpernapaTa (MeXIyHapoJIHOe HeaTeHTOBaHHOEC HaHMEHOBAHME,
IPYNIIMPOBOYHOE WIM XUMHYECKOE HAMMEHOBaHKE, TOPrOBOC HAMMEHOBAHHE) Ha JJATUHCKOM SI3BIKE WU
Ha PYCCKOM si3bIKe, (hopMa BBITyCKa, TO3MPOBKA, KOJNYECTBO (YKA3bIBACTCSI MPOIKCHIO HAa PELENTYPHOM
onanke ¢popmer N 107/y-HII);

2) cmoco0 TpUMEHEHHUs JIEKapCTBEHHOIO Ipernapara Ha TOCYAapCTBEHHOM s3bIke Poccuiickoit
@enepanuy WIM Ha rocyaapcTBeHHOM s3bike Poccumiickoil denepauuu U rocyAapCTBEHHOM SI3BIKE
pecnyONIMK ¥ MHBIX SI3bIKaxX Hapos1oB Poccutickoii @enepammm <1>.

<1> Yacrtp 1| crareu 15 3akona Poccuiickoit ®@eneparuu ot 25 oktsops 1991 r. N 1807-1 "O
s3pIKax HapoaoB Poccuiickoit @enepanun” (manee - 3akoH N 1807-1). (BemomocTu che3na HapOIHBIX
nenyratoB PCOCP u Bepxosnoro Cosera PCOCP, 1991, N 50, ct. 1740).

8. IIpu odopmieHNN penenTypHBIX OJAHKOB 3alpeniaeTcs OTPaHNYMBATHCS OOMMMH YKa3aHUSMH,
Hanpumep, "Brytpennee", "13BecTHO".

9. Ilpu odopmnennn manueHTy penentypHoro omanka ¢opmer N 107/y-HII na nHapkoTmueckuit
(ICUXOTPOMNHBIN) JIEKAPCTBEHHBIM Mpenapar B paMKaX OKa3aHWs MEAMLMHCKONW IOMOILIM IIpH
OIpEeJICIEHHOM 3a00JIEBaHNU TaKOH pELeNT 3aBepsAeTCs:

1) moAnMChIO U TMYHOM MevaThio Bpaya J100 MOAMUCHIO Qenpamepa (aKyIepKn);

2) me4arbl0 MEIUIMHCKON OpraHu3aluu, 00 CTPYKTYPHOTO HOIpPAa3JeNeHUusl MEIULMHCKOM
opranmzanuu "Jlns peuentoB", KOTOpas NPOCTABIAETCS JIMLOM, YHOJHOMOYEHHBIM PYKOBOJIUTEIEM
MEIMLUHCKOW OpraHu3alui ¢ yKa3zaHueM (aMWINM, UMEHH, OTYecTBa (IOCIeqHee - MPU HAIMYUHU) U
IIPOCTaBJIEHUEM €0 JIMYHOM MOAHCH.

B cnywasx ©HeoOxomuMocTd OGOpPMIICHHsI pelenTa Ha HApPKOTHYECKHH (TICUXOTPOITHBIN)
JIEKAPCTBEHHBIM IIpernapar Ha [OMYy B paMKax OKas3aHusi [aJUIMaTUBHOM MEAUIMHCKONM IIOMOIIU
JIOTTYCKaeTCsl MPEABApUTEIbHOE 3aBEpEHUE pELEeNTa MITaAMIIOM MEIWLMHCKON OpraHu3aliy, Me4aTbhio
MEIUIMHCKOW OpTraHu3ali JHOO CTPYKTYPHOTO IOJpAa3/AeiCHUs MEIUIMHCKON opranuzauuu "Jlms
penenToB", KOTOpas MPOCTABIAETCS JHUIOM, YIOJHOMOYEHHBIM pPYKOBOJUTEIEM MEIULUHCKON
OpraHu3alyy, ¢ yKa3aHueM (paMHUINH, UMEHH, OTYeCTBa (TIOCIEAHEE - NMPH HATMYUH) U MPOCTABICHUEM
ero nuyHoM moxmucu. [Ipm 3TOM B KypHaje perucrTpaluy M ydeTa peuenTypHbIX OJIaHKOB B
cooTBeTCTBUH C [lopsKoM perucTpanuu, yuyera U XpaHeHHs CHEeLHANbHBIX pEleNnTypHBIX OJIaHKOB Ha
HAapKOTUYECKHUE CPEACTBA WM IICUXOTPOIHBIE BEUIECTBA, YTBEP)KIECHHBIM HACTOALIUM IPHKA30M,
JefaeTcss OTMETKa O €ro BbLaade i OoQOpMIIGHHS Ha JOMY, a TaKKe€ OTMETKa, YIOCTOBEpPEHHas
MOANKUCHI0 Bpaua b0 ¢enpamepa (akymepku), ohopmuBmero penent, o ¢akre ero odopmiieHuHs,
KOTOPBIH MOXKET OBbITh JOMOJHUTEIHHO MOATBEPKIACH (HOTO- U (UJTH) BUACOMATEPHATIAMHU.
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Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 10941
"O6 yTBeEpxxaeHUM Mopsaka Ha3HauYeHUs TekapCTBEHHbIX NpenapaTos, GopM

peuenTyp...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHenus: 17.12.2025

