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

MUHHCTEPCTBO 3JIPABOOXPAHEHHSI
POCCUINCKOMN ®EJEPALIAUA

ITPUKA3
ot 24 Hosiopst 2021 r. N 1094u

Ob YTBEPKIAEHUHA INTOPAKA HASHAYEHUA
JIEKAPCTBEHHBIX INIPEITAPATOB, ®OPM
PELHEIITYPHBIX BJIAHKOB HA JIEKAPCTBEHHBIE
IHPEHAPATBDIL, IOPAAKA O®OPMJIEHUA YKAZAHHBIX
BJIAHKOB, UX YYETA U XPAHEHHUS, ®OPM
BJAHKOB PEHHENITOB, COAEPKALINUX HASHAYEHHUE
HAPKOTUYECKHUX CPEACTB UWJINA IICUXOTPOIIHbBIX
BEIIECTB, HOPAJIKA UX U3I'OTOBJIEHUAA,
PACIHIPEAEJEHUSA, PETUCTPALIUU, YUETA U
XPAHEHUA, A TAKKE ITPABHUJI O®POPMJIEHUA
BJAHKOB PELEIITOB, B TOM YUCJIE B POPME
QJEKTPOHHBIX JOKYMEHTOB

B cootBercTBuuM ¢ myHKTOM 16 yactu 2 crathu 14 ®@enepanbHoro 3akoHa oT 21 HosOpsa 2011 r. N
323-®3 "OO ocHOBax oOXpaHbl 370poBbs TIpaxjaaH B Poccuiickoii ®Penepauun" (Cobpanue
3akoHo1atenscTBa Poccuiickoit @enepamuu, 2011, N 48, ct. 6724; 2017, N 31, ct. 4791), nyHKTOM
2 cratbu 26 @enepanbHoro 3akoHa ot 8 sHBaps 1998 r. N 3-@3 "O HapKOTHUECKUX CPEICTBAX U
ncuxoTponHsix BenlectBax" (CoOpanue 3akoHonarenbeTBa Poccuiickoit @eneparun, 1998, N 2, cr.
219; 2017, N 31, ct. 4791), noanynkramu 5.2.177, 5.2.178 u 5.2.179 nynkrta 5 IlonoxeHus o
Mununcrepcre 3apaBooxpanHeHuss Poccuiickoir ®denepanuy, yTBEPKIECHHOIO IOCTaHOBIECHUEM
[TpaButensctBa Poccuiickoit @eneparuu ot 19 utonst 2012 r. N 608 (CobOpanre 3ak0HOIAaTEIbCTBA
Poccutickoit ®enepammuu, 2012, N 26, ct. 3526; 2015, N 23, cr. 3333; 2017, N 52, ct. 8131; 2021, N
43, ct. 7258), npuKa3bIBalo:

1. YTBepauTs:
[Topsimox Ha3HAUEHUS JIEKApCTBEHHBIX IIPenapaToB coriacHo npuioxenuto N 1;
(dopMBI perienTypHbIX 0JaHKOB Ha JEKapCTBEHHbIE MTPenapaThl CoryiacHo mpuioxenuto N 2;

HOp}IIIOK O(bOpMHCHHH PCLCITYPHBIX OJlaHKOB Ha JICKAPCTBCHHBIC TIpCraparbl, HUX YUC€Ta U
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XpaHeHHs coryiacHo npuioxenuto N 3;

(dbopMBbI OJIAHKOB PEIENTOB, COACPKAIUX HA3HAYCHHE HAPKOTHYECCKUX CPEJICTB HIIM MCUXOTPOITHBIX
BEIIIECTB, corjiacHO npuiiokeruto N 4,

HOpSIIIOK HU3TOTOBJICHUS, PACIIPCACIICHUA, PCTUCTPALIUU, YUCTAa U XPAaHCHHUA PCLCIITOB, COACPKAIIUX
Ha3HaA4YCHUE HAPKOTUYECKUX CPCACTB WIH IICUXOTPOITHBIX BEHIECCTB COIJIaCHO IIPHUIIOXKCHHUIO N 5,

HpaBHna O(i)OpMJ'ICHI/IH PEUCIITOB, COACPKAIMMX HA3HAYCHUE HAPKOTHYECKHUX CPCACTB HIIN
MCUXOTPONHBIX BCHICCTB, B TOM YUCJIC B (popMe QJICKTPOHHLIX JOKYMCHTOB COIJIACHO MPHUJIOKCHHIO
N 6.

2. Ilpu3HaTh yTpAaTUBIIMMU CUILY:

npuka3z MunuctepceTBa 31paBooxpanenus Poccuiickoit @enepanuu ot 1 aBrycra 2012 r. N 541 "O6
yTBepXkIeHHH (HOpPMBI OJTAHKOB PEIENTOB, COACPKALIMX HAa3HAUEHHE HAPKOTUYECKUX CPEACTB WU
NICUXOTPOITHBIX BELIECTB, MOPSIKA WX HW3TOTOBICHHS, PACIpECIICHUs,, PETUCTpAIMH, y4deTa U
XpaHeHUs, a TaKke npaBuwa odopmwiieHus" (3aperucTpupoBaH MUHHCTEPCTBOM  FOCTHILIUH
Poccuiickoit ®enepanuu 15 aBrycra 2012 r., peructpaunonnsii N 25190);

npuka3 Munucrepctsa 3apaBooxpanenus Poccuiickoit @enepanuu ot 30 urons 2015 r. N 3851 "O
BHECEHUU M3MEHEHHUIl B mpuka3 MuHucrepcTa 3apaBooxpaHeHus Poccuiickoit ®@enepanuu ot 1
asrycta 2012 r. N 54un "OOG ytBepxkaeHuu (Gopmbl OJaHKOB PEIENTOB, COAEPKAIIUX HA3HAYCHUE
HapKOTUYECKUX CPEJCTB WJIM IICUXOTPOIHBIX BEILECTB, NOPSAIKA UX U3TOTOBJICHUS, pACIPEACIICHNUS,
perucTpaluy, ydera W XpaHEHHus, a Takke mpaBul odopmieHus" (3aperucTpupoBaH
MunucrepctBoMm toctuin Poccmiickoit denepanun 27 nHosiopst 2015 1., perucrpanmonssii N

39868);

npuka3 MunucrepcrBa 3apaBooxpaneHust Poccuiickoit @enepaunu ot 21 anpens 2016 r. N 2541 "O
BHECEHUHU M3MEHEHUH B mpuka3 MuHucTtepcTBa 3apaBooxpaneHus Poccuiickoit @enepanun ot 20
nexadbps 2012 r. N 11751 "O6 yTBepskieHnU MOopsiaKa Ha3HAYCHHsI U BHITUCHIBAHUS JIEKAPCTBEHHBIX
IpenapaToB, a Takke (opM perenTypHbIX OJaHKOB Ha JIEKapCTBEHHbIE IpemnapaThl, MOpsIKa
oopmieHHs yKa3zaHHBIX OJaHKOB, MX ydeTa M XpaHeHus" u mnpuioxkenue N 2 k mnpuxasy
MunuctepcrBa 3apaBooxpanenusi Poccuiickoit ®enepauun ot 1 asrycra 2012 r. N 54n "O6
YTBEPXKJIEHUH (POpMBI OJaHKOB PELENTOB, COACPKAIIMX HAa3HAUEHUE HAPKOTUYECKUX CPEACTB WM
NICUXOTPOIHBIX BEIIECTB, MOPSAJKA HMX H3TOTOBJICHHUS, pACIpeAesIeHUs, PETUCTPaLUU, ydeTa H
XpaHeHMs, a Takke npaBwi odopmieHus" (3aperucTpupoBaH MUHHCTEPCTBOM FOCTUIIMH
Poccuiickoit @enepanmu 18 utonst 2016 r., perucrparronnsiii N 42887);

IYHKT 4 U3MEHEHHUH, KOTOPbIE BHOCATCSA B HEKOTOPbIE IPUKa3bl MUHHUCTEPCTBA 34paBOOXPAHEHUS U
conuanbHOro passutus Poccuiickont denepanuun 1 MunucTepersa 3apaBooxpaneHus Poccuiickon
®denepanuy Mo BOIIpocaM OOpalleHus JEKapCTBEHHBIX MPENapaToB, COACPKALIMX HAPKOTUUYECKHE
CPEJICTBA, NICUXOTPOIIHBIE BEIIECTBA U UX MPEKYpPCOPHI, U JEKAPCTBEHHBIX CPEJCTB, MOAJIEKAIIUX
IIPEIMETHO-KOJIMYECTBEHHOMY YUYETY, YTBEPXKICHHBIX NMPUKa30M MUHMCTEpPCTBA 3ApaBOOXPAHEHHUS
Poccuiickoit ®denepauun ot 31 oktsa6ps 2017 r. N 882 (3apeructpupoBan MuHHCTEPCTBOM
roctuinn Poccuiickoit @enepannu 9 stuBaps 2018 r., peructpaunonnsiii N 49561);

npuka3 Munuctepcersa 3apaBooxpanenus Poccuiickoit @enepanuu ot 11 gexabps 2019 r. N 1021H
"O BHeceHuu usMeHeHud B npuioxeHuss N 2 u 4 x npukasy MuHUCTepCTBa 3/IpaBOOXpaHEHUS
Poccuiickoit ®enepannu ot 1 aBrycra 2012 r. N 541 "O06 yrBep:xkaeHrH (opMbI OJIaHKOB PELENTOB,
coJlepKalliX Ha3HAUeHHE HAPKOTHYECKUX CPEACTB WM ICUXOTPONHBIX BELIECTB, MOPAIKA HX
U3TOTOBJICHUS, pACIpeeIeHUs, PETUCTPALIH, YUeTa U XPaHEHHs, a TakKe MpaBuil opopMiIeHUs"
(3apeructpupoBan MuHnuctepctBoM roctuiuun Poccuiickoit ®Pepepannu 28 saBaps 2020 1.,
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peructparuonubiit N 57293);

npuka3 MuHucrepcTBa 3apaBooxpanenuss Poccuiickoit @enepaunn ot 8 okts16psa 2020 r. N 1076H
"O BHecenuu usmeHeHuit B [lopsinok perucrpanuu, ydera 1 XpaHeHUs ClICHUANbHBIX PEeLEeNnTypPHBIX
0JIaHKOB HAa HApKOTHMYECKHE CPEJCTBA WJIM ICUXOTPOIHBIE BELIECTBA, YTBEP)KICHHBIM MpPUKa30M
MunucrepcTBa 3apaBooxpaHeHus Poccuiickoit @Penepanmm ot 1 asrycra 2012 r. N 54n"
(3apeructpupoBan MunucrepctBoM toctuiiuu Poccuiickoir ®denepamuu 13 nHostOpss 2020 1.,
perucrpanronubiii N 60898);

npuka3 MunuctepcTsa 3apaBooxpanenust Poccuiickoit denepanmu ot 14 suBapst 2019 r. N 41 "O6
YTBEPKACHUU TOPSJIKA HA3HAYEHUS JIEKAPCTBEHHBIX MpEnaparoB, GopM pelenTypHbIX OJaHKOB Ha
JIEKapCTBEHHbIE Ipenaparhl, mopsaka oGOpMIICHUS yKa3aHHBIX OJIAHKOB, UX ydeTa M XpaHeHHs"
(3apeructpupoBan MunuctepctBom roctuiiuu Poccuiickoit ®deneparmuun 26 mapra 2019 r.,
peructparonnbiii N 54173);

npuka3 Munucrtepersa 3apaBooxpanenus Poccutickoit @enepanmu ot 11 gexadps 2019 r. N 10220
"O BHeceHHMU M3MEHEHUH B IpHKa3 MuHucTepcTBa 31paBooxpaHeHust Poccuiickoit denepanuu ot
14 suBaps 2019 r. N 41 "OO yrBep)KAeHMM MOpsIKa Ha3HAYEHUs JIEKAPCTBEHHBIX IPENapaTos,
dopM peLenTypHbIX OJAaHKOB Ha JICKApPCTBEHHbIE Mpernaparhbl, MOpsjika OQOpPMICHHs YKa3aHHbIX
0JlaHKOB, MX YydeTa U XpaHeHud" (3apeructpupoBaH MuHucTepcTBOM rocTHlMM Poccuiickoit
Deneparun 28 suBaps 2020 r., perucrpanuonsbii N 57292);

npuka3 MuHucTepcTBa 3apaBooxpanenuss Poccuiickoit @enepauun or 8 oktsi6ps 2020 r. N 10751
"O BHECEHMM W3MEHEHMH B MOPSJIOK Ha3HAYEHHUs JIEKAPCTBEHHBIX IIPENapaToB, YTBEP>KICHHBIHI
npukazoM MuHucrepcrBa 3apaBooxpaHenust Poccuiickoit ®enepanuu ot 14 sausaps 2019 r. N 4u"
(3apeructpupoBan MwuHHCTepcTBOM IocTuuMu Poccuiickoit ®deneparuun 22 nekabps 2020 1.,
perucrpamonsbiii N 61695);

nyHKT 3.8 WMHCTpyKIMM O TOpSAKE BBINMKACBIBAHUS JIEKAPCTBEHHBIX MPENapaToB W 0(OpMIICHUS
peLenToB U TpeOOBaHUI-HAKIAIHBIX, YTBEPKIACHHOM NprKa3oM MUHHUCTEPCTBA 31paBOOXPAHEHUS U
counanpHoro pasButus Poccuiickoit ®enepanuu ot 12 ¢espans 2007 r. N 110 "O nopsake
Ha3HAUEHUs U BBINHMCHIBAHUA JIEKApPCTBEHHBIX IpPENapaToB, U3/ENUil MEIUIIMHCKOTO Ha3HAYEHUS U
CHEHAIM3UPOBAHHBIX TPOJYKTOB JIe4eOHOro MNHTaHuA" (3aperucTpupoBaH MUHHCTEPCTBOM
roctuimu Poccuiickoit @eneparun 27 anpens 2007 r., peructpaiuonsbiii N 9364);

npuka3 MHUHHCTEPCTBA 3IpaBOOXPAHEHUS U cOLMaNnbHOro pa3Butus Poccuiickont denepanuu or 17
mas 2012 r. N 5621 "O6 yrBepxnenuu Ilopsaka oTmycka (pU3MYECKHM JIMIIAM JIEKapCTBEHHBIX
IpernapaToB Uil MEAMIMHCKOTO TNPUMEHEHHs, COJEpXKallUX KpOME MallblX KOJUYECTB
HapKOTHUYECKUX CPEJCTB, ICUXOTPOIHBIX BELIECTB M UX MPEKypCOPOB Apyrue papmaxkoisoruyeckue
aKTHUBHBIE BeliecTBa" (3apeructpupoBaH MuHnucrepcTBoM toctuiuu Poccuiickoit ®@enepanun 1
utonst 2012 r., peructpannonnsiii N 24438);

IYHKT 2 U3MEHEHHUH, KOTOPBbIE BHOCATCA B HEKOTOPbIE ITPUKa3bl MUHKMCTEPCTBA 3paBOOXPaHEHMS U
conuanbHOro passutus Poccuiickonn ®enepanuu, yTBEPKIACHHBIX NPHUKa30M MMUHHUCTEpCTBA
3npaBooxpanenusi Poccuiickoit ®enepanmu ot 10 wurons 2013 r. N 369 (3apeructpupoBaH
MunucrepcTBom rocturmu Poccuiickoit ®eneparuu 15 uromnst 2013 r., peructpanmonssiii N 29064);

npuka3 MunucTtepcTBa 3apaBooxpanHeHust Poccuiickoit ®enepaunn ot 21 asrycra 2014 r. N 4651
"O BHECEHHHU U3MEHEHMH B MOPSAJOK OTIyCKa (PU3NYECKUM JIHIIaM JIEKAPCTBEHHBIX MpernapaToB AJs
MEAMLIMHCKOTO IPUMEHEHUS, COAEPKAIIUX KPOME MaJbIX KOJIMYECTB HAPKOTHMYECKHUX CPENCTB,
MICUXOTPOINHBIX BEIIECTB U HMX IMPEKYypCOpPOB Jpyrue (papMakoIOrHUYeCKHe aKTHBHBIE BEIIECTBA,
YTBEPXKACHHBIN MTpHKa30M MUHUCTEPCTBA 3/1paBOOXPAaHEHNUs] U COLMAIBHOIO pa3BUThs Poccuiickoit
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®enepanuu ot 17 masg 2012 r. N 562H" (3apeructpupoBan MunucrepcTBoM roctuiuu Poccuiickoit
Ddeneparun 10 cerrsops 2014 r., peructparmonssiii N 34024);

IOYHKT | W3MEHEHUM, KOTOPbIE BHOCATCSI B HEKOTOPBIE NMPUKa3bl MUHUCTEPCTBA 3ipaBOOXPAHEHUS U
conuanbHOro passutus Poccuiickonn denepanuun 1 MunHucrepersa 3apaBooxpanenus Poccuiickon
®denepanun, YTBEpKICHHBIX NMPUKa3oM MuHucTepcTBa 3/paBooxpanenusi Poccuiickoit denepannun
or 10 centsops 2015 r. N 634un (3apeructpupoBan MuHHCTEPCTBOM IOCTHIMU Poccuiickoi
Deneparun 30 cenrsops 2015 r., perucrparnmonnsiii N 39063);

OYHKT 3 U3MEHEHUH, KOTOPbIE BHOCATCSI B HEKOTOPBIE MpUKa3bl MUHUCTEPCTBA 3APABOOXPAHCHUS U
conuanbHOro passutus Poccuiickoir @enepanuu 1 MuHuCTEpCTBa 3/1paBooxpaneHusi Poccuiickoii
@®enepanuu 1o BompocaMm oOpallleHus JIEKAPCTBEHHBIX IMPENapaToB, COAEPKAIINX HAPKOTHYECKHE
CPEICTBA, IICUXOTPOIHBIC BEIIECTBA U UX MPEKYPCOPOB, U JEKAPCTBEHHBIX CPEICTB, MOAIEKALINX
IIPEIMETHO-KOJIMUYECTBEHHOMY YUYETy, YTBEPXKICHHBIX MTPUKa30M MUHHCTEpPCTBA 3ApaBOOXPAHEHUS
Poccuiickoit ®@enepanmu ot 31 oktsaops 2017 r. N 882H (3apeructpupoBaH MUHHCTEPCTBOM
toctuin Poccuiickoit @enepannu 9 ssuBaps 2018 r., peructpaunonnsiit N 49561).

3. Penentypusie Omanku ¢opmbel N 107/y-HII, W3rotoBieHHBIE O JHS BCTYIUICHUS B CHILY
HACTOSAIIET0 MpHKa3a, MOTYT ObITh HCIIONIBb30BaHbl 10 1 Mapta 2023 rona.

