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

MUHUCTEPCTBO 3JIPABOOXPAHEHUA POCCUNCKOM ®EJEPALIUU

IIPUKA3
ot 24 nosiopst 2021 r. N 1094nu

Ob YTBEPXXJIEHUWMU NIOPAIKA HASHAUYEHUSA JTEKAPCTBEHHbBIX
HHPEITAPATOB, ®OPM PEIEIITYPHbBIX bJIAHKOB HA
JIEKAPCTBEHHBIE ITPEITAPATDI, IIOPAJKA O®OPMJIEHUA
YKA3AHHBIX BJIAHKOB, UX YYETA U XPAHEHUSA, ®OPM BJIAHKOB
PELHEIITOB, COAEPKAIINX HASHAYEHUE HAPKOTUYECKHUX
CPEACTB NWJIN ICUXOTPOIIHbBIX BEIIECTB, IIOPAAKA UX
N3I'OTOBJIEHUSA, PACITPEAEJIEHUSA, PETUCTPALIUU, YYETA "
XPAHEHUA, A TAKKE ITPABUJI O®OPMJIEHUA BJIAHKOB
PEILIEIITOB, B TOM YUCJIE B ®OPME 3JIEKTPOHHBIX TOKYMEHTOB

B coorBercTBuM ¢ nmyHkTOoM 16 wactu 2 ctatbu 14 ®enepanpHoro 3akoHa ot 21 HosiOps 2011 r. N
323-®3 "OO6 ocHOBax OXpaHbBl 3M0pPOBbsl TpaxkmaH B Poccuiickoii ®Deneparun" (Cobpanue
3akoHojarenbcTBa Poccuiickoit @enepanuu, 2011, N 48, ct. 6724; 2017, N 31, ct. 4791), nyHKTOM
2 cratpu 26 @enepanpHoro 3akoHa ot 8 sHBaps 1998 1. N 3-O3 "O HapKOTHYECKUX CPEICTBAX H
ncuxoTponHeix BemecTBax" (CoOpanue 3akoHomarenbcTBa Poccuiickoit @eneparuu, 1998, N 2, cr.
219; 2017, N 31, ct. 4791), noamynkramu 5.2.177, 5.2.178 u 5.2.179 nynkra 5 Ilonoxenus o
MunucrepctBe 3apaBooxpaHeHus Poccuiickoin ®enepaiiu, yTBEP>KIECHHOTO IMOCTAHOBJICHUEM
[TpaBurensctBa Poccuiickoit ®eneparuu ot 19 urons 2012 r. N 608 (Cobpanue 3akoHOAATEIBCTBA
Poccutickoit ®enepamuu, 2012, N 26, ct. 3526; 2015, N 23, c1. 3333; 2017, N 52, ct. 8131; 2021, N
43, ct. 7258), mpuKa3bIBalo:

1. YTBepauTh:
[Topsimok Ha3HAYEHUS JIEKAPCTBEHHBIX MperapaToB coriacHo npuinoxennto N 1;
(bOpMBI pelenTYpHBIX OJTAHKOB HA JICKApPCTBEHHBIC MPEnapaThl COTIacHo nmpmioxeHuto N 2;

[Topsimok odopmieHuss perenTypHbIX OJaHKOB Ha JIEKAPCTBEHHBIC IMperapaThl, UX ydeTa H
XpaHeHus coracHo npuinoxeHnio N 3;

¢dbopmbl OJJaHKOB PEIIETITOB, COJIEPXKAINUX Ha3HAYCHUE HAPKOTHICCKUX CPEACTB MU MCUXOTPOITHBIX
BEILIECTB, COTNAacHO npuioxenuto N 4;

HOprI[OK HU3TrOTOBJICHUA, PACIIPCACIICHHA, PCTUCTPALMU, YUCTAa U XpPAaHCHUA PCUCIITOB, COACPKAINX
Ha3HA4YCHUC HAPKOTUUCCKUX CPCACTB WJIN IICUXOTPOITHBIX BCHICCTB COTJIACHO MPUIIOKCHUTIO N 5,

HpaBHna O(I)OpMJ'IeHI/Iﬂ peueuroB, cCoACpXKAIUX HA3HAYCHUC HAPKOTUYCCKUX CPEACTB WU

MCUXOTPONHBIX BEHIECTB, B TOM YUCJIC B (bopMe SJICKTPOHHBIX JOKYMCHTOB COIJIACHO IMPUJIOKCHUTIO
N 6.
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2. [Ipu3HaTh yTpaTUBIIUMHU CUITY:

npuka3 MuHucTepcTBa 31paBooxpanenus Poccuiickoit @enepanuu ot 1 aBrycra 2012 r. N 541 "O06
yTBepKACHUU (POpPMBI OITAHKOB PELENTOB, COAEPKAIIUX Ha3HAYCHHE HAPKOTHUYECKUX CPEICTB WU
NICUXOTPOINHBIX BEIIECTB, MOPSAJIKAa WX H3TOTOBJICHUS, paclpeAesieHUs,, perucTpanuu, ydera u
XpaHeHHs, a Takxke TMpaBwil odopmieHus" (3aperucTpupoBaH MMHUCTEPCTBOM  IOCTHIIMU
Poccuiickoit ®eneparuu 15 aBrycra 2012 r., peructparmonssiii N 25190);

npuka3 Munucrtepcersa 3apaBooxpanenust Poccuiickoit ®enepannn ot 30 mrons 2015 r. N 3851 "O
BHECEHUM M3MEHEHUU B Tpuka3 MuHucrepcta 3apaBooxpaHenus Poccuiickoii denepamnuu ot 1
aBrycta 2012 r. N 541 "O6 ytBepxaeHun (GopMbl OJAHKOB PELENTOB, COJEpXKAIUX Ha3HauYCHHE
HapKOTUYECKUX CPEJCTB WIH IICUXOTPOIHBIX BEILECTB, MOPAIKA UX U3TOTOBJICHMS, PACIIPEIEICHHUS,
perucTpalMy, ydera U XpaHEHus, a Takke mpaBuil odopmieHua" (3aperucTpupoBaH
MunuctepctBoM toctunu Poccuiickoit @enepaunu 27 nHosiOpst 2015 r., perucrpaunonssiii N

39868);

npuka3 MunuctepcTBa 3apaBooxpanenus Poccuiickoit @enepanuu ot 21 anpens 2016 r. N 2541 "O
BHECEHUM M3MEHEHMM B Mpuka3 MuHHCTEpCcTBa 3/paBooxpanHeHust Poccuiickoit denepanuu ot 20
nexadpsa 2012 r. N 11751 "O6 yTBepkIeHUN NOpsAKa HA3HAYCHUS U BBIMCHIBAHUS JIEKAPCTBEHHBIX
IpernapaToB, a Takke (OpM penenTypHbIX OJaHKOB Ha JIEKapCTBEHHbIE Ipenaparthl, MOpsAIKa
opopmieHHs yKa3aHHBIX OJaHKOB, MX ydeTa M XpaHeHus" u mnpuioxkenne N 2 K mpukaszy
MunucrepctBa 31paBooxpaHeHust Poccuiickoit ®denepauun ot 1 asrycra 2012 r. N 54n "O06
yTBEpXKJICHUH (HOpMBI OJIAHKOB PELIENTOB, COACPIKALIMX Ha3HAUEHHUE HAPKOTUYECKUX CPEACTB WU
NICUXOTPOIHBIX BEIIECTB, MOPSAJKA WX HW3TOTOBJICHHUS, paclpeiesieHus, PEerucTpaluu, ydera U
XpaHeHHs, a Takke TmpaBwil odopmieHus" (3aperucTpupoBaH MMHUCTEPCTBOM  IOCTHIIMU
Poccwuiickoit ®enepannu 18 urons 2016 r., peructpaumonnsiii N 42887);

OYHKT 4 U3MEHEHUH, KOTOPbIE BHOCATCA B HEKOTOPbIE IPUKa3bl MUHUCTEPCTBA 3APaBOOXPAHEHUS U
conuanbHoro passurus Pocculickon denepanuu 1 MunucrepcTBa 31paBooxpaHeHus Poccuiickoi
@Denepau O BOIPOcaM OOpaIIeHus JEKapCTBEHHBIX MPENapaToB, COACPKAIIUX HAPKOTUUYECKHE
CPEIICTBA, IICUXOTPOIIHBIE BEIIECTBA M UX IMPEKYPCOPHI, U JIEKAPCTBEHHBIX CPEACTB, IOUIEKALINX
IIPEAMETHO-KOJINYECTBEHHOMY YYETY, YTBEPKACHHBIX IIPUKa30M MHHHCTEPCTBA 3APaBOOXPAHCHUS
Poccuiickoit ®eneparu ot 31 oxts6ps 2017 r. N 882m (3apeructpupoBan MuHHCTEPCTBOM
roctuin Poccuiickoit @enepanmu 9 stuBaps 2018 r., peructpanuonssiii N 49561);

npuka3 MuHuCTepcTBa 3/1paBooxpanenus Poccuiickoit @enepammu ot 11 gekabps 2019 r. N 1021H
"O BHeceHuu uzMeHeHui B npunoxeHuss N 2 u 4 k npukasy MuHUCTEpCTBa 3/1paBOOXpPAaHEHUS
Poccuiickoii @enepanun ot 1 aBrycra 2012 r. N 54u1 "OO0 yTBepxaeHuu Gopmbl OJaHKOB PELIENITOB,
CoJepXKallMX Ha3HAaYeHHWE HApKOTHUYECKUX CPEACTB MM ICUXOTPOIHBIX BEIECTB, MOPSAKAa HMX
W3TOTOBJICHUS, pPaCIpeieIeHHs], PETUCTPALlUU, YUe€Ta U XPaHEHUs, a TakkKe NpaBui opopmieHUs"
(3apeructpupoBan MuHuctepctBoM roctuiuu Poccuiickoit ®enepanuu 28 sBaps 2020 r.,
peructpanuonssiii N 57293);

npuka3 MuHHCTEpCTBa 3paBooxpanenus Poccuiickoit @enepannu ot 8 okradps 2020 r. N 1076H
"O BHeceHnu usmMeHeHu B [lopsiiok peructpamnuu, yueTa 1 XpaHeHUs CIIeHUaIbHbBIX PELENTYPHBIX
OJaHKOB Ha HApKOTHYECKUE CPEICTBA WM ICUXOTPOIHbIE BEIECTBA, YTBEPKIEHHBIN MpPUKa30M
MunucrepctBa 31paBooxpaHeHus Poccuiickoit ®enepaumu ot 1 asrycra 2012 r. N 54"
(3apeructpupoBad MunucrtepctBoM roctuiun Poccuiickoit ®eneparuu 13 Hoa6ps 2020 1.,
peructparonnsiii N 60898);

npuka3z MuHucrtepcerBa 3apaBooxpanenus Poccuiickoit @enepanyu ot 14 suBaps 2019 r. N 41 "O06
YTBEPKACHUU MOPsAJIKAa Ha3HAUEHMsI JIEKAPCTBEHHBIX MpEnaparoB, popM pelenTypHbIX OJaHKOB Ha
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JIEKapCTBEHHbIE Mpernaparhl, nopsaka opopmiIeHUs yKa3aHHBIX OJaHKOB, MX ydeTa U XpaHeHus"
(3apeructpupoBan MunuctepctBom toctuiuu Poccuiickoit ®enepamuu 26 mapra 2019 r.,
peructparmonubiit N 54173);

npuka3 MunucrepcTBa 3apaBooxpanenus Poccuiickort @eneparuum ot 11 nexadps 2019 r. N 10221
"O BHeceHMHM U3MEHEHUH B NpHKa3 MuHucrepcrsa 3apaBooxpaneHus Poccuiickoit denepaunn ot
14 sBaps 2019 1. N 4n "OO0 yTBep)KIEHHUM TOpsAJKA HAa3HAYEHHUS JICKAPCTBEHHBIX MPENapaToB,
dbopM penentypHbIX OJaHKOB Ha JIEKAPCTBEHHBIE MpemapaThl, Mopsaka ohOopMIICHHsS yKa3aHHBIX
OnmaHKOB, WX YydeTa M XpaHeHus" (3apeructpupoBaH MuHUCTEpCTBOM iocTuliuu Poccuiickoi
®enepannu 28 suBapst 2020 r., peructpaunonssiii N 57292);

npuka3 MuHHCTEpCTBa 31paBooxpaneHus Poccuiickoit @enepanuu ot 8 oktadps 2020 r. N 10751
"O BHECEHMM W3MEHEHMH B MOPAJOK HAa3HAUYEHHUs JIEKApCTBEHHBIX IPENapaToB, YTBEPXKIACHHBIN
nprka3oM MuHHcTepcTBa 31paBooxpaHenus Poccuiickoit denepaunn ot 14 suBaps 2019 r. N 4n"
(3apeructpupoBan MmuHHCTepcTBOM IoCcTUIIMN Poccuiickoit ®@eneparuu 22 npekabps 2020 r.,
peructparrorsbiii N 61695);

OyHKT 3.8 MHCTpyKIMH O NOps/AKE BBINUCBIBAHUS JIEKAPCTBEHHBIX IIpEnapaTtoB U odopmieHus
peLenToB U TpeOOBaHUI-HAKIAHBIX, YTBEPKICHHOM MpHKa3oM MHUHUCTEPCTBA 31paBOOXPAHEHUS U
couuanbHoro pas3Butusi Poccuiickoit ®enepanuu ot 12 despana 2007 r. N 110 "O nopsinke
HA3HA4YE€HMsI U BBIIMCHIBAHUS JIEKAPCTBEHHBIX IIPENapaToB, W3JEIMA MEIUIMHCKOTO Ha3HAYEHUsS U
CHEIMAIM3UPOBAHHBIX IPOAYKTOB JIedeOHOro mnHTaHuA" (3aperucTpupoBaH MUHHCTEPCTBOM
toctuin Poccuiickoit @enepannu 27 anpenst 2007 r., peructpaunonnsiii N 9364);

npuka3 MHUHHCTEPCTBA 34paBOOXPAHEHHS U COLMAIbHOTO pa3Butusa Poccuiickoit denepanuu ot 17
mast 2012 r. N 5621 "O6 yrBepxnenun Ilopsaka ormycka (GU3MYECKHM JUIAM JIEKapCTBEHHBIX
IpenapaTtoB Ui MEAMLUHCKOTO IMPUMEHEHMs, COJEepXalluX KpOME MallbIX KOJIMYECTB
HapKOTHYECKUX CPEACTB, ICUXOTPOITHBIX BEIIECTB M UX MPEKYypCOPOB Apyrue (papmMakoIormyeckue
aKTUBHBIE BellecTBa" (3apeructpupoBaH MuHucTepcTBoM toctuuuu Poccuiickoit ®eneparuu 1
utons 2012 r., perucrpanuonnsiii N 24438);

IOYHKT 2 U3MEHEHUH, KOTOPbIE BHOCSITCA B HEKOTOPbIE IPUKa3bl MUHUCTEPCTBA 3APAaBOOXPAHEHUS U
couuanpHoro pas3Butus Poccuiickoil dexepanuu, YTBEpKAECHHBIX MNpHKa3oM MuHHCTEpCTBA
3apaBooxpaneHus Poccuiickoit ®enepaunu ot 10 umrons 2013 r. N 369H (3apeructpupoBan
MununctepcTBoM roctunuu Poccuiickoit ®eneparuu 15 urons 2013 r., peructparmonssiii N 29064);

npuka3 MunucrepcTBa 3apaBooxpanenust Poccuiickoit ®enepaunn ot 21 asrycra 2014 r. N 4651
"O BHECEHHMHU W3MEHEHMH B MOPSIOK OTIYCKA (PU3NUECKUM JIMLIAM JEKapCTBEHHBIX MPENnapaToB A
MEAMIMHCKOIO TPUMEHEHUS, COAEPKALIUX KPOME MalbIX KOJIMYECTB HAPKOTHUYECKUX CPEJCTB,
NICUXOTPOIHBIX BELIECTB M MX IMPEKYypCOpPOB Apyrue (hapMakoIOTHYeCKHe aKTHUBHBIE BEIECTBA,
YTBEPKICHHBIN NPUKa30M MHUHHUCTEPCTBA 34paBOOXPAHEHUS U COLMAIIBHOIO pa3sBUTUA Poccuiickon
®denepamun ot 17 mast 2012 r. N 562H" (3apeructpupoBan MUHHUCTEPCTBOM FOCTHIIMHM Poccuiickoit
®denepanuu 10 centsiops 2014 r., peructpauuonusiii N 34024);

OYHKT | U3MEHEeHUM, KOTOpbIE BHOCITCS B HEKOTOPBIE MpUKa3bl MUHUCTEPCTBA 3IpaBOOXPAHEHUS U
conuanbHOro passutus Poccuiickoit @enepanuu 1 MuHUCTEpCTBa 3paBooxpaneHus Poccuiickoit
®denepanyy, yTBEpKICHHBIX IpHUKa3oM MuHucrepcTBa 31paBooxpaneHus Pocculickoin @enepanuu
or 10 cents6ps 2015 r. N 6341 (3apeructpupoBaH MUHUCTEPCTBOM IOCTULIMHM Poccuiickoit
Deneparun 30 centsiops 2015 r., peructpannonnsiii N 39063);

IOYHKT 3 U3MEHEHUH, KOTOPbIE BHOCATCA B HEKOTOPbIE IPUKa3bl MUHUCTEPCTBA 3APAaBOOXPAHEHUS U
couuanbHOro passurus Pocculickonn denepanuu 1 MunucreperBa 3apaBooxpaHeHus Poccuiickoin
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@enepan o BompocaMm oOpallleHus: JIEeKapCTBEHHBIX MPENapaToB, COAEPKAIINX HAPKOTHYECKHE
CpeZICTBa, TICUXOTPOITHBIE BEIECTBA M MX MPEKYPCOPOB, U JIEKAPCTBEHHBIX CPEACTB, MOUICKALIIX
IPEMETHO-KOJINUECTBEHHOMY YUeTY, YTBEPKACHHBIX MPUKa30M MUHHCTEPCTBA 3[paBOOXPAHEHHUS
Poccuiickoit ®eneparu ot 31 oxts6ps 2017 r. N 882m (3aperucrtpupoBan MuHHCTEPCTBOM
roctunuu Poccuiickoit ®enepanuu 9 suBapst 2018 r., peructparmonnsiii N 49561).

3. Penentypubie Onanku ¢dopmbl N 107/y-HII, u3roToBneHHbIe 10 AHS BCTYIUICHHS B CHITY
HACTOSAIIETO MpUKa3a, MOTYT ObITh HCIIONIB30BaHbI 10 1 Mapta 2023 rona.

4. Hactosmuii npuka3 BctynaeT B cuity ¢ 1 mapra 2022 r. u neictsyer 1o 1 mapta 2028 r.

Munucmp

M.A. MYPALIKO

Tpunoowcenue N 1
K npukazy Munucmepcmea 30pasooxpanerus
Poccuiickoii @edepayuu

om 24 nosaops 2021 2. N 1094n

HOPAJOK HASHAYEHUSA JIEKAPCTBEHHDBIX
IIPEITIAPATOB

. O0HMe mMoJ10KeHUSA

1. Ha3HaueHMe JE€KapCTBEHHBIX IIPEMapaToB [uld MEIULMHCKOrO IpUMEHEHud (manee -
JIeKapCTBEHHbIE Ipernaparbl) OCYIIECTBIISIETCS JIeHalluM BpadyoM, (enpAlepoM, akylepKoid B
CJIy4yae BO3JIOKEHUS Ha HUX ITOJIHOMOYMI JIeHallero Bpaya, Ipy OKa3aHWHA MEJIUIMHCKON ITOMOIIH B
MEAMIIMHCKUX OpraHuzanmusx <I>, B TMOpsAJKe, YCTaHOBJIEHHOM IpHUKa3oM MuUHHUCTEpCTBA
3/IpaBOOXPAaHEHUsS U colMabHOrO pa3BuTHs Poccuiickoit denepanuu ot 23 maprta 2012 r. N 252H
"O06 yrBepxaeHnu Ilopsika Bo310okeHUs Ha (enpepa, akylepKy pyKOBOJUTEIEM MEIULINH CKOI
OpraHM3aly IpU OPraHU3ALMM OKAa3aHWs NEPBUYHOM MEIUKO-CAaHUTAPHOM NOMOIIM H CKOpPOU
MEAMIIMHCKON MOMOIIM OTIENbHBIX (PYHKIIMH Jieyallero Bpaya Mo HEMOCPEACTBEHHOMY OKa3aHHIO
MEIUIIMTHCKON TTOMOIIM MalMEeHTy B MEPHOJA HAOIIOACHUS 32 HUM U €r0 JICYCHHUS, B TOM YHCIE 110
Ha3HAYCHUI0 W  IPUMEHEHHIO JICKapCTBEHHBIX  IIPENapaToB, BKIOYAas  HAPKOTHYECKHE
JIEKapCTBEHHBIE MpEenapaThbl U MCUXOTPOIIHbIE JIEKaPCTBEHHbIE Mpenapathbl” <2>, HHIWBUYyaJIbHBIMU
HPEANPUHUMATENIAMH, OCYIIECTBIISIOIMMY MEAULUHCKYIO AEATENbHOCTh (Jlajiee - MEAULUHCKHE
pabOTHUKN).

<1> [Iynskr 11 craten 2 @enepanpHoro 3akoHa oT 21 HosiOpst 2011 1. N 323-®3 "O6 ocHoBax
OXpaHbI 310pOBhs rpaxkaan B Poccuiickoit @eneparun” (Cobpanue 3akoHOaaTeNbcTBA Poccuiickoi
Oeneparum, 2011, N 48, cr. 6724, 2019, N 52, c1. 7796) (nanee - ®enepanbusbiii 3akon N 323-D3).
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Oduyuanvuslii UCMOYHUK I]IEKMPOHHOZ0 OOKYMEHMA COOEPIHCUM HEMOUHOCb: UMECHCA 6
6udy nynkm 11 wacmu 1 cmamou 2 @edepanvnozo 3akona om 21.11.2011 N 323-@3.

<2> 3apeructpupoBaH MuHHUCTEpCcTBOM tOocTULIMM Poccuiickoit @enepanuu 28 amnpens 2012 r.,
peructpanonnsiii N 23971 ¢ u3MeHeHMsIMH, BHECEHHbIMH IpUKa3oM MHHHCTEpPCTBA
3npaBooxpanenust Poccuiickoit ®@enepaunu ot 31 oxTsa6ps 2017 r. N 882H (3apeructpupoBan

MunucrepctBoM toctunimu Poccmiickoit ®enepanuun 9 suBaps 2018 1., peructpanuoHHbii N
49561).

MenuuuHckuii pabOTHUK, O(OPMUBIIMK pEUEnT C HapyIIEHHEM HACTOALIEro IMopsaKa, WIN
PYKOBOJIUTENb MEIULMHCKOM OpraHu3aluy 00eCHeunBalOT CBOEBPEMEHHOE IepeodopMIIeHHUE
TpeOyeMoro Jyisd ManueHTa perenTa.

2. CseleHMss O Ha3HAYEHHOM JIEKApCTBEHHOM Ipenapare (HaUMEHOBaHHE JIEKapCTBEHHOI'O
mpenapaTta,  JO3MpOBKAa, CHOCOO  BBEJACHMS M NPUMEHEHHs, PEXUM  JIO3UPOBAHMS,
IIPOJOJDKUTEIBHOCTD JIEUEHNU M 00OCHOBAHME Ha3HAUEHUS JIEKAPCTBEHHOI'O Ipernapara) BHOCITCA
MEIUIUHCKUM PAa0OTHUKOM B MEIULIMHCKYIO JJOKYMEHTALMIO MallMEHTA.