B crpoke "OrmeTka anTeyHOM oOpraHu3aluu o0 OTIycKe" CTaBUTCS OTMETKAa anTeuyHOMN
OpraHm3anuu 00 OTIYCKE HaApKOTUYECKOTO (IICUXOTPOITHOTO) JIEKAPCTBEHHOTO Ipernapara (¢ yKa3aHueM
HAaUMEHOBAHMS, KOJMYECTBA OTIYIIEHHOTO HApKOTHYECKOro (TICUXOTPOMHOI0) JIEKApCTBEHHOTO
mpemapaTa U JaThl €ro OTIYCKa), KOTOpas 3aBepseTCs MOJMUChI0 pabOTHUKA alTeuyHOW OpraHu3allvy,
OTIYCTHBIIIETO HAPKOTUYCCKUN (TICHXOTPOITHBIN) JIEKapCTBEHHBIN MpemnapaTt (C ykazaHueM ero (hamMuimm,
MMEHH, OT4YecTBa (IOCeHee - MPU HAJMYUH), a TAKXKe KPYIJIOH MevyaTbio anTeyHOW OpraHu3aluy, B
OTTHCKE KOTOPO TOJKHO OBITh HACHTU(PUIIMPOBAHO MOJHOE HAMMEHOBAHKE allTeYHON OpraHU3aliH.

10. Ha ogaom peuentypHoM Oianke popmbr N 107/y-HIT pa3pemaercss ocyIiecTBIsITh Ha3HAYCHHUE
TOJIBKO OJJHOTO HAaMMEHOBAHHMS JIEKAPCTBEHHOTO Tperapara.

11. McnipaBienust B perienTe He JOMYCKAKOTCS.
Il. OchopmneHune peuenta B (popme INEeKTPOHHOIro AOKYMEeHTa

12. Penent B opMe 3IEKTPOHHOTO JOKYMEHTA, MOJINHCAHHOTO YCHJIEHHOW KBaJIM(UIIMPOBAHHOM
JIEKTPOHHON MOAMUCHI0, (GOPMHUPYETCS] METULMHCKUM PAOOTHUKOM, CBEIEHHUS O KOTOPOM BHECEHBI B
benepanbHBIi  PETUCTP MEAMLIMHCKUX pPAOOTHUKOB <2>, a TaKkKe IPU YCIOBHUHU PErUCTPALUHU
MEIULMHCKOW OpraHu3alMy, B KOTOpO odopmisiercs peuent, B (perepalbHOM peecTpe MeIULMHCKUX
opranuzanuii <3> eIuHON rocyIapCTBEHHON MH()OPMAIMOHHONW CHCTEMBI B cepe 31paBOOXpaHEHUS U
MTOAKITIOUEHUST TaKOW MEIMIIMHCKON OpraHu3alii K TOCyJapCTBEHHON WH(OPMAIMOHHOW CHCTEME B
cdepe 3apaBooxpaneHus cyorekra Poccuiickoit denepanun <4>.

<2> Yacte 4 crateu 91.1 ®epepanpHoro 3akoHa N 323-O03 (CoOpaHme 3aKOHOAATEIHCTBA
Poccutiickoit ®deneparuu, 2011, N 48, cT. 6724; 2020, N 29, cT. 4516).

<3> Yacte 4 crateu 91.1 ®depepanpHoro 3akoHa N 323-O03 (CoOpanme 3aKOHONATEIHCTBA
Poccutickoit ®deneparuu, 2011, N 48, cT. 6724; 2020, N 29, cT. 4516).

<4> Cratpu 91 u 91.1 ®enepanbuoro 3akona N 323-d3 (Cobpanue 3akoHOAaTenbcTBa Poccuiickoit
®enepanun, 2011, N 48, c1. 6724).

13. Tlo TpeOGoBaHWIO TalMEHTAa WJIM €r0 3aKOHHOTO MPEACTaBUTENS OQOPMIIIECTCS SK3EMILIAP
perienta B QopMe DIIEKTPOHHOIO JOKYMEHTa Ha OyMaXKHOM HocuTele ¢ oTMmeTkoi "JlyOmukar
3JIEKTPOHHOTO TOKyMeHTa'.
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