4. Hacrosiuuii mpuka3 BeTymnaer B cuily ¢ 1 mapra 2022 r. u nelictByer no0 1 mapra 2028 r.

Munucmp

M.A. MYPALIKO

Ipunooicenue N 1
K npuxasy Munucmepcmea 30pagooxpaHenuisl
Poccuiickoti @edepayuu

om 24 noaops 2021 2. N 1094n

HOPAJOK HASBHAYEHUA JIEKAPCTBEHHBIX
INPEITAPATOB

. O0uIne moJ10KeHU s

1. Ha3HaueHuwe JeKapCTBEHHBIX MpENapaToB s MEAMIMHCKOTO NpUMEHeHus (Jnaiee -
JIEKapCTBEHHBIE IMperaparbl) OCYIIECTBISETCS JedyalluM BpayoM, (enpamiepoM, akylmiepkod B
CJIy4ae BO3JIO)KEHHUS Ha HUX MOJHOMOYMH JIEYallero Bpaya, Ipyu OKa3aHUH MEAUIIMHCKON IIOMOIIH B
MEAMIMHCKUX OpraHuzanusax <I1>, B TMOpsAake, YCTAaHOBIEHHOM IpuKa3oM MuUHHUCTEpCTBA
3/IpaBOOXPAaHEHMs U colMaiIbHOro pa3ButHs Poccuiickoit @eneparun ot 23 mapra 2012 r. N 2521
"O6 ytBepxaenuu [lopsiika Bo3noxeHus Ha ¢enbiiepa, akylepky pyKoOBOJAUTEIEM MeIULIUHCKON
OpraHM3alMy TpU OpraHU3aluu OKa3aHUs IMEPBUYHON MEAMKO-CAaHUTAapHOM IOMOIIM M CKOpOU
MEAMIMHCKON MOMOIIM OTIENbHBIX (PYHKIIM Jieyalero Bpaya 1o HEMnoCpeACTBEHHOMY OKa3aHHIO
MEIUIUHCKONW TOMOIIM MalMEHTy B MEPHOJ HAOMIOJCHNUS 32 HUM U €ro JICYeHUs, B TOM YHCIE 10
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HA3HAYCHUIO W MPUMEHEHHIO JICKAPCTBEHHBIX  MPEMapaToB, BKIOYAas  HAPKOTHYECKHE
JICKapCTBEHHBIC MTPETapaThl U TICHXOTPOIHBIE JICKAPCTBEHHBIE Mperaparhbl” <2>, WHAWBHYaTbHBIMH
MPEIPUHAMATEISIMHU, OCYIIECTBISIOMMMU MEIUIMHCKYIO JESITeIbHOCTh (Janee - MEIMIIMHCKHE
pabOTHHKN).

<1> [ynkr 11 crateu 2 denepanbHoro 3akoHa oT 21 wHosOps 2011 r. N 323-d3 "OO6 ocHoBax
oXxpanbl 310poBbs TpaxaH B Poccuiickoit ®enepanun" (Cobpanue 3akoHonarenbcTBa Poccuiickoit
®depnepannn, 2011, N 48, ct. 6724, 2019, N 52, cT. 7796) (nanee - ®enepanbubiii 3aKkoH N 323-D3).

Oduyuanvholii UCMOYHUK IIEKMPOHHO20 OOKYMEHMA COOEPHCUN HEMOUHOCHb: UMEECHICA 8
6udy nynkm 11 yvacmu 1 cmamou 2 @edepanvrozo 3akona om 21.11.2011 N 323-D3.

<2> 3apeructpupoBan MunHucrepctBoM roctunu Poccuiickoit @enepanuu 28 anpens 2012 r.,
peructpaunonHelidi N 23971 ¢ u3MeHeHMsIMH, BHECEHHBIMM IIpUKazoM MuHHCTEpPCTBA
snpaBooxpanenus Poccuiickoit ®enepanuu ot 31 okTabps 2017 r. N 882H (3apeructpupoBaH
MunuctepctBom toctunuu Poccuiickoit ®@enepauun 9 suBaps 2018 1., perucrpanuonssii N
49561).

MenuuuHCckuii pabOTHUK, O(GOPMUBIIMK pEUENT ¢ HAPYUICHHEM HACTOSAIIET0 IMOpsAAKa, WIH
PYKOBOJUTENb MEIUIIMHCKON OpraHm3anuu 00eCHeunBalOT CBOEBpPEMEHHOE IepeodopMiIeHUe
TpeOyeMoro 1Jis MallMeHTa peLenTa.

2. CseneHuss O Ha3HAYEHHOM JICKApCTBEHHOM IIpenapare (HaMMEHOBaHHE JIEKapCTBEHHOI'O
npemnapara,  JO3UPOBKAa, CIOCOO  BBEACHUS M IPUMEHEHUS, PpPEeXUM  JI03UpPOBaHMS,
IPOIOJKUTEIBHOCTD JIEUeHUSI U 000CHOBaHME HAa3HAYEHUS JIEKAapCTBEHHOIO IpernapaTa) BHOCATCS
MEAMIMHCKUM paOOTHUKOM B MEIULMHCKYIO JOKYMEHTALMIO MallueHTa.

B cnyuasx, yka3zaHHelx B myHKTax 8 - 11 Hactosmero Ilopsnaka, MeaunuHCKuUN paOOTHUK,
Ha3HAYMBLIMKA JIEKapCTBEHHBIN mpemnapat, opopMisieT Ha3HaYeHHE JIEKapCTBEHHBIX IpenapaTos, B
TOM 4HCJI€ TMOJIeKAIIUX W3TOTOBJICHUIO W OTHYCKY aNnTeYHbIMU OpraHu3alusMu (naiee -
JeKapCTBEHHbIE IpernapaTbl HMHIUBUAYaJbHOIO M3rOTOBJICHMS), Ha peLenTypHOM OJaHKe,
odopmIIeHHOM Ha OyMa)KHOM HOCHUTEJE 3a CBOEW MOMAMUCHIO (l1ajee - perenT Ha OyMakKHOM
HocuTene), ¥ (WIN) C COIJIacysl MallMeHTa WM €ro 3aKOHHOTO MPEACTaBUTENs <3> Ha pelenTypHOM
OyiaHke B (hopMe BJIEKTPOHHOI'O JOKYMEHTa C MCIOJb30BaHUEM YCWJIEHHON KBaIU(pUIMPOBAHHON
AJIEKTPOHHOM MOJAMUCH METUIMHCKOro paOoTHUKa (fajnee - peuent B (opme 3JIeKTPOHHOTO
JIOKYMEHTA).

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

Peuienit B hopme 2IEKTPOHHOTO TOKYMEHTA, COAEP KAl Ha3HAUeHHE HAPKOTUIECKUX CPEJICTB WIIH
MICUXOTPONHBIX BEIIECTB, IMOAMKMCHIBACTCS C HCIOJIb30BAaHUEM YCHJICHHOW KBATH(HUIIMPOBAHHOM
DIIEKTPOHHOW TOJIMUCH JIeYalllero Bpada WK (Qenpaiiepa, aKylmepKd, Ha KOTOPBIX BO3JI0KEHBI
(GYHKIIMM JIeYaIero Bpada, ¥ COOTBETCTBYIONIEH METUIIMHCKON OpraHu3aun <4>,
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<4> [MyskT | cratbu 26 @enepanbHoro 3akona ot 8 suBaps 1998 r. N 3-®3 "O HapKOTHYECKHX
cpencTBax M NcuxoTpornHbix BemecTBax" (CoOpanme 3akoHonmarenbcTBa Poccuiickoit deneparum,
1998, N 2, ct. 219, 2017, N 31, cT. 4791) (nanee - @enepanbusbiii 3akoH N 3-D3).

Odopmiienne penentoB B pOpMeE IEKTPOHHBIX TOKYMEHTOB OCYILIECTBIISETCS B CIy4yae MPUHATHA
YIOJIHOMOYECHHBIM OPTraHOM HCIIOJTHUTEIIBHOW BiacTH cyObekTa Poccuiickoii ®enepanvu B
COOTBETCTBUM C IMYHKTOM 4 crateu 6 ®DenepanpHoro 3akona ot 12 ampenst 2010 r. N 61-®3 "O6
oOpallleHHuH JIeKapCTBEHHBIX CpelCTB" <5> pemieHus 00 HUCIOJIb30BAHUN HA TEPPUTOPHUH CyOBEKTa
Poccuiickoit @enepanuu HapsiLy ¢ pelenTaMy Ha JIGKAPCTBEHHBIE TpenapaTsl, 0(pOpMICHHBIMU Ha
OyMa)XHOM HOCHUTENe, PEIENTOB Ha JIEKapCTBEHHBIE Mpernaparbl, cHOPMUPOBAHHBIX B (opme
AJIEKTPOHHBIX IOKYMEHTOB.

<5> CoOpanue 3akoHomatenscTBa Poccuiickoit @enepanuu, 2010, N 16, ct. 1815, 2019, N 52, cT.
7793.

3. Ilpum BbIIMCKE NAUEHTa W3 MEAUIMHCKOW OpraHu3alud, B KOTOPOHl €My OKa3blBajach
MEIUIUHCKas. TOMOIb B CTAllMOHAPHBIX YCIOBUSX, NPU HEOOXOIMMOCTH IPOJOKEHHs MpUeMa
JICKapCTBEHHOTO IIperapara B aMOYJIAaTOPHBIX YCIOBUSX JaHHOMY IMAIMEHTY IO PEHICHHUIO
PYKOBOJUTENS MEIUIMHCKONW OpraHu3aluy Ha3HayaroTcs ¢ odopmileHHeM penenta B (opme
AJIEKTPOHHOTO JOKYMEHTa W (WiM) Ha OyMa)KHOM HOCHTENE (3a HCKII0YEeHHEeM OQopMIIeHUs
pELENTOB Ha JICKapCTBEHHbIE IpenapaThl, MO JIeXKaII1e OTIYCKY OeCIUIaTHO UM CO CKUAKON) 100
BbI1aI0TCA (MALMEHTY WIN €r0 3aKOHHOMY IPEJICTaBUTEII0) OJIHOBPEMEHHO C BBITUCKOMN U3 UCTOPUU
00JIe3HM JIEKapCTBEHHBbIE IIpernaparbl, B TOM 4YMCIE€ HApKOTMYECKHE U ICUXOTPOIHbIE
JIeKapCTBEHHbIE MpenapaThl, BHeceHHble B cnucku |l u |l mepedns HapkoTHyeckux CpeacTs,
NICUXOTPOIHBIX BEUIECTB U UX IPEKYPCOPOB, MOJIEKAINUX KOHTpomo B Poccuiickoit denepanuu,
yrBepknenHoro IIpaButensctBom  Poccuiickoit  ®eneparun  <6> (mamee - Ilepedens),
CHJIBHOJIEMCTBYIOIIUE JIEKAPCTBEHHBIE IIPENIapaThl, HA CPOK NpUEMA ITALIUEHTOM JI0 5 THEH.

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

4. HazHaueHwe JEKapCTBEHHBIX NIpENapaToB NpPH OKa3aHUU MEIUIUHCKON IOMOIIU B
CTAllMOHAPHBIX YCIOBUAX MOXKET OCYILECTBIIATHCS IOCPEACTBOM TpeOOBaHUNA MEIUIIUHCKON
OpraHu3aliy, HalpaBIs€MbIX B aIlTEYHblE OpPraHWU3alu, SBILIOIIMECS  CTPYKTYPHBIMHU
MOAPa3AeICHUAMU MEAULIMHCKON OpraHu3anuu. </>

<7> Ilynkt 54 crarbu 4 @enepanbHoro 3akoHa ot 12 ampens 2010 r. N 61-®3 "O6 obpamennu
nexapcTBeHHBIX cpencTB" (Cobpanue 3akoHomarenbcTBa Poccuiickoit deneparuu, 2010, N 16, cr.
1815; 2019, N 31, cT. 4456) (nanee - @enepanbhbiii 3akoH N 61-D3).
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5. Ha3sHaueHue JEKapCTBEHHBIX IMPENapaToB OCYIIECTBIACTCS MEIUIIMHCKUM pPAOOTHUKOM TIO
MEXIYHAPOJAHOMY HEMATeHTOBAHHOMY HaUMEHOBAHUIO, a TIPU €r0 OTCYTCTBUU - TPYNIIHUPOBOYHOMY
WM XUMHUYECKOMY HaWMMEHOBaHHWIO. B cilydae OTCYTCTBHS MEXIYHApOJIHOTO HEMATEHTOBAHHOTO
HAaMMEHOBAHMS U TPYNIUPOBOYHOIO MM XMMUUYECKOI0 HAMMEHOBAHMS JIEKAPCTBEHHOTO IMpernapara
JIEKapCTBEHHBIN MperapaT Ha3HAYaeTCs MEAUIIMHCKUM PaOOTHUKOM 10 TOPrOBOMY HaMEHOBAHHMIO.
[Ipy HamMYuM MEIUIMHCKUX I[OKa3aHUW (MHIMBHUIyaJIbHAsi HEMEPEHOCUMOCTh, IO >KU3HEHHBIM
MOKa3aHUsIM) 10 PEUICHUIO0 BpaueOHOW KOMUCCUU METUITMHCKOW OpTraHu3aIui <8> OCYIeCTBIISCTCS
Ha3Ha4YeHWe W oopmIIeHHEe HAa3HAYCHUS JICKAPCTBEHHBIX MPENapaToB, HE BXOISIIUX B CTAHIAAPTHI
MEJUIIMHCKOW MOMOIITH, pa3paboTaHHbIE B COOTBETCTBUU ¢ NYHKTOM 14 cratbu 37 DeaepaibHOTO
3akona N 323-©3 <9>, wim He NPEeAYCMOTPEHHBIX COOTBETCTBYIOIIEH KIMHUYECKOM
peKkoMeHanue, JMOO IO TOProBbIM HAWMEHOBaHUAM. PemieHne BpadyeOHONW KOMUCCUU
MEAWIIMHCKOW OpTaHu3aIlui PUKCUPYETCS B MEIUIIMHCKON JOKYMEHTAIUU MAIUEHTA U B )KypHAJe
BpayeOHON KOMHCCHH.

<8> Ilpuka3z MuHuUCTEpCTBa 3[paBOOXPAaHEHUS U COLMANbHOrO pa3Butus Poccuiickoit denepanuu
or 5 masg 2012 r. N 5021 "OO yTBepKOCHHHM TOpPSIKA CO3IAaHUS WU ACATEIBHOCTH BpadeOHOU
KOMUCCHH MEIUIIMHCKOM opranu3zanuu’ (3apeructprupoBad MuHUCTEpCTBOM focTuiiuu Poccuiickoii
Oenepannn 9 utonst 2012 r., peructpaunonubiii N 24516) ¢ u3MeHEHUSIMH, BHECEHHBIMU TPUKA30M
MunucrepcTBa 3apaBooxpaHeHus Poccuiickoit ®enepanuu ot 2 npekadbps 2013 r. N 886H
(3apeructpupoBan MwuHHCTEpCTBOM IocTUIMU Poccuiickoit ®@eneparm 23 nmekabps 2013 1.,
perucrpanronssiii N 30714).

<9> CoOpanue 3akoHogaTenbcTBa Poccutickoit @enepanmu, 2011, N 48, cT. 6724.

Ecin mnpu oka3zaHuM DAUUMEHTY MEIWLUHCKOM IOMOIIM B MEIUIMHCKOM OpraHu3aluv B
CTAIlMOHAPHBIX YCJIOBUSIX IO PELIEHUI0 BpaueOHOM KOMHCCHM OCYIIECTBIISIIOTCS Ha3HAaYeHHE U
IIPUMEHEHUE JIEKapCTBEHHOI'O IIpernapara ¢ KOHKPETHBIM TOProBbIM HaWMEHOBaHHEM, TO IIpH
OKa3aHWU JAHHOMY IMAalMEHTy MEIUIMHCKOM IMOMOIIM B WHOW MEIUIIMHCKOW OpraHu3aluu B
CTAllMOHAPHBIX YCIIOBHSX, @ TaKXKe B aMOYJIaTOPHBIX YCIOBHUSX OCYLIECTBISETCS Ha3HAYCHUE eMy
JIEKapCTBEHHOTI'0 Ipernapara ¢ TeM K€ TOPrOBbIM HauMeHoBaHueM <10>.

<10> Ilynkr 2 nocranosnenus [IpaBurensctBa Poccuiickoit @enepannu ot 30.06.2020 N 965 "O
BHeceHHU u3MeHeHuil B IlpaBuna ¢dopmupoBaHMs HepedHs JIEKAPCTBEHHBIX CPENCTB, 3aKyIKa
KOTOPBIX OCYHICCTBIIACTCA B COOTBCTCTBHU C MX TOProBbBIMU HAMMCHOBAHUSIMHU, U O NPUMCHCHHU
JEKapCTBEHHBbIX IpernaparoB C KOHKPETHbIMH TOProBeiIMH HauMmeHoBaHMsMHU" (CoOpaHue
3akoHo1atenscTBa Poccuiickoit deneparuu, 2020, N 28, cT. 4422).

6. Ha3HaueHnue nexkapCTBEHHOTO Mpemnapara B pelenTe Ha OyMa)KHOM HOCUTENE WM pelenTe B
dbopmMe dIIEKTPOHHOTO JOKYMEHTa O(OopMIIsieTCs Ha WMsS MAIMeHTa, /Ui KOTOPOro MpeaHa3HauYeH
JIeKapCTBEHHBIN Mpemnapar.

Peuent Ha Oyma)kHOM HocuTene, opopMiIeHHbIN Ha peuentypHoMm oOmanke ¢popm N 107/y-HIL, N
107-1/y, N 148-1/y-88, N 148-1/y-04(;1), yTBEep>KIEHHBIX HACTOSIIMM IPHUKA30M, MOXKET OBITh
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Honyqu nmanmnueHTOM, €ro 3aKOHHBIM HpeI[CTaBI/ITCJIeM nin JIUMInoM, MMCHOIIIUM Oq)OpMJICHHYIO B
COOTBETCTBUU C TPAXKIAHCKUM 3aKOHOAATENbCTBOM Poccuiickoir denepanuvii HOBEPEHHOCTb OT
MalKeHTa Ha MTPaBO MOJYUYEHHUS TAKOTO pelenTa (Jajiee - yIOoJIHOMOUYEHHOE JIUIIO).