B cnywasx, ykasanHeix B myHKTax 8 - 11 Hacrosimero Ilopsaka, MeaMUIMHCKUI paOOTHHK,
HAa3HAUMBIIMK JIEKapCTBEHHBIN Mpernapar, opopMisieT Ha3HaYeHHUE JIEKAPCTBEHHBIX MPENaparoB, B
TOM 4HCJIE MOAJIEKAIMX HW3TOTOBICHUIO W OTIYCKY aNTEeYHbIMU OpraHu3aluaMH (Jajnee -
JIeKapCTBEHHbIE IpenapaTtbl HHIAUBHUIYaJbHOIO M3rOTOBJIEHHMs), Ha pELENTYpHOM OJaHKe,
o(pOpMIICHHOM Ha OyMa)kHOM HOCHTENE 3a CBOCH MOMIMUCHIO (Janee - perent Ha OyMaKHOM
HOcuTene), U (WIK) C COrJIacysl MallMeHTa WM €ro 3aKOHHOT'O MPEICTaBUTEN <3> Ha pelenTypHOM
OmaHke B (opMe FIEKTPOHHOIO JOKYMEHTa C HMCIIOJIb30BaHMEM YCHJIEHHOW KBaIU(UIIUPOBAHHOMN
3JIEKTPOHHOM MOJIMUCH MEIUIMHCKOro padoTHHKa (majnee - peuent B (opMe 3JIEKTPOHHOTO
JIOKYMEHTA).

<3> Ilynkr 2 ctatbum 20 ®enepanpHoro 3akoHa N 323-O3 (CobOpaHue 3aKOHOAATEIHCTBA
Poccutiickoit @enepamuu, 2011, N 48, ct. 6724; 2021, N 27, c1. 5159).

PenienT B opMe 25IEKTPOHHOTO JOKYMEHTA, COACpKAIIUN Ha3HAYCHHE HAPKOTHUECKUX CPEICTB WIIN
MICUXOTPOIHBIX BEIIECTB, IMOAMUCHIBACTCS C MCIOJB30BAaHUEM YCHUJICHHOW KBaIU(UIIUPOBAHHOMN
AJIEKTPOHHON TOJMUCH JIeYallero Bpada Wik (Qelbamepa, aKylmepKdu, Ha KOTOPBIX BO3JI0KEHBI
(GYHKIMM JIeYaInero Bpada, i COOTBETCTBYIOIICH MEIMIIMHCKON OpraHu3aiun <4>,

<4> [yekT 1 cratbu 26 ®enepabHoro 3akoHa ot 8 sHBaps 1998 r. N 3-®3 "O HapKOTHYECKUX
CpelcTBaxX W McuUXoTpomnHbix BemecTBax" (CoOpanue 3akoHomarenbcTBa Poccuiickoit denepamnuu,
1998, N 2, ct. 219, 2017, N 31, cT. 4791) (nanee - ®enepanpubiii 3akoH N 3-D3).

OdopmiieHne penentoB B GOpMeE MEKTPOHHBIX JTOKYMEHTOB OCYILECTBIISETCS B Cllyyae NMPUHATHS
YIOJHOMOYEHHBIM OPraHOM MCIIOJIHUTEIbHONW BiacTu cyOwbekta Poccuiickoii @Penepanuu B
COOTBETCTBUU C IIYHKTOM 4 ctaThu 6 DenepanbHoro 3akoHa ot 12 ampens 2010 r. N 61-d3 "O06
00OpalIeHn JIEKapCTBEHHBIX CpeACTB" <5> pelieHus: 00 MCIOJb30BaHUN HA TEPPUTOPHU CyOBEKTa
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Poccuiickoii @eneparuu Hapsy ¢ pelieniTaMi Ha JISKAPCTBEHHBIE TTpenaparhl, 0POpMICHHBIMH Ha
OyMa)XHOM HOCHTEIIe, PEIENTOB Ha JIEKapCTBEHHBIE MpemnapaTthl, cHOpMHUPOBAHHBIX B (dopMme
AIIEKTPOHHBIX JTOKYMEHTOB.

<5> CoOpanue 3akoHnoaarenbctBa Poccuiickoit ®eneparuu, 2010, N 16, cr. 1815, 2019, N 52, cr.
7793.

3. Ilpum BbImHMCKEe nalMeHTa W3 MEAMIMHCKOW OpraHu3allud, B KOTOPOHl €My OKa3blBajlach
MEIUIMHCKAsT TIOMOIIb B CTAllMOHAPHBIX YCIIOBHSX, MPH HEOOXOAMMOCTH IMPOIODKEHHS MpHEeMa
JEKapCTBEHHOI0 IIpernapara B aMOYJAaTOPHBIX YCJIOBUSAX JaHHOMY MALUMEHTy IO PELICHUIO
PYKOBOJUTENS MEIMIMHCKON OpraHu3allui Ha3HayaroTcs ¢ odopMileHHEeM perenta B (opme
ANIEKTPOHHOTO JOKYMEHTa W (Wir) Ha OyMa)XHOM HOCHTENe (3a HCKIIOYeHueM oQopMieHus
PEeLIeNTOB Ha JIEKapCTBEHHBIE TpenapaThl, MO UIeXKaIie OTIYCKY OeCIUIaTHO UM CO CKUAKON) MO0
BBIJIAIOTCS (ALIMEHTY WIN €ro 3aKOHHOMY IPEJICTABUTENI0) OJJHOBPEMEHHO C BBIIUCKOM U3 UCTOPUU
OOJIe3HM JIEKapCTBEHHBIE Ipernaparbl, B TOM YHCIE€ HAPKOTUYECKME M ICHXOTPOIIHBIE
JIeKapCTBEHHbIE MpenapaThl, BHeceHHble B cnucku |l u |l mepeunss HapkoTHYeCKUX CpPEJNCTB,
IICUXOTPOIHBIX BELIECTB U MX IPEKYpPCOPOB, MOUIEKAMUX KOHTpOrO B Poccuiickon denepanuy,
yrBepxaeHHoro IlpaBurensctBom Poccuiickoit  ®enepauun <6> (manee - Ilepedens),
CHJIBHOAECHUCTBYIOIIHUE JIEKAPCTBEHHBIE IIPENIapaThl, HA CPOK IIpUEMA NTALIUEHTOM JI0 5 THEH.

<6> [yskr 2 cratbu 2 @enepanbaoro 3akona N 3-O3 (Cobpanue 3akoHoAarenbcTBa Poccuiickoit
Oenepanmm, 1998, N 2, cT. 219; 2016, N 27, c1. 4238).

4. Ha3HaueHue JIEKapCTBEHHBIX [MpenapaToB IMpPU OKA3aHUM MEIUIMHCKONM MOMOIIM B
CTAIlMOHAPHBIX YCIOBUSX MOXKET OCYIIECTBIATHCS IOCPEICTBOM TPEOOBAaHUN METUITMHCKOM
OpraHu3alliy, HampaBIseMblX B AaNTE€YHbIE OpraHU3allliM, SBJSIIOMIUECS  CTPYKTYPHBIMHU
MOApa3ACICHUSIMU MEIUIIMHCKON OpraHu3auum. <7>

<7> [yHKT 54 crathu 4 denepanpHoro 3akona ot 12 ampens 2010 r. N 61-d3 "O6 obpamieHum
nexapcTBeHHBIX cpencTB" (CoOpanue 3akoHomarenbeTBa Poccuiickoit denepanuu, 2010, N 16, cT.
1815; 2019, N 31, ct. 4456) (nanee - ®enepanbublii 3akoH N 61-D3).

5. Ha3HaueHue JEKapCTBEHHBIX IMPENApaTOB OCYMIECTBISICTCS MEIUIIMHCKAM pPAaOOTHUKOM TIO
MEXIYHApOJAHOMY HEMAaTEeHTOBAHHOMY HaUMEHOBAHMIO, a MPU €r0 OTCYTCTBUH - TPYNIIUPOBOYHOMY
WM XUMHUYECKOMY HaMMEHOBaHUWIO. B ciydae OTCYTCTBUSI MEXKIyHApOJHOTO HEMATEHTOBAHHOIO
HAaMMEHOBAHMS U TPYNIIMPOBOYHOIO MIM XMMHUYECKOI0 HAMMEHOBAHMS JIEKAPCTBEHHOTO IpernapaTa
JIEKapCTBEHHBIN MpernapaT Ha3Ha4YaeTCsl MEAUITMHCKUM PaOOTHUKOM 10 TOPTOBOMY HaWMEHOBAHMUIO.
[Ipy HanmMuuM MEIUMUMHCKUX TMOKa3aHUM (MHIMBHAyaldbHAsi HEMEPEHOCHUMOCTh, IO >KU3HEHHBIM
MOKa3aHUsIM) TI0 PEHICHUIO BpaueOHOM KOMUCCUU MEIUITMHCKON OpraHu3aIuu <8> OCyIIeCTBIIICTCS
Ha3Ha4YeHne u oopmIleHHe HA3HAYCHHsI JICKAPCTBEHHBIX MPENapaToB, HE BXOSAIIMX B CTaHIAPTHI
MEJUITMHCKON TTOMOIIH, pa3paboTaHHBIE B COOTBETCTBUHU C MMYHKTOM 14 cratbu 37 denepaabHOTO
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3akoHa N 323-O3 <9>, wimm HE NOPEeIyCMOTPEHHBIX COOTBETCTBYIOIICH KIMHHUYECKOM
pexoMeHmaiuei, 100 TO0 TOPrOBEIM HAWMEHOBAaHWSAM. PemieHue BpadeOHOW KOMHUCCHH
MEAMIIMHCKON OpraHu3aiu GUKCUPYETCs B MEIUIIMHCKON JTOKYMEHTAlMW MAIlMeHTa U B XKypHale
BpaueOHOIM KOMHUCCHHU.

<8> Ilpuka3 MuHUCTEpPCTBA 3[PABOOXPAHEHUS U COLMAIBHOrO pa3Butus Poccuiickoit denepanuu
or 5 mag 2012 r. N 5021 "OO yTBep»kAE€HUU TOPAIKA CO3AAHHUS U JESATEILHOCTH BpavyeOHOM
KOMHMCCUHU MEJUIUHCKON opraHu3auuu” (3aperucTpupoBad MUHHCTEPCTBOM tocTUIMK Poccuiickoit
Oenepanun 9 utons 2012 r., peructpannonubiii N 24516) ¢ n3MeHEHUSIMH, BHECEHHBIMU TPUKA30M
MunuctepctBa 3apaBooxpaHeHust Poccuiickoit ®enepaumun ot 2 aexkadbps 2013 r. N 886nH
(3apeructpupoBan MunucrepctBoM toctuuuu Poccuiickoit ®enepanuu 23 gexabps 2013 r.,
peructpanuonssiii N 30714).

<9> Cobpanue 3akoHoaTenbcTBa Poccuiickoii @eneparum, 2011, N 48, ct. 6724.

Ecniu mnpu okazaHuM MalMEHTY MEIUIIMHCKOW TIOMOIIM B MEAUIIMHCKOW OpraHU3allu B
CTAIlMOHAPHBIX YCJIOBHUSIX IO PEIICHUI0 BpaueOHOW KOMHMCCHUU OCYIIECTBISIOTCS Ha3HAUYCHUE U
MPUMEHEHUE JIEKAPCTBEHHOrO0 Ipernapara ¢ KOHKPETHbIM TOPIOBbIM HAMMEHOBaHUEM, TO HpHU
OKa3aHWM JAaHHOMY IMAIMEHTY MEIUIIMHCKOM IOMOIIM B HMHOW MEIUIIMHCKOW OpraHu3alid B
CTAIlMOHAPHBIX YCIOBHSIX, & TAKKE B aMOYJIATOPHBIX YCIOBHUSX OCYIIECTBIISETCS HAa3HAYCHHE EMY
JIEKapCTBEHHOI'O Mpernapara ¢ TeM K€ TOProBbIM HauMeHoBaHueM <10>.

<10> IIynkt 2 nocta”osienus [IpaButensctBa Poccuiickoit ®deneparuu ot 30.06.2020 N 965 "O
BHeceHHH wu3MeHeHud B [lpaBmia QopmupoBaHusi mepedHsi JIEKapCTBEHHBIX CPEACTB, 3aKyIKa
KOTOPBIX OCYIIECTBIISACTCS B COOTBETCTBUU C UX TOPTOBBHIMH HAWMEHOBAHMSIMH, U O MPUMEHEHUU
JIEKapCTBEHHBIX MpENapaToB ¢ KOHKPETHBIMH TOpProBeIMH HamMmeHoBaHusMu" (CoOpanue
3akoHoaTeabcTBa Poccuiickoit ®deneparu, 2020, N 28, cT. 4422).

6. Haznauenue J1ekapCTBEHHOro IpemnapaTa B pelente Ha OyMaKHOM HOCHUTENEe WIM pelenTe B
(GopMe 3IEKTPOHHOIO JOKyMEHTa O(OpMIISIETCs Ha MM NAalMEHTa, JJI1 KOTOPOro NpelHa3HadyeH
JIEKapCTBEHHBIN IIpenapar.

Penent na OymakHom Hocutesne, oOpMIICHHBIH Ha pernentypHoM Omanke gopm N 107/y-HII, N
107-1/y, N 148-1/y-88, N 148-1/y-04(;1), yTBEp>KACHHBIX HACTOSIIAM MPUKA30M, MOXKET OBITH
MOJTyYeH MAalMeHTOM, €T0 3aKOHHBIM MPEICTaBUTENEM WU JHUIIOM, UMEKIOIINM O(POPMICHHYIO B
COOTBETCTBUU C TPAXKIAHCKUM 3aKOHOJATENIbCTBOM Poccuiickoid Penepanuivi 10BEPEHHOCTh OT
MaIeHTa Ha TPaBo MOJyYeHUs] TAKOTO perenTa (Aanee - yIoJIHOMOYEHHOE JIUIIO).

[IpencraBieHne NOBEPEHHOCTH He TpeOyeTcsl B ciydae IMOJIyYeHHUs peLenTa Ha JIeKapCTBEHHBIN
npenapar Uil MHKypaOeiabHOro OOJBHOTO Ha 3aBEpINAIOIIEM JTale €ro KHU3HHU JIMLOM,
OCYIIECTBISIONIUM YyXOJl 32 TaKUM HHKypaOelabHbIM OOJBHBIM. B TakoM ciydae MeIUIUHCKUN
paOOTHUK BBINACT JHUILY, OCYLIECTBISIONIEMY YXOJ 32 HMHKYpaOelbHbIM OOJBbHBIM, TOKYMEHT,
HOJTBEPKIAIOMINN UHKYpaOeJIbHOE COCTOSIHUE OO0JIBHOI0, COJEpKAIUil CBEACHUS O JIMIE, KOTOpOe
OyzeTr mojyd4arh JeKapCTBEHHbIC MpenapaTsl Mo peuenty (paMuiaus, uMms, oT4eCTBO (MOCIEAHEE -
IIPU HAJIMYUM), BUJ, CEpUsl U (UJIM) HOMEP JOKYMEHTA, yJIOCTOBEPSIOLIET0 JUYHOCTh), 3aBEPEHHBIN
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MOJAMUCHI0O W TEeYaThl0 JAHHOTO MEIMIIMHCKOrO pabOTHUKA, a TaKXkKe MeYaThi0 METUIIMHCKOM
OpraHH3alIiHy.

JIOKyMeHT, TMOATBEpPX AAIIUNA HHKYypaOelbHOE COCTOSHHE OOJIBHOTO, OCTaeTCi B AamNTEYyHOU
OpraHu3aIiHy.

Peuienit B opMe 3IEKTPOHHOTO JOKYMEHTa (OPMUPYETCS C HCMOJIb30BaHHEM TOCYIapCTBEHHOM
nH(OpMAITMOHHOW cHUCTeMbl B cdepe 3apaBooxpaHeHus cyowbekta Poccwmiickoit deneparum,
MEAUIIMHCKON WHPOPMAITMOHHON CUCTEMbI METUITUHCKOM opranu3anuu <1 1>,

<11> Cratem 91 m 91.1 ®denepanmpHoro 3akoHa N 323-®3 (CobOpaHue 3aKOHOJATEIBCTBA
Poccutickoit ®enepamuu, 2011, N 48, ct. 6724; 2021, N 27, ct. 5141).

@akT BBIAYM peUenTa Ha JIEKapCTBEHHBIM Ipemnapar 3aKOHHOMY IIPEACTABUTENIO WIIU
YIOJHOMOYEHHOMY JIMIY (PUKCUPYETCS B MEAUIIMHCKONW JJOKYMEHTAIMH MTallUeHTa.

7. MenuuuHckuM paOOTHHKAM 3amperiaercs o(opMIIsSTh PEeleNnTbl IpU OTCYTCTBUM Yy MAallMEHTa
MEJMIIMHCKUX [IOKa3aHWW; Ha He3aperucTpUpOBaHHbIC JIEKapCTBEHHbIE Mpemnaparsl <l12>; Ha
JIEKapCTBEHHbIE IpEenaparbl, KOTOPbIE B COOTBETCTBUM C MHCTPYKIMEN 10 MEIULUHCKOMY
IPUMEHEHUIO MPEIHA3HAYEHBbl [UIsl NPUMEHEHHUs TOJIBKO B MEJMLMHCKMX OpraHM3alusaX; Ha
HapKOTUYECKHE CpEACTBA M IICUXOTPONHBIE BeElIeCcTBA, BHeceHHble B coucok II Ilepeuns,
3apETUCTPUPOBAaHHBIE B KAYECTBE JICKAPCTBEHHBIX MPENApaToB, B LEIAX NPUMEHEHUS [UIs JICYECHHUS
HapKOMAaHUHU.

<12> Pemenue Coera EBpasuiickoil skoHoMHuUeckoi komuccuu OT 3 Hoa0ps 2016 r. N 78 "O
[TpaBmiiax perucTpanuy U SKCIEPTH3bI JTEKAPCTBEHHBIX CPEACTB IS METUITMHCKOTO MPUMEHEHHS"
(odunmanbHbIi caldT EBpasuiickoro skoHOMUYECKOro coro3a http://www.eaeunion.org/, 21 HosOps
2016 1.). Cratba 13 dDenepansuoro 3akoHa N 61-®3 (CobOpanue 3akoHomaTenbcTBa Poccuiickoii
®Oenepanmm, 2010, N 16, ct. 1815; 2020, N 14, cT. 2028).

WHIMBUyaTbHBIM — MIPEANPUHUMATENSIM,  OCYIIECTBIISIONIAM — MEAUIMHCKYIO  JIESITEbHOCTE,
JIOTIOJTHUTEIBHO K TPeOOBaHMsIM, YKa3aHHBIM B a03alle MepBOM HACTOSIIErO IYHKTa, 3alpeniaeTcs
0(1)OpMJ'I$ITI> PCLCIITEI HA HAPKOTHYCCKHUE CPCACTBA M IMCHUXOTPOIHBIC BEIICCTBA, BHCCCHHLIC B
crimcku 1l u 1l Tlepeunst (manee - HAPKOTHYECKME M MCHXOTPOIHBIE JICKAPCTBEHHBIC IMpErnapaThl
cruckoB | u 1l TTepeuns).

8. Ilpm Ha3zHayeHMM HAPKOTUYECKUX M ICUXOTPOIHBIX JIEKAPCTBEHHBIX IpenaparoB crnucka Il
Ilepeunsi, 3a WCKJIIOUYEHHEM JIEKAPCTBEHHBIX IIpENapaTtoB B  BUAE  TpPaHCAEPMAJIbHBIX
TEPaNeBTUYECKUX CUCTEM M JIEKAPCTBEHHBIX IIPENapaToB, COAEPKAMNX HAPKOTHYECKOE CPEJICTBO B
COYETAaHUM C AaHTarOHMCTOM ONHOUIHBIX PELENTOpPOB, pEUEenThl Ha OyMaKHOM HOCHUTEle
odopmitsiroTcst Ha perientypHom Oanke ¢popmer N 107/y-HIT.

9. Peuentypusrii 6:mank popmer N 148-1/y-88 odopmisiercs npu Ha3HAUCHHUH:

1) HapKOTHMUYECKMX U TICUXOTPOIHBIX JIeKapCTBEHHBIX MpemapaToB coucka Il Ilepeunss B Buze
TpPaHCACPMAJIBHBIX TEPANIEBTHUECKUX CHCTEM, HAPKOTUYECKUX JICKAPCTBEHHBIX MpEnapaToB CIOUCKA
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Il Ilepeuns, comepkamUx HApPKOTUYECKOE CPEJCTBO B COYETAHUM C AHTArOHMCTOM OINHOMIHBIX
peLenTopoB, ICUXOTPOIHBIX JIEKAPCTBEHHBIX Npenaparos cnucka III [lepeuns;

2) KOMOMHUPOBAHHBIX JIEKAPCTBEHHBIX MPENAPaTOB, COACPIKAIIUX

a) KOJIeMH WJIM €0 COJIH (B IepecyeTe Ha YUCTOe BEIIEeCTBO) B KonudecTBe 70 20 MI BKIIIOUUTEIBHO
(Ha 1 mo3y TBepaoil NekapcTBeHHOM (opMbl) WM B koiauyecTtse a0 200 mr BrIrounTesnbHO (Ha 100
M1 i 100 T KUIKON JIeKapCTBEHHON (DOPMBI JJIsl BHYTPEHHETO MPUMEHEHHS );

0) ncepnoddepruHa THAPOXIIOPH]T B KOJMYECTBE, TTpeBbImaromieM 30 Mr, u 10 60 Mr BKIFOUUTEIBHO
(Ha 1 no3y TBepO¥ JIeKapCTBEHHOM (POPMBI);

B) nceBa03(deApuHa TMIPOXJIOPU B KOJIMYECTBE, NpeBblatomeM 30 mr, u 10 60 Mr BKIIOUYUTEIBHO
B COYETAaHUH C JIEKCTPOMETOPPaHOM I'MIpOOPOMUAOM B KOJMUYECTBE, IpeBbiiiatomeM 10 mr, u 10
30 Mr BKJIIOUUTENBHO (Ha 1 103y TBEpAOH JieKapCTBEHHOU (popMmbl);

r) nekcrpomeropdana rugpodpoMu B konuuectse A0 200 mr BximounTenbHo (Ha 100 mi wim 100 T
KHUJIKOH JIeKapCTBEHHOH (OPMBI JUIsi BHYTPEHHETO IPUMEHEHHS );

1) adeapuHa THAPOXJIOPHT B KoaudecTBe, npesbimmatonieM 100 mr, u g0 300 Mr BKIOUHUTEIHHO (Ha
100 ma mim 100 1 5xuaK0H JIeKapcTBEHHON (POPMBI /1711 BHYTPEHHETr0 IPUMEHEHU );

e) sbdenpuna ruapoxjopua B komudectBe o0 S50 Mr BkImounTensHOo (Ha | mo3y TBepAoi
JIEKapCTBEHHON (HOPMBI);

) (QEHWIMPONAaHOJaMUH B KOJMYECTBE 10 75 Mr BKIOUMTEIbHO (Ha | 103y TBepoi
nexapctBeHHONH ¢Gopmbl) w10 300 mr BrmountensHo (Ha 100 M wmimum 100 T kuakou
JIEKapCTBEHHON (DOPMBI JJ1s1 BHYTPEHHETO MPUMEHEHHUS);

3) ¢eHOOApOUTAT B KOJHMYECTBE JO0 15 Mr BKIIOUHUTEIHLHO B COYETAHWU C KOJACHMHOM (WJIH €ro
COJISIMHU) HE3aBUCUMO OT KoJituecTBa (Ha 1 103y TBep0ii JeKapCTBEHHOM (opMbl);

u) ¢denobapburan B KomumdecTBe 10 20 Mr BKIIOYHTEIBHO B COYETaHHH C ddenpuHom
THIPOXJIOPHUIIOM HE3aBUCHMO OT KOoJIM4ecTBa (Ha 1 103y TBepAOH JIeKapCTBEHHOU (OPMBI);

K) XJIOpAHa3enoKCcu1 B KoindecTse, npesbimatomeM 10 mr, u 1o 20 Mr BkIounTeNnbHO (Ha 1 103y
TBEPJI0H JIeKapCTBEHHOU (POPMBI);

3) JexkapCTBEHHBIX NpenapaToB WHAMBUIYAIbHOTO HM3TOTOBJIECHUS, COAEP)KAIIMX HApKOTHUYECKOE
CPeICTBO MM IcuxoTpornHoe BemiecTBo cnucka Il Ilepeuns, u apyrue ¢apmakoIoruvyeckue
AaKTUBHBIC BELIECTBA B J]03€, HE NPEBBIMIAIONICH BBICIIYIO PAa30BYIO 03y, U MPU YCIOBHH, YTO ITOT
KOMOMHHMPOBAHHBIN JIEKAPCTBEHHBIN Npenapar He SBJISETCS HAPKOTUYECKUM WM INCUXOTPOIHBIM
JIEKapCTBEHHBIM IIpenapatoM cnucka Il [Tepeyns;

4) JeKapCTBEHHBIX TPEMAPATOB, BKIIOYCHHBIX B TIEPEUCHb JICKAPCTBEHHBIX CPEICTB IS
MEIUIMHCKOTO TPUMEHEHHS, MOJUIKAIIMX MPEeJIMETHO-KOJUYECTBEHHOMY Y4eTy (Janee -
JIeKapCTBEHHBIE Mpenaparhl, BKIIOUEHHBIE B epeueHb [IKY) <13>.

<13> Moamynkr 5.2.171(1) mynkTa 5 nocranosienus [IpaButenbcrBa Poccuiickoit @enepanuu ot
19.06.2012 N 608 "O6 yrBepxkaenun [lomoxxenuss o MuHuCTepCTBE 3/1paBoOXpaneHus Poccuiickoit
Oenepannn" (nanee - Ilonoxxkenne o MunuctepctBe) (Cobpanue 3akoHomaTenbCcTBa Poccuiickoit
®enepannn, 2012, N 26, ct. 3526; 2013, N 16, ct. 1970).
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10. Penentypubiit 6mank gopmer N 148-1/y-04(11) opopmiisiercss Ipu Ha3HAYECHUN JICKAPCTBEHHBIX
MpernapaToB TpaxJaaHaM, UMEIOIUM MPaBO Ha OECIUIATHOE MOJyuYeHHUE JIEKAPCTBEHHBIX MPENapaToB
WJIM MOJyYEHUE JIEKAPCTBEHHBIX MPENapaToB CO CKUIKOM.

11. Peuentypnsriii 6mank ¢popmsl N 107-1/y opopmisiercs npu Ha3HAYSHUU:
1) nexapCTBEHHBIX MPEMApaTOB, HE YKa3aHHBIX B MyHKTax 8, 9 Hacrosmiero [lopsaka;
2) KOMOMHUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB, COACPIKAIIUX:

a) SproraMMHa THAPOTapTpaT B KOJWYECTBE A0 S5 Mr BKIOUUTENbHO (Ha 1 m03y TBepaoi
JIEKapCTBEHHON (DOPMBI);

0) adenpuna ruapoxsopua B komudectse 10 100 mr BrmountensHo (Ha 100 mut wmm 100 T sxuakoi
JIEKapCTBEHHOU (POPMBI ISl BHYTPEHHETO IPUMEHEHHUS );

B) rceBaodderprHa TUAPOXJIOPU B KoJindecTBe, He mpesbimaronmem 30 mr (Ha 1 1o3y TBepaoi
JIeKapCTBEHHOM (pOpMBI);

r) mcenoddeapuHa THIPOXJIOPUA B KOJMUYECTBE, He mpeBblmaiomeM 30 Mr, B COYETaHUH C
JIeKcTpoMeTophaHoM THUAPOOPOMHJIOM B KOJIHYECTBe, mpeBbimaromeM 10 mr, m go 30 wmr
BKJIIOUMUTENBHO (Ha 1 103y TBEpOi JIeKapCTBEHHOMH (hOpMBI);

1) JexctpomeropdanHa TuUApoOpoMUA B KojduuecTBe, mnpepbimatomem 10 mr, u go 30 wmr
BKJIIOUMUTENBHO (Ha 1 103y TBEpJOH JIeKapCTBEHHOM (hOPMBI);

e) ¢enobapburtan B kKonumuecTBe, nmpepbimatonieM 20 mr, u g0 50 Mr BkItouuTenabHO (Ha 1 1103y
TBEPJIOH JIEKapCTBEHHOU (POPMBI);

K) (enobapbutan B KommuectBe a0 20 Mr BKIIOYHTEIBHO B COYETaHUH C OIPrOTAMHHOM
THJIPOTAPTPATOM HE3aBHCHMO OT KonyecTBa (Ha 1 103y TBepAo# JiekapCcTBEHHOU (popmbl);

3) XJIOpMa3enokcu B KoiaudecTse 10 10 Mr BKIIOUUTENbHO (Ha 1 103y TBepJoH JIeKapCTBEHHOU
dbopmsr).

12. Ilpn Ha3HAYEHHWHU JEKAPCTBEHHOTO IIperapaTa MHAWBHUAYAJIHHOTO M3TOTOBIICHHS B pEIENTe Ha
Oyma)kHOM HocuTene u (WiM) penente B (GOpMe SIIEKTPOHHOTO JOKYMEHTAa HAWMEHOBAaHUS
JIEKapCTBEHHBIX CpEACTB (BElLIecTB), BKIIOYEHHBIX B mnepeueHb IIKY, ykasbiBaloTcsi B Hauaie
pelienTa, 3aTeM - BCe OCTaJIbHBIC HHTPEJINCHTHI.

13. Ilpu Ha3HaueHWM JIEKAPCTBEHHOTO IIpernapara B pelente Ha OyMaKHOM HOCUTENe U (WIJIH)
peuente B (hopMe AIIEKTPOHHOIO JOKYMEHTA 3alpeliaeTcs MPeBbIIIaTh KOJIUYECTBO HAPKOTUUECKUX
CPEJICTB WJIM IICUXOTPOIHBIX BEIIECTB, KOTOPOE MOXET OBITh BBIIMCAHO B OJHOM pELENTe,
ycraHoBieHHoe npuiokeHueM N 1 k HacTosmemy [lopsaky, 3a HCKIIIOUEHHEM CIlydaeB, YKa3aHHbIX
B IIyHKTax 15 u 24 nacrosmero [lopsiaka.

14. Ilpu Ha3HaUYEeHUH JIEKAPCTBEHHBIX IMPENApaTOB, BKIIOYEHHBIX B nepeueHb [IKY, no3a kotophix
IPEBBINIAET BBICHIMM OJHOKPATHBIM IMpUEM, MEIMLUHUHCKUA pabOTHUK 0003HAYaeT /103y 3TOro
JIEKapCTBEHHOT0 Mpernapara B pelente Ha OyMa)XHOM HOCUTENe MPONHCHIO C MPOCTAaBICHUEM
BOCKJIMIIATEJILHOTO 3HAKa U (WJIM) MPOCTABIIAET BOCKINLATEIbHBIN 3HAK MPU 0)OPMIIEHUH pellenTa
B (hopMe 3JIEKTPOHHOTO JJOKYMEHTA.

15. KonnyecTBO Ha3HAYEHHBIX JIEKAPCTBEHHBIX MpenapaToB, BKIOUYEHHBIX B nepedeHb [IKY, mpu
OKa3aHWM TAalMEeHTaM, HYXJAIOIUMCA B JTUTEIHHOM JICUCHUHU, TIEPBHYHON MEIUKO-CaHUTApHOU
MOMOIIH ¥ MAJUTHATUBHON MEIUIIMHCKOMN MTOMOIIM MOXKET OBITh YBEJIMUEHO C YUETOM KIMHHUYECKUX



pexoMeHanuii He 6oJiee yeM B 2 pa3a Mo CPaBHEHMIO C KOJIMUYECTBOM HApPKOTUYECKUX CPEJCTB MM
MICUXOTPOIHBIX BEIIECTB, KOTOPOE MOXET ObITh BBIMMCAHO B OJHOM pPEIENTE, YCTAaHOBJICHHBIM
npunoxkenueM N 1 x nactosmemy [lopsiaky.

B caygasx, npelycMOTpEeHHBIX a03alieM MEpPBbIM HACTOSIIETO MyHKTA, HA pelenTax Ha OyMaXHOM
HocuTene npousBoaurcs Haanuck "Ilo cnenuanbHOMY Ha3Hau€HUIO", OTIENBbHO 3aBEpEHHAas
HOJNKMCHI0O MEIUIIMHCKOIO paOOTHUKA U N€YaThi0 MEIUIMHCKON opranu3auuu "Jlns penentos", Ha
peuentax B (opMe 3IEKTPOHHOIO JOKyMeHTa mpousBoauTca otmerka "[lo cnenuaibHOMY
Ha3HAYeHHI0" C TMPOCTABIEHUEM YCHJICHHON KBaIM(QHUIMPOBAHHOW AIIEKTPOHHON MOAMHCH
MEIUIIMTHCKOTO paOOTHHKA.

16. CocraB JeKapCTBEHHOIO Ipernapara, JEKapCcTBeHHas ¢GopMa W oOpalieHue MEIUIMHCKOTO
paboTHHKa K (apManeBTHIeCKOMy paO0OTHUKY 00 OTIIyCKe JIEKapCTBEHHOTO IMpernapara Ha
OyMa)kHOM HocHTelle 0POPMIIAIOTCS HA TJATUHCKOM WM PYCCKOM SI3BIKE B POJUTEILHOM Ma/iexke, 3a
UCKITIIOYCHHEM O(QOPMIICHHS PELENnTOB B (pOpMe ANEKTPOHHOTO JAOKYMEHTA, OCYIIECTBISIEMOTO Ha
PYCCKOM SI3BIKE.

[Tpu opopmIIeHUH peLeNTYPHBIX OJTAHKOB JIONYCKACTCs MCIOIb30BAaHUE COKPAIICHHUH (TPUIIOKECHHE
N 2 k Hacrosimemy [lopsaxy).

HpI/I HAa3HA4YCHUHN JICKAPCTBCHHOI'O IIpCliapaTa HE JOIMYCKACTCA COKpAIICHUC HaVMEHOBaHHUMN
HHTPCINUCHTOB, COCTABJIAFOIINX JIeKapCTBeHHLII\/'I npemnapar, HE NO3BOJIAIONINX YCTAaHOBUTD, KaKou
HUMEHHO J'IeKapCTBeHHHﬁ npenapart Ha3HA4YCH.

17. Cnoco0 npuMeHeHus JIEKapCTBEHHOro npenapara 0003HayaeTcs ¢ yKa3aHUEM IyTH BBEICHMUS,
J103bl, 4YaCTOThI, BPEMEHH IpHeMa OTHOCUTENIBHO CHa (YTPOM, Ha HOYb) M €r0 JUIMTEIHOCTH, a JUIs
JIEKapCTBEHHBIX IpENapaToB, B3aUMOJICHCTBYIOIIMX C NHILEH, - BPEMEHU HUX YHOTpeOJIeHUs
OTHOCHUTEJILHO NpUeEMa MMUILH (10 €1bl, BO BPEMs €/Ibl, IIOCIIE €JIbI).

18. IIpu HEOOXOAMMOCTH HEMEJICHHOTO WM CPOYHOTrO (B TEYCHHE ABYX pabOuMX IHEH) OTITyCKa
JIEKapCTBEHHOT'O TIperapara MalHeHTy B BEpPXHEW YacTU pelenta Ha OyMakKHOM HOCHUTENE
NpOCTaBIAOTCS  00o03HaueHus "Cit0" (cpouyno) wimm "statim" (HemeIyieHHO). AHAJIOTUYHBIC
0003Ha4YeHUsI TIPOCTABISAIOTCS B BHJIE OTMETOK MpH odopmiieHHH perenta B (opMe 3JIEKTPOHHOTO
JIOKYMEHTA.

19. IIpu odopmieHNN Ha3HAYCHHS TOTOBOTO JICKAPCTBEHHOTO MpernapaTa B perente Ha OyMakKHOM
HOCHUTEJIE MM perente B (opMe AJIEKTPOHHOTO JOKYMEHTa KOJHYECTBO JCHCTBYIOUIMX BEIICCTB
YKa3bIBAETCS B COOTBETCTBHM C MHCTPYKIIMCH MO MEIUIIMHCKOMY MPHUMECHCHHIO JICKAPCTBEHHOTO
npemapata. JlomycTHMO yKa3bIBaTh JO3UPOBKY JIEKAPCTBEHHBIX MPENApaToOB CUCTEMHOTO ACHCTBUS
(st pe30pOTUBHOTO TIpHiEMa) B TBEPABIX JIEKAPCTBEHHBIX (hopMax (Harpumep, Ta0JIETKH, TOPOIIKH,
KaricyJybl) Kak COJIep:KaHNe OJJHOTO MJIM HECKOJIbKHMX JCHCTBYIONIMX BEIIECTB B €AMHUIIAX MACChI (B
rpaMMax, MWDIMrpammax). JlomycTHMO yKa3bIBaTh JIO3UPOBKY JIEKAPCTBEHHBIX IPEIapaToB
CHUCTEMHOTO JAeWcTBUSA (71 pe30pOTUBHOTO MPUMEHEHHs) B JKHJIKHX JIGKAPCTBEHHBIX (opmax
(HampuMep, pacTBOPBI, CYCIICH3MM) KaK COJICpPKAHHUE OIHOTO WM HECKOJBKHUX JIEHCTBYIOIIMX
BEIIECTB B EIMHUIAX MacChl Ha eAWHHIY o0ObeMa (Hampumep, MUJUIUTPAMM/MUTUTAIUTP) C
yKazaHueM o011ero oobema JieKapCTBEHHOU (OpPMEI.

[Ipn odopmneHnn Ha3HAYEHHs JIEKAPCTBEHHOTO IIperapaTra WHIUBHIYaJTbHOTO H3TOTOBICHHS B
peuente Ha OyMa)XKHOM HOCHTENIE WM penente B (opMe DIIEKTPOHHOTO JOKYMEHTa KOJIMYECTBO
TBEPAbIX U CHIMYyYHX (apMaleBTUUYECKUX cyOcTaHiuil ykaswsiBaercs B rpammax (0,001; 0,5; 1,0),
KHUJIKUX - B MUWJUIWJIMTPAx, FpaMMax U Karisx.

20. Penentsl Ha OyMaxHOM HocuTene, B (opMe 3JIEKTPOHHOIO TOKYMEHTa, O(OpMIIEHHBIE Ha



peuentypuoM Onanke ¢gopmbl N 148-1/y-88 u mpemHasHaueHHBIE IJIs1 OTITyCKa JIEKAPCTBEHHBIX
IpernapaToB, MPEAYCMOTPEHHBIX MoAmyHKTamMu 1 - 3 mnyHkra 9 Hacrosiuuero Ilopsaxa,
JecTBUTENbHBI B TeueHue 15 nHeit co qHs odopmiieHus.

21. Peuentsl Ha OyMa)XxHOM HocHTene, B (OpMe 3JIEKTPOHHOIO TOKYMEHTa, O(OpMIIEHHBIE Ha
perentypaom Onanke Gopmel N 148-1/y-04(;1) u npeaHa3HaueHHBIC IS OTIYCKA JIEKAPCTBEHHBIX
IIpenapaToB rpakJaHaM, yKka3aHHbIM B myHKTe 10 HacTosmero Ilopsanka, nelicTBUTEIbHBI B TEUEHNE
30 nHe#t co nHsA odopmiIeHHs, 3a UCKIIIOYEHHEM CilydyaeB o(OpMIIEHHUs peLenTa B COOTBETCTBUU C
nyHkramu 38 u 39 nacrosmero Ilopsaka, mpu KOTOPBIX OH ACHCTBUTENEH B TedeHue 15 mgHel co
THST 0(OPMIICHHS.

22. Penentsl Ha OymMa)XHOM HOCHTENe, B (OpMe DJIEKTPOHHOTO IOKyMeHTa, Oo(opMIICHHBIE Ha
penentypaoMm Osianke Gopmbel N 148-1/y-04(;1) u npeaHa3HaueHHBIC IS OTITYCKA JICKAPCTBEHHBIX
MpernapaToB TpaKIaHaM, JOCTUTIIMM TIEHCHOHHOTO BO3pacTa, WHBAIUAAM T[EPBOW TPYIIIHL,
IeTSIM-UHBATUIaM, a TaKXke TpaxkJaHaM, CTPaJalolluM XPOHUYECKHMMH 3a00JIeBaHUIMH,
TpeOyIOIMMMH JTUTEIIBHOTO KYpPCOBOIO JIEYCHHMsI, JACUCTBUTENbHBI B TedueHue 90 nHeil co aHs
odopmIleHHs, 32 UCKIIFOUCHHEM CITy4aeB, YKa3aHHbBIX B myHKTax 38 u 39 Hacrosmiero [lopsaka, mpu
KOTOPBIX OH JeMCTBUTENICH B TeUeHHE 15 qHEH co THA 0pOpMICHHUS.

Jnst nedeHHss XPOHMUYECKMX 3a00JCBaHMN yKa3aHHBIM KaTETOPHSIM Tpa)KIaH JIEKapCTBEHHBIC
npenapatsl ¢ o(QopMICHMEM pElenToB Ha OyMa)KHOM HOCHTENIE WM peluenToB B ¢opme
AJIEKTPOHHOTO JOKYMEHTA MOTYT Ha3HAa4YaThCs Ha Kypc JieueHus 10 180 nHei.

23. PeuenTsl Ha OyMa)XHOM HOcHUTeJe, B (hopMe DJIEKTPOHHOTO JIOKyMEHTa, O(pOpMIICHHBIE Ha
peuentypHom Onanke ¢opmbel N 107-1/y um mpenHasHaueHHbIE Al OTIYCKA JICKApPCTBEHHBIX
IIpenapaToB, NIPeIyCMOTPEHHbBIX TyHKTOM 11 Hacrosmero [lopsnka, nelictButenbHbl B TeueHue 60
JHEH co AHA oopMIIeHHUS.

[Ipy Ha3HAaYeHHHM TOTOBBIX JIEKAPCTBEHHBIX MIPEMapaToB M JIEKAPCTBEHHBIX IPEMapaToB
WHAMBHUIYaJIbHOTO M3TOTOBIICHUS TMAallMEHTaM ¢ 3a00JeBaHUSMHU, TPEOYIOIMIMMH JIUTEIBHOTO
KypcoBOro JieueHusi, ¢ odpopmienneM Ha perentypHom Onanke (opmer N 107-1/y penenrta Ha
OyMa)XHOM HOCHTENIE WIH B (OpPME DJIEKTPOHHOTO JTOKYMEHTa YCTAaHABJIMBACTCS CPOK JEHCTBUS
perienTa B mpejenax A0 OJHOTO roja.

B cnyuae ycraHoBneHMsI cpoka JAEWCTBHA pelenTa B Mpefenax 10 OJHOro roja B peLernTe
npousBoauTcs Haanuck: "Ilo cnennansHOMY Ha3HadeHHIO", 0003HAYaeTCs CPOK JEHCTBUS pelenta
U TEpUOJMYHOCTh OTIIYCKA JIEKAPCTBEHHBIX IIPENaparoB U3 AaNTeYHON OpraHu3alud WId
UHIUBUAYAJIBHBIM  IpEIIpUHUMATENIEM, HMMEIOIUM  JIMIEH3UI0 Ha  (papMaleBTUYECKYIO
JeATEIbHOCTh <14> (eKeHenenbHO, eKEeMECIYHO U WHBbIC TIEPHO/ibl). JIOTIOTHUTEIEHO 3TO yKa3aHUE
3aBepsieTcs MOANUCHI0 MEIUIIMHCKOro pabOTHHKA, a TAaKKe MeyaTbio MEJAWLMHCKOW OpraHU3aluu
"Ilnsg peuenTtoB" (ans perenrta Ha OyMa)XHOM HOCHTENE) WIM YCHWJIEHHOW KBAIM(UIIMPOBAHHOM
AJIEKTPOHHOM TMOANHUCHI0 MEIUIMHCKOTO pabOTHMKA U JIMIA, YIOJHOMOYEHHOIO 3aBepsTh
JOKYMEHThl OT HMMEHHM MEIUIMHCKOW opraHuzanuu (s penenta B ¢GopMe 3JIEKTPOHHOTO
JIOKYMEHTA).

<14> Ilynktr 47 4dactu 1 cratem 12 dDepepanpHoro 3akoHa or 4 mas 2011 r. N 99-®3 "O
JTUICH3UPOBAHUU OTACIBHBIX BUAOB jesrenbHocTH" (manmee - Demepanbubiii 3akoH N 99-D3)
(Cobpanme 3akonomatensctBa Poccuiickoit denepanuu, 2011, N 19, cr. 2716; 2021, N 27, crT.
5177).
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24. Peuentsl Ha JI€KapCTBEHHBIE Ipenaparthl, BKIOYeHHble B mnepedeHb [IKY, ana nedenus
HAIMEHTOB C XPOHUYECKUMHU 3a00JI€BaHUAMU MOTYT O(hOPMIIATBCS Ha Kypc JiedeHus 10 60 THei.

B cayuae, xorma kypc nedeHuss coctamiseT Oonee 30 AHEH, JOMOTHUTENBHO B pEIENTax Ha
OyMa)XHOM HocuTele MnpousBoauTcs Haanuck "llo cnenuanpHOMY Ha3HaueHUIO", 3aBepeHHas
HNOJNKMCHI0O MEIUIIMHCKOIO pabOTHUKA U M€YaThi0 MEIUIMHCKON opranu3auuu "Jlns penenrtos", Ha
peuentax B (opMe 3IEKTPOHHOIO JOKyMeHTa mpousBoauTca otmerka "[lo cnenuaibHOMY
Ha3HAYeHHI0" C TMPOCTABIEHUEM YCUJICHHOM KBaIU(QHUIMPOBAHHOW AJIEKTPOHHOM MOIMHCH
MEAMIMHCKOIO pabOTHHKA U JMIA, YIOJHOMOYEHHOTO 3aBEPATh JOKYMEHTHl OT WMEHU
MEIULMHCKONW OpPraHU3al1u.

25. Peuent Ha OyMaxXxHOM HoOcuTelne B (oOpME 3JIEKTPOHHOTO JOKYMEHTAa, O(pOPMIIEHHBIN C
HapyILICHUEM yCTaHOBJIEHHBIX HacTosmuM [lopsakom TpeGoBaHMi, cunTaeTcs He1eHCTBUTEIbHBIM.

I1. Ha3nayeHue JleKaPCTBEHHBIX MPENapaToB NPH OKA3aHUHU
MeIMIUHCKOMH MOMOIIH B CTALIMOHAPHBIX YCJI0BUSIX

26. Ilpu oxa3aHWM TAlMEHTY MEIUIIMHCKOW TOMOIIM B CTAIIMOHAPHBIX YCJIOBHUSX Ha3HA4YCHHE
JIEKapPCTBEHHBIX MPENapaToB MPOU3BOAUTCA 0e3 0OpMIICHHS pelenTa MEIUIIUHCKUM PabOTHUKOM
€MHOJIMYHO, 33 CKIIIOYEHUEM CITyyaeB, YKa3aHHBIX B MyHKTe 27 Hactosuiero [lopsaka.