[IpencraBieHne NOBEPEHHOCTH HE TpeOyeTcsl B Ciydae IMOJIyUYeHHs pelenTa Ha JICKapCTBEHHBIN
npenapar JUisi MHKypaOeiabHOro OOJBHOIO HA 3aBEPIIAIOIIEM J3Tale €ro JKU3HU JIMLOM,
OCYILIECTBIISIIONIMM YXOJl 32 TaKHUM HHKypaOelabHbIM OONBHBIM. B TakoMm ciyyae MEIMIIMHCKUN
paOOTHUK BBIIAET JIMIY, OCYLIECTBISIOIIEMY YXOJA 3a HMHKYpaOeIbHbIM OOJbHBIM, JOKYMEHT,
HOATBEPKAAIOIINI HHKYPaOeIbHOE COCTOSIHUE OOJIBHOTO0, COEPKALIMNA CBEACHUS O JIUIE, KOTOPOEe
Oyzer mosyyaTh JIEKAPCTBEHHBIE IIpenaparsl 10 peuenty (pamuiaus, UuMs, oT4ecTBO (MOCIeaHee -
IIPU HAJIM4YUM), BUJ, cepust U (WJIM) HOMEP JOKYMEHTA, YIOCTOBEPSIOLIETO JINYHOCTD), 3aBEPEHHBIN
HNOJNKMCHI0O U MEYaThl JAHHOTO MEAMLMHCKOrO pAabOTHUKA, a TaKXKe I1€4aThbl0 MEIAULUHCKON
OpraHu3alUHu.

JIOKyMEeHT, MOATBEPXKAAIIUNA HHKYypaOelbHOEe COCTOSSHUE OOJIbHOTO, OCTAaeTCs B AamnTEeYyHOM
OpraHH3aIiy.

Pettenit B hopMe IIEKTPOHHOTO JOKYMEHTa (OPMHUPYETCS C HCIOJIB30BAHHEM TOCYAapCTBEHHOM
nH(MOPMaLlMOHHON cucTeMbl B cdepe 3apaBooxpaHeHus cyObekTa Poccuiickoit dDenepauuu,
MEAUIIMHCKONW WH(POPMAITMOHHON CUCTEMBI METUIIMHCKOM opranu3anun <11>,

<11> Crareu 91 u 91.1 denepanpHoro 3akoHa N 323-®3 (CobOpanue 3aKOHOAATEIHCTBA
Poccutickoii ®enepamuu, 2011, N 48, ct. 6724; 2021, N 27, c1. 5141).

@akT BbIAYM peLENTa Ha JIEKAPCTBEHHBIM IIpenapar 3aKkOHHOMY IIPEACTABUTEII0 WM
YIIOJIHOMOYEHHOMY JIUITY (PUKCUPYETCS B MEJUIIMHCKOM TOKYMEHTAILIMH TTallUeHTA.

7. MenuuuHcKkuM paboTHHKaM 3amperiaercs oGopMIIsATh pelenTsl MPU OTCYTCTBUM Yy TAallMEHTa
MEAMIMHCKUX IIOKa3aHMWW; Ha HE3apernCTPUpPOBAHHBIE JIEKApCTBEHHBbIE Ipenaparsl <12>; Ha
JIEKapCTBEHHbIE Mpenaparbl, KOTOPbIE B COOTBETCTBUU C MHCTPYKIHEH IO MEIULUHCKOMY
NPUMEHEHUIO TIPEAHA3HAYEHBbl JUIsl NPUMEHEHUs TOJIbKO B MEIMLIMHCKHX OpraHM3alMsX; Ha
HAapKOTUYECKHE CpEACTBA M IICUXOTPOINHBIE BeElIeCcTBAa, BHeceHHble B cnucok [I Ilepeuns,
3aperuCTpUPOBAHHBIE B KAUECTBE JIEKAPCTBEHHBIX MPENApaTOB, B LEIAX NPUMEHEHUS ISl JICUEHHUS
HapKOMAaHHUU.

<12> Pemenue Cosera EBpazuiickoil s3xoHOMUYecKOi kKomuccuu oT 3 HosiOps 2016 r. N 78 "O
[TpaBuiax perucTpalu U SKCHEPTH3bI JEKAPCTBEHHBIX CPEACTB A METUIIMHCKOTO MPUMEHEHUs"
(opunmaneHbIil caiit EBpa3suiickoro skoHomudeckoro corosa http://www.eaeunion.org/, 21 HosiOpst
2016 1.). Crares 13 ®Denepanshoro 3akoHa N 61-®3 (CoOpanue 3akoHomaTenbcTBa Poccuiickoii
®enepannn, 2010, N 16, ct. 1815; 2020, N 14, ct. 2028).

I/IHJII/IBI/IJIyaJ'IBHI)IM NpCaAIPUHUMATECIIAM, OCYHICCTBIAIOIIUM MCIUIHUHCKYIO JACATCIIBHOCTD,
JOIIOJHUTCIIbHO K Tpe60BaHI/IHM, YKa3aHHBIM B 3.638.1_[6 MEPBOM HACTOALICTO ITYHKTA, 3alIpCHIACTCA
Oq)OpMJ'ISITI) PELCIITEI HA HAPKOTHYECKHUE CPCACTBA WM IMCHUXOTPOIIHBIC BEIIECCTBA, BHCCCHHBLIC B
CIITMCKH |_| )41 m HepeqHﬂ (;[anee - HAPKOTHYCCKUC U IICUXOTPOIIHBIC JICKAPCTBCHHLBIC ITPCIIapaThbl


https://normativ.kontur.ru/document?moduleid=1&documentid=396304#l465
https://normativ.kontur.ru/document?moduleid=1&documentid=396304#l1173
https://normativ.kontur.ru/document?moduleid=1&documentid=387929#l437
https://normativ.kontur.ru/document?moduleid=1&documentid=404492#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=395983#l1907
https://normativ.kontur.ru/document?moduleid=1&documentid=387929#l437
https://normativ.kontur.ru/document?moduleid=1&documentid=387929#l333

crircko Il u 111 Tlepeuns).

8. Ilpm HazHayeHMM HAPKOTUYECKMX M IICUXOTPOINHBIX JIEKAPCTBEHHBIX IpenapaToB cnucka Il
Ilepeuns, 3a HCKIIOYEHHWEM JIEKADCTBEHHBIX IIPENapartoB B  BUAE  TPaHCAECPMAIBHBIX
TEpPANeBTUYECKUX CUCTEM M JICKAPCTBEHHBIX IIPENApaToB, COAEPKAIUX HAPKOTHYECKOE CPEICTBO B
COYETaHUU C AHTAarOHUCTOM OIIMOUJHBIX PELENTOpOB, pELUenTsl Ha OyMaXHOM HOCHTEINe
odopmitsiroTcs Ha perienitypHoM Onanke ¢popmber N 107/y-HIT.

9. Penentypnsrii 6;1ank popmbr N 148-1/y-88 odopmisieTcs mpu Ha3HAYECHUH:

1) HapKOTHMYECKHMX M ICUXOTPONHBIX JIEKapCTBEHHbIX IpenaparoB cnucka Il [lepeuns B Buze
TPAHCACPMAJIBHBIX TEPAIIEBTUYECKUX CUCTEM, HAPKOTUYECKUX JICKAPCTBEHHBIX IIPENapaToB CHOUCKA
Il Tlepeuns, comepkaliMx HApKOTHYECKOE CPEACTBO B COYETAaHUU C AHTArOHMCTOM OIMOMIHBIX
penenTopoB, ICUXOTPOIHBIX JIEKAPCTBEHHBIX Ipenaparos cuucka I [lepeyns;

2) KOMOMHHPOBAHHBIX JIEKAPCTBEHHBIX MPENApaTOB, COACPIKALIUX

a) KOJIEMH WJIM €ro COJM (B IepecyeTe Ha YUCTOE BEIEeCTBO) B KosnyecTBe A0 20 MI' BKIIIOUMTEIBHO
(na 1 no3y TBepaoi sekapcTBeHHOU (popmbl) WK B KosnyectBe 10 200 mr BrirounTenbHO (Ha 100
w1 win 100 1 KUAKOH JIeKapCTBEHHOM (OPMBI JUIsl BHYTPEHHETO IPUMEHEHN);

0) nceBnoddeaprHa THAPOXIIOPUI B KOJTMUECTBE, MpeBbiaronieM 30 mr, 1 10 60 MI BKIFOYHTEIHHO
(na 1 mo3y TBepAOH JeKapCTBEHHOM (OpMBI);

B) niceBA0d(eprHa THAPOXJIOPU]L B KOJMYECTBe, IpeBbiiaromeM 30 Mr, u 10 60 MI BKIIOUUTEIHHO
B COYCTAHUH C JICKCTPOMETOP(PAHOM THAPOOPOMHUIIOM B KOJIMYECTBE, MpeBbimatoniemM 10 mr, u 10
30 Mr BKIIIOUUTENBHO (Ha 1 103y TBEpAOH JIeKapCTBEHHOM POpMBI);

r) JexkcTpomeropdana ruapodpomus B kommdectse 10 200 mr BrimtountenasHo (Ha 100 v mmm 100 T
KHJIKOH JIeKapCTBEHHON (POPMBI JUIsl BHYTPEHHETO IPUMEHEHHUS);

1) adeapuHa THAPOXJIOPHT B KoJmdyecTBe, npesbimaronieM 100 mr, u 10 300 Mr BKIIOYHUTEIBHO (Ha
100 ma mim 100 1 5kuIKOH JIeKapCcTBEHHOW (DOPMBI /1711 BHYTPEHHETO PUMEHEHUS);

e) sdenpuHa TUAPOXJOPUI B KoiaudecTBe 10 50 Mr BriIrouuTenbHO (Ha 1 103y TBepAoi
JIEKapCTBEHHOH (POPMBI);

) (EHWINPONaHOJIaMUH B KOJMYECTBE 10 75 Mr BKIOYMTENbHO (Ha 1 103y TBepaoi
nexkapcTBeHHON ¢opmbl) mwim g0 300 mr BrmouutensHo (Ha 100 mim wmim 100 1 kuaKoi
JIEKapCTBEHHOM ()OPMBI JJIsl BHYTPEHHETO IPUMEHEHHUS );

3) ¢enobapOuTan B KOIMYECTBE 10 15 MI BKIIIOUMUTENHHO B COYETAHWU C KOJEHHOM (MIU €ro
COJISIMHU ) HE3aBUCUMO OT KoJi4ecTBa (Ha 1 103y TBep0i JIeKapCTBEHHON (OPMBI);

n) ¢denobapbutan B KommyecTBe 10 20 Mr BKJIIOYUTEIBHO B COYETAHHH C OS()EIPUHOM
TUAPOXJIOPUIOM HE3aBUCUMO OT KoludecTBa (Ha 1 103y TBep/10ii JeKapCTBEHHON (OPMBI);

K) XJIOpAHa3enoKCcH B KoinyecTse, mpesblmatomeM 10 mr, u 10 20 Mr BximouuTenbHo (Ha 1 103y
TBEPJI0M JIEKApCTBEHHOM (hOpMBI);

3) JeKapCTBEHHBIX IpPENapaToB WHAWBUAYAJIBHOTO W3TOTOBJIECHMS, COAEpXKAIUX HApKOTUYECKOE
CpPeICTBO WM TIcuxoTpornHoe BemiecTBo cnucka Il Ilepeuns, u npyrue ¢apmakoIoruyecKkue
AKTHBHBIC BEILECTBA B J]03€, HE NPEBBIIAIONIEN BBICIIYIO Pa30BYIO 103y, U IIPU YCIOBUU, YTO 3TOT
KOMOMHHMPOBAHHBIN JIEKApCTBEHHBIN Npenapar He SBJSETCS HAPKOTUYECKUM MM MCUXOTPOIMHBIM
JIeKapCTBEHHBIM ITpenapatoM cnucka Il [Tepeuns;
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4) nexapCTBEHHBIX IIPENapaToB, BKIIOUEHHBIX B IIE€PEUEHb JIEKAPCTBEHHBIX CPEICTB IS
MEIUMIUHCKOrO TMPUMEHEHUs, MOUIekKalUuX IPEeIMETHO-KOJIMYECTBEHHOMY Yydery (nmamee -
JIEKapCTBEHHBIE MpenapaThl, BKIIOUYEHHbIE B niepeueHb [IKY) <13>.

<13> Hoamynkr 5.2.171(1) nynkra 5 nmocranoBienus [IpaBurenscrBa Poccuiickoit denepanuu ot
19.06.2012 N 608 "O6 yrBepxaeHuu [lonoxxenus o MuHUCTEpCTBE 3/1paBooXpaneHus Poccuiickoi
Oeneparun” (manee - [Monoxenne o Munucrepcrse) (Cobpanue 3akoHomaTenbcTBa Poccuiickoit
®denepannm, 2012, N 26, ct. 3526; 2013, N 16, ct. 1970).

10. Peuentypusbiii 6mank gopmbr N 148-1/y-04(11) odhopmiisiercss pyu Ha3HAUYECHUH JICKAPCTBEHHBIX
IpenaparoB Tpak1aHaM, UMEIOLINM MPaBo Ha OECIUIATHOE MOJIyYeHHUE JIEKaPCTBCHHBIX MPENapaToB
WIY TIOJTYYEHHUE JIEKaPCTBEHHBIX MTPETAapaToOB CO CKHUJIKOM.

11. Penentypusriii 61ank ¢dopmel N 107-1/y opopmiisercs mpu Ha3HAYCHUH:
1) nekapcTBEHHBIX MPENapaToB, HE YKa3aHHbBIX B MyHKTaxX §, 9 Hactosmero [lopska;
2) KOMOMHHPOBAHHBIX JIEKAPCTBEHHBIX IIPENAPaTOB, COACPIKAILUX:

a) JproraMMHa THAPOTApTpaT B KOJMYECTBE 1O 5 Mr BKIOUMTENbHO (Ha 1 103y TBEpaoit
JIEKapCTBEHHOU (OpMBI);

0) adenpuna ruapoxsopu B koaudectse 10 100 mr BrmtouutensHo (Ha 100 i unu 100 r sxuakoit
JICKapCTBEHHOM (POPMBI [Isi BHYTPEHHETO IIPUMEHCHN );

B) ICEBIOd(eapruHa TUAPOXJIOPH] B KOJIUYECTBE, He mpesbimatonieM 30 mr (Ha 1 mo3y TBepuoi
JIEKapCTBEHHOH (pOpMBI);

r) mnceBaoddenprHa THAPOXJIOPUA B KOJHYECTBE, HE TMpeBbimaromeM 30 Mr, B COYETAaHUU C
JnekcTpomMeToppaHoM TUIPOOPOMHIOM B KOJW4YecTBe, mpeBbimaromeM 10 mr, u go 30 wmr
BKIIIOUMTENBHO (Ha 1 103y TBEpAOH JIeKapCTBEHHOU POopMBI);

1) JekcTpomeropdaHa TUApoOpOMUA B KojaudecTBe, mnpesbimaromem 10 mr, m go 30 wmr
BKJIIOUUTENBHO (Ha 1 103y TBEpAOH JIeKapCTBEHHOU (POpMBI);

e) (¢eHobapOuTan B kKonmyecTe, mpesbimatonieM 20 mr, u g0 50 Mr BkIrouMTenbHO (Ha 1 1103y
TBEP/I0M JIEKapCTBEHHOU (popmbl);

k) (enobGapbutan B koaumdecTBe 10 20 Mr BKIIOYHTEIBHO B COYETAaHMH C SPrOTaAMHUHOM
TUAPOTAPTPATOM HE3aBUCHMO OT KOJIHUYECTBa (Ha 1 103y TBepAOH JeKapCcTBEHHOU (popMmbl);

3) XJIOpAMA3enoKcu] B koaudectse 10 10 Mr BiItounTenbHO (Ha 1 103y TBEpoil JieKapCTBEHHOM
bopmbl).

12. Ilpn Ha3HAYEHHUH JIEKAPCTBEHHOTO MperapaTa WHANBUAYAILHOTO M3TOTOBIIEHUS B pELENTe Ha
OymaxxHOM HocutTene W (wiaM) peuente B (OpMe DJIEKTPOHHOTO JOKYMEHTAa HAaWMEHOBAHMS
JIEKapCTBEHHBIX CPENCTB (BEIIECTB), BKIIOYECHHbIX B mepedeHb [IKY, ykaspiBaioTcs B Hauaie
perenTa, 3aTeM - BCe OCTATbHBIC HHTPETUCHTEHI.

13. Ilpu Ha3HaueHUM JIEKAPCTBEHHOIO IIpernapara B pelenTte Ha OyMaKHOM HOCUTeNe U (MJIH)
perente B (opMe JIEKTPOHHOTO JOKYMEHTA 3alpellaeTcsl MPEeBhIIAaTh KOJIMUYECTBO HAPKOTHUECKUX
CPEACTB MM ICHUXOTPOIHBIX BEIIECTB, KOTOPOE MOXKET OBbITh BBIUCAHO B OJHOM pELENnTe,
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ycraHoBieHHoe npuiokeHueM N 1 k HacTosdmemy [lopsiiky, 3a HCKIIFOUEHUEM CIIy4aeB, YKa3aHHbIX
B nmyHKTax 15 u 24 nacrosmero [Topsaka.

14. Ilpu Ha3HA4YEHUU JIEKAPCTBEHHBIX MPENApaToOB, BKIOUYEHHBIX B nepedeHb [IKY, no3a koTopbix
NPEBBIIIACT BBICIIMN OJHOKPATHBIA MpHEM, METUIMHCKUNA paOOTHUK 0003HAYaeT g03y 3TOTO
JIKapCTBEHHOI0 Mpernapara B pelente Ha OyMaKHOM HOCHUTEJE MPOIHUCHIO C IMPOCTaBICHHEM
BOCKJIMIIATEIILHOTO 3HAaKa M (MJIM) IPOCTABISIET BOCKIHUIATEIBHBIN 3HAK TPU O0(OPMIICHHH PELenTa
B (hopMe AIIEKTPOHHOTO JOKYMEHTA.

15. KonuuecTBO Ha3HAUEHHBIX JIEKAPCTBEHHBIX IpENapaToB, BKIOYEHHbIX B nepeueHs [IKY, npu
OKa3aHMU IalMEHTaM, HY)KJAIOIUMCS B JUIMTCIBHOM JICUEHUH, MEPBUYHON MEIUKO-CaHUTAPHOU
MOMOIIY Y MAJUTHATUBHOM MEIUIIMHCKON MOMOIIN MOXXET OBITh YBEJIMYEHO C YYETOM KIMHHYECKUX
pekoMeHaluil He OoJiee 4eM B 2 pa3a 10 CPABHEHUIO C KOJMYECTBOM HApKOTHUECKUX CPENCTB WU
NICUXOTPOITHBIX BEUIECTB, KOTOPOE MOKET OBITh BBINHMCAHO B OJHOM peEIENTe, YCTaHOBJICHHBIM
npunoxenueM N 1 k Hactosmemy [lopsaaky.