27. CornacoBaHH€ Ha3HAYCHHs JIEKAPCTBEHHBIX IPENapaToB C 3aBEIYIOIIUM OTIECICHHUEM WU
OTBETCTBEHHBIM JEKYPHBIM BPayoM JIMOO APYTUM JIUIIOM, YIOJIHOMOYEHHBIM MPUKA30M TJIAaBHOTO
Bpaya MEAWIMHCKOW OpraHW3alud, a TakkKe, NpU HaJIWYUH, C BPauyoM - KIMHAYECKHM
(apMakos0roM HEOOXOAUMO B CITyUasiX:

1) 0IHOBpPEMEHHOTO Ha3HAUYEHUS IISATU U 0oJiee JIEKApCTBEHHBIX IIPENapaToB OJTHOMY HaIUEHTY;

2) Ha3HA4YeHUS JICKAPCTBEHHBIX MPENapaToB, HE BXOIAIINX B MEPEUCHb )KU3HECHHO HEOOXOANMBIX H
BO)KHEHIIHNX JIEKAPCTBEHHBIX MperapaToB <15>, mpyu HETHITUYHOM TEYEHHH 3a00JIeBaHUS, HATMYHH
OCJIO’)KHEHUH OCHOBHOI'O 3a0o0iieBaHMsI M (WJIM) COMYTCTBYIOUIMX 3a00JjeBaHUl, IpU Ha3HAYECHUU
JIEKapCTBEHHBIX MpenapaToB, OCOOCHHOCTH B3aUMOJICHCTBUS U COBMECTUMOCTH KOTOPBIX COTJIACHO
UHCTPYKLHUSAM IO HMX HPUMEHEHHUIO NPUBOIAT K CHUKEHUIO Y(PPEKTHBHOCTH W 0€30MacHOCTH
(dapmakoTepanuu u (WIn) co31al0T NOTCHINAIBHYIO ONACHOCTD JUIS )KU3HH U 3/10POBbS MAlMCHTA.

<15> Yactu 1 crateu 60 DenepanpHoro 3akoHa N 61-®3 (Cobpanme 3aKOHOIATENHCTBA
Poccutickoit ®enepamuu, 2010, N 16, ct. 1815; 2020, N 29, ct1. 4516).

B ykazaHHBIX ciy4asx Ha3Hau€HHE JIEKapCTBEHHBIX MpenaparoB (UKCUPYETCSs B MEIUIIMHCKOU
JOKYMEHTAIIMU TAIIMCHTa W 3aBEPSETCs TMOJMUCHI0 METUIIMHCKOTO PabOTHHUKA W 3aBEIYIOIIETO
oTJieNieHneM (OTBETCTBEHHOTO JIEKYPHOI'O Bpaya WK JPYroro yroJIHOMOUYEHHOTO JIUIA).

28. MemunuHCKHi paOOTHUK MEIUIIMHCKOW OpraHm3anuu (€€ CTPYKTYPHOTO TOoJpa3lecHus),
pacroJOKEHHOW B CEJIbCKOM HACEJIEHHOM IYHKTE, OCYIIECTBISIET Ha3HAUEHHUE JIEKApPCTBEHHBIX
[IPenapaToB B CIydasiX, yKa3aHHBIX B yHKTax 27 u 29 Hacrosuero [lopsaaka, ennHOINYHO.

29. Ilo pemenuto BpauyeOHONW KOMHCCHUU TAIMEHTAM IMPU OKA3aHWH UM MEIUIIMHCKOW MOMOIIH B
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CTallMOHAPHBIX YCJIIOBHAX HA3HAYAIOTCA JICKAPCTBCHHBLIC IPEIIapaThbl, HEC BKIIOYCHHLBIC B IICPCUCHDb
KHN3HCHHO H€06XOI[I/IMBIX U BaXHEUIITHUX JICKApPCTBCHHLIX NPCIaparoB, B CiIy4ac UX 3aMCHbI U3-3a
HHﬂHBHHyaHBHOﬁ HCIICPCHOCUMOCTH, 110 )KU3HCHHBIM ITIOKA3aHUSM.

Pemrenue BpaueOHOM KOMHUCCUH (PUKCHPYETCSI B MEUIIMHCKOM TOKYMEHTAIIMH TTAllMEHTa U JKypHaJIe
BpaueOHO KOMHUCCHHU.

30. B cnyudasx oOcnemoBaHus M JIEYEHHUS TpaXKIaHMHA B CTAl[MOHAPHBIX YCIOBUSIX B paMKax
MPEAOCTaBICHUS MEAUIIMHCKUX YCIYT Ha BO3ME3AHOM OCHOBE 3a CUET JMYHBIX CPEACTB I'PaK/aH,
CPEICTB IOPUIUYECKUX JIUIl M WHBIX CPEACTB HAa OCHOBAHHMM JOTOBOpa, B TOM YHCIIE JIOTOBOpA
JTO0OPOBOIBHOTO MEIUIMHCKOTO cTpaxoBaHus <l16>, eMy MOTYT ObITh Ha3HAY€HBI JICKAPCTBEHHBIC
npenapaTsl, HE BXOJAIIUE B MEpPEueHb KU3HEHHO HEOOXOIMMBIX U BaXKHEHIIMX JIEKapCTBEHHBIX
MpenaparoB, €M UX Ha3HAYeHHUE U MPUMEHEHHE 00YCIIOBIECHO MEIUIIMHCKUMHU MMOKA3aHUSIMH.

<16> Iloctanosnenue [IpaBurensctBa Poccuiickoit @enepannu ot 4 oktadps 2012 r. N 1006 "O6
yTBepkaeHun [IpaBuin mpenocTaBieHUsT MEIUIMHCKUMU OPTaHM3AIUSMU TUIATHBIX MEIMIIMHCKUAX
yeyr" (Cobpanue 3akonoaarenbcerBa Poceuiickont @enepanuun, 2012, N 41, ct. 5628).

I11. HazHaueHue JieKapCTBEHHBIX MPENApPaTOB MPH 0KA3AHUMN
NMEePBUYHON METUKO-CAHUTAPHOU NMOMOLIHU, CKOPOl MeIULMHCKOMN
NMOMOIIHY U NAJJIMATHUBHON MeIUIIUHCKOM IMOMOIIH

31. Ilpu okazaHuW MEPBUYHON MEIUKO-CAHUTAPHOM MOMOINM M TAUIMATUBHON MEIUIIMHCKOU
MOMOINM B aMOYyJIATOPHBIX YCJIOBHUSX Ha3HAYCHHUE JICKAPCTBEHHBIX IMPENapaToB OCYIIECTBISCTCS
MEJIUIIMHCKUM PAaOOTHUKOM B CIIy4asX THIIMYHOTO TEUYEHHUs 3a00JeBaHUS MalMeHTa HCXOJs W3
TSKECTH U XapakTepa 3a00J1eBaHUs.

32. Ha3naueHue JEKapCTBEHHBIX MPEMApaToOB IO PEIICHUI0 BpaueOHON KOMHUCCHUU TPH OKa3aHUU
MEPBUYHON MEIMKO-CAaHUTAPHOU MOMOIITH, NAJUTHATUBHOW MEIUIIMHCKON MTOMOIIHN B aMOyJIaTOPHBIX
YCJIOBUAX MPOU3BOAUTCSA B CIIyHasiX:

1) oqHOBpEMEHHOT0 Ha3HAYEHMs OJHOMY IMALMEHTy MIATH U OoJiee JIEKapCTBEHHBIX IMPEnapaToB B
TEUEHUE OJIHUX CYTOK WJIM CBBIIIE JIECSITH HANMEHOBAHUN B TEUECHUE TPUILIATU JTHEH;

2) Ha3Ha4YeHMs JIEKAPCTBEHHBIX IPENapaToB MpPU HETUIIMYHOM TEUYEHHUU 3a00JIeBaHUS, HAJINYUU
OCJIO’)KHEHUH OCHOBHOI'O 3a0o0ieBaHMsI M (WJIM) CONMYTCTBYIOUIMX 3a00JjeBaHUll, IpU Ha3HAYEHUU
JIEKapCTBEHHBIX MpenapaToB, OCOOCHHOCTH B3aUMOJICHCTBUS U COBMECTUMOCTH KOTOPBIX COTJIACHO
MHCTPYKIUAM II0 WX HPUMEHEHHIO NPHUBOIAT K CHIDKEHHIO 3(QQEKTUBHOCTH M 0OE30MacHOCTH
JICUCHHUA MMallUCHTa U (I/IJH/I) CO3AAar0T MOTCHUUAJIbHYIO0 OITACHOCTD AJIA JKU3HU U 310POBbS MAIMUCHTA,

3) mNepBUYHOrO0 HA3HAYEHUS MALMEHTY HAPKOTUYECKMX M TICUXOTPOMHBIX JIEKAPCTBEHHBIX
npenapatoB crnuckoB Il u Il Ilepeuns (B ciydae NpUHATHS PYKOBOIHUTENEM MEIUIIMHCKON
OpraHu3allii peleHUss O HEeOOXOAMMOCTH COIJIacOBaHMs HA3HAUYEHUs TaKUX JIEKapCTBEHHBIX
[IPenapaToB ¢ BpaueOHOU KOMUCCHUEH).

33. IloBTOopHOE Ha3HAYEHHE HAPKOTUYECKUX U IICUXOTPONHBIX JIEKApPCTBEHHBIX IIpernapaTroB
cnuckoB 1l u [l Tlepeynss npou3BOAMTCS MEIUIMHCKAM pPAaOOTHUKOM CAMOCTOATEIBHO WIN
€IMHOJIMYHO 0e3 ydacTHs BpaueOHOI KOMHCCHUHU MAaLMEHTaM C BBIPRKEHHBIM OO0JIEBBIM CHHIPOMOM
1r000r0 reHesa, HapyLIEHHEM CHA, CYyJOPOXHBIMH COCTOSHUSIMH, TPEBOXKHBIMU PAacCTpoicTBamH,
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($hoOusIMHU, ICUXOMOTOPHBIM BO30Y)KICHUEM.

34. Ilpu oka3aHWU CKOPOH MEIUIIMHCKOW TIOMOIIM JICKAPCTBEHHBIE IpenapaThl Ha3HAYAIOTCS
METUITMHCKIM pPaOOTHUKOM BBIE3THOM Opuraapl CKOPOH MOMOIIM, MEIUIIMHCKUM PabOTHHUKOM
MEIUIIMHCKOW OpTraHU3aINK MPU OKa3aHUHM MEIUIIMHCKOW MOMOIIH TpaKaaHaM Mpu 3a00JIeBaHUSX,
HECYACTHBIX CIIydasx, TpaBMaX, OTPABICHUSAX U JPYIHX COCTOSHUSAX, TPEOYIOUIUX CPOYHOTO
MEIUIIMHCKOTO BMEIIATEIbLCTBA.

V. HazHaueHue JieKAapCTBEHHbIX NPENapaToB rpaxaaHaM, MMEKIIHUM
NPaBo Ha 0eCIUIaTHOE MOJIyYeHHe JIeKAPCTBEHHBIX NIPenapaToB UM
MOJIy4YeHHe JICKAPCTBEHHBIX MPEeNapaToB ¢0 CKUAKOM, IPH OKA3aHUH

MEPBUYHON MEeTUKO-CAHUTAPHOM MOMOLIU

35. Ilpm oka3aHMH TEPBUYHON MEAMKO-CAHUTAPHOM MOMOIINM HA3HAYEHHE MEIUIMHCKUM
pabOTHUKOM Ha OCHOBE KIMHHYECKUX PEKOMEHJANUKA M C yYEeTOM CTaHAAPTOB MEIUIIMHCKON
nomom <17> 5eKapCTBEHHBIX MPEMapaToB, OTIYCKAEMBIX OECIJIaTHO WM CO CKHUAKOM,
rpaKaaHaM, UMEIONIUM TPaBO Ha OOECICUCHHE JICKApCTBEHHBIMH IpenaparaMu 3a CUYET CPEACTB
OIOKETHBIX acCUTHOBaHUU (emepanpbHOro OlOMKETa W OIOKETOB CyOBekTOB Poccuiickoit
Oeneparyn, ocymiecTBiseTcs Ha perentypHoM Oanke N 148-1/y-04(a).

<17> Crarps 37 ®enepanpHoro 3akona N 323-®3 (CobOpanme 3akoHOAATeNnsCTBA Poccuiickoi
Oenepammm, 2011, N 48, ct. 6724; 2021, N 27, cT. 5186).

[Ipu odopmienun pernenta Ha Onanke ¢opmbl N 148-1/y-04(;1) Ha OymMakHOM HOCHTENe
0OpPMIISIOTCS JIBa SK3EMIUISIPa, OJWH M3 KOTOPBIX OCTAETCS B aTEYHOW OpraHW3alld, BTOPOH - B
MEIUIIMHCKON TOKyMEHTAIUU TallueHTa.

36. IlpaBo Ha3HayaTh JIEKAPCTBEHHbIE MpenapaThl I'pa)<AaHaM, UMEIOUIMM IpaBo Ha OecIiaTHOe
MIOJIyYEHUE JIEKAPCTBEHHBIX MPENapaToB WIN MOJIyYEHHE JIEKAPCTBEHHBIX NIPENApaToOB CO CKUAKOM,
TaK)K€ UMEIOT:

1) MenuIMHCKHE paOOTHUKH, pabOTAIONIME B METUITMHCKOW OPTaHW3aIMH 110 COBMECTHTEILCTBY (B
npeJienax CBOe KOMIETSHIIHH);

2) MeAMIMHCKHE pPAOOTHUKM CTAllMOHAPHBIX OpraHU3allMil COLMANTBHOTO OOCTYXHBaHUS TMpU
HaJIMYMM JIMIIEH3UM Ha OCYLIECTBJIECHUE MEIULIMHCKON JesTenbHocTH <18>, mpeaycMaTpuBaroiei
BBITMIOJIHEHHE paboT (OKazaHHe YCIYT) MO OKa3aHUIO MEPBHUYHON MEJMKO-CAaHUTAapHON MOMOIIM B
aMOyJIaTOPHBIX YCIOBUSAX (HE3aBUCUMO OT BEAOMCTBEHHOM MPUHAIIC)KHOCTH );

<18> IlyskT 46 yactu 1 crareu 12 @enepansHoro 3akona N 99-d3 (CobOpaHue 3aKOHOIATEIBCTBA
Poccutiickoit @enepamuu, 2011, N 19, ct. 2716; 2021, N 27, c1. 5159).

3) MCIUIIMHCKHEC pa6OTHI/IKI/I MCAULIMHCKHNX Opl"@.HH?»EII.[HfI, OKa3bIBAOIIHNX NEPBUYIHYIO
MCIUKO-CaAHUTAPHYIO IIOMOIIb, MNOABCAOMCTBCHHBIX q)ejlepaJH)HBIM opraHam HCIIOJIHUTEILHOM
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BJIACTHU WJIM OpPTaHaM MCTIOJHUTEIBHOM BIacTu cyobekToB Poccuiickoii @enepanmm;

4) HHIWUBUAYAJIIbHBIC IMPCANIPUHHUMATCIIN, OCYIICCTBIIAIOINNC MCIUIMWHCKYIO HACATCIbHOCTL U
BKIIFOUCHHBIC B PCCCTp MCECAUIHNHCKHUX OpraHHSaHI/Iﬁ, OCYHICCTBIAIOMUX JACATCIIBHOCTL B c@epe
003aTeJILHOTO MCIULUHCKOI'O CTPaxXOBaHUA.

37. Ilpu Ha3HauYEHHMM JIEKAPCTBEHHBIX MpenapaToB TpakaHaM, UMEIONIMM IpaBoO Ha OecruiaTHOe
MOJTyYeHHUE JIEKAPCTBEHHBIX MPENnapaToB WK MOJy4YeHHE JIEKAPCTBEHHBIX MPENapaToB CO CKUAKOM,
B pelenTe YKa3bIBaeTcs HOMep TenedoHa, M0 KOTOPOMYy pPabOTHUK alTeuyHOW OpraHW3alud Mpu
HEOOXOJUMOCTH MOXET COTjacoBaTh C METUIIMHCKUM pPAOOTHUKOM 3aMEHy JIE€KapCTBEHHOTO
npernapara.

38. HazHaueHHe HAPKOTUYECKUX U IICUXOTPOIHBIX JIEKApCTBEHHBIX Npenaparos cnucka Il [lepeuns
(32 HMCKJIIOYEHHEM JIeKapCTBEHHBIX IPENapaToB B BHUJE TPAHCAECPMAIbHBIX TepPaNeBTHUECKUX
CHUCTEM, a TaK)Ke JIEKAPCTBEHHBIX MPEMapaToB, COAEPKAIINX HAPKOTHIECKOE CPEICTBO B COUETAHUU
C QHTarOHUCTOM OITMOWJHBIX pPEIENTOpPOB) TpakJaHaM, HWMEIOIMM TpaBo Ha OecrulaTHOe
MOJIy4YEeHHUE JIEKAPCTBEHHBIX MPENapaToB WM MOJYUYESHHUs JIGKAPCTBEHHBIX MPETapaToB cO CKUIKOM,
ocyuiecTBisieTcss Ha peuentypHoM Omanke ¢opmsl N 107/y-HII, k koTOpoMy DOMOTHUTEIHHO
odopmisiercs peuent Ha peuentypHom Omanke Gopmsl N 148-1/y-04(11) (B ABYX dK3eMILIsApax MpH
odopmIIeHUH Ha OyMa)KHOM HOCHUTEIE).

39. HazHaueHHe HAPKOTUYECKUX U IICUXOTPOIHBIX JIEKapCTBEHHBIX Npenaparos cnucka Il [lepeuns
B BUJIC TPAHCAEPMAIbHBIX TEPANEBTUUECKUX CHUCTEM, HAPKOTHUYECKUX JIEKAPCTBEHHBIX IPENapaToB
coucka Il Ilepeuns, comepx’amux HAPKOTHYECKOE CPEACTBO B COYETAHMH C AHTATOHUCTOM
OMUOMJIHBIX PELENTOPOB, ICUXOTPONHBIX JIEKapCTBEHHbIX mpenapaToB cnucka [ Ilepeuns,
JIEKapCTBEHHBIX IpenaparoB, BKIIOUEHHBbIX B mnepedeHb [IKY, comepxamuxcs B MOAMYHKTE 2
nyHkta 11 Hactosmero Ilopsnka, mpeaHa3HadeHHbIE JUI JIEYEHUS IpaXk/laH, UMEIOLINX MIPaBo Ha
OecruiaTHOE TOJTYYEeHHE JICKAPCTBEHHBIX MPENapaToB WM IMOJyYeHHE JIEKAPCTBEHHBIX INPETapaToB
CO CKUJAKOH, ocyllecTBIseTcs Ha penentypHbix Omankax ¢opm N 107-1/y u N 148-1/y-88, k
KOTOPBIM JIOMIOJHUTEIBLHO O0pOPMIISIETCSI pelienT Ha perentypHoM Oianke Gopmbr N 148-1/y-04(i)
(B IBYX 3K3eMIUIApax Mpu opopMIeHUU Ha OYMaKHOM HOCHUTEIIE).

Ipunooscernue N 1

Kk Ilopsioky nasnauenus
JIeKapCmeeHHbIX NPenapamos,
VMBEPAHCOEHHOMY NPUKAZOM
Munucmepcmea 30pagooxpaHenis
Poccuiickoii @edepayuu

om 24 nosaops 2021 2. N 1094n

KOJINYECTBO HAPKOTHYECKHUX CPEACTB UWJIHN
IHCUXOTPOIIHBIX BEHIECTB, KOTOPOE MOXKET
BbITbH BBIIIMCAHO B OJHOM PELEIITE
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N /it Mex1yHapoHOE HETTaTEeHTOBAaHHOE dopma BBITTyCKa U Komnuectso
HalMEHOBAaHNE HAPKOTUYECKOTO U JI03UPOBKa
MICUXOTPOITHOTO JIEKAPCTBEHHOTO
npernapara

1. bynpenopdux + Hanokcon TabGnerku 60 TabneTok
cyOsnmurBanbHble 0,2 Mr|(ymakoBka, kpatHas N
+ 0,2 Mr 20)

2. bynpenopdun PactBOp /U1 MHBEKLUH, 30 ammyn
0,3 mr/ma 1 v (T puI-TIOOMKOB)

3. bynpenopdun TpancaepManbHbI
[1aCTHIPb
35 mkr/gac 20 rutacteipeit
52,5 MKr/49ac 10 nacteipeit
70 MKT/49ac S TuracTeIpei

4. Mopdun PactBOp /U1 MHBEKLUH, 20 amyn
PacTBOP IS (IIpHUII-TIOOUKOB)
[O/TKO’KHOTO BBEJICHUS
10 mr/mm 1 Mo

0. Konenn + Mop¢un + Hockanun + PactBop s 20 ammyn

[TanaBepun + Tebaun [OJIKOXKHOTO BBE/ICHUS

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

6. Tpumenepuaux TabneTku 25 mr 50 TabieTok

7. Tpumenepuanx PacTBOp a1 uabekiui 20 ammyn
10 mr/mm 1 Mo (IIpHUI-TIOOUKOB)
20 mr/mut 1 mn

8. Mopdun Tabnetku (kamcynsl) {180 TabneTok (karmcyn)
MpoJoHTHpoBaHHOTO |60 TaGneToK (Kamcymn)
MeHCTBUS 40 TabneTok (KarcyJ)
10 mr 20 TabneTok (karcyin)
30 mr 20 TabneTok (Karcyn)
60 mMr
100 mr
200 mr

0. Mopdun Tabnerku
5 Mr 100 Tabnerox
10 mr 100 Tabnerox

10. Mopdun Kannu s npuema 4 prakoHa
BHYTpH 20 Mr/mi 20 mi

11. Mopdun PactBop 1 npuema

BHYTPb (MOHOJI03bI)
2 MIr/mMi 5 mi

6 Mr/Ma 5 M

20 Mr/mia 5 mn

100 ammy i/
80 amrry /3

30 amtyn 11/




12. OxcukonoH + Hamokcon Ta0meTku
[POJIOHTUPOBAHHOTO
e CTBUS
S5 Mr + 2,5 Mr 100 TabneTox
10 mr + 5 mMr 60 TabneTok
20 mr + 10 mMr 40 Tabnerox
40 mr + 20 mr 20 TabneTok
13. [TponmonmindenmmToKcHITHIIHIIEpUArH|T abnetku 3ameunsie 20 [S0 TabneTok
MT
14. DeHTaHuI [ [nacTeipb
12,5 Mkr/4ac 20 mmacTeipeit
25 MKr/4ac 20 ruacteipeit
50 MKr/4ac 10 nmacteipeit
75 MKr/4ac 10 nnacteipeit
100 Mxr/yac 10 nutacteipeit
15. DeHTaHuI Cripeii Ha3aJIbHBIN

Ditakon 50 MKr/m03a
2,0 mi1 (10 103)

3,2 M (20 mo3)

5,0 mit (40 mo3)
Dirakon 100 MkT/mo3a
2,0 mi1 (10 103)

3,2 M (20 mo3)

5,0 mit (40 mo3)
Dirakon 200 MKT/m03a
2,0 mi1 (10 103)

3,2 mi (20 no3)

5,0 Mt (40 mo3)

24 ¢akona
12 ¢pnaxoHoB
6 (rakoHOB

12 pmakoHoB
6 (1akoHOB
3 ¢urakona

12 pmakoHOB
6 (h1akoHOB
3 ¢urakona

Ipunoscenue N 2

K Ilopaoky nasnauenus

JIeKapCmeeHHblX npenapamoe,

VMBEPAHCOEHHOMY NPUKAZOM

Munucmepcmea 30pasooxpanenuist

om 24

Poccuiickoii @eoepayuu

Hos6ps 2021 2. N 1094n

Cnpasouno

PEKOMEH/IOBAHHBIE K UCITIOJIB3OBAHHIO

COKPAIIEHUA ITPU O©®OPMJIEHUU PELEIITOB




N | Cokpaimenue IMonHoe Hanucanue IlepeBon
/11

1. |aa ana 110, IOPOBHY

2. jc., acid. acidum KHCIIOTa

3. [aer. aerozolum a>p030J1b

4. jamp. ampulla amITyJia

5. fag. agua BOJA

6. |aq. purif. aqua purificata BOJIa OUMIIICHHAS

7. |but. butyrum MacJio (TBepaoe)

8. |caps. capsula Karcysa

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

10. . Da (Detur, Dentur) Brinaii (ITycts Beigano, I1ycts
OyJIeT BBIIAHO)

11. |D.S. Da, Signa Detur, Signetur Brimaii, 0603Haub [TycTs Oymer
BbI1aHO, O003HAUYEHO

12. |D.td. Da (Dentur) tales doses Beinaii (ITycte OyayT BbIIaHBI)
[TaKue JI03bI

13. (dil. dilutus a3BeJICHHBIN

14. |Div. in p.aeq. [Divide in partes aequales Paznen Ha paBHBIC YacTH

15. lemuls. emulsio HMYIIbCHUS

16. [extr. extractum PKCTPAKT, BBITSIKKA

17. in enem. in enemas B MUKDPOKJIH3Max

18. |F. Fiat (fiant) [Tycth 0Opasyetcst (00pa3yroTcs)

19. [gran. granulum rpaHyJIbl

20. |ot., gtt gutta, guttae KaruIsl, Kt

21. |gtt. peror. guttae peroralis KaruIi JUIsl IpueMa BHYTPh

22. |inf. infusum HACTOI

23. [in amp. in ampullis B aMITyJIax

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

25. |in tab. prolong. [in tab(u)lettis prolongatis B Ta0JIETKAX C MPOJIOHTUPOBAHHBIM
BBEICBOOOKICHUEM

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

obd. BBICBOOOXICHUEM, TOKPBITHIX

000J104KOM

27. |in tubul. in tubulis B TIOOMKAX

28. [lin. linimentum ITUHIMEHT

29. [lig. liquor PKHJIKOCTD

30. (lot. lotion mochOH

31. |m. pil. massa pilularum ITIOJIbHAS Macca

32. |membr. bucc. |membranulae buccales TUICHKY 3aI1CYHbIC

33. M. Misce, Misceatur Cwmerait
(ITycts Oyzmer cMeriano)

34. |mixt. mixtura MHUKCTYpa

35. |N. numero YHCIIOM

36. ol oleum Macsio (KHIKOE)

37. |past. pasta nacra

38. |pil. pilula, pilulae MVUTIOJIS, TTVUTIONN




39. |p. aeq. partes aequales ABHBIC YaCTH

40. |ppt., praec. praecipitatus 0CaXICHHBIN

41.  |pulv. pulvis OPOIIOK

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

43. Ir., rad. radix KOpEHb

44. Rp. Recipe Bozbpmu

45.  [Rep. Repete, Repetatur [loBTopu (IlycTts Oyner
MOBTOPEHO)

46. [rhiz. rhizoma KOPHEBUIIIE

47. |S. Signa, Signetur 0O603naub (ITycts Oyaer
0003HaYEHO)

48. lsem. semen cemst

49.  simpl. simplex pOCTOM

50. [sir. Sirupus cupon

51. [sol. solutio acTBOP

52. Ispr. Sspray cripeit

53. [spr. nas. spray nasale CIIpel Ha3aJIbHbIN

54. supp. suppositorium CBEYa, CYMITO3UTOPHIA

55. |susp. SUspensio CYCIICH3HsI, B3BECh

56. [tab. tab(u)letta rabyeTka

57. [t-ra, tinct. tinctura HacTOHKa

58. [tubulis tubulis TFOOMKH

59. |STT Systema Therapeutica TpancaepmanbHas

Transcutanea TepaneBruueckas Cucrema
60. |ung. unguentum Masb
61. |vitr. vitrurn CKJISTHKA

MyYHMCTEPCTBO 3OPaBOOXPAHEHUS

Poccumickon denmepaumnm

Ipunoosicenue N 2

K npuxa3zy Munucmepcmea 30pasooxparenus

Poccuiickoii @edepayuu

om 24 nosaops 2021 2. N 1094n

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

Kon dopwmer o OKYI

Kon yupexnmeHma no OKIIO

MemomMumMHCKad OOKYMeHTalud



HamMeHOBaHMe (mMTaMiIl) dopma N 107-1/y

MEOUIIMHCKOM OpIraHMu3alum YTBepXxIOeHa IPUKa30M
MUHMCTEpPCTBA 3OPaBOOXPaHEHUA
Poccurickon Odenmepaumum

or 24 Hosabpsa 2021 r. N 1094H

PELEIT
(B3pOCIE, IOEeTCKMM — HYXHOE NONUEPKHYTH)

" " 20_ .

daMUIIMsa, MHMLMAJE MMEHM UM OTUeCTBa (mocnenunee - Inpn HaJIM4UM)

nalumMeHTa

DaTa poxmeHUA

daMuIMsa, WHMIIMAJE MMEeHM M OTuecTBa ([ocjelHee — IMPM HaJIUUUM)

Jleyamero Bpada (dernbamepa, akylepKu)

py6. |xomo. | Rp.
pyO. |kom. | Rp.
py6. |xomo. | Rp.




I[loonuce
M I[IeyaTb Jiedallero Bpaua M.II.

(momnmuce QeJsbpaumepa, akKyllepKu)

PeuenT gpgemcTBUTEJIeH B TedeHume 60 mHem, mo 1 roma ( )

(HyXHOE MONUEePKHYTH) (yxaszaro

KOJIMUECTBO IHEM)

OBopoTHas CTOpPOHAa

OTMeTKa O HAa3HAUEeHUU
JIEKAQPCTBEHHOT'O IIpelnapaTta
IO PEUWeHMK BpauebHOM KOMUCCUU

[IpuroToBUI [lporepui OTnycTumi

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

MUHMCTEPCTBO 3OPaBOOXPaHEHUA Kon dopwmer mo OKYZI 3108805
Poccumickom denmepalum MenmumMHCKas JOKyMeHTalus
dopma N 148-1/y-88

HamMeHOBaHMe (WTamil) YrBepXxmeHa IPUKas30M



MEeIMLVHCKOY OpTaHM3almun MyHMCTEPCTBA 3OPAaBOOXPAHEHMUS
Poccumckom demepaumnm

HamMeHOBaHMe (WITaMII) or 24 HosbOpsa 2021 r. N 1094n

VMHIVBULOYAJBHOTO MNPellpUHUMAaTEIS

(ykazaTh ampec, HOMEp UM OaTy JUIEeH3UM,

HaMMEeHOBAaHME OpTraHa T'OCYyOapCTBEHHOMW BJACTM,

BLHIDABIIETO JIMLIEH3UI)

PELEIT mo 20 T.
(maTa odopMIIeHUS-pelernTa)

(B3pOCIEM, IOEeTCKMM — HYXHOE NONUEPKHYTH)

damMmnma, MHMUMAJE MMEHM M OTdUecTBa (NocjenHee — IIPM HaJIMUUN)
nauMeHTa

JaTa poxneHud

Anpec MecTa XuUTeJbCTBa MM N MeIMUMHCKOM KapTh aMOyJlaTOPHOTO
nauMeHTa, [NOoJydanler'o MeOMUMHCKYI IIOMOIE B aMOYJIATOPHBIX YCJIOBMAX

damMmnmsa, MHMLUMAJBE MMEHM M OTUEeCTBAa (IOoCJenHee — MIPpM HAaJIMYMM)
Jledamero Bpada (denpmmepa, aKylEepKM)

Pyb6. Korm. Rp:

[loponuch M IIeYaThb Jieuallero Bpauda M.II.
(noonnuce ¢esprumepa, akKyllepKu)

PeulenTt ImeMCcTBUTEJIEH B TeueHMe 15 mHen



ObopoTHas CTOpPOHAa

OrMeTKa O Hal3HadeHUM
JIEKAPCTBEHHOT'O IIpernapara

10 PEUWEeHMK BpaduebOHOM KOMUCCUU

[TouroToBMII

[TpoBepmn

OrnycTui

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

MMHMCTEPCTBO 3IOPaBOOXPaHEHUA YTBEPXIEHA
Poccumickon denepaumum MECTO IJIA npmukasoM MuUHMCTEpCTBAa
MTPUXKOLOA <*> 30PaBOOXPAaHEeHMA

IITamMmrl

Konm MemmuuUMHCKOM OpTraHM3alMn

Poccumickom denepaumum
or 24 HOoa6psa 2021 r.
N 1094u

MTamMmrIl




Kon mMHIOMBMIOYyAJIbBHOT'O INpeOlipMHVIMaTeJIA

Kon dopwmer mo OKYJ 3108805

dopma N 148-1/y-04 ()

Kon Kon IcTOUHMK OMHaAHCHMPOBaAHMA: |$ ONJATH:
KaTeropum HO3O0JIOTUYECKOM |(IIOOUYEPKHYThH) (IOOUEpPKHYTH)
TrpaxnaH dopmer (o MKE)
1. denepasibHBM OROOXET 1. BecnmnaTHO
2. BomxeT cybbekTa 2. 50%
Poccurickon denmepaumnm
3. MyHuMUMNOAJbHBENM OwnmxeT |3. MHOM %
PEIEIT Cepwus N IaTa obopMIIeHUS : 20 .

SaMuIInsa, MHULMATIE MMEHM M OTUEeCTBAa

npm HaJlMuMM) I[alMeHTa

(mocyenuee
JaTa poxneHmA

CHIWJIC

N roJsimca
00g3aTeJIbHOTO
Me OVILIIVIHCKOTIT'O
CTpaxoOBaHMA :

HoMep MeOMIMHCKOM KapThH DalMeHTa,

aMGYHaTOpHHX YCIIOBUMAX

daMmIiMsa, WMHUIIMAJE MMEHM M OTUeCTBa

Jieyamero Bpada

IIoJiydamnmero MeIMIMHCKYI IIOMOIb B

(besbomepa,

aAKYLIEPKM)

(mocyenmHee - HOpPM HAJIUUUU)



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

PyO. Korm. 2 -

5

S e o =

[loonuch M NeYaThb Jiedyaller'o Bpada M.II.
(noopnuce ¢Qesprumepa, akKyllepKHu)

PeunienT meMcTBUTeNIeH B TeueHme 15 mgHem, 30 muelt, 90 nHeml
(HyXHOE NONUEPKHYTH)

———————— (3amojiHgeTCca CHeurajMCTOM alTeUYHOM OpTaHM3almu) ———————-

OTNyLEeHO II10 PeLenNTy: Toproeoe HaMMEHOBaHME
1 OO3MPOBKA:

llaTa ornycka: " " 20 1. |[KoImuecTBO:

[[PMTOTOBMII: [[poOBEPMII X OrnycTm:

(IMHMS OTpPHIBA)
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[IPUTOTOBMUII [IpoBepwM OTnycTum

<*> B cJjiydae M3TOTOBJIEHMS pPeLeNTypHOTO OJiaHKa C MCIOJIb30BaHMEM
KOMIILIOTEPHEIX TEXHOJOTUINA.

Ipunoxcenue N 3

K npukazy Munucmepcmea 30pagooxpanenus

Poccuiickoii @edepayuu

om 24 noaops 2021 2. N 1094n

HOPAJOK O®POPMJIEHUA PELIEIITYPHbBIX BJIAHKOB
HA JIEKAPCTBEHHBIE ITIPEITAPATBI, UX YYETA U
XPAHEHUA

l. Odopmiienne penenta Ha OyMa:KHOM HOCHTeJIE

1. Ha penentypubix 6nankax ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(;1) B 1eBoM BepXHEM
YIITy MPOCTABIISIETCS MITAaMI MEJAUIIMHCKOW OpraHW3alny ¢ YKa3aHHEM ee HauMECHOBAHHs, aapeca U
TeseoHa ¢ TaTON BBIMTUCKY (IaToil oopMIIeHHs ) peLienTa Ha JIEKapCTBEHHBIH Mpernapar.

HomnonmuutensHo Ha penentypHoMm Omanke ¢opmbl N 148-1/y-04(n) mpoctaBisieTcst  KoOJ
MEJWIIMHCKONW OpTaHW3allii B COOTBETCTBHH ¢ OCHOBHBIM T'OCYAapCTBEHHBIM PETHUCTPANHOHHBIM
Homepowm (manee - OI'PH).

Cepust penienitypHoro Omanka (opmer N 148-1/y-04(1) BriowaeT koj cyObekTa Poccuiickoii
Oenepalivi, COOTBETCTBYIOUIMI JBYyM TepBbiM Ludpam OOmepoccuiickoro kiaccudukaropa
00BEKTOB aIMUHICTPATUBHO-TEPPUTOpHaAIbHOTO AeneHus (nanee - OKATO).

Paspemaercst u3rorasnuBarh perentypusie Omanku ¢popmsl N 107-1/y u popmbr N 148-1/y-04(1) ¢
HOMOIIBIO KOMITBIOTEPHBIX TEXHOJIOTHH.

Penenrypusie Omankm  gopmer  popmbr N 148-1/y-88 w3roraBmuBarOTCs HUCKIIOYUTEIHHO
TUNOTPadCKUM CIIOCOOOM.

2. Ha peuentypHbix OnaHkax, OQOpPMIISIEMBIX WHIUBUAYAIbHBIMU MPEANPUHUMATEISIMH,
UMEIOIIMMH JIMIICH3UI0O Ha MEIUIMHCKYIO JESTEIbHOCTh, B BEPXHEM JIEBOM YTy TUHOTPa(CKUM
croco0OM MM IyTeM MpPOCTAaBJICHMs IUTaMIMa JOJDKEH OBbITh YKa3aH aJpec HMHIUBHYaJIbHOIO
IpPEANPUHAMATENA, HOMEP M JlaTa JMIECH3WH, HaUMEHOBAHHME OpraHa roCyJapCTBEHHOM BIACTH,
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BbIJABIICTO JIMIICH3UIO.

3. Penentypubeie Omanku ¢dopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(x) 3amomHsAIOTCS
MEIUITUTHCKUM PAa0OTHUKOM YSPHUIIAMH MJIH IAPUKOBOU PYUKOH.

4. Jlomyckaetcs oopmileHHE BCeX PEKBH3HUTOB (3a MCKIOUYeHHeM pekBusuTa "[loamuce nevamero
Bpaua (moamuchk ¢enpamepa, akymepku") perentypHbelx OsnaHkoB (opmel ¢opmsr N 107-1/y,
dopmbl N 148-1/y-88 u hopmer N 148-1/y-04(:1) ¢ HCTIOIB30BaHUEM TTEYATAIOIINX YCTPOMCTB.

5. Odopmnenune peuentypHsix OnankoB ¢opmbel N 148-1/y-04(1) Bximrouaer 1udpoBoe
KOJIUPOBaHUE.

[{udpoBoe KOAMPOBaHKE YKA3aHHBIX PEIENTYPHBIX OJIAHKOB BKIIFOYAET:

1) xon menunuHckoil opranuzauuu (OI'PH) unm kxonx MHAuMBUAYadbHOrO NpEINpPUHUMATENS B
COOTBETCTBUM ¢ OCHOBHBIM T'OCYJapCTBEHHBIM DPETUCTPALMOHHBIM HOMEPOM HHIUBUAYAJIBHOIO
npennpuaumarens (nainee - OI'PHUII), mnpocraBnsiemblii Npu M3rOTOBICHUM PELENTYPHBIX
0J1aHKOB;

2) KOJI KaTeropuM TIpa)x</laH, MMEIOIIMX IpaBO Ha IOJy4YeHHE JIEKAPCTBEHHBIX IpenapaToB B
COOTBETCTBUHM €O cTaThel 6.1 DenepampHoro 3akoHa ot 17 wmroms 1999 r. N 178-®3 "O
roCcy/1IapCTBEHHOW colralibHON nomomu" <1>, u Koz Ho30J70rn4eckoi hopmbl o MexyHapoIHOM
CTaTUCTHYECKOW Kiaccudukaimu Oosie3Heil u mpolOiieM, CBSI3aHHBIX €O 370poBbeM  (10-i
nepecmotp) (nanee - MKDB), 3anosiHseMble jeyaliuM BpauoM IyTeM 3aHECEHHs KaXIoW Hudpbl B
IIyCThIE STYEHKH, ITPU ITOM TOYKA IIPOCTABIIAECTCS B OTAEIBHOU STUEHKE;

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

3) ormerky o0 ucTtouHuke ¢uHaHCcHUpoBaHUs ((denepanbHblil OrokerT [1], OromkeT cyObekTa
Poccuiickoit ®enepanuu [2], MyHHUNHMNanbHBIA OromkeT [3]) W TPOIEHTE OIUIATHI perenTa
(6ecrmatho [1], 50% [2], uHoit % [3]);

4) WTPUX-KOA - JOMOJHUTENIBHBIA PEKBU3UT (B CIy4dae M3TOTOBIEHHS HAa TEPPUTOPHM CyOBEKTa
Poccuiickoii @enepaiuu penenTypHOro 0JiaHka ¢ UCIIOJIb30BAaHUEM KOMITbIOTEPHBIX TEXHOJIOTH).

6. B peuentypubix 6mankax ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(x1) B rpade "Damunus,
WHUIMAIBI UMEHU W OTYecTBA (MOCNIEeIHEee - MPU HAJTUYMAN) TMaleHTa" YKa3bIBarOTCS (haMuius,
WHUIMAIIBI IMEHU U 0TYeCTBa (TIOCIEAHEE - PY HAIWYUH) TTAI[UCHTA.

7. B peuentypusix Omankax ¢opm N 148-1/y-88, N 107-1/y m N 148-1/y-04(1) B rpade "ata
poxaeHus" yKa3bIBaeTCs JaTa POKICHUS MAlMEeHTA (YUCII0, MECSII, TO).

JlononHurtenbHO B penentypHbix Onankax ¢gopmbsl N 148-1/y-88 u dopmsr N 107-1/y nnis nereit B
Bo3pacte 10 1 roga B rpade "Jlata pokneHus" yka3bpIBaeTCs KOJIHMYECTBO MOJHBIX MECSIIEB.

8. B peuentypubix Onankax ¢opmbel N 148-1/y-04(;1) B rpagax "CHUHIIC" um "N mnonuca
0053aTeTbHOT0 MEIUIIMHCKOTO CTPaXOBaHHUA'" YKa3bIBAIOTCS CTPAXOBOM HOMEP MHIUBUIYaJbHOTO
naureBoro cuera rpaxnanuHa B [lencmonnom ¢onzae Poccuiickoit ®enepammu (CHUJIC) (mpm
HAJIMYMN) U HOMEP IoJIuca 0053aTeIbHOT0 MEAUIIMHCKOTO CTPaXxOBaHUS.

9. B penentypubix Omankax gopmber N 148-1/y-88 B rpade "Anpec Mecta )KHUTEIbCTBA WM HOMED
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MEAMIIMHCKOW KapThl MAaIMEeHTa, IOJYYaIolero MEAMIHUHCKYI0 IOMOIb B aMOyJIaTOPHBIX
ycIoBHAX", YKa3bIBa€TCSl TOYTOBBIA aJpec MecTa KHUTeNbCcTBAa (MecTa MpeOBbIBaHUS WM MECTa
(bakTUYeCKOro MPOKMUBAHUS) MALMEHTA WU HOMEP MEIUIIMHCKOW KapThl MAIUEHTA, OTyUYaIOIIero
MEAMIIMHCKYIO TOMOIIh B aMOYJIaTOPHBIX YCIOBHUAX <2>.

<2> [lpuka3z MunuctepcTBa 3apaBooxpanenusi Poccuiickoit ®eneparm ot 15 nexabps 2014 r. N
8341 "OO6 yTBepkJIeHMH YHHU(PHUIUPOBAHHBIX (OPM MEAULMHCKON TOKYMEHTALUH, UCIIOJIb3YEMbIX B
MEIUIIMHCKUX OPTaHU3aAIMIX, OKAa3bIBAIOIIMX MEAUIIMHCKYIO TOMOIIb B aMOYJIaTOPHBIX YCIOBUAX, U
nmopsiIKOB 1o uXx 3amoyiHeHnio" (manee - Ilpukaz N 834H) (3apeructpupoBaH MUHHCTEPCTBOM
foctunun  Poccmiickoit ®@enepamun 20 ¢espanst 2015 1., peructpammonusiii N 36160) c
U3MEHEHUSIMU, BHECEHHBIMU NpUKa3aMu MuHUCTEpCTBa 3paBooxpaHenus Poccuiickoit @enepannu
ot 9 suBaps 2018 r. N 2 (3apeructpupoBan MunucrepcTBoM toctuuuu Poccuiickoit @enepaunu 4
ampenst 2018 1., peructparmonsnsiidi N 50614), ot 2 Host6pss 2020 r. N 1186H (3apeructpupoBan
MunucrepctBoMm toctunuu Poccuiickoit @enepanyu 27 Hoa0pst 2020 r., peructpaunoHHbli N
61121).

VYka3zaHue M ajgpeca MeCTa KUTEJIbCTBA U HOMEPA MEJULUHCKON KapThl NALMEHTA, I10JIy4Yarollero
MEAMIMHCKYIO ITOMOIIb B aMOYJIaTOPHBIX YCIOBUSIX, HE SIBJISIETCS OIINOKOM.

B penentypnbix 6mankax gopmsr N 148-1/y-04(x) B rpade "Homep MeTUIIMHCKOM KapThl MAIMEHTA,
MOJYYalOEro MEIUIMHCKYI0 MOMOIIb B aMOYJIAaTOPHBIX YCIOBUSX'" yKa3bIBaeTCs HOMEp
MEIUIIMHCKON KapThl MAallMEHTa, MMOJyYaloIlero MeAUINHCKYIO TTOMOIb B aMOYIaTOPHBIX yCIOBUSAX
<3>.

<3> [Ipuxa3 N 834H.

10. B rpade "damumnusi, ”HUIIAATB UMEHU B OTYECTBA (TIOCIEAHEE - IPH HATTUYHH) JISYAIlero Bpadya
(penpamepa, akymepku)" penentypHbix OmankoB ¢opm N 148-1/y-88, N 107-1'y m N
148-1/y-04(11) yka3pIBatoTCs MOJTHOCTHIO (haMuUJIHsl, MHUIIMATIBI UMEHH, OTYecTBa (TMOcienHee - Mpu
HAJIMYUH) METUIIMHCKOTO pa0OTHUKA, HA3HAYHMBIIETO JICKAPCTBEHHBIC TperapaThl U 0(hOPMHUBIIETO
peLenT.

11. B rpade "Rp" peuentypusix OmankoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(m)
YKa3bIBA€TCA:

1) HamMeHOBaHUE JICKAPCTBEHHOTO TperapaTa (MEeXIyHapOIHOEC HEMATCHTOBAHHOS HAUMEHOBAHHE,
TPYIIHPOBOYHOE WIIH XUMUYECKOE HAMMEHOBAaHUE, TOPIOBOEC HANMEHOBAHHUE) HA JIATHHCKOM SI3BIKE
WIH Ha PYCCKOM sI3bIKe, (hopMa BBIYCKa, TO3UPOBKA, KOJMYECTBO (YKa3bIBACTCS MPOMHCHIO Ha
penentypaoM Osranke ¢popmsl N 107/y-HIT);

2) crnoco® TpUMEHEHHUs JIEKapCTBEHHOIO IMpenapara Ha TOCyJapCTBEHHOM si3bike Poccuiickoit
denepaliuy UM Ha rocylapcTBEHHOM sizbike Poccuiickoit denepaniuu U rocyaapCcTBEHHOM S3bIKE
pecnyOIMK U UHBIX s3bIKax HapoaoB Poccuiickoil @enepanuu <4>.
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<4> Yacte | crateu 15 3akona Poccuiickoit @enepammu ot 25 oxtsaops 1991 r. N 1807-1 "O
s3pIkax HaponoB Poccwiickoit ®enepanuu” (mamee - 3akon N 1807-1). (Bemomoctu cwesna
Haponubix genyTatoB PCOCP u BepxosHoro Cosera PCOCP, 1991, N 50, ct. 1740; Cobpanue
3akoHoaarenscTBa Poccuiickoit denepanuu, 1998, N 31, ct. 3804).