B ciyuasix, npeaycMOTpEeHHBIX a03aleM MEepBbIM HACTOSAIIEr0 MYHKTA, HA pelenTax Ha OyMaKHOM
HocuTene npousBoguTcs Haanuch '"Ilo coenuanbHOMY Ha3HAu€HUIO", OTIENbHO 3aBEpEHHas
HOJNKMCHI0O MEIUIMHCKOIO pabOTHHUKA U ME€YaThi0 METUIMHCKON opraHu3auuu "Jlns peuentos", Ha
penentax B (opMe SIEKTPOHHOTO JOKyMEHTa mpou3Boautcs orMerka "[lo crenuambHOMY
Ha3HAueHUIO" C NPOCTABICHUEM YCHUJICHHOM KBaJU(pHUUHUPOBAHHOW 3JEKTPOHHOM MOIMHUCU
MEIUIIMHCKOTO pabOTHHKA.

16. CocraB JeKapCTBEHHOIO Mpernapara, JieKapcTBeHHas (opma u oOpalleHue MEeAUIIMHCKOTO
pabotHuka K (apmaneBTHYECKOMY paOOTHHUKY 00 OTIYCKE JIEKapCTBEHHOIO IIpernapara Ha
OyMaxHOM HOcHUTelle 0(OPMIISIFOTCS Ha JIATUHCKOM WJIM PYCCKOM SI3bIKE B POJIUTEIBHOM MaJIekKe, 3a
UCKJTIOUeHHEM O(OpMIICHHUSI pelenToB B (OpMe AIIEKTPOHHOTO JTOKYMEHTA, OCYIIECTBISIEMOTO Ha
PYCCKOM SI3BIKE.

[Tpu opopmiteHNH peleNTYPHBIX OJAHKOB JIOIMTYCKAETCSl UCIIOIh30BAHUE COKPAICHUH (IIPHIIOKEHHE
N 2 x Hacrosiemy [lopsiaky).

HpI/I HAa3HAYCHUU JICKAPCTBCHHOI'O IIpCIllapaTa HC JOIMYCKACTCA COKpAIICHUC HauMEHOBAaHHUM
HHTPCIUCHTOB, COCTABJIAIOIINX HeKapCTBGHHBIfI npemnapar, HE IO3BOJIAIOIHNX YCTAHOBUTD, KaKou
HUMCHHO HeKapCTBeHHLIﬁ npemnapar Ha3Ha4YCH.

17. Cnoco0 nmpuMeHeHHUs JIEeKapCTBEHHOro Ipenapara 0003HayaeTcs ¢ yKa3aHHEM IyTH BBEJCHHUS,
JI03bl, YaCTOTbI, BpEMEHH MPHEMa OTHOCUTENIbHO CHA (YyTPOM, Ha HOYb) U €ro JJUTEIbHOCTH, a JIs
JIeKapCTBEHHBIX MPEnapaToB, B3aUMOJCHCTBYIOIMX C TMHIIEH, - BpPEeMEHM HUX YINOTPeOIeHHS
OTHOCHUTEJIbHO MpUeMa MUILH (10 €1bl, BO BPeMs €/Ibl, IOCTIE €]IbI).

18. Ilpu HEOOXOAUMOCTH HEMEJICHHOTO WJIM CPOYHOTO (B T€UEHHE JBYX pabouyux JHEH) OTIyCcKa
JICKapCTBEHHOTO TIperapaTa TAaleHTy B BEPXHEH dYacTH perenta Ha OyMaKHOM HOCHTENE
NpPOCTAaBIAIOTCS 0003HaueHust "Cit0" (cpouno) wimm "statim" (HememIeHHO). AHATIOTHYHBIC
0003HaYCHHSI TPOCTABIISIOTCS B BUJIE OTMETOK NP odopmiileHuu perenta B (opMe IIEKTPOHHOTO
JIOKYMEHTA.

19. IIpu odopmieHnn Ha3HaYeHUs TOTOBOTO JICKAPCTBEHHOT'O Iperapara B perente Ha OyMaKHOM
HOCHUTEJIE WJIU pelente B (GopMe AIEKTPOHHOIO JOKYMEHTa KOJIMYECTBO JEHCTBYIOIIMX BEIIECTB
YKa3bIBAa€TCSl B COOTBETCTBUM C MHCTPYKIMEW MO MEIUIMHCKOMY IPUMEHEHHIO JIEKAPCTBEHHOTO
npenaparta. JlonmycTuMo yka3bIBaTh J103UPOBKY JIEKAPCTBEHHBIX MPENapaToB CUCTEMHOIO JAEHCTBUS
(U1 pe30pOTUBHOTO MPHEMA) B TBEP/ABIX JEKapCTBEHHBIX (hopMax (Hampumep, TabJIETKH, MOPOILIKH,
KarCyJibl) Kak COJepKaHUE OJHOTO MJIM HECKOJIbKUX JIEHCTBYIOIIMX BEIIECTB B €IMHUIIAX Macchl (B



rpaMMax, MwumMrpammax). JlomyctumMo ykasblBaTh JIO3MPOBKY JIEKAPCTBEHHBIX IIPENAapaTOB
CHUCTEMHOTO JCHCTBUA (MJI1 PE30pOTHMBHOTO MPUMEHEHHMS) B JKUIKHX JICKAPCTBEHHBIX (hopmax
(HampuMep, pPacTBOPHI, CYCIIEH3MM) KaK COJEpKaHWE OIHOTO WM HECKOJIBKHX JIEHCTBYIOIIUX
BEIICCTB B COUHMIIAX MacChl Ha EAMHUIY oObeMa (HalpuMep, MUJUTUTPaAMM/MUJUTUINATD) C
yKa3zaHheM 00I1ero o0beMa JIEKapCTBEHHOU (DOPMBI.

[lpu odopmieHHH Ha3HAYEHUS JIGKAPCTBEHHOTO Ipernapara WHAWBUAYAIbHOTO HM3TOTOBJICHHUS B
peuente Ha OyMa)KHOM HOCHTENE WM pernente B (OpMe IEKTPOHHOTO JAOKYMEHTa KOJIMYECTBO
TBEPIBIX U CHINYYHX (papMaleBTUYECKHX cyOcTaHmmid ykaspiBaercs B rpammax (0,001; 0,5; 1,0),
KHUJKUX - B MUJUTWJINTPaxX, TpaMMax U KarJisx.

20. PenenTsl Ha OyMa)XHOM HocHTeNe, B (GOopMe JJIEKTPOHHOTO JTOKYMEHTa, O(OpMIICHHBIC Ha
peuentypHoM Onanke ¢gopmbl N 148-1/y-88 um mpemHasHadyeHHBIEC I OTIYCKa JIEKAPCTBEHHBIX
[IPEnapaToB, MPEAYCMOTPEHHBIX moamyHkTamMmu 1 - 3 mnynkra 9 Hacrtosmero Ilopsnka,
JIEHCTBUTEIILHBI B TeUCHHE 15 MHEH co qHS opopMIICHUS.

21. Penentsl Ha OyMa)XHOM HocHTene, B (GopMe 3JIEKTPOHHOTO JOKYMEHTa, O(opMIIeHHBIE Ha
peuentypaoM Omanke ¢opmbl N 148-1/y-04(:1) u mpeqHa3HAYCHHBIE JJI OTIYCKA JIGKAPCTBEHHBIX
IpernapaToB rpakaaHam, ykazanHbIM B myHKTe 10 HacTosmero [lopsiaka, nelicTBUTENbHBI B TEUCHHE
30 nueii co aHA O0OpMIICHHS, 32 UCKIIOYEHUEM CilydaeB O(pOpMIIEHUS pelLleNTa B COOTBETCTBUU C
nyaktamu 38 u 39 nactosimero Ilopsiaka, mpu KOTOpBIX OH JEHCTBUTENEH B TeueHUE 15 qHEl co
JHS 0pOpMIIEHUS.

22. Penentsl Ha OyMa)XHOM HocHTene, B (GopMe 3JIEKTPOHHOTO JOKYMEHTa, O(OopMIIEeHHBIE Ha
penentypaoM Omanke ¢opmbl N 148-1/y-04(:1) u npeqHa3HAYCHHBIE JJI OTIYCKA JIGKAPCTBEHHBIX
IpernapaToB TpaKIaHaMm, JOCTUTIIMM TEHCHOHHOTO BO3pacTa, HHBAIWIAM TEpPBOM TPYIIIIHI,
JIeTSAM-UHBAIAJAM, a TakkKe TpaxiaHaMm, CTPAJarolIdM XPOHUYECKUMHU  3a00JIeBaHUSIMU,
TpeOYIOIMMH JJIMTENBHOTO KYpPCOBOTO JIEUEHHMsI, JACUCTBUTENbHBI B TeueHue 90 mHeil co aHA
odopmIIeHHUs, 32 UCKIIFOUCHHEM CIIy4yaeB, yKa3aHHbIX B MyHKTax 38 u 39 nacrosimiero [lopsiaka, mpu
KOTOPBIX OH JICMCTBUTENICH B TeUeHHe 15 qHei co nHS odopMIIeHHS.

JUis neyeHHs XpOHMUYECKUX 3a00JeBaHMN yKa3aHHBIM KaTETOPHSM TpaX/JaH JIEKapCTBEHHBIE
npenaparsl ¢ 0QOPMJIIEHHEM pELENTOB Ha OyMa)XHOM HOCHUTEJIE WM peuentoB B (opme
JIEKTPOHHOIO JJOKYMEHTAa MOT'YT Ha3HA4aThCsl Ha Kypc JieueHus 1o 180 qHei.

23. PenenTsl Ha OyMaXHOM HocuTene, B (opMe 3JIEKTPOHHOIO JOKYMEHTa, O(OpMIIEHHBIE Ha
peuentypHom Omanke c¢opmbel N 107-1/y m mnpenHasHaueHHblE A OTHYCKAa JIEKapCTBEHHBIX
IpenapaToB, IpeIycMOTPEeHHbIX MyHKTOM 11 Hactosimero [lopsnka, nelictBurenbHbl B TeueHue 60
JTHEH co AHS 0POPMIICHHUS.

[lpy Ha3HAa4eHHWM TOTOBBIX JIEKAPCTBEHHBIX MpeMapaToB W JIEKApCTBEHHBIX IpenapaToB
WH/IMBUIYAIbHOTO M3TOTOBJICHUS TallMeHTaM ¢ 3a00JIeBaHMSIMH, TPEOYIOIUMH JTUTEIHHOTO
KypCOBOTo JieueHus, ¢ opopmieHrneM Ha peuentypHom Omanke ¢opmbel N 107-1/y penenta Ha
OyMa)xHOM HOCHTEJEe WIM B (pOpMe AJIEKTPOHHOTO JOKYMEHTa YCTaHABJIMBAETCS CPOK JEHCTBUS
pelienTa B mpejenax 0 0JJHOrO To/a.

B ciyyae ycraHOBIEHHs CpOKa JEWCTBUS pelenTta B Ipefenax 0 OJHOI0 Toja B pelente
npousBoauTcs Haanuck: "Ilo crnenuanbHOMy HazHaYeHHIO", 0003HAYAETCS CPOK ACHCTBHSI perenTa
W TEPUOJUYHOCTh OTIYCKa JIEKAPCTBEHHBIX TMpEnaparoB W3 AalTEYHOW OpraHu3aluyd WId
WHAVBUAYAIbHBIM — TPEINpUHUMATE]IEM, HMEIOIIMM  JIMIEH3UI0 Ha  (apMaleBTHUECKYIO
JeATETLHOCTh <14> (exXeHenenbHO, eKEMECSIYHO M WHBIE TIepHoibl). JIOTTOTHUTENBHO 3TO YKa3aHUE
3aBepseTCs MOJAMUCHI0 MEIUIIMHCKOTO Pa0OTHHKA, a TaKKe MeYaThi0 MEAWIIMHCKOW OpraHHU3aIiy



"Ilns peuenTtoB" (ans perenta Ha OyMa)XHOM HOCHTENE) WIM YCHJIEHHOW KBAIU(DUIIUPOBAHHOM
JIEKTPOHHOW TOJMMUCBI0 MEIUIUHCKOrO pabOTHMKAa W JIMIA, YIOJHOMOYEHHOIO 3aBEpsTh
JOKYMEHTBl OT HMEHH MEIWIMHCKOW opraHmzauuu (ans peuenta B (opMe 3IIEKTPOHHOTO
JIOKYMEHTA).

<14> Ilynktr 47 4dactu 1 crateum 12 ®DepepanpHoro 3akona ot 4 mas 2011 r. N 99-®3 "O
JTUICH3UPOBAHUU OTACIBHBIX BUAOB jesrenbHocTH" (manee - Denmepanbhbiii 3akoH N 99-D3)
(Cobpanue 3akoHomatenbcTBa Poccuiickoir ®eneparuu, 2011, N 19, ct. 2716; 2021, N 27, cr.
5177).

24. PenenThl Ha JEKapCTBEHHbIC NpenapaThbl, BKJIOYEHHbIE B mepeudeHb [IKY, mis neuenus
MAIMEHTOB ¢ XPOHUYECKUMU 3a00JIEBAaHUSMU MOTYT OPOPMIIATBCS Ha Kypc JeueHus 10 60 THel.

B cnywae, korma kypc jedeHust cocraBisger Oosiee 30 nHel, JOMOJHUTENBHO B peLeNTax Ha
OyMaxHOM HocuTene npousBoAutrcs Haanuch "Ilo cnenuanbHOMY Ha3zHaueHUIO", 3aBEpeHHas
HOJNKMCHI0O MEAUIIMHCKOIO pabOTHHUKA U ME€YaThbi0 MeIUIMHCKON opranu3auuu "Jlns penentos", Ha
peuentax B (opMe SIEKTPOHHOrO JOKyMEHTa mpou3Boautcs orMerka "[lo crenuambHOMY
Ha3HAuYEHUI0" C MPOCTABICHUEM YCHJICHHON KBaJU(UIMPOBAHHOW 3JIEKTPOHHON mHOAIKMCH
MEAMLIMHCKOrO pPAa0OTHHKA W JIMIA, YIOJIHOMOYEHHOTO 3aBEpATh JOKYMEHTbl OT HMEHHU
MEIUIUHCKON OpraHu3altH.

25. Peuent Ha OymMaxxkHoM HocutTene B ¢GopMmMe BJIEKTPOHHOTO JOKyMeHTa, O(GOpPMIICHHBIN C
HapyIIeHWEM YCTaHOBJICHHBIX HacTOsIIMM [lopsikoM TpeOoBaHMil, CUNTAETCS HEEHCTBUTEILHBIM.

Il. HazHa4yeHmne JiekapCTBEHHBIX NPENapaTOB NMPU 0KA3AHUN
MEIUIUHCKON MOMOIIM B CTAIMOHAPHBIX YCJIOBUAX

26. Ilpn oka3zaHuMM MNalMEHTYy MEIUIMHCKON NOMOIIM B CTalMOHAPHBIX YCIOBHUSAX Ha3HA4YCHHE
JIEKapCTBEHHBIX NpPEnapaToB MPOU3BOAUTCA 0€3 0popMIIEHHS pelenTa MEIUIUHCKUM PaOOTHUKOM
€AMHOJIMYHO, 34 UCKIIIOUEHUEM CIIy4aeB, yKa3aHHBIX B MyHKTe 27 Hactosuero [lopsaka.

27. CormacoBaHue Ha3HAuU€HUs JIEKAPCTBEHHBIX MPENapaToB C 3aBEAYIOIIUM OTICICHUEM WU
OTBCTCTBCHHBIM JCKYPHBIM BpaduoM 100 APYyrum JIMoM, YIIOJIHOMOYCHHBIM IIPUKA30M I'JIAaBHOTO
Bpaua MEIUIIMHCKOW OpraHu3alud, a Takke, NpH HaIWuudd, C BpauoM - KIMHUYECKHM
(dapmakoI0roM HE0OXOAUMO B CITyUasX:

1) OIHOBPCMCHHOT'O HA3HAUCHUS IISITU U Oolee JICKAPCTBCHHBIX NPCIIAPATOB OJHOMY ITAIITUCHTY,

2) Ha3Ha4YeHUs JIEKapCTBEHHBIX MpPEnapaToB, HE BXOIALIMX B MepeueHb KU3HEHHO HEOOXOAUMBIX U
BaXHEHMIIIMX JIEKAPCTBEHHBIX MpenapaToB <15>, mpu HETUIMHYHOM TE€UEHHH 3a00JIeBaHUs, HATMYUU
OCJIOXKHEHUH OCHOBHOTO 3a0o0jieBaHMs M (MJIM) COMYTCTBYIONIMX 3a00J€BaHUU, MPU HAa3HAYCHUU
JIEKapCTBEHHBIX IpernapaToB, 0COOEHHOCTH B3aUMOJEUCTBUSA U COBMECTUMOCTHU KOTOPBIX COIJIACHO
UHCTPYKLHUSAM 1O HMX NPUMEHEHHUIO NPUBOJAAT K CHUKEHUIO S(PQPEKTUBHOCTH U 0€30MacHOCTH
dapmakoTepanuu U (WIK) CO3AI0T NOTEHUUATbHYIO OMTACHOCTH JIJIS )KU3HH U 3/I0pPOBbS MaIlUEHTA.
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<15> Yactu 1 crateu 60 DenepanpHoro 3akoHa N 61-d3 (CobpaHme 3aKOHOIATEIHCTBA
Poccutickoit ®enepamuu, 2010, N 16, ct. 1815; 2020, N 29, cT. 4516).

B ykazaHHBIX CiIydasx Ha3HAYCHHE JIEKAPCTBEHHBIX IPEMapaTtoB (UKCHPYETCS B MEIHIIMHCKOM
JOKYMEHTAllUM TalMeHTa U 3aBepsieTcs IMOANUChI0 MEIUIMHCKOrO PabOTHHKA M 3aBEAYHOIIEro
OTJIelIeHHEM (OTBETCTBEHHOTO JIEKYPHOT'O Bpaya UM JIPYroro yroJIHOMOYEHHOTO JINLA).

28. MenunuHCKUil paOOTHUK MEIUIMHCKON OpraHu3ainuu (e CTPYKTYPHOTO ToJpa3lecHus),
PacIoJIOKEHHON B CEIbCKOM HACEJICHHOM ITYHKTE, OCYIICCTBIISICT HAa3HAYCHUE JIEKApPCTBEHHBIX
MpernaparoB B CiIydyasx, YKa3aHHbIX B MyHKTax 27 u 29 Hacrosiero [lopsaka, eTMHOIUYHO.

29. Ilo pemenuto BpauyeOHOW KOMHCCHH IMAIIMCHTAM MPHU OKa3aHUU MM MEIUIIMHCKON IOMOIIU B
CTAllMOHAPHBIX YCJIOBHSIX HAa3HAYAIOTCS JIEKAPCTBEHHBIE IMpEnaparbl, HE BKIIOYCHHBIE B NEPEUCHb
JKU3HEHHO HEOOXOMMMBIX W BaKHEHIIMX JICKAPCTBEHHBIX MPEMApaToB, B CIydae UX 3aMEHBbI H3-3a
WHUBUIyaJIbHOW HETIEPEHOCUMOCTH, 10 KU3HEHHBIM MTOKA3aHUSM.

Pemenne BpaueOHOM KOMUCCHH (DUKCUPYETCS B MEAMLIMHCKOM TOKYMEHTALMY MAllHeHTa U KypHaie
BpaueOHOI KOMHCCHH.

30. B cinyudasx oOcnenoBaHus M JIEUEHHUS TIpaKJaHUMHA B CTAllMOHAPHBIX YCIOBUSX B paMKax
IPEIOCTaBICHUST MEAUIMHCKUX YCIYr Ha BO3ME3/JHOW OCHOBE 33 CYET JIMYHBIX CPEICTB I'pakaaH,
CPEACTB IOPUIMYECKUX JIMI] U HMHBIX CPEJICTB Ha OCHOBAaHWU JIOTOBOPA, B TOM YHUCIIE JOTOBOpa
JO0OPOBOJIHOTO MEIUIIMHCKOTO CTpaxoBaHUs <16>, eMy MOTYT ObITh Ha3HA4EHBI JICKApPCTBEHHBIC
npenapaTthl, HE BXOMSIIME B IEPEUYEHb KU3HCHHO HEOOXOIMMBIX M BAXHEHWIIUX JIEKAPCTBEHHBIX
IpernaparoB, €CM X Ha3HaYCHHE U MPUMEHEHUE 00YCIOBICHO MEAMIIMHCKUMH MTOKa3aHUSIMH.

<16> Ilocranosnenue [IpaButenscrBa Poccutickoit @enepamnuu ot 4 oktsa6ps 2012 r. N 1006 "O6
yTBepxkAcHUH [IpaBuil mpeaoCcTaBiICHUs] MEIUIIMHCKUMH OPTraHU3aIllUsIMHU TUTATHBIX METUITUHCKUX
yenyr" (Cobpanue 3akonoaarensctBa Poccuiickoit denepanuu, 2012, N 41, ct. 5628).

I11. HazHaueHue JieKApCTBEHHBIX NMPENapaToB NPH OKA3aHUH
MEePBUYHON MEIUKO-CAHUTAPHOW MOMOLIHA, CKOPOH MeTUIUHCKOU
MOMOIIH U NAJJIMATUBHON MeIUIIUMHCKOH MOMOIIM

31. Ilpu oka3zaHMM MEPBUYHON MEIUKO-CAHUTAPHOM TMOMOIIM M TAJUTMATUBHOW METUIIMHCKON
MOMOIIM B aMOYJaTOPHBIX YCIOBUSX Ha3HAu€HUE JIEKaPCTBEHHBIX IPENapaToB OCYIIECTBIAETCS
MEIUIIMHCKUM PAaOOTHUKOM B CIIy4asiX TUIIMYHOTO TEUYEHHUs 3a00JeBaHUS MallMeHTa HCXOIS W3
TSOKECTH U XapakTepa 3a00JIeBaHUs.

32. Ha3HaueHue JieKapCTBEHHBIX MpENapaToB MO PEIIEHUI0 BpaueOHOW KOMHCCUU MpPU OKa3aHUU
NEPBUYHON MEIMKO-CAaHUTAPHON MOMOIIH, MAJUIMATUBHON METUIIMHCKON TOMOIIM B aMOYJIaTOPHBIX
YCIIOBUSIX MPOU3BOIUTCS B CIIydasX:

1) oqHOBpEMEHHOTO0 Ha3HAYeHMsI OJIHOMY MAllMEHTy ISATH U OoJiee JIEKapCTBEHHBIX IMPENapaToB B
TE€YEHUE OJTHUX CYTOK WJIM CBBILIE 1€CATH HAMMEHOBAHUN B TEYCHUE TPUILIATU JHEH;

2) Ha3HA4YCHUA JICKAPCTBCHHBIX MNPCIapaToB IMPU HETUIIMYHOM TCUCHUH 3360J’IeBaHI/I${, HaJIM4YHUHn
OCJIO)KHEHUH OCHOBHOI'O 3a00JieBaHUS U (I/IHI/I) COIMYTCTBYIOIIUX 3360JICBaHI/II>'I, Ipru Ha3HAYCHUU
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JICKapCTBEHHBIX IMPETNapaToB, 0COOCHHOCTH B3aWMOJICHCTBUS U COBMECTUMOCTH KOTOPBIX COTJIACHO
UHCTPYKIHUSAM MO WX TPUMEHEHUIO NPHUBOIAT K CHIDKCHHIO 3(PQPEKTUBHOCTH U OE30MaCHOCTH
JICYCHUS MAIMEHTa U (WJIK) CO3Jal0T MOTEHIIMAIBHYIO OMACHOCTD ISl )KU3HU U 3/I0POBbs MAIIUEHTA;

3) TNepBUYHOTO HA3HAYCHHS MANMCHTY HAPKOTHYECKHX W TCUXOTPONHBIX JIEKAPCTBEHHBIX
npenapatoB crnuckoB Il u Il Tlepeuns (B ciyyae TpPUHATHS PYKOBOAMTENEM MEIMIIMHCKON
OpraHHW3aIlMi PEHICHUS O HEOOXOJAMMOCTH COTJIACOBAHMS HA3HAYEHUS TAKUX JICKAPCTBEHHBIX
IpenapaTroB ¢ BpauyeOHOM KOMHUCCHEH ).

33. IloBTOopHOE Ha3HAYEHHWE HAPKOTUYECKUX U IICUXOTPOIHBIX JICKAPCTBEHHBIX IpPEMapaToB
cimckoB |l m Il Tlepeuns mpou3BOAMTCS METUIMHCKHMM PAOOTHUKOM CaMOCTOSITENBHO HIIH
€IMHOIMYHO 0e3 yJacTHsi BpaueOHOM KOMHCCHU MAalMEHTaM C BBIPRKEHHBIM OOJIEBBIM CHHIPOMOM
1r000r0 TeHe3a, HapyIIEHHEM CHA, CyJOPOKHBIMH COCTOSIHUSIMH, TPEBOXXHBIMU pPacCTpOMCTBaMHU,
(boOuAIMH, ICUXOMOTOPHBIM BO30YKICHHEM.

34. Ilpu oka3aHMM CKOpPOM MEIMIIMHCKON IIOMOIIM JIEKAPCTBEHHBIE IperapaTbl Ha3HAYaroTCs
MEIUIUHCKUM PaOOTHUKOM BBIE3IHOM Opurajsl CKOpPOH IMOMOIIM, MEIULMHCKUM pPaOOTHUKOM
MEAMIMHCKONW OpraHM3alluy IpYU OKa3aHUU MEIULMHCKOM MMOMOLIM rpaKaaHaM Ipu 3a00JIeBaHUsX,
HECUaCTHBIX CJIydYasX, TpaBMaX, OTPABICHUSAX MU JPYTUX COCTOSHUSAX, TPEOYIOUIMX CPOYHOIO
MEULMHCKOI0 BMELIATENIbCTBA.

V. HaznauyeHmne JieKapCcTBEHHBIX MPENapaToB rpaskIaHamM, MMeE UM
NPaBo HA 0ecNJIATHOE MOJIy4YeHHe JIEKAPCTBEHHBIX NMPenapaToB Wid
MOJIy4YeHHe JIeKAPCTBEHHBIX MPENapaToB €O CKUJAKOM, IPH 0KA3AHUH

NePBUYHON MEeIUKO-CAHUTAPHON MOMOLIHU

35. Ilpu oka3aHuM TIEPBUYHOM MEIUKO-CAHUTAPHOM TIIOMOIIM HA3HAYEHHUE MEAUIIUTHCKUM
pabOTHMKOM Ha OCHOBE KJIMHHYECKUX PEKOMEHJAMUA U C yY4EeTOM CTaHAApTOB MEIULIMHCKOMN
nomomu <17> JeKapCTBEHHBIX IMPEnapaToB, OTIYCKA€MbIX O€CIUIATHO WJIM CO CKHUIKOM,
rpakaaHaM, UMEIOIIUM TPaBO Ha oOecredeHue JEeKapCTBEHHBIMH IMpenaparaMu 3a CYeT CPE/ICTB
OIO/KETHBIX AaCCUTHOBaHUM QeaepanbHOro OrwopkeTa U OHKETOB CyOBhekTOB Poccuiickoit
Deneparun, ocyecTBisercs Ha peuentypHoM o6nanke N 148-1/y-04(x).

<17> Crarba 37 ®enepanbHoro 3akoHa N 323-d3 (CobOpanue 3akoHOoAarenbcTBa Poccuiickoit
Oenepanun, 2011, N 48, ct. 6724; 2021, N 27, cT. 5186).

[Ipu odopmiennn penenta Ha Omanke ¢opmer N 148-1/y-04(o1) Ha OymMa)kHOM HOCHTENE
0(OPMIIIOTCS 1BA SK3EMILISAPA, OAUH U3 KOTOPBHIX OCTAETCS B allTEUHOW OpraHu3alliy, BTOPOH - B
MEIUITUTHCKON JTOKYMEHTAIINH TIAaIlHEHTA.

36. [IpaBo Ha3HauaTh JIEKAPCTBEHHBIC MpernapaThl rpakJaaHaM, UMEIONIUM IMpPaBO Ha OecriaTHOE
MOJIyYEHHE JIEKAPCTBEHHBIX MPENapaToB WM MOJYYEHUE JIEKAPCTBEHHBIX IMPENAPATOB CO CKUIAKOM,
TAKXKE UMEIOT:

1) MeauuuHCKUEe pabOTHUKH, paboTaole B MEIUIIMHCKON OpraHn3allui 0 COBMECTUTENBCTBY (B
npeJienax CBOe KOMIIETEHIINH);
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2) MeAWIHMHCKUE pAOOTHUKH CTAIlMOHAPHBIX OpraHU3alliii COLMATBHOTO OOCTYXUBAaHUS TIpU
HaJIMYWH JIMIEH3UU Ha OCYIIECTBICHUE MEIUIIMHCKON JeaTesIbHOCTH <18>, mpeaycmaTpuBaromen
BBHITIOJTHEHHNE paboT (OKa3aHWE YCIYT) MO OKAa3aHUIO MEPBUYHON MEIUKO-CAHUTAPHON MOMOIIU B
aMOyJIaTOPHBIX YCIOBUAX (HE3aBHCHMO OT BEJOMCTBEHHOU MPUHAIJICKHOCTH);

<18> IlyHkT 46 yactu 1 crateu 12 ®denepanpuoro 3akona N 99-d3 (Cobpanue 3aKOHOATEIHCTBA
Poccuiickoit ®eneparuu, 2011, N 19, ct. 2716; 2021, N 27, ct. 5159).

3) MenuMUMHCKHE PAOOTHMKM  MEIUIIMHCKUX  OpraHu3aliii, OKa3bIBAIOIIUX MEPBUYHYIO
MENKO-CAHUTAPHYIO IIOMOIIb, IOABEIOMCTBEHHBIX (enepalbHbBIM OpraHaM HCIOTHUTEIbHOM
BJIACTH WJIM OpraHaM MCIOJHUTEIBLHOHN BiIacTH cyObeKkTOB Poccuiickoit denepanmu;

4) UWHOUBHUIyaJIbHBbIC MPEANPUHUMATEIN, OCYIIECTBISIONIMNE MEIUIMHCKYI0 JACSTENbHOCTh U
BKIIIOUEHHBIE B PEECTP MEIUIIMHCKUX OpraHM3allhii, OCYIIECTBIAIOIINX AESITeIbHOCTh B cdepe
00513aTeIbHOTO MEAUIIUHCKOTO CTPaXOBaHMUSI.

37. 1lpu Ha3HAUYE€HUHU JIEKAPCTBEHHBIX IpPENapaTroB IpaxkJaHaM, MMEIOIIUM IIpaBO Ha OecIIaTHOE
HOJIy4EeHHE JIEKaPCTBEHHBIX MPENapaToB WM MOJY4YEHUE JIEKAPCTBEHHBIX MPENapaToB CO CKUIKOM,
B peLenTe YKa3bIBaeTcs HOMEp TeledoHa, M0 KOTOpOMYy paOOTHUK anTeyHOW OpPraHM3alud TpU
HEOOXO/MMOCTH MOXET COIJIACOBaTh C MEIULMHCKMM paOOTHUKOM 3aMEHy JICKapCTBEHHOI'O
npernapara.

38. HaznaueHne HapKOTUYECKUX U MCHXOTPOIHBIX JIEKApPCTBEHHBIX mpemnaparoB coucka Il [lepeuns
(32 MCKIIIOYEHHEM JIEKapCTBEHHBIX IIPENapaToB B BHJEC TPAHCACPMAIBHBIX TEPAEeBTUYECKUX
CHCTEM, a TaK)Ke JIEKAPCTBEHHBIX TPENapaToB, COAEPKAIMX HAPKOTUIECKOE CPEACTBO B COUCTAHUH
C QHTarOHUCTOM OIMOMJHBIX pPEIENTOpPOB) TpakJaHaM, HWMEIOIMM MpaBo Ha OecruiaTHOe
NOJIy4EeHHE JIEKAaPCTBEHHBIX MPENapaToB WM MOJYYEHHUs JIEKAPCTBEHHBIX MPENapaToB CO CKUIKOM,
ocymiecTBisieTcss Ha penentypHoM Onanke ¢opmer N 107/y-HII, k kKOoTOpoMy OTOJHUTENHEHO
odopmisiercs perent Ha peuentypHom 6ianke Gopmbl N 148-1/y-04(1) (B 1BYX 3K3eMILIspax MpH
odopmIiIeHUH Ha OyMa>KHOM HOCHUTEJE).

39. Ha3zHaueHne HapKOTUYECKUX M IICUXOTPOMHBIX JIEKapCTBEHHBIX npenapaTos cnucka Il [lepeuns
B BHJIE TPAHCACPMAIbHBIX TEPANIEBTUYECKUX CUCTEM, HAPKOTHUECKUX JIEKAPCTBEHHBIX ITPENApaTOB
ciucka Il Ilepeuns, comepxkamuyx HAPKOTUYECKOE CPEACTBO B COYETAHUH C AHTAarOHHUCTOM
ONMOUIHBIX PELENTOPOB, ICUXOTPOIHBIX JIEKapCTBEHHbIX npenaparoB coucka [II Ilepeuns,
JIEKapCTBEHHBIX IIpernaparoB, BKIOUeHHbIX B nepeueHb [IKY, copepxamuxcs B moamyHkre 2
nyHkTa 11 Hacrosimero Ilopsaka, npenHa3HaYeHHbIE Ul JIEUEHUS I'PaXKAaH, UMEIOIIUX IIPAaBO Ha
OecryiaTHOE IMOJIy4E€HUE JIEKAPCTBEHHBIX MPENnaparoB WIM MOJIYYeHHE JIEKAPCTBEHHBIX IPErapaToB
CO CKUJKOMW, ocyllecTBiseTcs Ha peunentypHsix Omankax ¢opm N 107-1/y u N 148-1/y-88, k
KOTOPBIM JIOMOJHUTEIHHO 0(OpMIIIETCS pelenT Ha petentypHoM omanke Gpopmbr N 148-1/y-04()
(B IBYX 3K3EMILISIpax MpH opopMIIEHUH HAa OyMaXHOM HOCHUTEIIE).