13. IIpu opopmiieHnH pellenTypHBIX OJaHKOB 3allpellaeTcsi OTPaHNYUBATHCS OOIIMMHU YKa3aHUSAMU,
Harpumep, "Bayrpennee", "N3BecTHO".

B snekmponnom 0oxymenme Hymepayus nyHKmog coomeemcmayen 0QuuuaibHomy
UCMOYHUKY.

14. Peuent, odopmiieHHBIH Ha penentypHoM Onanke ¢dopm N 148-1/y-88, N 107-1/y u N
148-1/y-04(11), moanmuchIBaeTCsS MEIUIIMHCKUM PAOOTHUKOM U 3aBEPSETCS €0 MeYaThlo.

Penenit, oopmiiennslii Ha perentypHoM Onanke ¢opmbl N 148-1/y-88 u popmer N 148-1/y-04(x),
JIOTIOJTHUTENIBHO 3aBEePsETCs MeYaThi0 MEAMIMHCKON opranuzanuu "/{ns peuentos".

Jns peuenta, opopmiieHHOTO Ha perientypHoM Onanke ¢opmbl N 107-1/y, manmuue neyarn "J{ist
perenToB" He SBISETCS 00S3aTeIbHBIM.

15. Ha onaom penentyprom Onanke Gopmber N 148-1/y-88 u hopmer N 148-1/y-04(:1) paspemraercs
OCYIIECTBIISATh HA3HAYEHHE TOJIBKO OJIHOIO HAUMEHOBAHUS JIEKAPCTBEHHOTO MIpenapara.

Ha omnom penentypHom Omanke ¢dopmsl N 107-1/y paspemraercss ocymiecTBIsATh Ha3HAYCHHE
TOJILKO OJIHOTO HAWMEHOBaHHWsS JICKAPCTBEHHOTO TMpemapara, oTHocsmerocs mo ATX
anTuncuxotnueckuM cpeactBam (koa N 05A), ankcuonutukam (kox N 05B), cHOTBOpHBIM H
cenatuBHbIM cpenctBaMm (kog N 05C), antmpenpeccantam (kog N 06A) m He momaexariero
MPEIMETHO-KOJIMYECTBEHHOMY Y4YETY, U JI0 TPEX HAUMECHOBAHUH JICKAPCTBEHHBIX MPEMapaToB - IS
UHBIX JICKAPCTBCHHBIX MPENapaToB, HE OTHECCHHBIX K BbIleyka3aHHbIM ATX.

16. McripaBneHus B peuenTe He TOIyCKaroTCs.

17. Ilpu opopminenun peuentypusix 6mankoB Gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x1) Ha
JIEKapCTBEHHBIE TIperapaThl, Ha3HAYCHHBIC 110 PEIICHHIO BpadeOHON Komuccuu, Ha 000poTe
pEeLEnTypHOTo OJIaHKa CTAaBUTCA CIIEIMANIbHAsI OTMETKA (1ITamI).

18. Ha penientypraom Ostanke ¢opmbl N 148-1/y-04(i1) BHU3Y UMEETCS JIMHKSI OTPBIBA, pa3AeIIIOIIas
pelenTypHbIN OJIaHK M KOPEIIOK.

Kopemiok ot penenta, opOpMICHHOTO HAa yKa3aHHOM PEIENTypHOM OJaHKe, BBIOACTCS MAlUEHTY
(ero 3aKOHHOMY IPEACTAaBUTENI0) B ANTEYHON OpraHM3allMM, Ha KOpEIIKe JENaeTcsi OTMETKa O
HAaUMEHOBAHUH JICKAPCTBEHHOTO Tperapara, J03UPOBKE, KOIMIECTBE, CIOCO0E MPUMCHECHHUS.

1. Odopmiienue penenta B popMe 3JIEKTPOHHOT0 IOKYMEHTA

19. Penent B popMe 3JIEKTPOHHOTO JOKYMEHTA, MOAMHCAHHOTO YCHUJICHHOM KBaTH(UIIMPOBAHHOMN
AIIEKTPOHHOM MOAINKUCHI0, POPMHUPYETCS] MEAULIUHCKUM PAaOOTHUKOM, CBEACHHUS O KOTOPOM BHECEHBI
B (enepanabHbIl PerucTp MEIUIMHCKUX PaOOTHUKOB <5>, a TakKe NMPHU YCIOBHM PETHCTPALUU
MEAMIIMHCKOW OpraHu3alud, B KOTOpoW odopmistercs penent, B (QeaepansHOM peecTpe
MEIUIIMHCKUX OpTraHu3aIuil <6> eIuHON rocynapCTBEHHON HWHGOPMAIIMOHHOW CHUCTEMBI B cdepe
3IpaBOOXPAHEHUs M MOJKIIOYEHHS TaKOM MEJUIMHCKOW OpraHu3alud K TOCYyAapCTBEHHOU
UH(POPMALIMOHHOM cucTeMe B cepe 3npaBooxpaneHus cyobexTa Poccuiickoit @enepanuu <7>.
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<5> Yacte 4 crarbu 91.1 @enepansuHoro 3akona N 323-O3 (CoOpaHue 3aKOHOJATEIHCTBA
Poccutickoit ®enepammu, 2011, N 48, ct. 6724; 2020, N 29, ct1. 4516).

<6> Yacte 4 crarbu 91.1 @enepamshHoro 3akona N 323-®3 (CoOpaHue 3aKOHOIATEIHCTBA
Poccutickoit @enepamuu, 2011, N 48, cT. 6724; 2020, N 29, ct1. 4516).

<7> Cratbu 91 u 91.1 ®enepanbroro 3akoHa N 323-D3 (Cobpanue 3akoHOAaTeNbCTBA Poccuiickoit
®denepannm, 2011, N 48, cT. 6724).

20. ITpu odopmiiennn perenta B (popMe IEKTPOHHOTO JOKYMEHTa Ha JIEKapCTBEHHBIC TTPENaparhl,
yKa3aHHble B IyHKTax 9 u 11 Ilopsiaka Ha3HA4YEHMs JIEKAPCTBEHHBIX NPENAapaToOB, YTBEPKICHHOTO
HACTOSIIUM I[IPUKA30M, M OTIIyCKAaE€MbIE 3a IOJHYK CTOMMOCTb, 3allOJHSIOTCS CIEAYIOIINE
PEKBU3UTBHI:

1) xoxm cybOwekta Poccuiickoit @Peaepanmun no OKATO, ompenensomuii TOCYIapCTBEHHYIO
UHPOPMALIMOHHYIO CHUCTeMYy B cdepe 3apaBooxpaHeHus cyOwbekta Poccuiickoit denepanuu, B
KOTOpO# chopMUpOBaH penent B GopMe 3JIEKTPOHHOTO JOKYMEHTA;

2) HAMMEHOBAaHUE MEUIIMHCKOW OpPTaHMU3aIHH, aJipec, TeaedOoH Wi (aMILIis, HHALUATBl UMEHU U
oTdecTBa (MOCIAeAHEE - TPU HAIMYWHN) WHIUBUIYATBHOTO TIPEANTPUHUMATEIS, UMEIOIIETO JIMIICH3UIO
Ha MEIUIIMHCKYIO NEATEIbHOCTD, €r0 aJIpeC;

3) OI'PH ropunuyeckoro numna (MeaunuHckoi opranmzanuu) win OI'PHUII uaauBuayanbHOTO
MpeANpUHUMATEIIS;

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

5) nara oOKoHuUaHHWsS JeWcTBUS penenta (GopMHpPYeTCs TOCYIapCTBEHHOH WH(POPMAIIMOHHON
cucteMoil B cepe 3apaBooxpaHeHHs cyObekra Poccuiickoin ®enepanmui B COOTBETCTBHHU CO
cpokamu AeiicTBus peuenTos: 15 aueit, 30 nueit, 60 nueit, 90 aueit, 1o 1 roxa);

6) YHUKaIbHBI HOMEp perenta (hopMHUpPyeTCs TOCYIapCTBEHHON HH(OPMAIIMOHHON CHUCTEMOU B
chepe 3apaBooxpaHeHHss cyObekTa Poccuiickoii Denepanuu U o0eceyuBaeT OJAHO3HAYHYIO
UAeHTUUKAIMIO perienTa B popMe 2IeKTpoHHOTO JokyMeHTa B codyetanuu ¢ OKATO, OI'PH nmmn
OI'PHUII);

7) ormetku "Cito" (cpouno) wmim "statim" (HeMmeIJIeHHO) MPH HEOOXOAUMOCTH CPOYHOIO HIIH
HEMEJICHHOTO OTITyCKa JICKApCTBEHHOTO TpernapaTa NarueHTy;

8) anpec mamueHTa (yKas3bIBaeTCsl MOYTOBBIM apec MeCTa KUTEIhCTBA (MecTa MpeObIBaHUS WIIU
MecTa (PaKTHUECKOro NpOXKHBaHHS) C YKa3aHHEM WHJEKCa, HaWMEHOBaHUS Kpas, oOijacTu,
pecrnyOIrMKu, aBTOHOMHOTO OKpyra W MHOro cyowbekrta Poccuiickoit ®deneparnuu, HaMMEHOBaHUS
HACEJICHHOTO MYyHKTa, HAMMEHOBAHUS YIHUIBI (MPOCTIEKTa, Mepeyika, mpoes3ia), Homepa aoMa (c
yKa3aHHUEM KOpIlyca, Ip1 HAJIM4UK), HOMEpa KBapTHUPHI);

9) HOMEp SNEKTPOHHON MEIUIIMHCKOW KapThl MalMeHTa B TOCYIAapCTBEHHOH HH(OpMAIMOHHON
cucreMe B cepe 3npaBooxpaneHus cyobekta Poccutickoit denepanuu;

10) bamunmst, uMs, 0T4ECTBO (TIOCIIEHEE - IPH HATMYHUH) TIAIIMEHTA MOJTHOCTHIO;

11) pmara poxaeHuss nanueHTa (yKas3blBaeTCsi YHCIO, Mecsl, Troxa), g jaered no 1 rona
JIOTIOTHUTEIBHO YKa3bIBAETCSI KOJMUYECTBO MOJIHBIX MECALIEB;
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12) dbamMuinsi, ”HULIMATIBI UMEHU U OTYECTBA (ITOCJICIHEE - MPU HAJTUYHH ) MEIUIIMHCKOTO pabOTHUKA
MOJTHOCTBIO;

13) HauMeHOBaHHME  JIEKAPCTBEHHOTO  Mpemapata  (MEXIyHapoIHOE  HEMaTeHTOBaHHOE
HAaMMEHOBAaHME, TPYNIHUPOBOYHOE WM XWMHUYECKOEC HAMMEHOBAaHHUE, TOPTrOBOE HAMMEHOBAHUE),
JO3UPOBKa, (hopMa BBIMYCKa, KOJMYECTBO (BCE TO3UIINH YKA3bIBAIOTCS HA PYCCKOM SI3BIKE);

14) cmoco® mpuUMEHEHHs JIEKapCTBEHHOTO Ipernapara Ha TOCYIapCTBEHHOM s3bike Poccuiickoit
Penepanyy WIK Ha TOCYAAPCTBEHHOM s3bike Poccuiickont denepanuu U rocyJapCTBEHHOM SI3BIKE
pecmyOJIMK U MHBIX S3bIKaX Hapo10B Poccuiickoit denepammu <8>;

<8> Yactp 1 crateu 15 3akona N 1807-1 (Bemomoctu cbe3na HapomHwix aenytatoB PCOCP u
BepxoBuoro Cosera PCOCP, 1991, N 50, ct. 1740; CoOpanue 3akoHomarenbcTBa Poccuiickoi
Oeneparun, 1998, N 31, ct. 3804).

15) noKyMEHT, NOATBEPKIAIOIIMKA Ha3HAYEHUE JIEKAPCTBEHHOrO0 IIpernapara Mo PEeLICHUIo
BpaueOHONM KOMHCCHH MEIUIIMHCKON OpraHu3allny;

16) oTmeTka O Ha3HAYCHHMH JIEKAPCTBEHHOT'O Iperapara IO pEIIeHHI0 BpadyeOHOW KOMHCCHU
MEIUIMHCKON OpraHu3alMi B clydyasX, yKa3aHHbIX B a03ane BTopoM nyHkta 6 [lopsnka
Ha3HAa4YeHMsI JIEKAPCTBEHHBIX MPENapaToB, YTBEPKIECHHOTO HACTOSIIIUM IPUKA30M;

17) orMeTka O chenualbHOM Ha3HAYEHUM JIEKAPCTBEHHOTO IpemapaTa (3amoiHseTcs B Clydasx,
yKa3aHHBIX B MyHKTax 15 u 24 Tlopsaka Ha3HAYEHUS JIEKAPCTBEHHBIX MPEMapaToB, YTBEPKIACHHOTO
HACTOSALIUM IIPUKA30M);

18) oTMeTKa 0 crenuasbHOM Ha3HAUEHUU JICKAPCTBEHHOTO MperapaTa MalueHTy ¢ 3a0oyieBaHueEM,
TpeOyIOIMM JUIUTEILHOTO KYPCOBOIO JIEUEHUS (3amOJHSETCS B Clyyae, YKa3aHHOM B IyHKTe 23
[Topsinka Ha3HAauYEHMs JIEKAPCTBEHHBIX IIPEMApaTOB, YTBEP)KIACHHOI'O HACTOSIIUM IIPUKA30M) C
IIPOCTaBJICHUEM NEPUOAMYHOCTH OTITYCKa JIEKapCTBEHHOT'O IIpenapara;

19) nmpu odopmneHnn perenta B GopMe dIEKTPOHHOTO JOKYMEHTA HA JICKAPCTBEHHBIC MPErapaThl,
yKa3aHHbIC B TOANYHKTax 2 - 5 myHkra 9 m myakte 11 Tlopsiaka Ha3Ha4YeHHS JICKapCTBEHHBIX
MpernapaToB, YTBEPKASHHOTO HACTOSIINM MPHUKA30M, TpakaHaM, UMEIOILIUM IpaBo Ha OecruiaTHOe
MOJTyYCHHUE JIEKAPCTBEHHBIX MPENapaToB MM MOJYyUYSHHE JIEKAPCTBEHHBIX MPETapaToB CO CKHIKOM,
3aIOTHSFOTCSI PEKBU3HTHI, MTPEIYCMOTPEHHBIE MOAMYHKTaMU | - 18 HacTosIero myHKTa, a TakxkKe
CJICAYIOIINE PEKBU3UTHI:

a) KaTeropus TpaXkJaH, HMMEIOIMX TPABO Ha TOJYYCHHE JICKAPCTBEHHBIX IMpenapaToB B
COOTBETCTBUM cO cTaThel 6.1 denepampHoro 3akoHa ot 17 wumroms 1999 r. N 178-®3 "O
roCyJJapCTBEHHOM colnaibHOM oMo' <9>;

<9> CoOpanue 3akonoaarenbctBa Poccuiickoit @eneparuu, 1999, N 29, cr. 3699; 2020, N 52, cr.
8577.

0) xox HO30s0THUECKOH popmbl o MKB;
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B) UCcTOYHUK (uHaHcupoBaHus (1 - demepanpHbI OrOmKET, 2 - OMOMKET cyOBekTa Poccuiickoi
®denepann, 3 - MyHULIUTATBHBIN OIOKET);

r) pazmep omnatsl (1 - 6ecrmatho, 2 - 50%, 3 - unoit %);

JI) CTpaxoBOW HOMEp HHIUBUAYAJIBHOI'O JIMIIEBOTO cuUeTa TpaxknaHuHa B I[leHCMOHHOM (QoHIe
Poccuiickoii @eneparuu (npu vHanunauu) (CHUJIC);

e) HOMCp IoJIuca 00s13aTeIbHOTO MCIUIIUHCKOI'O CTPpaxOBaHUA.

21. Ilpn mpocTaBieHUN OTMETKH, YKa3aHHOW B moAnyHkre 16 mynkra 20 Hacrosmero Ilopsaka,
peuent B (opMe 3IEKTPOHHOTO JOKYMEHTa IOANMUCHIBACTCS YCHJICHHON KBAIM(UIIMPOBAHHOM
3JIEKTPOHHOM TOJMUCBIO MpeJcenaTeNss WM CeKpeTaps BpaueOHOM KOMHCCHM MEAMLUHCKOM
OpraHu3aly, MpU IPOCTABICHUM OTMETOK, yKa3aHHBIX B noamyHkrax 17 u 18 mnynkra 20
Hactosmero Ilopsnka, - yCHJIEHHBIMH KBaJIU(QUIMPOBAHHBIMU 3JEKTPOHHBIMU TOAMHUCIMHU
COOTBETCTBYIOINUX MEIULUHCKUX paOOTHUKOB.

22. Tlo TpeOOBaHMIO TAIMEHTa WM €ro 3aKOHHOTO TPEACTaBUTEIS O(OPMIIIETCS SK3EMILISp
peunenta B (QopMe SIEKTPOHHOTO JOKYMEHTa Ha OyYMa)KHOM HOCHUTele ¢ oTMmeTkoi "JlyOmukat
AJIEKTPOHHOI'O JJOKYMEHTA".

I11. Y4ueT penenTypHbIX 0JIAHKOB (32 MCKJIKOYEHUEM pelleNnTyPHbIX
0s1ankoB o popme N 107/y-HII "CnenuajbHbIi penentTypHbIi
0J1aHK'"")

23. Vuer penentypueix OmankoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(),
W3rOTAaBIMBAEMBIX THIOTPA()CKUM CITOCOOOM (J1aniee - pelenTypHble OJaHKH, MOISKAIIUE YIETY),
OCYIIECTBIAETCA B JKypHallaX yd4eTa, IIPOHYMEPOBAHHBIX, IPOLIHYPOBAHHBIX M CKPEIJICHHBIX
MOJAMUCHI0  PYKOBOAWMTENS WM  MEYaThbl0  MEAMIMHCKOM  OpraHu3allMd WIH  TOJAINHUCHIO
WHIMBUAYAJIEHOTO MPEIIPUHUMATEIS, UMCIOIETO JTUIICH3UIO HA METUIIMHCKYIO ICATEIIEHOCTb.

24. XKXypnan ydera peuentypusix 61ankoB ¢popmsl N 107-1/y conepkut cienyronie rpads:
1) HoMep 1o nopsAaKY;

2) B paznene "[Ipuxon":

a) jaTa perucTpaluy J0KyMeHTa, HOATBEP K IAIOIIETO OCTYIICHNUE;

0) HOMep | JlaTa JOKYMEHTA, TOATBEPKAAIONIETO MMOCTYIUICHHE, HAMMEHOBAHNE TIOCTABIIUKA,;
B) 00111ee KOJIMYECTBO MOCTYMHUBIIUX PELENTYPHBIX OJAHKOB;

F) (1)aMI/IJ'II/I$I, HMHHUIMAJIbl HMCHHU N OTUYCCTBA (HOCJ’IC,Z[HGC - I[IpH HaJ'II/I‘II/II/I) U MOoAIINCh OTBECTCTBCHHOI'O
MCIUIIMHCKOTI'O pa60THI/IKa, MOJIYYHMBHICTO PEUCIITYPHBIC OJIaHKHU OT IHoCTaBIIMUKa,

3) B paznene "Pacxon":
a) JaTa BBIJAYU PEIETTYPHBIX OJIAHKOB;
0) KOJTMYECTBO BBIJIAHHBIX PEIENTYPHBIX OJJaHKOB;

B) (Qamwnmsi, WHUIMATBI WUMEHH M OT4YecTBa (MOCJICAHEE - TPH HAJUYMH) OTBETCTBEHHOTO
MEIUIITHCKOTO pa0OTHHKA, TOJYYHBILETO PEICNITYpHBIC OJaHKH;



T') OANKUCH OTBETCTBEHHOTO MEIULIMHCKOTO paOOTHHKA, MTOJyYUBIIETO PELENTypHbIEC OJIaHKH;

4) (baMI/IJ'II/IH, HMHHUIHAaJbl UMCHHU U OTUYCCTBA (HOCJ’IC,Z[HCC - IIpu HaJ'II/I‘lI/II/I) U IIOAITMCh OTBETCTBCHHOI'O
MCIUITMHCKOI'O pa6OTHI/IKa, BbIIABHICTO PCLCIITYPHLIC 6J'IaHKI/I;

5) ocTaToK penenTypHbIX OJaHKOB.

25. XKypnan yuera penentypHbix OnankoB ¢opm N 148-1/y-88 m N 148-1/y-04(x1) comepxwut
crenyromue rpadsr:

1) HoMep Mo NOPAIKY;

2) B pazaene "[lpuxoxn":

a) JlaTa perucTpaluy JT0KyMEHTa, HOATBEPKAAOLIET0 MOCTYIICHUE;

6) HOMep M JaTa JOKYMEHTa, MOATBEPKAAIONIETO MOCTYIICHHE, HAMMEHOBAHUE TIOCTABIIUKA;
B) 00111ee KOJIMYECTBO MOCTYMHUBIIUX PELIENTYPHBIX OJAaHKOB;

I') CEpUM U HOMEpa PEeLENTYPHBIX OJaHKOB;

1) KOJINYECTBO PELENTYPHBIX OJIAHKOB IO CEPHSM;

€) dhaMuius, MHULMAJIBI UMEHHU U OTYeCTBa (ITOCIIeIHEE - PU HAJTUYHH) U TIOJIIKUCHh OTBETCTBEHHOTO
MEIHMIIMHCKOTO PaOOTHHKA, MTOJTYYHBIIIETO PEIETITYPHBIE OJTaHKU OT TIOCTABITUKA;

3) B paznene "Pacxon":

a) JlaTa BhIJJAYM PEIENTYPHBIX OJaHKOB;

0) cepur ¥ HOMepa BBIAAHHBIX PEIENTYPHBIX OJaHKOB;
B) KOJINYECTBO BBIIAHHBIX PELIETITYPHBIX OJIAHKOB;

r) ¢amwinsg, WHUOUAIBI UMEHUM U oOT4yecTBa (TOCIelHee - MPU HAIUYUU) OTBETCTBEHHOTO
MEIUIMHCKOr0 pabOTHHUKA, OJYYHMBILIET0 pelenTypHble OJIaHKHY;

,I[) noAnrucCh OTBETCTBEHHOT'O MECAUITMHCKOI'O pa60THI/IKa, IMOJIYYHUBUICTO PELCIITYPHBIC 6J'IaHKI/I;

4) amunusi, MHUIMAIBI UMEHH U 0TYeCTBa (TIOCIIEHEE - IPU HAJIMYMHN) U MTOANUCH OTBETCTBEHHOTO
MEIUIIMHCKOr0 pabOTHHKA, BBIIABIIETO PELENTYPHbIE OJIaHKY;

5) OCTaTOK peuenTypHBIX OJIAHKOB.

26. Yuer penentoB, OGOPMIECHHBIX B (opMe SJIEKTPOHHOTO JIOKYMEHTA, OCYIIECTBIISICTCS B
rocyapcTBeHHOW HMH(OpMAIMOHHOW cucTeMe B cdepe 3apaBooxpaHeHHs cyObekTa Poccuiickoii
Oenepaliiii  MOCPEACTBOM BEACHHS E€IMHOTO pEecTpa pementoB, OGOpMICHHBIX B (opme
AIIEKTPOHHBIX JJOKYMECHTOB.