Ipunooscernue N 1
K Ilopaoxy Hasnavenus
JIEKAPCMBEHHBIX NPEnapamos,

VMBEPHCOEHHOMY NPUKAZOM
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Munucmepcmea 30pagooxpaneHus

Poccuiickoii @edepayuu

om 24 nosops 2021 2. N 1094n

KOJINYECTBO HAPKOTUYECKHUX CPEACTB UJIN
INCUXOTPOIIHbBIX BEIHECTB, KOTOPOE MOXET
BbITh BBIIIMCAHO B OAHOM PEIEIITE

N /i MesxayHapoiHO€ HEMAaTEeHTOBAaHHOE dopma BeIITyCcKa U KonnyectBo
HaNMEHOBAHNUE HAPKOTUYECKOTO U JI03UPOBKa
HCUXOTPOITHOTO JIEKAPCTBEHHOT'O
mpernapara

1. bynpenopdun + Hamokcon TabieTku 60 TabyeTOK
cyOnunHreanbsHele 0,2 mr|(ynakoBka, kpaTHast N
+ 0,2 M 20)

2. bynpenopdun PacTBOp /14 nHBEKLUH, 30 amiyn
0,3 mr/m 1 Mo (IImpuI-TrOOUKOR)

3. bynpenopdun TpaHcaepManbHbII
[1aCThIPb
35 MKr/49ac 20 mutacTeIpeit
52,5 MKT/4ac 10 mmacteipeit
70 MKT/49ac S TutacTeIpen

4. Mopdhun PacTBOp /U1 HHBEKIUH, 20 amIyn
[pacTBOp IS (IIpUL-TFOOUKOB)
[10/IKO’KHOTO BBEJICHUS
10 mr/mon 1 Mo

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

[TanaBepun + TeGaun [10JIKO’KHOTO BBEJICHHS

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

6. Tpumenepunux TabneTku 25 mr 50 TabneTok

7. TpumenepuanH PacTBop 1 nHbeKui 20 amiyin
10 mr/mom 1 Mo (IImpuUI-TIOOUKOB)
20 mr/mit 1 mn

8. Mopdun TaOmerku (karcynbl)  |180 TabmeTox (karcy)

[IPOJIOHTUPOBAHHOT O
MEeNCTBUS

10 mr

30 mT

60 Mr

100 mr

60 TabneTok (Karcyn)
40 TabneTok (Karcy)
20 TabneTok (Karcyn)
20 TabeTok (Karcyn)




200 mr

0. Mopdun TabneTku
5 Mr 100 tabierox
10 mr 100 Tabnetox
10. Mopdun Karum nis npuema 4 dnakoHa
BHYTpH 20 Mr/mMi 20 M
11. Mopdun PactBop a1 mpuema
BHYTPb (MOHO/103b1)
2 Mr/mut 5 Mt 100 ammyn />
6 Mr/MIT 5 MIT 80 ammyn /3
20 mMr/mi 5 mi 30 amrryn /3
12. OxcukonoH + Hamokcon TaOeTkn
[IPOJIOHTUPOBAHHOTO
mercTBUA
5 Mr + 2,5 Mr 100 TabaeTox
10 Mr + 5 mr 60 TabneTok
20 mr + 10 Mr 40 Tabnerox
40 mr + 20 mMr 20 TabneTok
13. [TponmonmindenmmTokcuyTHANHIepUIuH{ [ abneTku 3amednsie 20 (SO TadmeTox
MT
14. DeHTaHnI [ InacTeipp
12,5 mxr/gac 20 miacTeipeit
25 MKr/4gac 20 racTeipeit
50 MKr/4ac 10 mnacteipeit
75 MKr/49ac 10 nmacteipeit
100 mkr/4yac 10 mmacteipeit
15. DeHTaHnI Cripeil Ha3aJIbHBIN

daaxon 50 MKr/mo3a
2,0 M (10 mo3)

3,2 mi (20 103)

5,0 mut (40 mo3)
daaxon 100 Mxr/mo3a
2,0 M (10 no3)

3,2 mi (20 103)

5,0 mit (40 mo3)
daaxon 200 MKr/mo3a
2,0 M (10 no3)

3,2 mi (20 103)

5,0 mut (40 no3)

24 ¢pnaxona
12 pnakoHoB
6 pakoHOB

12 ¢pnakoHOB
6 ¢1akoHOB
3 ¢urakona

12 ¢pnakoHOB
6 ¢1akoHOB

3 ¢urakona

Ipunoxcenue N 2

k Ilopsaoky nasnauenus

JIEKAPCMBEHHbIX npenapamoe,

VMBEPIHCOEHHOMY NPUKAZOM

Munucmepcmea 30pasooxpanerus



Poccuiickoii @edepayuu

om 24 nosaops 2021 2. N 1094n

Cnpasouno

PEKOMEH/IOBAHHBIE K UCITIOJIB3OBAHHUIO

COKPAIIEHUA ITPU O®OPMJIEHUMU PELEIITOB

N | Cokpaienue [Tonnoe Hanucanue IlepeBon
/1

1. J|aa ana 0, TOPOBHY

2. |ac., acid. acidum KHCIIOTA

3. |aer. aerozolum a3p030J1b

4. jamp. ampulla amITyJia

5. [ag. agua BOJA

6. |ag. purif. aqua purificata BOJIa OYHIIICHHAS

7.  |but. butyrum Macio (TBepaoe)

8. |caps. capsula Karcysa

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

10. DD. Da (Detur, Dentur) Boiaii (ITycts Bhimano, [lycts
OyJIeT BBIIAHO)

11. [D.S. Da, Signa Detur, Signetur Bbinait, 0603Haub [1ycTs Oymer
BrITaH0, O003HAUEHO

12. D.t.d. Da (Dentur) tales doses Brinaii ([Tycts OyayT BbIIaHBI)
[TaKue JI03bI

13. (dil. dilutus a3BeICHHBIN

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

15. |emuls. emulsio OMYITbCHS

16. [extr. extractum DKCTPAKT, BBITSKKA

17. fin enem. in enemas B MUKPOKJIF3MaX

18. |F. Fiat (fiant) [TycTh 0Opazyercs (00pa3yroTcs)

19. |gran. granulum rpaHyJIbI

20. |ot., gtt gutta, guttae Karuist, Karui

21. |[gtt. peror. guttae peroralis KaIUIH JJIs1 IPUeMa BHYTPb

22. |inf. infusum HACTOM

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|
BBICBOOOXKIEHHEM

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

ohd.

BBEICBOOOXKIEHUEM, TOKPBITHIX
000JIOUKOI




27. |in tubul. in tubulis B TFOOMKaX

28. [lin. linimentum ITMHUMEHT

29. |lig. liquor PKHJIKOCTD

30. (lot. lotion ITOCHOH

31. m. pil. massa pilularum MUUTIONIbHAST Macca

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

33. (M. Misce, Misceatur Cmermaii
(ITyctp Oyzmer cMmeriano)

34.  |mixt. mixtura MUKCTypa

35. |N. numero YUCIIOM

36. |ol. oleum Maciio (KHUIKOE)

37. |past. pasta rmacra

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

39. |p. aeq. partes aequales [paBHBIC YaCTH

40. |ppt., praec. praecipitatus 0CaXK ICHHBIN

41, |pulv. pulvis [HOPOIIOK

42, (q. S. guantum satis CKOJIBKO MOTPeOyeTcs, CKOIBKO
Ha10

43. Ir., rad. radix KOpEHb

44,  Rp. Recipe Bo3pmu

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

46. |rhiz. rhizoma KOPHEBHILE

A7, |S. Signa, Signetur O0603Haub ([Iycts Oyner
0003HaYEHO)

48.  [sem. semen cemst

49.  lsimpl. simplex MPOCTOM

50. [sir. sirupus crpon

51. |sol. solutio [pacTBOp

52. |spr. Spray cripeit

53. [Spr. nas. spray nasale CIpeil Ha3aJbHbII

54. |supp. suppositorium CBeua, CYMIO3UTOPHIA

55. [susp. suspensio CYCIIE€H3Hsl, B3BECh

56. [tab. tab(u)letta rabyeTKa

57. [t-ra, tinct. tinctura HacToOlKa

58. [tubulis tubulis TFOOMKHU

59. [STT Systema Therapeutica TpancaepmanbHas

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

Ipunoxcenue N 2

K npuxasy Munucmepcmea 30pagooxpaHenuisl

Poccuiickoii @edepayuu

om 24 noaopsa 2021 2. N 1094u



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

MMHMCTepCTBO 3O0PaBOOXPaHeHNMA

Poccumickom demepaumm

Kon dopwmer nmo OKYI

Kon yupexneHusa o OKIIO

MenmMuMHCKasad IOOKYMeHTalud

HammMeHOBaHMe (ITaMil)

MeIOMLMHCKOM OpTraHMzalumnm

PELIEIT

(B3pPOCIHM,

w w

dopma N 107-1/y

YTBepXIOeHa IIPpUKa30M
MyHMCTEepCTBa 3OPaBOOXPaHEHUI
Poccurickonm denmepaumu

orT 24 HOs0Opsa 2021 . N 1094H

OETCKMIM — HYXHOE INOOUEPKHYTH)

20 r.

daMmUIiMsda, WMHMULMAJE MMEHM M OTUeCcTBa

nalumMeHTa

(mocyienHee - IpM HaJIM4YUM)

DaTa poxmeHUA

daMunMsa, MHMLMAJBE MMEHM UM OTUeCTBa

Jedvamero Bpada (Qernbmmepa, akKylepKu)
py©O. |xomo. |Rp.

(mocyenHee - NPU HaJIMUUU)




pyo. |xomo. |Rp.

py©o. |xomo. |Rp.

[Toonucso

M edaThb Jedalero Bpauda M.II.

(momnmuce Qespauepa, aKylepKu)

PeuenTt mencTrBUTeJiIeH B TeueHme 60 pgHewm, mo 1 roma ( )

(HyXHOE NOOUEPKHYTH) (ykasarb

KOJIMYECTRO IOHEM)

OBopoTHasa CTOpPOHAa

OTMeTKa O Ha3HAUEeHUU
JIEKAPCTBEHHOTO IpernaparTa
10 PelleHU BpadebHOM KOMMCCUU

[ToproTOBMII [Iporepmi OrnycTmi




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

MUHMCTEPCTBO 3IOPaBOOXPAHEHUSA Kon dopmer mo OKYI 3108805

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

HammMeHOBaHMe (wTamil) YTBepXIOeHa IPpUKaA30M

MEeOUIIMHCKOM OpIraHu3alun MuHmcTepCcTBa 3IOPaBOOXPAHEHUHA
Poccurickonm demepaumu

HammMeHOBaHMe (lITaMil) oT 24 HosOpsa 2021 r. N 109%4H

VHIOVBUOYAJBHOTO NPpellpUHUMAaTES

(yxazaTe ampec, HOMEP UM HOaTy JIMULEH3UMU,

HauMeHOBaHMe opraHa I'OCyIapCTBEHHOM BJIACTH,

BHIDABLUIETO JIMLIEH3UIIO)

s L UL UL

PELEIT mo 20 .
(naTa odQopMIIEHUS-pPelenTa)

(B3pPOCHE, IOeTCKMM — HYXHOE NOOUEPKHYTH)

daMmmMsa, MHMULMAJE MMEeHM UM OTUecTBa ([IocJielIHee -— MIPU HaJUuum)
rnanumMeHTa

DaTa poxnmeHUA

Ampec MecTa XUTeJbCTBa wiau N MEeIMUIMHCKOM KapTh aMOyJlaTOPHOTO
nauMeHTa, IOoJiydaonleI'0 MEeOMUMHCKYI [IOMOUbL B aMOyJIaTOPHEIX YCJIOBUAX

daMmnIMsa, MHULMAJE MMEHM M OT4UecTBa (IocjiemHee — MNPU HaJIUUMM)



Jleyamero Bpada (besnpmmepa, axkylLepKu)

[Toonuce ¥ redvaThb Jiedaller'o Bpauda M.II.
(nomnmuce ¢espruepa, aKylepKu)

PeuenT nmeMcTBUTEJIEH B TeueHMe 15 nHen

ObopoTHasas CTOPOHA

OTMeTKa O HAa3HAUYEHUU
JIEKAPCTBEHHOTO IpernaparTa
10 PEelleHMI0 BpaduebHOM KOMMUCCUMU

[TpTroTOBMII [Iporepmi OrnycTumi

®OPMA PEIEINTYPHOT'O BJIAHKA N 148-1/y-04 (JI)

MMHMCTEPCTBO 3IOPaBOOXPAaHEHUA YTBEPXIEHA
Poccumickon demepalum MECTO IJiAd npukasoM MuMHUMCTEpPCTRBA
MTPUXKOIOA <*> 30paBOOXPaHEHNI

Poccunickom demepaluun
or 24 Hosbps 2021 .
N 1094n



Tamr

Konm MenoMUMHCKOM OpraHM3aluln

ITamn

Koo MHIOMBMIOyAaJIbBHOT'O IIoenlipmMHIMaTeJIA

Kon ¢opmer mo OKYI 3108805

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

Kon
KaTeropum
I'paxiaH

Kon

HOBOJIOTUUECKOM

bopmer (o MKE)

(MOOYEepPKHYTH)
1. denepanbHBM OOIXET

2. BomxeT cybbekTa
Poccunickon denmepaumnm

3. MyHMUMIAJLHEM OlIXeT

MICTOUHMK OQMHAHCUPOBAHMUA:

% OIlJIATH:
(MoOOYEepPKHYThH)

1. BecmnjaTHO

PEIEIT Cepmusa

Sammniusa,
IpY HaJIW4dMM)

HDaTa odopMIIeHUSA ::

MHULIMAJIE MMEHM M OTUueCTBa
malMeHTa

20 1.

(mocynennee -
JaTa poxmoeHUd



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

CHIWJIC

N moJsimca
obg3aTeJIbHOTO
Me OMLIMHCKOTO
CTpaxOBaHUA :

HoMep MeIMILMHCKOM KapTH HallMeHTa, [Iojiydanmel'o MeIULMHCKYID IOMOIL B
aMOyJIQTOPHEIX YCJIOBUSAX
damMmnmsa, MHULMAJE MMEHM M OTdUeCcTBa (IocjiemHee — IIPU HaJIWUUMM)
Jledamero Bpada (Qernpmmepa, akKyLEepKM)

Pyb6. Korm. R i e e et e e e et e e e e e
5
S TR e 0 =

[Toonuce ¥ redvaThb Jiedaller'o Bpauda M.II.

(momnmuce Qespauepa, aKylepKu)

PeuenTt pericrBuTeseH B TeueHue 15 muen, 30 gHer, 90 nHenm
(HyXHOe MOOUEPKHYTH)

———————— (3amojsiHgeTCca CHeurajJMCTOM alTeUHOM OPpTaHM3aluM) ———————-—

OTIYyLWEHO I[I0 pPeLenTy: Toproesoe HaMMeHOBaHME
1 OO3MPOBKA:

JaTa ornycka: " " 20 1. KommuecTRO::

[[pUTOTOBMII: [[poBepPMIIL: OTnnycTumit:

(IMHMS OTPEBIRA)

Kopewmwok penenTypHOTo OJiaHKa Criocof® NpUMEHEHMUA:
HarMeHOBaHME [[PONOJIXUTEJIEHOCTD oHeMu
JIEeKAPCTBEHHOT'O [Ipernapara:




KonnuecTBO NIPMEMOB B IEeHb: pas
Ha 1 npuewm: en.

Io3MpPOBKaA &

ObopoTHasa CTOPOHa

OrMeTKka O Ha3HaAdeHUM
JIEKAPCTBEHHOT'O IpelapaTa
IO PEUIeHMI BpadebHOM KOMMUCCUU

[TourorToBmMII [IporBepmi OrnycTmi

<*> B cinydyae M3TOTOBJIEHMsS pPeLelNTypHOT'o OJlaHKa C MCIOJIb30BaHUEM
KOMIIBIOTEPHEIX TEeXHOJIOTUN.

Ipunoocenue N 3
K npuxa3y Munucmepcmea 30pagooxpanenus
Poccuiickoii @edepayuu

om 24 nosaops 2021 2. N 1094u

HOPAJOK O®OPMJIEHUSA PEHEIITYPHbBIX BJIAHKOB
HA JJEKAPCTBEHHBIE ITPEITAPATDI, UX YUETA U
XPAHEHUA

I. Odopmiienne penenta Ha OyMa:KHOM HOCHUTEJIE

1. Ha penentypubix 6mankax ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(;1) B 1eBOM BepxHEM
YIITY TMPOCTABIISIETCS IITaMI MEJIWIIMHCKOW OpTraHU3alliy ¢ YKa3aHHEM ee HauMEHOBAHWUsI, ajpeca U
Tese(hoHa ¢ TaTON BBIMUCKY (JaToi 0opMIIeHHs ) peLienTa Ha JIeKapCTBEHHBIN Mpenapar.

JomnonmautenpHo Ha pernentypHoMm Omanke ¢opmbr N 148-1/y-04(;1) mpocraBisieTcss KOA
MEAMIMHCKONW OpraHU3alMy B COOTBETCTBHMM C OCHOBHBIM I'OCYJApCTBEHHBIM PETUCTPALMOHHBIM



HoMmepoM (manee - OI'PH).

Cepust penentypHoro Omanka (opmer N 148-1/y-04(;1) Brmowaer koj cyObekra Poccuiickoii
®denepanuy, COOTBETCTBYIOIIMN JBYM IMEpBbIM Idpam OOmepoccuiickoro KiaccuburaTopa
00BEKTOB aJIMUHUCTPATUBHO-TEppUTOpHATIbHOTO AeneHus (nanee - OKATO).

Pa3pemaercs nsroraBiauBath peuentypuasie 6ganku ¢gopmbl N 107-1/y u ¢popmber N 148-1/y-04(x) ¢
MOMOIIHI0 KOMIIBIOTEPHBIX TEXHOJIOTHIA.

Peuentypusie Omanku  ¢gopmber  popmber N 148-1/y-88 wu3roraBnmuBarOTCS HCKIIOYUTEIHEHO
TUTIOTPAQCKUM CITOCOOOM.

2. Ha peuentypHeix OnaHkax, O(GOPMIISEMbIX HWHIUBUAYAJIbHBIMU IPEIIPUHUMATEISIMH,
UMEIOIUMU JIMLEH3UI0 Ha MEIULUHCKYIO JESITeIbHOCTb, B BEPXHEM JIEBOM YIUIy TUHOrpadCKUM
CIIOCOOOM MJIM IIYTEM IIPOCTABICHMS LITaMmIla JOJDKEH OBbITh yKa3aH aJpec HWHIUBUAYAIbHOI'O
IIPEIIIPUHUMATENSA, HOMEP W JaTa JIMLIEH3UHM, HaUMEHOBAHHWE OpPraHa IOCYyNapCTBEHHOM BIACTH,
BBIJIABLIETO JIMLICH3HIO.

3. Peuenrypubie Onmanku ¢gopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(;1) 3amoHSIOTCS
MEIUIUHCKUM PAa0OTHUKOM YEPHUIIAMH HJTH MIAPUKOBOU PYUKOA.

4. lomyckaercst opopmiieHHEe BCEX PEKBU3HUTOB (3a MCKIIOUYeHHEM pekBusnta "[loamnuchk nedariero
Bpaua (moamuch ¢enpamepa, akymepku') penentypHbix OmankoB (opmbl dopmber N 107-1/y,
dopmbr N 148-1/y-88 u hopmbr N 148-1/y-04(11) ¢ ncrosib30BaHUEM TIEYATAIONIUX YCTPOMCTB.

5. Odopminenne penentypHbix OnankoB ¢opmbl N 148-1/y-04(n) Brirodaer mudpoBoe
KOJIUPOBaHUE.

[MuppoBoe KoAMPOBaAHHUE YKA3aHHBIX PELIENTYPHBIX OJIAHKOB BKJIFOYAET:

1) xon menunmuHckoi opranuzanuu (OI'PH) wim kon vHAMBUAYaIbHOTO MNpPEANpPUHUMATENS B
coOoTBeTCTBUU ¢ OCHOBHBIM TOCYJapCTBEHHBIM PETUCTPALIMOHHBIM HOMEPOM HHIUBUIYaTHHOTO
npennpuaumarens (nanee - OI'PHUII), npocraBnsiemblii Npu U3rOTOBIEHUM PELENTYPHBIX
OJIAHKOB;

2) KON KaTeropu TpaxKJaH, MMEIOMIMX IPaBO Ha IOJyYCHHE JIEKAPCTBEHHBIX IIPEMapaToB B
coOTBEeTCTBUM cO cratheil 6.1 denepanbHoro 3axkona ot 17 wmrons 1999 r. N 178-®d3 "O
roCy/1apCTBEHHON colalibHON noMomu" <1>, u Ko Ho30J0rH4ecKkoi popmbl Mo MexayHapo HOM
CTaTUCTHUYECKOW Kiaccupukanmyu Ooyie3He W mpolOiieM, CBsI3aHHBIX coO  370poBbeM (10-i
nepecmotp) (manee - MKDB), 3amonHsieMble JiedamuM BpauoM IMyTeM 3aHECEHUs] Kaxaou HMUdpH B
MyCThIE sTYEHKHU, IPU 3TOM TOYKA ITPOCTABIISETCS B OT/IEJIbHOM sUeiike;

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

3) ormetrky 00 wucrouHuke QuHaHcupoBaHus (penepanpHbiii Oroxer [1], OlomkeT cyObekTa
Poccuiickoit ®enepanuu [2], MyHHIUNATBHBIA Oro/pkeT [3]) W MPOIEHTE OIUIaTHl perenTa
(6ecrmatho [1], 50% [2], unoit % [3]);

4) WTPUX-KOA - NOMOJHUTEIbHBIA PEKBU3UT (B Cllydyae M3TOTOBJIEHHS Ha TEPPUTOPUU CyOBEKTa
Poccuiickoit @enepaninu perienTypHOro 6JaHKa ¢ UCIOIb30BAHUEM KOMIIBIOTEPHBIX TEXHOJIOTHI).
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6. B peuentypubix 6mankax ¢popm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(x1) B rpade "Damunms,
WHHUIAATBl UMCHH W OTYecTBa (TIOCIIEHEe - MPH HAIMYMW) TalHUeHTa" yKa3bIBAIOTCS (aMuIHs,
WHUIMAIB] IMEHU U 0TYeCTBA (MOCIEAHEE - IPU HATMYWH) MMAIUEHTA.

7. B peuentypubix 6mankax ¢opm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x1) B rpade "/lara
pokaeHns" yKa3bIBaeTCs JaTa poXKIACHHUS NalueHTa (4nuciio, MecsI, Tox).

JononuutensHo B penentypHbix Omankax ¢gopmber N 148-1/y-88 u ¢opmsr N 107-1/y anst nereit B
Bo3pacte 10 1 roga B rpade "Jlata pokneHus" yKa3bIBaeTCs KOJIMYECTBO MOJTHBIX MECSIICB.

8. B penentypueix Onankax ¢opmer N 148-1/y-04(;1) B rpadax "CHUIIC" m "N mnonmca
00513aTeNTLHOTO MEIUIIMHCKOTO CTPaXxOBaHUA'" YKa3bIBAIOTCS CTPaXxOBOW HOMEP HWHAWBHIYaTbHOTO
auneBoro cuera rpaxaannHa B IlencuonnoMm ¢onne Poccmiickoit ®@epepanun (CHWJIC) (mpum
HAJIMYUH) U HOMEP TI0JUCa 00s13aTEIIbHOTO METUIIMHCKOTO CTPAaXOBAHHUS.

9. B penentypubix 6mankax gopmbr N 148-1/y-88 B rpade "Anpec mecTa KUTEIbCTBA WM HOMEP
MEAWIIMHCKOW KapThl TMAIMEHTa, IMOJIYYAIOMEro MEAUIMHCKYI0 TIOMOIhL B aMOYJIaTOPHBIX
ycIoBHAX", yKa3bIBae€TCS TOYTOBBIA aJpec MecTa XHUTEIbCTBa (MecTa MpeObIBAaHUS WM MeECTa
(aKTUYECKOro MPOKUBAHUS) MANIMCHTA WJIM HOMEP MEIUIIMHCKON KapThl MAlMEHTA, MOJIYYaOIIero
MEIUIIUHCKYIO TIOMOIIb B aMOYJIATOPHBIX YCIOBUAX <2>,

<2> [Ipuka3 MunucrepcTBa 3apaBooxpanenus Poccuiickoit denepanun ot 15 gexadbps 2014 r. N
8341 "O06 yrBepkIeHIH YHH(PHUIUPOBAHHBIX (OPM MEIUIIMHCKOHN JTOKYMEHTAIINH, UCIIOJIb3YEMbIX B
MEIUIUHCKUX OPraHU3alMsIX, OKa3bIBAIOIIUX MEAULIMHCKYIO TOMOILb B aMOYJIaTOPHBIX YCIOBUAX, U
nopsAKoB no ux 3amnosiHeHuro" (nanee - Ilpuxaz N 834H) (3apeructpupoBaH MuHHCTEPCTBOM
toctuii - Poccuiickoit @enepanmu 20 depans 2015 1., peructpanmonnbii N 36160) ¢
W3MEHEHUSIMH, BHECEHHBIMHU ITpHKa3aMu MUHMCTEPCTBA 3ApaBooxpaneHus Poccuiickon Penepannu
or 9 suBaps 2018 r. N 2 (3apeructpupoBan MunuctepcTBoM toctTuinu Poccuiickoit denepannu 4
anpens 2018 r., perucrpannonnsiii N 50614), ot 2 HosOps 2020 r. N 1186H (3apeructpupoBan
MunucrepctBoM toctuimu Poccuiickoit @enepaunun 27 Hos6ps 2020 1., peructpanuoHHblid N
61121).

VYKa3zaHue U aapeca MeCTa KUTEIbCTBA U HOMEPA MEAULMHCKOW KapThl MALMEHTA, IOJIY4Yarollero
MEAMIIMHCKYIO ITOMOIIb B aMOYJIaTOPHBIX YCIIOBUSX, HE SBIISETCS OLUIMOKOM.

B peuentypubix 6mankax ¢popmsl N 148-1/y-04(;1) B rpade "Homep MeAMIIMHCKOM KapThl MAallUEHTA,
MOJIYYaAIOLIEr0 MEIUIIMHCKYI0 IIOMOIIb B aMOyJaTOPHBIX YCIOBHUSAX" YyKa3bIBaeTCsi HOMEDP
MEIUIUHCKON KapThl NAllMEHTA, MOJIyYaroIlero MeAULIUHCKYIO IIOMOIIb B aMOYIaTOPHBIX YCIOBUSX
<3>,

<3> IIpuka3 N 834H.

10. B rpade "®amunusi, MHUIUATB UMEHHU U OTYECTBA (IIOCIIEIHEE - TPH HATWYHH) JIeYallero Bpaya
(benmpmmepa, akymepkn)" penentypHbix OmankoB ¢opm N 148-1/y-88, N 107-1/y u N
148-1/y-04(11) yka3pIBaroTCs MOJHOCTBHIO (haMUIIUS, HHUIMAIBI UIMEHHU, OTYeCTBa (IOCieqHee - Ipu
HAJIMYMN) METUIIMHCKOTO pabO0THHKA, HA3HAYMBIIETO JIEKAPCTBEHHBIC TIpenapaThl M 0(OPMHBIIIETO
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peLent.

11. B rpade "Rp" peuentypusix O6mankoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(xm)
yKa3bIBaeTCS:

1) HamMeHOBaHUE JIEKAPCTBEHHOTO Tperapara (MeKIyHapoJHOEe HEMATCHTOBAHHOE HAUMEHOBAHHE,
IPYNIAPOBOYHOE MM XMMUYECKOe HAMMEHOBAHUE, TOPrOBOES HAMMECHOBAHKE) HA JJATUHCKOM SI3bIKE
WIH Ha PYCCKOM sI3bIKe, (hopMa BBITYCKa, MO3UPOBKA, KOJMYECTBO (YKa3bIBACTCS MPOMKCHIO HA
penentypaoM oanke hopmer N 107/y-HIT);

2) cnoco® MpUMEHEHUs JEeKapCTBEHHOTO Ipenapara Ha TroCyAapCTBEHHOM s3blke Poccuiickoii
®denepanyy WM Ha TOCyAapCTBEHHOM s3blke Poccuiickon denepanuu U rocyJapCTBEHHOM SI3BIKE
pecnyONuK M MHBIX sI3bIKax HapooB Poccuiickoit denepanun <4>,

<4> Yactp | crareu 15 3akona Poccumiickoit denepannu ot 25 oktsaops 1991 r. N 1807-1 "O
s3pIkax HaponoB Poccwiickoii ®enepanuun” (mamnee - 3akon N 1807-1). (Bemomoctu cwesna
Hapoausix nenyratoB PCOCP u BepxoBuoro Cosera PCOCP, 1991, N 50, ct. 1740; CobOpanue
3akoHoaarenbcTBa Poccuiickoit deneparuu, 1998, N 31, ct. 3804).

13. ITpu opopmiteHNU peleNTYPHBIX OJAHKOB 3alPEIIaeTCs] OTPAHHYNBATHCS OOIIMMHU YKA3aHUSMH,
Harnipumep, "Buyrpennee", "U3BecTHO".

B IJIEKMPOHHOM 00Kymeume Hymepauus nyHKmoe coomeemcmeyem 0dmuuanbuomy
UCMOYHUK).

14. Peunent, odopmieHHslii Ha perentypHom Onanke ¢opm N 148-1/y-88, N 107-1/y u N
148-1/y-04(11), mognuchIBaeTCsA MEAUIMHCKIM PaOOTHUKOM H 3aBEPSIETCS €T0 MeYaThIO.

Penient, ohopmiennsiii Ha perenitypHoM Onanke ¢popmbr N 148-1/y-88 u ¢popmsr N 148-1/y-04(1),
JIOTIOJTHUTEIIBHO 3aBEPSETCS MEYaThI0 MEAUIIMHCKON opranu3anuu " penentos”.

s penienita, odopMieHHOro Ha perentypHoMm Oyianke Gopmer N 107-1/y, nammuue nedaru "J{ns
penenToB" He SBISETCS 005S3aTeIbHBIM.

15. Ha ognom peuentypHoM 6nanke Gopmbl N 148-1/y-88 u ¢popmsr N 148-1/y-04(11) pazpemaercs
OCYIIECTBIISITH HA3HAYCHHUE TOJIHKO OJTHOTO HAMMEHOBAHUS JIEKAPCTBEHHOTO TTperapara.

Ha onnom penentypHom Onanke ¢opmbel N 107-1/y paspemraercss oCyIIecTBISATh Ha3HaueHHE
TONBKO OJIHOTO HAMMEHOBAHMS JIEKAPCTBEHHOTO Tpemaparta, otHocsamierocs 1o ATX «
anTuncuxornueckuM cpeactBam (koa N 05A), ankcuonmutukam (kox N 05B), cHOTBOpHBIM U
cenatuBHBIM cpenactBam (kogq N 05C), antupenpeccantam (kog N 06A) m He mozexamiero
HPEIMETHO-KOJIMYECTBEHHOMY Y4eTy, U JI0 TpeX HaMMEHOBaHUH JIEKapCTBEHHBIX MPENapaToB - JUIs
WHBIX JIEKAPCTBEHHBIX MPENAPAaTOB, HE OTHECEHHBIX K BbIIeyKa3aHHbBIM ATX.

16. McnipaBieHus B penente He JOMYCKaroTCs.

17. Ilpu opopmienun perentypusix 6mankos popm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x1) na
JIEKapCTBEHHBIC TMpenapaThl, HAa3HAYCHHBIC MO PEIICHHWI0 BpadyeOHOW KOMHCCHH, Ha 000poTe
peLenTypHoro OJaHKa CTaBUTCS CelMalbHas OTMETKa (IITamm).

18. Ha peuentypuom 6nanke popmel N 148-1/y-04(;1) BHU3Y UMeeTcs JIMHUS OTPBIBA, pa3/emsionias
penenTypHbIil OJTaHK U KOPEIIIOK.
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Kopemok ot perenra, opOpMICHHOTO Ha YKa3aHHOM DPELENTYpHOM OJIaHKE, BBINACTCS MAIMEHTY
(ero 3aKOHHOMY IPEICTABUTENIO) B ANTEYHOW OpraHM3allM, HAa KOPEIIKE eJaeTcsi OTMETKa O
HaMMEHOBAHUU JIEKAPCTBEHHOTO IIpenapara, J03UpPOBKe, KOJIMYECTBE, CI0c00e MPUMEHEHUSI.

1. Odpopmiienue peuenta B gopMe 3JIeKTPOHHOTO JOKYMEHTA

19. Penent B popMe 3JIEKTPOHHOTO JOKYMEHTA, MOAMMCAHHOTO YCHJICHHOW KBATH(UIIMPOBAHHOM
AIIEKTPOHHOHN MOIHCHI0, HOpPMUPYETCS MEAUIIMHCKAM PAaOOTHUKOM, CBEACHUS O KOTOPOM BHECEHBI
B (enepanbHbIl PErUCTp MEAUIMHCKUX PAOOTHHUKOB <5>, a TakKe MPU YCIOBHM PETUCTPALUU
MEIMIUHCKOW OpraHu3ali, B KOTOpOi odopmisieTcs peuent, B (deaepaibHOM peecTpe
MEJIUIIMHCKUX OpraHu3aiui <6> eIuHON rocyaapCTBEHHON HMH(GOPMAIMOHHOW CHCTEMBI B cdepe
3paBOOXPAaHECHUsT M IOAKIKOYEHUS TaKOW MEIMIMHCKOM OpraHu3alMu K TIOCyJapCTBEHHOMN
nH(pOpMaAITMOHHOW cucTeMe B cdepe 3apaBooxpaHeHus cyonrekra Poccuiickoit deneparun <7>.

<5> Yacte 4 cratbu 91.1 denepanpuHoro 3akona N 323-O3 (CobpaHue 3aKOHOIATEIBCTBA
Poccuiickoit ®eneparuu, 2011, N 48, ct. 6724; 2020, N 29, ct. 4516).

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

<7> Crarbu 91 u 91.1 ®enepansHoro 3akoHa N 323-03 (Cobpanue 3akoHOIaTeIbCTBAa Poccuiickoit
Oenepannm, 2011, N 48, cT. 6724).

20. IIpu odbopmiuenun peuenta B (popme JIEKTPOHHOTO JOKYMEHTa Ha JIEKapCTBEHHbBIE MPEnapaThl,
yka3zaHHble B IyHKTax 9 u 11 Ilopsaka Ha3HaueHUs JIEKapCTBEHHBIX NPENapaToB, YTBEPKIEHHOTO
HACTOSAIIMM IIPUKAa30M, M OTIYCKacMble 3a IIOJHYH0 CTOMMOCTb, 3aIOJIHSAIOTCA CIELYIOIINE
PEKBHU3UTHIL:

1) xoxm cyOwekta Poccuiickoit ®enepanmn mo OKATO, ompenensionuii rocyaapCTBEHHYIO
UHPOPMALIMOHHYIO CUCTeMY B cdepe 3apaBooxpaHeHUs cyOwbekTa Poccuiickoit denepanuu, B
KOTOpO# chopmMHpoBaH perent B popme 37IEKTPOHHOTO TIOKYMEHTA;

2) HaNMMCHOBAHUC MeZ[HHHHCKOﬁ opraHnuizanuu, aapec, Teﬂe(i)OH U1 (I)aMI/IJ'II/IH, HWHHUIKMAJIbl UMCHHU U
OTYCCTBa (HOCJ’IG]IH@G - Ipu HaJ'II/I‘-II/II/I) HHAWBUAYAJIbHOI'O0 NPCANPUHHUMATEIIA, UMCIOLICTO JIMICH3UTO
Ha MCIULIUHCKYIO ACATCIBHOCTD, €TO aAPEC;

3) OI'PH ropuanueckoro nuna (MeaunuHckoi opranmzaiuu) win OI'PHUII uaauBuayanbHOTO
pEANPUHAMATENS;

4) nata ohopmiieHus perenta (yKa3bIBaeTcsi YUCII0, MECSIL, TOM);

5) nara oOkoHYaHMS JecTBUS perenta (GpopMupyeTcsi TrocyAapCTBEHHOW WHGOPMalMOHHON
cucreMoil B cdepe 3apaBooxpaHeHuss cyObekra Poccuiickoil ®enepannu B COOTBETCTBHH CO
cpokamu AeucTBus perenToB: 15 quedt, 30 gueit, 60 nueit, 90 quel, 1o 1 roma);

6) yHHKaJIbHBI HOMEp pernenta (GopMHUpPYETCs TOCYAapCTBEHHOW MH(POPMAIMOHHON CHCTEMOW B
chepe 3apaBooxpaHeHHss cyObekTa Poccuiickoir Denepanmn U oOecleyuBaeT OJIHO3HAYHYIO
uaeHTudUKaIuoo perenta B popme 35ekTpoHHOTO JokyMeHTa B couetanun ¢ OKATO, OI'PH umun
OI'PHUII);
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7) ormerku "Cito" (cpouno) wmiam "Statim" (HemeIEeHHO) NMpH HEOOXOIUMOCTH CPOYHOTO WIIU
HEMEIJIEHHOTO OTIYCKa JeKapCTBEHHOTO Mpernapara NaueHTy;

8) ampec marmeHTa (yKa3bIBaeTCs MOYTOBBIA ajpec MecTa >KUTENbCTBA (MecTa MpeObIBAaHHUS HIIH
MecTa (DaKTHYECKOro TPOXKHBAHHS) C YKa3aHHUEM WHJEKCAa, HAWMMEHOBAHUS Kpas, oO0jacTw,
peciyOIMKK, aBTOHOMHOTO OKpyra W HMHOTO cyObekra Poccuiickoit ®Denepannv, HauMEHOBaHHS
HACEJICHHOTO IMyHKTa, HAMMEHOBAHUsS YJUILI (MPOCIEKTa, MEepeyiKa, Mmpoe3na), Homepa jaoma (cC
yKa3aHHEM KOpITyca, PU HAJHMYUH ), HOMEpa KBapTUPHI),

9) HOMEp >JMEKTPOHHOH MEIMIIMHCKOM KapThl MallMeHTa B TOCYJAapCTBEHHOM HH(OpMAIMOHHON
cucreMe B cepe 3npaBooxpaneHus cyobekta Poccuiickoit deaepannm;

10) dbaMumnus, uMs, 0T4eCTBO (TIOCIICIHEE - PU HAJTMYMH) MAIMEHTA MOJTHOCTHIO;

11) nmara poskaeHus mnanueHTa (yKa3blBaeTCs YMCIO, MeECsl, roa), ans jaered a0 1 roxa
JIOTIOJTHUTEILHO YKA3bIBAETCS KOJUYECTBO IMOJTHBIX MECSIICB;

12) ¢pamunivs, HUIMAIBI MMEHU U OTYECTBA (TIOCIIeIHEe - MPU HAIMYUHU) METUIIUHCKOTO PaOOTHHUKA
MIOJIHOCTHIO;

1 3) HanMMCHOBAaHUC JICKaApCTBCHHOI'O npcliapara (MG)KIIYHaPOI[HOG HCIIaTCHTOBAHHOC
HAaMMCHOBAHUC, TPYINIHUPOBOYHOC WJIM XHMHWYCCKOC HAMMCHOBAHHUC, TOPIroOBOC HaI/IMCHOBaHI/IG),
J03HUPOBKaA, (1)OpMa BBIITYCKa, KOJIMYECTBO (BCC MO3UINHU YKA3bIBAKOTCA HA PYCCKOM 5[3]:11(6);

14) crmoco0 mpuMeHEeHHs JIEKapCTBEHHOIO IpernapaTa Ha rocydapCTBEHHOM s3bike Poccuiickoit
Penepanyuy WIM Ha TOCyIapCTBEHHOM s3bike Poccuiickon denepanuu U rocyJjapCTBEHHOM SI3BIKE
pecmyOIIMK U UHBIX s3bIKax Hapon1oB Poccuiickoit denepannn <8>;

<8> Yactp 1 crarbu 15 3akona N 1807-1 (Bemomoctu cwhe3na Hapoausix nernyratroB PCOCP u
Bepxosuoro Cosera PCOCP, 1991, N 50, ct. 1740; CoOpanue 3akoHomarenbcTBa Poccuiickoi
Oenepanun, 1998, N 31, ct. 3804).