IV. XpaHnenue penentypHbiX 0J1aHKOB (32 HCKJII0OYE€HUEM
peuentypHbIx 01ankoB 1o ¢gopme N 107/y-HII " CnenmajabHbIi
peuenTypHbIi OJ1aHK'')

27. MenuuMHCKHE OpraHu3alliy MOJy4alroT HEOOXOAUMbIE pelenTypHble OlaHKH, 0(OpMIICHHbIE

TUNOrpa)CKUM CrocoOOM, Yepe3 TeppUTOPHATIbHBIE OpPTraHbl YIPABICHUS 3APAaBOOXPAHEHUEM WIIU
OpraHu3alliy, YNOJHOMOYEHHbIE HAa 3TO OpraHaMH MCIOJHHUTEIbHONM BIJIACTH CYOBEKTOB



Poccuiickoit deneparyu.

28. PenentypHble OnaHKU, MOANEKAIIUE YUYETY, XPAHITCS OTBETCTBEHHBIM JIMIIOM, Ha3HAYCHHBIM
PYKOBOAMTENEM MEAWIIMHCKOW OpraHu3allid, B 3alHpaeMoOM MeTauinyeckoM mkady (cerde) mim
METaJUTMYECKOM SIIIIHKE.

29. nauBuayanbHBINA MpEeANPUHUMATENh, UMEIOIINI JTUIIEH3UI0 HA MEIUIIMHCKYIO AESITeNbHOCTD,
XPaHUT pelenTypHbIe OJaHKH, TIOIJISKAIINE YUETY, B 3alIMPAEMOM METAIUTHYECKOM mKady (cerde)
NN METAJIJIMYECKOM SIIHNKE.

30. TIpoBepka COCTOSHHMS XpaHEHHS, ydeTa, (PaKTHUECKOTO0 HaJWYMs W pacxoda PerenTypHBIX
OJIaHKOB, TMOJICKAIIUX YYETy, OJIMH pa3 B KBapTajl OCYIICCTBIISETCS KOMHUCCHUEH, CO3JaHHOW B
MEJIULIMHCKOW OpraHu3aluu.

31. Penenrtypuble OnaHku, odopmisieMble Ha OyMaXHOM HOCHUTENIE U MOJJIEKAIIUE YYeTy,
BBIJJAIOTCSI  MEIWIMHCKMM  pa0OTHHKAaM, MMEIOUIMM TpaBo O(GOpPMIICHHS pEIenToB, IO
pacopsKEHUIO IVIABHOTO Bpaya WIIMA €ro 3aMECTUTEIS.

HOJ’IyLIeHHBIG PEUCIITYPHBIC O7aHKH Ha 6YMa)KHI)IX HOCUTCIIAX XPaHATCA MCAULIUMHCKUMU
pa6OTHI/IKaMI/I B IIOMCILICHUAX, 06CCHC‘-II/IB3.IOH_[I/IX HUX COXPaHHOCTD.

32. IIporpaMMHO-TEXHUYECKUE CPEACTBA T'OCYAApPCTBEHHBIX HMH(DOPMAIIMOHHBIX CHUCTEM B cdepe
3[pAaBOOXPAHEHUS, MEIUIMHCKUX HMH()OPMAIIMOHHBIX CHCTEM MEIUIMHCKUX  OpTraHU3aIfi
00ecreunBaOT XpaHEHHWE JJIEKTPOHHBIX pELENTOB, O(GOpPMIEHHBIX B (opMe 3JIEKTPOHHBIX
JOKYMEHTOB B TEYEHHE CPOKOB, YCTAHOBJIEHHBIX MJIi XPAHEHHs PELEeNnToB, O(QOpPMIEHHBIX Ha
COOTBETCTBYIOIIMX (pOopMax pelenTypHbIX OJaHKOB Ha OymMakHOM Hocutene <10>.

<10> IoanynHkt 5.2.169 Ilonoxenuss o Munucrepctse (CoOpanue 3akoHomaTenbcTBa Poccuiickoi
Oenepammn, 2012, N 26, ct. 3526; 2021, N 43, cT. 7258).

Ipunooicenue N 4
K npuxasy Munucmepcmea 30pagooxpanerus
Poccuiickoii @edepayuu

om 24 nosaops 2021 2. N 1094n

®OPMA CIENVAJIBHOT'O PELEITYPHOT'O BJIAHKA N 107/Y-HII

MMHMCTEPCTBO 3IPaBOOXpPaHEeHUA Kon dopwmer o OKVY]
Poccumckom demepaumum MemmumHCKasa IOOKYMEHTALUI
®opma N 107/y-HII,

YTBEPXIEHHAA IIPMKA30M
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MyHMCTEPCTBa 3IOPaBOOXPAHEHUS

WTaMII MEIMIMHCKOM OpPTaHM3aALUU Poccurickon demepaumu

or 24.11.2021 N 1094nu

PEIEIT
Cepusa N
LAl " 2 O I‘
(DaTa BHOMCKM pelLenTa)
(B3pOCIE, IOEeTCKMM — HYXHOE INONUEPKHYTH)

damMmniusa, uMsS, OTUECTBO (IIOCJiemHee — PV HaJIuuumM)

naumMeHTa

BospacT

Cepmsa M HOMEP HOJIMCa 0083aTeJIbHOT'O MEOULMHCKOI'O CTPpaxOBaHUA
HoMep MeIOMUMHCKOM KapThH
damMmniuda, uMs, OTUYECTBO (IIOCJemHee — PV HAaJU4YUM)
Jleyamero Bpauda (dernbmamepa, akylepKu)

N

Iloonuce M JMUYHAaA IIeuaThb Bpauda
(moonmucek QeJsbaumepa, aKyllepKu)

M.II.
damMmamsg, MMS, OTUECTBO (mocyienHee - T@OpPM HaJduuuM) M TIOJNUCH
YIIOJIHOMOUEHHOTO JiMila MeIMIIMHCKOM opTaHMu3alumn

M.II.
OTMeTKa alTedyHOM opIraHMs3aumMy o0 OTIyCKe
damMmamsg, MMS, OTUECTBO (mocyienHee - TpPM HaJauuuM) U TIOJANUCH
paboTHMKA alTEeYHOM OopITaHM3aLUu

M.II.

Cpok meMCcTBMA peuenta 15 mHen

Ipunooscernue N 5

K npukasy Munucmepcmea 30pagooxpanenus



Poccuiickoii @eoepayuu

om 24 nosaops 2021 2. N 1094n

HOPAIOK U3I'OTOBJIEHUSA, PACITPEJIEJIEHUA,
PEI'MCTPAIIUU, YUETA U XPAHEHUS PELLEIITOB,
COAEPKAILINX HASHAYEHUE HAPKOTUYECKHUX

CPEACTB UWJIN HCUXOTPOIIHBIX BEHIECTB

|. Illopsiiok U3roTOBJIEHMS, pacpeleIeHUsl CennaJIbHbIX
peuentypHbix 0jaHkoB 1o ¢gopme N 107/y-HII

1. Opranuzaiuio U3rOTOBJICHUS U paclpeiesieHus pernenTypHbeix 6mankoB mo ¢opme N 107/y-HIT
"CrneunanbHblil pelenTypHbIM OsaHK" (Janee - crnenuaabHbI peLenTypHBIH OJIaHK) OCYIIECTBISET
MunuctepcTBo 3apaBooxpaneHus Poccuiickoit @eaepanun (qanee - MUHUCTEPCTBO).

2. CnenuanpHble peLenTypHble OJaHKU SBISIOTCS 3allMLICHHON MOJUrpapuuecKoi MpoIyKIUeH
ypoBHs "B", usroraBnuBaemoii Ha 6ymare po3oBoro 1Beta pazmepoM 10 cMm X 15 cM, TOIDKHBI UMETh
CepUI0 M HOMEp, a TaKXe€ COOTBETCTBOBATH TPEOOBAHMIM, YKAa3aHHBIM B MpHKaze MUHHUCTEPCTBA
¢unancoB Poccuiickoii ®eneparuu ot 29 centsabps 2020 r. N 2171 "OO yTBepkICHHUH
TexHuuyeckux TpeOOBaHUN U YCIOBUN M3rOTOBJICHUS 3alIUILEHHON OT MOAJIENIO0K MOIUrpapuuecKoi
nponaykuuu" (3apeructpupoBaH MuHHcTepcTBOoM toctulinu Poccuiickoit @enepanuu 16 HOAOps
2020 r., peructpanuonssiii N 60930).

3. B mensx opraHu3anuy M3rOTOBJIEHUS U PAaCIpeeeHMs CIeLHaIbHBIX PELENnTypHBIX OJaHKOB
MEJUIUHCKUE OpPraHU3alyu, UMEIOIINE IIPAaBO OCYILECTBIIATh Bbla4y PELENTOB Ha HAPKOTUYECKUE
CpeacTBa UM Icuxorponssle BemecTsa cnucka Il [lepeuns u 3aperucrtpuposanssie B Poccuiickon
@denepau B KayecTBE JIEKAPCTBEHHBIX IpENapaTtoB Ul MEAMLMHCKOTO HpPHUMEHEHHs (Jlanee
COOTBETCTBEHHO - MEJIMLIMHCKAs OpraHu3alusi, HAPKOTUYECKUI (IICUXOTPOIHBIN) JIeKapCTBEHHBIN
Ipernapar), COCTaBJISAIOT 3asBKU Ha pelieNTypHbIE OJaHKH.

4. B cpok g0 1 okTaOpsi TeKymiero rojaa 3asBKM MEIUIIMHCKUX OpPraHW3alMil Ha CIHElUabHBIC
perenTypHbie OJaHKU MPECTABISIOTCS:

1) MEOUIMHCKHUMH OpTaHM3allMsIMH, HAXONAIMMUCS B BeICHHH (eaepaabHbIX OpPraHOB
WCTIOJTHUTEIILHOM BIIACTH, - B COOTBETCTBYIOIINE (e/iepaabHble OPraHbl HCIIOTHUTEIHLHON BIACTH;

2) MEOUIMHCKUMHU OpraHM3allMsIMH, HaxOoJsAIIMMHCI B BeAeHUU CyOBekToB Poccuiickoit
Qenepanyuy, MEIULIMHCKUMH  OpPraHU3AlMsIMU  MYHMIMOAIBHOM W YacTHOM  CHCTEM
3/IpaBOOXPAHEHMS] - B OpraHbl HMCIOJHUTEIBHOH BiacTH cyOobekToB Poccuiickoit denepanuu B
cdepe oxpaHbl 3I0POBbS TPAKIaH, HA TEPPUTOPHH KOTOPHIX OHH PACIIOIIOKEHBI (Jajiee - OpraHsbl
HCITOJTHUTENIbHOM BIacTu cyobekToB Poccuiickoit deneparun).

5. B 3asgBKe MEIUIIMHCKOM OopraHnu3ali Ha CICHUAJIBHBIC PCUCIITYPHBIC OaHKu YKa3bIBAOTC
CJICAYIOIUC CBCACHHUA:

1) cBeneHHWs O METUIIMHCKOW OpraHW3allid, TMOJABIICH 3asBKY Ha CHEIHAlIbHBIE pelenTypHbIe
OsaHKH (TTOJTHO€ HAUMEHOBAHUE, aJIPEC MECTa HAXOXKICHUS );
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2) KOJMYECTBO CIEUUAIBHBIX PELENTYpHbIX OJIAaHKOB, H3pPacXOJOBAaHHBIX MEIUIIMHCKOM
opraHusanuei Ha 1 ssHBaps NpeaIecTBYOLIETO oA,

3) KOJIMYECTBO CIELHUAIbHBIX PELENTYPHbIX OJaHKOB, HEOOXOIUMBIX MEIUIMHCKON OpraHU3aluu
Ha CJIEAYIOLINN TOI.

3asiBKa MEIWIIMHCKOW OpraHW3alid Ha ClelUuaIbHbIe pPELUeNTypHble OJaHKU TOIIMHCHIBACTCS
PYKOBOAMTENEM MEIUIIMHCKOM OpraHM3alliy, KOTOPbIl HECET MEepCOHAIBbHYI0 OTBETCTBEHHOCTh 32
000CHOBAHHOCTH U JIOCTOBEPHOCTh YKa3aHHBIX CBEJICHHIM.

6. ®enepasibHbIE OpraHbl UCIIOJHUTEIBLHON BJIACTH, B BEJICHUM KOTOPBIX HaXOMSTCS MEIUIIMHCKUE
opraHu3aIyu (nanee - ¢peaepanbHble OpraHbl UCTIONHUTEIFHON BIACTH), U OPTaHbl UCTIOJIHUTEIBHOMN
BIacTu cyobekToB Poccuiickoit denepanuy Ha OCHOBAHWU 3assBOK MEIUIIMHCKUX OpPTaHM3AIHMi Ha
CIieNMagbHbIC pelenTypHbie OJaHKH (GOPMHUPYIOT CBOJHBIC 3asBKH Ha CIICIIHAJIBHBIE PEIENTypHBIC
OJIaHKH ¥ B CPOK 110 1 jexa0Opst TEKyIIero roja mpeacTaBIsIIOT UX B MUHUCTEPCTBO.

7. B cBOgHOM 3asBKE Ha CIICLIMAJIbHBIS PCUCITYPHBIC OJIaHKH YKa3bIBAOTCA CICAYIONIUC CBECACHUA:

1) cBenenust o penepaabHOM OpraHe MCHOJHUTEIHLHON BIAcCTH (OpraHe MCHOJHUTEIHLHOM BIACTH
cyorekta Poccuiickoit ®enepanuu), MTPENCTAaBUBIIEM CBOJHYIO 3asBKY Ha CIHEIHAIbHBIC
penientypHble OJaHKH (ITOJTHOE HAMMEHOBAHUE, aJ[peCc MeCTa HaX0XKJICHUS);

2) KOJMYECTBO CHEIHMAIBHBIX PELENTYpPHBIX OJIaHKOB, paclpeAclieHHBIX (erepalbHBIM OpraHOM
HCTIOTHUTENbHOM BJIacTH (OpraHOM HCIIOHUTENBHOU BIacTu cyobsekTa Poccuiickoit deaeparumn) Ha
1 ssHBaps MPEALIECTBYIOLIETO TO/1a MEXKIY MEIUIIMHCKUMU OPTaHU3AIUSMU;

3) KOJMYECTBO CIEHHUATBHBIX PEUENTYpPHBIX OJaHKOB, HEOOXOAMMBIX (eneparbHOMY OpraHy
WCIIOJTHUTEJIbHON BJIACTH (OpraHy MCIOJHUTEIBHON BiacTu cyonekTta Poccmiickoit denepanun) Ha
CJIeAYIOIIUN TOJT ISl paclpeAesICHUs] MEX1Y MEAUIIUHCKUMH OPTaHU3alUsIMHY;

4) cBejeHus O NOJBEJIOMCTBEHHOW OpraHu3alluy, YIOJIHOMOYEHHOW (heaepalbHbIM OpraHoM
UCIIOJTHUTENbHOM BJIacTH (OpPraHoOM HCIIOJIHUTENbHON BiacTu cyOwbekTa Poccuiickoit @enepariim)
OCYILECTBIISATH TOJTYYCHUE CIEIUATbHBIX PELENTYPHBIX OJTaHKOB OT MUHUCTEPCTBA, UX XpaHEHUE U
BBIJIa4y MEIUIIMHCKAM OpraHu3anusaM (IOJHOE€ HAMMEHOBAaHWE, aapec MecTa HaXOXKICHHS,
WHH/KIIIT, OKTMO opranusamnuu, (pakTHUeCKHii aapec MOCTaBKH).

8. Ha ocHOBaHMM MOJY4YEHHBIX CBOJHBIX 3afgBOK Ha CIELUUAJbHBIE pELENTypHble OJaHKU
MUHHCTEPCTBO €KEroJHO B CPOK /10 15 siHBaps ciieayromiero rojga (OpMUpPYET U YTBEPKAAET IUIaH
pacrpesieNieHusi  CIeUalbHBIX PELENTYpHBIX OJIaHKOB, B KOTOPOM OTpa)KaeTcsl ToJoBas
noTpeOHoCcTh Poccuiickoit denepanuu B crlelHalIbHBIX PELENTYPHBIX OJaHKax (najnee - IUIaH
pacnpenenenus MUHUCTEPCTBA).

9. B nnane pacnpenenenuss MuHrUCTEpCTBA YKA3bIBAKOTCS CIEAYIONINE CBEICHHUS:
1) mopsIKOBBI HOMEp 3aIUCH;

2) HauMeHOBaHHME (enepalbHOI0 OpraHa HCIOJHUTENbHONW BIACTH (OpraHa HCIOJHUTEIbHON
Bractu cyowsekra Poccuiickoit denepanuu), MpeACcTaBUBIIETO CBOJAHYIO 3asiBKY Ha CIEIHAJLHBIC
pelenTypHble OlaHKH;

3) HE0OX0MMOE KOJTMYECTBO CIIEIUAIBHBIX PEIENTYPHBIX OJIaHKOB.

10. HampaBiieHue crieuanbHBIX PEHENTYPHBIX OJAaHKOB (e/lepaabHbBIM OpTraHaM HCIIOJHUTEIHHON
BJIACTH, OpraHaM HCIOJHHUTENbHOM BiacTu cyObekToB Poccuiickoit denepanuu oCyiecTBIsETCS
MuHHCTEPCTBOM B KOJIMYECTBE, IIPELyCMOTPEHHOM IUIAHOM pacnpeeneHns MuHuCTepCeTBa.



11. MwuHHCTEPCTBOM JOIMOJHUTEIBHO K KOJMYECTBY CIEIUAIBHBIX pPEUENTYPHBIX OJaHKOB,
MPEeIyCMOTPEHHOMY ITUIAHOM pachpeselieHuss MuHHCTEpPCTBa, (OPMHUPYETCS PE3epPBHBIN 3arac
CHEIHUABHBIX PEHENTYPHBIX ONAHKOB B KoindecTBe, He mpeBbimaromeM 150 000 crenuanbHBIX
pEIEeNTYPHBIX OJaHKOB.

12. B crmyuae yBenu4eHHs MOTPEOHOCTH B CIEHHATBHBIX PEHENTYPHBIX OnaHkax (enepaabHbIe
OpraHbl HMCHOJIHUTEIBHON BIacTH (OpraHbl HCIOJHUTEIBHOM BJIACTH CYOBEKTOB Poccuiickoit
®denepanun) HANpPaBISIOT B MHUHHUCTEPCTBO CBOJHBIC 3asBKM Ha JOTIOJHUTEIHLHOE KOJUYECTBO
CIIEIUAJIFHBIX PEIEeNTYPHBIX OJIAHKOB (C 0OOCHOBaHUEM YBEIWYEHUS TOTPEOHOCTH B CIEIUATBLHBIX
pEeLEenTypHbIX OJaHKax), KOTOpbIe MPEAOCTABISAIOTCS MMHHCTEPCTBOM W3 PE3EpBHOrO 3amaca
CIIELUATBHBIX PEHENTYPHBIX OJaHKOB.

13. ®enepasibHble OpraHbl UCIOJIHUTEIBLHOW BJIaCTU (OpPraHbl UCHOJHUTEIBHOMN BIACTH CYyOBEKTOB
Poccuiickoii deneparun) pacupeesstoT MoJy4YeHHbIE CIEIHAIbHbIC PELEeNTypHbIE OJaHKU MEXIY
MEIUIMHCKUMH OpraHu3alMsIMUd Ha OCHOBaHMM IIJIAHOB paclpelesieHusi, CPOPMHPOBAHHBIX B
COOTBETCTBUM C 3asBKAMU MEIUIIMHCKUX OpraHU3alMii Ha CrielMajIbHbIe pelenTypHbIe ONaHKH.

I1. Ilopsimok perucTpanum, yueTa i XpaHeHUs CENMATBLHBIX
peuentypHbix 0jankoB 1o ¢gopme N 107/y-HII

14. MunucrepcTBo, wuHbIe (enepaabHbie OpTraHbl HCIOJHUTEIBHONW BIACTH W OpPTraHbI
UCIIOJTHUTENBbHOM Bi1acTu cyobekToB Poccuiickoil denepaniiy OpraHu3yoT XpaHEHHE ClIEUaIbHbIX
pELEenTypHbIX OJAHKOB B IIOJIBEJOMCTBEHHBIX OPIraHU3ALMAX, YIOJIHOMOYEHHBIX OCYLIECTBIISIThH
NOJyYEeHUE CIHEIHaIbHBIX PELENTYPHbIX ONaHKOB OT MHHHCTEpCTBA, UX XpPaHEHHWE U BbLIAYY
MEAMIIMHCKUM OpraHu3alusaM (J1ajee - yIoJIHOMOYEHHAs OpraHu3aIus).

15. B ynosHOMOuY€HHOW OpraHM3alyy U MEAULMHCKOW OpraHM3alluy, MOJTYYHMBIIEH ClelHaIbHbIE
pelenTypHble OJaHKH, OPraHU3yeTCsl PErucTpalys, y4eT U XpaHeHHe CHelMalbHbIX PeLeNnTyPHbIX
OJIaHKOB.

Peructpamusi, yuyeT M XpaHEHME pE3EpPBHOIO 3amaca CIEUUANbHBIX pELEeNTypHBbIX OJaHKOB
MuHHCTEPCTBA OCYIISCTBISIETCS (peiepaIbHBIM TOCYIapPCTBEHHBIM OIOJUKETHBIM YUPEKICHHEM,
HaXOJSAIIMMCS B BeJeHMM MUHHUCTEpCTBA (J1ajee COOTBETCTBEHHO - PE3CpBHBIN  3arac,
MOIBEJIOMCTBEHHOE YUPEIKICHUE).

16. PaOoTHMK, Ha3HaYeHHBIH TPUKA30M PYKOBOAMTENIS  YHOJHOMOYEHHONW OpraHM3aluu
(YNOJTHOMOYEHHOM  OpraHu3allid, IOJBEJIOMCTBEHHOI'O  YYPEXACHHSA) OTBETCTBEHHBIM 34
pPEeTUCTpaIHIO, XpaHEHHE W YUYeT CIEUUATbHBIX PELENTYPHbIX OJIAHKOB (Janee - OTBETCTBEHHBIH
paOOTHUK), Ha OCHOBAaHUHM JIOBEPEHHOCTH, O(OPMIIEHHOW B TMOpPSIKE, YCTAaHOBJICHHOM
3akoHojaTenbcTBOM Poccuiickoii @enepanuu (¢ MOANHUCHIO PYKOBOJAWUTENS YIOJIHOMOYEHHOM
opraHu3anuu (yrmoJHOMOYEHHOH OpraHu3aluy, IOABEIOMCTBEHHOTO YYPEXIEHHUsS), IJIaBHOIO
OyxranTepa, 3aBEpEHHBIX KpYIJIOH IeyaThio), MOJy4aeT CHelHalbHbIE PEUENTypHbIE OJIaHKU U
OCYILECTBIISICT BEJICHHE XXYpHaja PErMCTpAllMd U Y4eTa CIIELUAIbHBIX peLeNnTypHbIX ONaHKOB, K
KoTopoMy mpuoOmaer ¢oro- u (WIKM) BHIEOMaTepHaNbl, MOATBEpKaatomue (Gakt odhopMIeHHS
pEIenTYpHBIX OJIAHKOB Ha JA0OMY (TP HAJMYUN).

17. XKypuan peructpauud | YydeTa CIEUUATbHBIX PEHEeNTYpHbIX OJAHKOB JIOJDKEH OBITh
IIPOHYMEPOBaH, MPOLIHYPOBAaH, UMETh HA MOCJIEIHEN CTpaHMIIE 3alHUCh, COJIEPKALIYI0O KOJTUYECTBO
CTpaHUll, MOJHOE HAMMEHOBAaHUE YMOJHOMOYEHHOH oOpraHu3anuu (METUIIMHCKON OpraHu3aluu,
[IOJIBEJOMCTBEHHOTO YUPEXJEHU), a TaKXKE CKpPEIUIEH MOAIUChI0 PYKOBOIUTENS M II€YATBIO
YIOJTHOMOYEHHOM Opranu3aiuu (MeIuIUHCKON OpraHu3alnu, MoABEOMCTBEHHOTO YUPEKICHNUS).



Kypnan peructpanuu W ydeTra CHEHHUATbHBIX PEIENTYpHBIX OJIAHKOB PE3epBHOTO 3amaca
MuHucTepcTBa CKPEIUISIETCS] TAK)KE MOIMUCHI0 AUPEKTOpa (B CiIydae €ro OTCYTCTBUS - 3aMECTUTENS
IupekTopa) JlemapraMeHTa peryiupoBaHUS OOpaIIeHUs JIEKAPCTBEHHBIX CPEACTB U METUITMHCKUX
n3aennii MuHucTepcTBa U rnevarbto MUHUCTEpCTBA.

18. B xypHale perucTpalud M ydeTa CIEHUAIbHBIX pELeNnTypHBIX OJaHKOB YKa3bIBAIOTCS
CIENYIOLINE CBEICHHUS

1) nopsiAKOBBIM HOMEp 3aIUCH;

2) npuxoA celHaibHbIX PELENTYPHBIX OJaHKOB:

a) PEeKBU3UTHI U JJaTa PErUCTpalUy MPUXOAHOTO JOKYMEHTA;

0) o011ee KOJIMYECTBO MOCTYNUBIINX CIIEHUATbHBIX PELENTYPHBIX OJaHKOB;

B) Cepusl U HOMEP CIEIUAIBHOTO PELENTYPHOro OJIaHKa;

I') KOJIMYECTBO CHELMaIbHbIX PELENTYPHBIX OJaHKOB MO KaXJ10M cepuu;

1) haMuusi, UMsl, OTYECTBO (HOCIIEHEE - IPH HATMYUH) U ITOANUCH OTBETCTBEHHOI'O PA0OTHHKA;
3) pacxoJ cienMagbHbIX pelenTypPHBIX OJaHKOB:

a) J1aTa BBIJAYH CIICIUAIBHBIX PEIENTYPHBIX OJIAHKOB;

0) cepuM U HOMepa BBIJJAHHBIX CIEIUAIBHBIX PELEeNTypHBIX OJIaHKOB;

B) KOJMYCCTBO BBIJAHHBIX CIICHUAJIBHBIX PEUCIITYPHBIX OJIaHKOB C YKa3aHuEM B CcKoOKax
KOJMYCCTBA CIICHUAJIBHBIX PCLCITYPHBIX 6HaHKOB, BbIJAHHBIX JJIA O(pOpMJIeHI/IH Ha 1O0MY,

r) ¢damunus, uUMs, OTY4ECTBO (IMOCIEAHEEe - MPU HAIWYMH) M MOANUCH JIWIA, TOJTYYUBIIETO
CHelHalbHbIe PeleNTypHbIE OJaHKY;

1) KOJIMYECTBO CIIEUHAIbHBIX PELENTYPHBIX OJaHKOB, 0()OPMIICHHBIX HA JIOMY;

e) damwmmmst, uMs, oTdyecTBO (IOCNIEIHEE - TMPH HAIWYUU) W TIOANUCH JIHIA, O(POPMHBIIETO
CIeIAIIbHBIC PEICNTYPHBIC OJJAaHKH Ha JIOMY;

4) pamunus, uMs, 0TYECTBO (MTOCIIEAHEE - IPU HAIMYMH) U MOJNKCH OTBETCTBEHHOTO pa0OTHHUKA;
5) OCTaTOK CreUaIbHBIX PEEeNTypHBIX OJaHKOB.

19. CneumaneHblii penentypHblii OJaHK SBISETCSA JOKYMEHTOM CTPOrOW OTYETHOCTH. 3arac
CHEUMANBHBIX PEIEeNTypHBIX OJAHKOB B MEIUIIMHCKONH OpraHM3alid JOJDKEH XPAaHUTHCS B
CHELMANbHBIX IOMEUICHUAX, celdax WIM B CHEUUATbHO M3TOTOBJIEHHBIX MIKadax, OOUTHIX
OLIMHKOBAHHBIM JK€JIE30M, C Ha/Ie’KHBIM BHYTPEHHUM WJIM HaBECHBIM 3aMKOM.

[Tomemienusi, ceiidwpl, mKadbl, B KOTOPBIX XPAHITCS CIICIUATBHBIE PELUENTYpPHbIE OJaHKH, TOJKHBI
OBITh 3aKpBITHI Ha 3aMKHU U IOCJIE OKOHYAHUS PAaOOTHI ONeyaTaHbl MEYaThi0 YHOJTHOMOYEHHOMN
opraHu3aiuy (MeIUIUHCKON OpraHu3alii) WIH OIJIOMOUPOBAHEI.

20. B MeaMIMHCKHX OpraHW3alMsAX 3arac CIEHHAJIbHBIX PEIHENTYPHBIX OJaHKOB HE IOJDKECH
MPEBBIIIATh FOJJOBONM MOTPEOHOCTH.

21. Paspemaercs BbIaBaTh MEIUIIMHCKOMY paOOTHUKY, WMEKOIIEMy TpaBO Ha3HAYaTh
HapKOTHYECKHUE (IICUXOTPOIHBIE) JIEKAPCTBEHHBIE MpenapaThl, €IMHOBPEMEHHO He Oosee ABaALaTH
CHEIMANILHBIX PEIENTYyPHBIX OJIAHKOB.



MenunuHckue paOOTHUKHM, BBINMCHIBAIOIIME pELENTbl Ha HApKOTUYECKHE (TIICUXOTPOIIHBIC)
JIEKapCTBEHHbIE Ipenaparhl, HA OCHOBAHWU NpPUKa3a PYKOBOJIUTENS MEIUIMHCKOW OpraHHU3aliu
HECYT JIMYHYIO OTBETCTBEHHOCTb 33 COXPAaHHOCTb IIOJIYYEHHBIX CIELHMAIbHBIX PELENTYpPHBIX
6mankoB. CrienuanbHble pelenTypHbIe OJaHKH, MOJyYeHHbIE METUIIMHCKUM PaOOTHUKOM, XPAHATCS
O[] 3aMKOM B celi(hax, MeTAIUIMYECKHX IIKadax UM METAJUINYECKUX SIIUKaX.

22. B MeIUIMHCKOW OpraHM3alMd CO3JAcTCs MOCTOSHHO ICHCTBYIOIAs KOMMCCHSA, KOTOpas He
pexxe 1 pa3a kBapTai (110 PELICHUIO PYKOBOJIUTENS MEIUIMHCKON OpraHM3allMi BO3MOXKHO Yallle)
OCYIIECTBIISIET IIPOBEPKY COCTOSIHUS PETUCTPALIMU U yUeTa CHEelMAIbHBIX PELENTYPHbIX OJIaHKOB, B
TOM YHUCJIE IIyTEM CBEPKM 3allUCEH JKypHAJIa PErUCTpalMy U ydeTa CIELUAJIbHBIX PELENTYPHBIX
O7aHKOB, ¢ (DAaKTUYECKMM HAJMYMEM CIICHUAIBHBIX PEHEeNTYpHBIX OJIAHKOB, a TaKKe MPOBEPKY
COCTOSIHUSI XPaHEHUS CIIEUANIBHBIX PELENTYPHBIX OJIAHKOB.

[To pe3ynpTaTaM NpOBEPKH B JKypHAJIE PETUCTPALMM M ydeTa CIEeHUAIbHBIX PELENTYPHBIX OJaHKOB
JIEJIaeTCsl 3alluCh O pe3ysbTaTax MPOBEACHUS CBEPKHU JaHHBIX, 3aKpEIUICHHas IOIIUCSIMHU BCEX
YJIEHOB KOMHCCUH, UM CO3/1a€TCsl CHIELMATIbHBIN aKT IPOBEPKH.

23. CDeI[epaJ'IBHLIe OpraHbl HWCHOJHUTEIBHOM BIIACTH U OpraHbl HUCITOJTHUTENLHOM BJIACTH CY6’LGKTOB
Poccuiickoit q)eﬂepam/n/l OCYHICCTBIIAAKOT KOHTPOJIb 34 OpFaHHBaHHCﬁ peructpanuu, y4dera Hu
XpaHCHUA  CIHCHHUAJIBHBIX  PEHCITYPHBIX 0JaHKOB B YIIOJIHOMOYCHHBIX  OpraHu3aluiax U
MCIUIMHCKUX OpraHu3aluiIx.

24. Bplgaua crneuudaigbHBIX pEUENTYPHBIX OJIAHKOB M3 pe3epBHOrO 3amnaca MUHHCTEpCTBA
(denepanbHbBIM OpraHaM HCIIOJIHUTEIBHON BJIACTH M OpraHaM HCIOJIHUTENIbHON BJIACTH CYOBEKTOB
Poccuiickoii ®enepany OCYIIECTBIAETCS OTBETCTBEHHBIM paOOTHUKOM I10BEJOMCTBEHHOTO
YUPEXKJCHUS HAa OCHOBAaHMM pEHIeHUS 00 OTHYCKE CIEeIHaJbHBIX pPELENTYPHBIX OJIAHKOB,
O(pOpPMIICHHOTO B BHUJAE MHCHbMa, MOAMHCAHHOTO IUPEKTOPOM (B clydyae €ro OTCYTCTBUS -
3aMecTUTENEM JAupeKTopa) JlemapTamMeHTa peryjaupoBaHusl 0OpalleHUsl JIEKapCTBEHHBIX CPEACTB U
MEIUIMHCKUX U31enii MuHuCTEepCTBa.

[IpoBepka AeATETbHOCTH MOJABEIOMCTBEHHOTO YUPEXKACHUS MO PETUCTPALMU, YUETY M XPaHEHHUIO
pE3epBHOrO 3amaca ocyuiecTBisercs JlemapraMeHTOM peryJupoBaHus OOpalleHUsl JEKapCTBEHHBIX
CPEICTB U MEIMLUMHCKUX M31enuid MunucrepcrBa 2 pas3a B rox He nosgHee 20 uucna mecdua,
CJIEIYIOILETO 3a UCTEKIIUM TIOJIYTOIUEM.

Ipunoscenue N 6
K npuxasy Munucmepcmea 30pagooxpanerus
Poccuiickoii @eoepayuu

om 24 nosaops 2021 2. N 1094n

IPABUJIA O®OPMJIEHUA PELLEIITOB,
COAEPKAHNINX HABHAYEHUE HAPKOTUYECKHUX
CPEACTB UWJIM IICUXOTPOIIHBIX BELHLIECTB, B TOM
YUCJIE B ®OPME DJIEKTPOHHbBIX JTOKYMEHTOB



l. Odopmuiienue penrenta Ha OyMaKHOM HOCHUTeJIE

1. Ha penentyphsbix Oxankax ¢opmsl N 107/y-HII B 1eBoM BepxHEM yriy HpOCTaBISETCS LITaMIl
MEIUIUHCKON OpraHu3alMy C yKa3aHHEM €€ MOJHOI0 HAMMEHOBAHUs, ajpeca U TeiedoHa ¢ 1aTon
BBIMKCKY (JaTOH 0OpMIIEHHUS) peLieriTa Ha JIEKapCTBEHHbIHN Mpemnapar.

Peuenrypusie Omanku ¢opmbl N 107/y-HII umsroraBiamBaroTCs HUCKIIOYUTEIBHO THHOTPadCKUM
CIocoO0oM.

2. Ha peuentypHbix OnaHkax, OQOpPMISIEMbIX HHIUBUAYAIbHBIMUA MPEIIPUHUMATEISIMH,
UMCIOIMMH JIUIICH3UI0O Ha MEIUIMHCKYIO ACSTEIbHOCTh, B BEPXHEM JICBOM YIJIy THIIOTPA(CKUM
CrocoOOM MM IyTeM MPOCTaBICHMsI HITaMIla JOJDKEH OBbITh yKa3aH aJipec WHAMBHIYaJbHOIO
IpEeIIPUHUMATENS,, HOMEP M JaTa JIMLEH3MHM, HAaUMEHOBAHHWE OpraHa IOCyIapCTBEHHOM BJACTH,
BBIJIABLIETO JIMLICH3UIO.

3. Penentypnsie 6manku Gopmst N 107/y-HII 3anonHsA0TCS METUIIMHCKUM paOOTHUKOM YePHUIAMUA
WJIM IAPUKOBOU PYUYKOMH.

4. NonyckaeTcst opopMIICHHE BCEX PEKBU3UTOB (3a UCKIIOUeHHEeM pekBu3uTa "[loanuck jevaiero
Bpaua (moamuch ¢enpaumepa, akymepku)') penentypHsix OmankoB ¢opmer N 107/y-HIT ¢
UCTIOJIb30BaHUEM I1€YaTaIOIINX YCTPOUCTB.

5. B penentypuom 6manke popmer N 107/y-HIT B ctpokax "®amummust, uMsi, 0T4ECTBO (TIOCIIEAHEE -
npu Hanuuu) nanuenta" u "Bo3pact" yka3pIBarOTCS MOJHOCTBIO (pamMuiIus, UMs, OTYECTBO
(mocnenHee - NpU HAJMYMHK) MALIUEHTA, €T0 BO3PACT (KOJIMYECTBO MOJIHBIX JIET).

JlomycTUMO yKa3aHHe AaThl POXKJICHHS MAIEeHTa.
6. B penentypuom 6manke gpopmsr N 107/y-HIT:

1) B ctpoke "Cepust © HOMep MoyMca 005S3aTeIbHOIO0 MEAMIMHCKOTO CTPAaXOBaHHUA'" yKa3bIBAeTCs
HOMeEp MoJuca 00513aTEIbHOT0 MEAULIMHCKOTO CTPaXOBaHUs NMalMeHTa (IpU HaJIU4nn);

2) B ctpoke "Homep MeaUITMHCKOW KapThl" yKa3bIBAETCS HOMEpP METUITMHCKOW KapThl MaIlMeHTa,
MOJIYYArOIIeT0 MEJAMIIMHCKYI0 TIOMOI, B aMOyJIaTOPHBIX YCJIOBHSX, WIH HUCTOpUM OOJIE3HU
MalMEHTa, BEITUCHIBAEMOT0 U3 MEIMLIMHCKON OpraHu3aluu;

3) B ctpoke "damunusi, UMs, OTYECTBO (TIOCIEIHEe - IPU HAIMYUM) Jedaniero Bpaya (denapamepa,
aKymIepku)" yKa3bIBaeTCs MOJHOCTHIO (DaMUIIHS, UMsI, OTYECTBO (MIOCIEAHEE - MPU HAJTMYKK) Bpada
(penpamepa, aKymiepKu), BBIMKMCABIIETO PEHENT HAa  HAPKOTHYCCKUHA  (IMICUXOTPOITHBIN)
JIEKapCTBEHHBIN IIpenapar.

7. B rpade "Rp" penenrtypnoro 6manka popmer N 107/y-HII yka3siBaeTcs:

1) HauMeHOBaHME JIEKAPCTBEHHOTO Mpernapara (MeXIyHapoIHOE HeaTeHTOBAaHHOE HaUMEHOBAHHE,
TpyOommupoOBOYHOC UIINM XUMHUYCCKOC HAMMCHOBAHNEC, TOPIrOBOC HaI/IMCHOBaHI/IC) Ha JIAaTUHCKOM A3BbIKC
WM Ha PYCCKOM s3bIKE, ()OpMa BBITYCKa, TO3UPOBKA, KOJIMYECTBO (YKa3bIBAETCS MPONHUCHIO HA
peuentypaoM 6ianke popmbl N 107/y-HIT);

2) cnocod TpUMEHEHHUs JEKapCTBEHHOTO IMpemapara Ha TOCYAapCTBEHHOM si3blke Poccuiickoii
denepauny WIKM Ha TOCYIAapCTBEHHOM sA3bike Poccuiickoit denepanin U rocyJapCTBEHHOM S3bIKE
pecnyOJIuK U UHBIX sI3bIKax Hapo 0B Poccuiickoii @enepanmu <1>.



<1> Yacte | crateu 15 3akona Poccuiickoit @enepamuu ot 25 oktsaops 1991 r. N 1807-1 "O
s3pIkax HaponoB Poccwiickoit ®enepanuu” (mamee - 3akon N 1807-1). (Bemomoctu cwesna
HapoaHbIx fenytatoB PCOCP u Bepxosnoro Cosera PCOCP, 1991, N 50, ct. 1740).

8. Ilpu odopMiIeHHH PENENTYPHBIX OJAHKOB 3ampeliacTcs OrpaHUIMBATHCS OOIIMMU yKa3aHUSIMU,
Hanpumep, "Buytpennee", "M3BecTHO".

9. Ilpu odopmnennn manueHTy peuentypHoro Onanka ¢gopmer N 107/y-HIT Ha HapkoTHdeckwii
(TICUXOTPOIIHBIN) JIGKAPCTBEHHBINM Mpernapar B paMKaX OKa3aHUs MEIUIIMHCKONH TIOMOIIU TIpU
oTpeieieHHOM 3a00JIeBaHUN TaKOU PEIENT 3aBePSIEeTCS:

1) moANKCHIO ¥ TMYHON NeYaThio Bpaya 100 MOANUChI0 (embamiepa (aKymepKH);

2) medarbl0 MEIUIIMHCKOM oOpraHu3aluu, JU00 CTPYKTYpHOrO MOJApa3JesieHus MEAULIUHCKON
opranuszanuu " penentos", KOTopasi IPOCTABIAETCS JIMLOM, YIIOJHOMOYEHHBIM PYKOBOJIUTEIIEM
MEIMIMHCKON OpraHu3aluu ¢ ykazaHueM (paMHUINM, UMMEHHU, OTYECTBa (IIOCIEHEe - IPU HAJIHUUH)
Y TIPOCTABJIEHUEM €T0 JINYHOU MOJIITUCH.

B caydasx HeoOxogumocTH oQOpMIIeHHS pelenTa Ha HAPKOTUYECKHH (TICHXOTPOIHBI)
JICKapCTBEHHBIN IIpenapar Ha JOMY B paMKax OKa3aHWs NaJUIMaTUBHOW MEIUIMHCKOW IIOMOIIM
JIOTIYCKAeTCsl IPEABAPUTENIBHOE 3aBEPEHUE pelenTa IITaMIIOM MEIUIMHCKOM OpraHu3aluy,
NeYaThl0 MEIUIMHCKON OpraHu3aluu Jud0 CTPYKTYpPHOTO HOJpa3felieHus MeIUIIMHCKON
opranuszanuu " penentos", KOTopasi IPOCTABIIAETCS JMLOM, YIIOJHOMOYEHHBIM PYKOBOJIUTEIIEM
MEIUIMHCKON OpraHu3alluy, ¢ yKa3aHueM (paMuiIuy, UMEHH, OTYECTBA (MTOCIeIHEe - IPU HATHYUH)
Y [IPOCTaBJICHUEM €TI0 JIMYHOM noanuck. IIpu 3Tom B xKypHase perucrpalyu 1 ydeTa pelenTypHbIX
OnmaHkoB B cooTBeTcTBUM ¢ llopsakom perucrpanuu, ydera W XpaHEHUS CHEIHaIbHBIX
pELEnTYpHBIX OJIaHKOB Ha HAPKOTUUYECKUE CPEJICTBA WIIN IICUXOTPOIIHBIE BEIIECTBA, YTBEPKIEHHBIM
HACTOSIIIUM TPUKA30M, JAEJaeTcs OTMETKa O €ro Bbljade A8 o(QOpMIIEHHS Ha JOMY, a TakKke
OTMETKa, yI0OCTOBEPEHHAs MOANUCKHIO Bpaya JInbo (enpamepa (akyuepku), opopMUBILIETO peLent,
0 Qaxte ero odopmiieHUs, KOTOPHIH MOKET OBITH JOIMOJHUTENBHO MOJATBEpKJeH (OoTO- U (UIIN)
BUJIEOMAaTEpHAIaMHU.

B crpoke "OTmeTka amnTeyHOW oOpraHm3anud 00 OTHYyCKe" CTaBUTCA OTMETKa alTeYHOU
opraHu3aiu 00 OTIyCKe HApKOTHYECKOTO (IICHXOTPOIHOr0) JIEKapCTBEHHOTO Ipemnapara (c
yKa3aHUEM HaUMEHOBAaHUS, KOJMYECTBA OTMHYILIEHHOIO HAPKOTUYECKOro (ICHUXOTPOIHOIO)
JICKapCTBEHHOTO TMpemnapata W JaThl €ro OTIIyCKa), KOTOpas 3aBepsieTcs] MOMIMUCHI0 paOOTHUKA
anTeyHON oOpraHu3aiy, OTIYCTUBIIETO HAPKOTHYECKHH (IICHUXOTPOIHBIN) JIeKapCTBEHHBIN
npenapar (¢ ykazaHuem ero (paMuiInd, UMEHH, OT4ecTBa (MOCJIENHEE - MPH HAJIMYMM), a TAKKe
KPYTJIOH MeYaThio alTeYHONW OpraHM3alliH, B OTTUCKE KOTOPOMl TOMKHO OBITh MACHTU(DHUIIMPOBAHO
MOJIHOE€ HAMMEHOBAHHE ANTEYHON OpraHU3aliH.

10. Ha ogaoMm penentypHoM Onanke ¢opmbel N 107/y-HII pa3pemaercss oCymecTBISITh Ha3HAUCHHE
TOJILKO OJTHOTO HAUMEHOBAHUS JIEKAPCTBEHHOTO Mpernapara.

11. McnipaBnenus B penenTe He TO0MyCKaroTCs.

1. Odopmiienue peunenta B popMe 3JIEKTPOHHOTO TOKYMEHTA

12. Penent B popMe 3JIEKTPOHHOTO JOKYMEHTA, MOAMHCAHHOTO YCHUJICHHOW KBaTH(HUIIMPOBAHHOMN
AJIEKTPOHHOH MOJIMKUCKIO, POPMHUPYETCS METUITUHCKAM PAOOTHHKOM, CBEICHUS O KOTOPOM BHECEHBI
B (enepanbHBIil PEruCTp MEOUIMHCKUX PaOOTHUKOB <2>, a TaKKe NPHU YCIOBHH PETHCTPALUU


https://normativ.kontur.ru/document?moduleid=1&documentid=12411#l599

MEAMIIMHCKOW OpraHu3alud, B KOTOpoH odopmistercs penent, B (enepaabHOM peecTpe
MEAMIIMHCKUX OpTaHu3aluii <3> eQuHON TOCyIapCTBEHHON MH(DOPMAIIMOHHOW CHUCTEMBI B cdepe
3IpAaBOOXPAHEHUS M TOJKIOYEHHUS TaKOW MEIUIMHCKOW OpraHu3aluud K TIOCyAapCTBEHHOU
UHPOPMALIMOHHOM cucTeMe B cepe 31paBooxpaneHus cyobexTa Poccuiickoit @enepanuu <4>.

<2> Yacte 4 crateu 91.1 ®enepanmpHoro 3akoHa N 323-d3 (CoOpanue 3aKOHOAATEIHCTBA
Poccutickoit @enepamuu, 2011, N 48, cT. 6724; 2020, N 29, ct1. 4516).

<3> Yacte 4 crareu 91.1 denmepambHoro 3akona N 323-®3 (CoOpaHume 3aKOHOIATEIIHCTBA
Poccuiickoit ®enepanuu, 2011, N 48, ct. 6724; 2020, N 29, ct. 4516).

<4> Cratbu 91 u 91.1 ®enepanbroro 3akoHa N 323-D3 (Cobpanue 3akoHoAaTeNbCTBA Poccuiickoit
Oenepaunn, 2011, N 48, ct. 6724).

13. Ilo TpeOoBaHMIO TalM€HTa WJIM €ro 3aKOHHOIO IMpPEICTaBUTEN OQOPMIISETCS 3K3EMIUISP
perienta B opme 3IEKTPOHHOTO JOKYMEHTa Ha OyMa)KHOM HOcCUTelne ¢ oTMmeTkou "Jlybmukar
AJIEKTPOHHOIO TIOKyMeHTa'".
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