15) 1OOKyMEHT, NOATBEPXKIAIOIIMKA Ha3HAUYEHUE JIEKapCTBEHHOrO IpenapaTa M0 PpeIICHUI0
BpaueOHOW KOMUCCUHU MEIULIMHCKON OpraHu3aluy;

16) orMeTka O Ha3HAYEHUM JIEKAPCTBEHHOrO Ipenapara IO PEUICHUI0 BpaueOHOW KOMMCCUU
MEIMIUHCKON OpraHu3alliil B CcllyyasX, yKa3aHHbIX B a03ane BTopoM nyHkTa 6 Ilopsaka
Ha3HAa4YeHMs! JIEKAPCTBEHHBIX MPENapaToB, YTBEPKICHHOIO HACTOSAIUM MPUKA30M;

17) oTMeTka O crenMaIbHOM Ha3HAuYCHMM JICKApCTBEHHOIO Mpernapara (3amoyiHseTcs B cllydasx,
yKa3aHHbIX B NyHKTax 15 u 24 [Nopsiaka Ha3HaUYEHUs JIEKAPCTBEHHBIX MPENapaToB, YTBEPKICHHOTO
HACTOALUM NPUKA30M);

18) oTmMeTka O crienuaTbHOM Ha3HAUYEHUM JIEKaPCTBEHHOI'O Ipernapara MalnueHTy ¢ 3a00jeBaHueEM,
TpeOyIOIMM JUIUTEIBHOTO KYPCOBOTO JIEUEHUS (3amojHSEeTCsl B ciay4yae, YKa3aHHOM B IyHKTe 23
ITopsinka Ha3HAuEHWsS JIEKAPCTBEHHBIX IIPENApPaATOB, YTBEPXKIAECHHOIO HACTOSALIMM IIPUKAa30M) C
MIPOCTaBJICHUEM MEPUOAMUYHOCTH OTITYCKa JIEKApCTBEHHOTO Mpernapara;

19) npu odopmienuu penenra B (opMe MEKTPOHHOTO JOKYMEHTA Ha JIEKApCTBEHHBIE MPENapaThl,
yKa3aHHble B NOAMYHKTax 2 - 5 nmyHkTa 9 u nyHkre 11 Ilopsnka Ha3sHadueHHMs JIEKapCTBEHHBIX
IpenapaToB, YTBEPKIEHHOIO HACTOSAIIMM MPUKA30M, FpaxaHaM, MMEIOLIUM IpaBo Ha OecruiaTHOe
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MIOJIyYEHUE JIEKAPCTBEHHBIX MPENAapaToB WIN NOJyYEHHUE JIEKAPCTBEHHBIX MPENApaTOB CO CKUAKOM,
3aMOJHAIOTCS PEKBU3UTHI, NMPEAYCMOTPEHHBIE MOANYHKTaMU 1 - 18 HacTosmiero myHkTa, a TaKke
CIIEIYIOIINE PEKBU3UTHI:

a) Kareropusi TpaXIaH, HMCIOIIUX IMPaBO HA TOJIYYCHHE JICKAPCTBEHHBIX MPEMapaToB B
COOTBETCTBUU cO cTaThed 6.1 dDenmepanbHOro 3akoHa ot 17 wmroms 1999 r. N 178-®3 "O
roCyJapCTBEHHOM colManbHOM momoiu'" <9>;

<9> Cobpanue 3akoHonarenscTBa Poccuiickoit denepamuu, 1999, N 29, cr. 3699; 2020, N 52, cr.
8577.

0) ko1 Ho3os0rH4YecKoi ¢popmbl o MKB;

B) uctouHuk (uHancupoBanus (1 - denepanpHblii Or0MKeT, 2 - OrOMKeT cyObekTa Poccuiickoit
®denepann, 3 - MyHULIIUITAILHBINA OIOJKET);

r) pazmep omuatsl (1 - 6ecratHo, 2 - 50%, 3 - unoit %);

J1) CTpaxoBOW HOMEp HMHIUBUAYAJIbHOI'O JIMIEBOrO cueTa IpaxgaHuHa B [leHcMoHHOM QoHzae
Poccuiickoit ®enepanuu (npu Hannuun) (CHUIIC);

e) HOMCD I10JI1MCa 00513aTEJILHOIO MCIHUIMHCKOI'O CTpaXOBaHM.

21. Ilpu mpocTaBieHUH OTMETKH, yKa3zaHHOW B moanyHkre 16 mynkra 20 nHacrosimero I[lopsiaxa,
peuent B QopMme 3JIEKTPOHHOTO JOKYMEHTA IOANKMCHIBACTCS YCHJICHHOH KBaTU(UIIMPOBAHHOM
9JICKTPOHHOM TOJIUCHIO TIpeJcenaTess WM CeKpeTaps BpauyeOHOM KOMHUCCHM MEIMITMHCKOM
OpraHu3aly, MpH MPOCTABICHUH OTMETOK, yKa3aHHBIX B moamyHktax 17 u 18 mynkra 20
Hactosamero Ilopsnka, - yCHJIEHHBIMH KBaIU(PUIMPOBAHHBIMU SJICKTPOHHBIMH MOIUCIMH
COOTBETCTBYIOIINX MEIUIIMHCKUX PAOOTHUKOB.

22. Tlo TpeOoBaHMIO MNAalMEHTa MM €ro 3aKOHHOIO MpeACTaBUTENS O(OPMIISIETCS 3K3EMILIp
peuenta B ¢opMe DIEKTPOHHOTO TOKyMEHTa Ha OyMa)kHOM HOcUTeJe ¢ OoTMeTkou "JlyOnmkar
AJIEKTPOHHOIO JOKYMEHTa'".

I11. Yuer penenTypHbIX 0JIaHKOB (32 HCKJIIOYEHHEM pelenTyPHbIX
0.1ankoB no popme N 107/y-HII "CnennajabHblii penentypHbIii
01aHK"")

23. Vwuer peuentypubix OmankoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(x),
HU3Tr0TaBINBACMBIX TI/IHOl"pa(I)CKI/IM crmocobom (nanee - PCLCIITYPHBIC 6J'IaHKI/I, Mo AJICKalmue yquy),
OCYIIECTBIIAECTCA B JKypHallaX yd4eTa, IIPOHYMEPOBAHHBIX, MPOIIHYPOBAaHHBIX MU CKPEIUICHHBIX

oA CBIO PYKOBOAUTCIIA )41 ncyaTtbro MGEHHHHCKOﬁ OopraHu3anuun NN oA CBIO
HHIUWBUAYAJIBHOT'O MPCANIPUHUMATES, UMCIOIICTO JIMOCH3WIO HA MCIUITUHCKYIO ACATCIIbHOCTD.

24. Kypnan ydeta perentypHsix 01aHkoB ¢popmel N 107-1/y cogepxut ciemyromniue rpadso:
1) HoMep 1o opAIKY;

2) B paznene "[Ipuxon™:
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a) JlaTa perucTpanuy J0KyMeHTa, IOATBEPKAAI0IIET0 MOCTYIIIICHUE;
0) HOMEp U J1aTa JOKYMEHTA, [TOATBEPIKIAOIIEr0 NOCTYIIEHNE, HAUMEHOBAHUE ITOCTAaBIIMKA;
B) 0011ee KOJIMYECTBO NMOCTYIHMBILUX PELIENTYPHBIX OJIAaHKOB;

F) (baMI/IJ'II/IH, HHHUOWaJIbl UMCHH U OTUECTBaA (HOCJ’I@I{HCC - I[IpH HaJ'II/I‘lI/II/I) U IOAIIMCh OTBETCTBCHHOI'O
MCIUIIMHCKOTI'O pa6OTHI/IKa, MOJIYYHUBHICTO PCUCIITYPHBIC OJIaHKH OT IIOCTaBIIHKaA,

3) B paznene "Pacxon":
a) JjaTa BbIJauu pPELENTYpPHBIX OJaHKOB;
0) KOJIMYECTBO BBIJAHHBIX PELENTYPHBIX OJaHKOB;

B) (daMuius, WHHWIMATBI MMEHM M OT4ecTBa (MOCIEAHEEC - MPU HAIMYUU) OTBETCTBEHHOTO
MEAMIIMHCKOTO PabOTHHKA, MOTYYHBIIETO PELENTYPHbIE OJaHKH;

I') IOANKUCH OTBETCTBEHHOI'O MEIULIMHCKOIO Pa0OTHHKA, [TOJIyUYHBILIETrO PELENTYpHbIE OJIaHKH;

4) pamuinus, MHUIMAIBI UMEHU U OTYECTBA (TOCIEIHEE - IPU HAJIMYKU) U OJIUCh OTBETCTBEHHOTO
MEIUIUHCKOr0 paOOTHUKA, BBIIABLIETO PELIENTYPHbIC OIaHKH;

5) ocTaTok peuenTypHbIX OJaHKOB.

25. XKypnan yuera penentypHbix OmankoB ¢opm N 148-1/y-88 m N 148-1/y-04(x1) comepxwut
creayronye rpadsor:

1) HoMep 1O OPAIKY;

2) B pazaene "[lpuxon":

a) JjaTa perucTpaLuy JT0KyMeHTa, HOATBEPKAAIOLIEr0 MOCTYIIICHUE;

6) HOMep M JaTa JOKYMEHTa, MOATBEPKIAAIOIIEro MOCTYIUICHHE, HAUMEHOBAHNE MTOCTABIINKA;
B) 00111€€ KOJIMUYECTBO MMOCTYMUBIINX PELENTYPHBIX OJIaHKOB;

T') CEpUU U HOMEpPA PELENTYPHBIX OJIAHKOB;

1) KOJIMYECTBO PELENITYPHBIX OJIaHKOB 110 CEPHSIM;

e) q)aMI/IJ'II/ISI, HMHHUIKMAJIBI UMCHHU U OTYCCTBA (HOCJ'IGI[HGC - Ipu HaJ'II/ILII/II/I) " IOAIIMCH OTBECTCTBCHHOI'O
MCIHUIIMHCKOT'O pa6OTHI/IKa, MOJIYYHMBHICTO PCUCIITYPHBIC OJIaHKU OT IIOCTaBIINKaA,

3) B paznmene "Pacxon':

a) laTa BBIJJAYU PELENTYPHBIX OJIaHKOB;

0) cepur U HOMEPA BBIJJTAHHBIX PEIENTYPHBIX OJIaHKOB;
B) KOJMYECTBO BBIJJAHHBIX PEIENITYPHBIX OJIAHKOB;

r) ¢aMuwiusg, WHUOMATBI MMEHH W oOT4ecTBa (TOCieAHee - NpPU HAIWYMM) OTBETCTBEHHOTO
MEAMIMHCKOTO PaOOTHHKA, MOTYYHUBILIETO PELENTYPHbIE OJaHKH;

1) TOANKICH OTBETCTBEHHOTI'O MEIUIIMHCKOTO paOOTHHKA, MOJYUYHUBILErO PeLeNTypHbIe OIaHKH;

4) ¢amunus, MTHAIIMAIIBI HIMEHH U OTYECTBA (TIOCHIEHEE - IPU HAJIMYMHU) U MTOANUCH OTBETCTBEHHOTO
MEAMIIMHCKOTO pabOTHHKA, BHIJIABIIETO PEIENTYPHbIE OJaHKU;



5) OCTaTOK perenTypHbIX OJIaHKOB.

26. Yuer peuentoB, OPOPMICHHBIX B (OpME DIEKTPOHHOTO JOKYMEHTA, OCYIIECTBISETCS B
rocy/apcTBEHHOW HH(OpPMAIMOHHON cucTeme B cdepe 3apaBooxpaHeHHs cyObekTa Poccuiickoit
Oenepaiii  MOCPEJCTBOM BEACHHSI €IUHOTO pPeecTpa pemnentoB, o(opMIeHHBIX B (opme
3JIEKTPOHHBIX JIOKYMEHTOB.

V. Xpanenne penentypHbIX 0JIAHKOB (32 MCKJIIOYEHHEM
peuentypHbix 0aHkoB 1o ¢gopme N 107/y-HII " CnennanbHbii
peuenTypHblii 0J1aHK'")

27. MeauMIMHCKHE OpraHU3alliy IOJIy4aloT HeOOXOAWMBIE pelenTypHble OJaHku, o(opmIiIeHHBIC
TUTIOTPAaPCKUM CIIOCOOOM, Yepe3 TepPUTOPUATBLHBIC OPraHbl YIPaBJICHHUS 3PABOOXPAHCHUEM HIIN
OpraHW3aIy, YIOJHOMOYCHHBIE Ha 93TO OpPraHAMH WCIOJHUTEIBHOW BIIACTH CYOBEKTOB
Poccuiickoit denepaiumu.

28. PeuentypHblie OJIaHKH, TOJJICKAIINE YUETY, XPAHATCS OTBETCTBEHHBIM JIMIIOM, Ha3HAYCHHBIM
PYKOBOAMTENEM MEAUIIMHCKOW OpraHu3allid, B 3alMpacMoM MeTauinueckoM Ikady (ceide) mwin
METaJUIMYECKOM SIIIIUKE.

29. nauBuayanbHbIi NpeANPUHUMATENb, UMEIOIIUN JIMIIEH3UI0 HA MEIUIMHCKYIO JeATEeIbHOCTD,
XPaHUT pelenTypHble OJaHKU, MOANEKAIUE YUeTy, B 3alIUPaeMOM MeTalTndeckoM mikady (ceide)
WJIU METATUYECKOM SIITUKE.

30. IIpoBepka cOCTOSHHS XpaHEHHs, y4deTa, (PaKTUYECKOro HaM4YUs W pacxoda pPeLeNnTypHBIX
0JIaHKOB, TOJUICKAIIUX YYETy, OJMH pa3 B KBapTaJl OCYIIECTBISETCS KOMHUCCHUEW, CO3JaHHOW B
MEAUIIMHCKOW OpraHHU3aIiH.

31. Peuentypuble Osanku, odopmisieMble Ha OyMa)KHOM HOCHUTENE M TOJIEKAIIUE YueTy,
BBIIAIOTCS  MEAMIMHCKMM  paOOTHUKaM, HMEIOIUM MpaBo o(QOpMIIECHUS pEeLenToB, IO
pacropsLKEHUIO TIABHOTO Bpada MIIM €r0 3aMECTUTEIS.

HOJ’Iy‘leHHLIG PEUCIITYPHBIC OJlaHKH Ha 6YMa)KHI>IX HOCUTCIIAX XpaHATCA MCAUIMHCKUMUA
pa6OTHI/IKaMI/I B IIOMCIICHHUAX, O6CCHC‘II/IB3IOH_II/IX HUX COXPAaHHOCTh.

32. IlporpaMMHO-TEXHUYECKHUE CPENICTBA I'OCYIAapCTBEHHBIX WMH(POPMALMOHHBIX CHCTEM B cdepe
3/1paBOOXPAHEHUS, MEIUIMHCKUX HWHPOPMAIIMOHHBIX CHCTEM MEIUIMHCKUX OpraHu3alui
o0ecreunBaOT XpaHEHHWE JJEKTPOHHBIX peLenToB, O(OPMIEHHBIX B (QOpMe 3IEKTPOHHBIX
JIOKyMEHTOB B TEUYEHHE CPOKOB, YCTAHOBJIEHHBIX I XpPaHEHHUS pELEenTOB, O(QOPMIIEHHBIX Ha
COOTBETCTBYIOLIMX (hopMax peLenTypHbIX OJaHKOB Ha OyMakHOM Hocutene <10>.

<10> IToanyskT 5.2.169 Ilonoxenuss o Munucrepcrse (Cobpanue 3akoHoAarenbcTBa Poccuiickoit
Oenepannn, 2012, N 26, ct. 3526; 2021, N 43, cT. 7258).

Ipunooicenue N 4
K npuxa3y Munucmepcmea 30pagooxpanerus

Poccuiickoii @edepayuu
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om 24 nosaops 2021 2. N 1094n

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

MUHMCTEPCTBO 3OpaBOOXPaHeHUd Kon dopwmer mo OKYI

Poccumickom demepaumm MemMumHCKaS OOKYMEHTAalMI
dopma N 107/y-HII,
YTBEPXIEHHAad [IPUKA30M
MuHMCTEpPpCTBa 3OPaBOOXPAHEHUH

mTaMlI MEeOMLUMHCKOM OpTaHM3aluu Poccurickonm denmepalmm

or 24.11.2021 N 1094=H

PELIEIT
Cepmusa N
\AJ \AJ 2 O i
(maTa BHIOMUCKM pelenTa)
(B3POCHE, IOeTCKMM — HYXHOE NOOUEPKHYTH)

damMmnmsa, mMsa, OTUECTBO ([IOCJedHee -— MIPUM HaJUuudumM)

nauveHTa

BospactT

Cepmusa M HOMEp [NoJMca 0083aTeJIbHOTO MEeOMUMHCKOTO CTPpaxoBaHMS
HomMep MeIMLMHCKOM KapTH

damMmnmsa, mMsa, OTUECTBO ([IOCJedHee -— MPUM HaJUuuM)

Jledyamero Bpada (bernpmmepa, akylLepKu)

[loanmch UM JIMUHAasA IedaThb Bpada
(momonmuce ¢esbaumepa, akKyllepKu)




damMmius, wMs, OTUECTBO (IocyienHee -— TIIPM  HaJuMuMM) U TIOJANMUCH
YIIOJIHOMOUEHHOTO JiMila MeIMIIMHCKOM OpTlaHu3aluu

M.II.
OTMeTKa aNTEeuHOM OopTraHM3auuM OO OTIyCKe
dammnmsa, wmMsS, OTYECTBO (IocjenmHee — I[OPM  HaJIMuMM) M HOANMCH
paboTHMKA ANTEYHOM OpTaHM3aLUu

M.II.

Cpok meMcTBMA pelenta 15 mHel

Ipunoowcenue N 5
K npuxa3y Munucmepcmea 30pagooxpanerus

Poccuiickoi @edepayuu

om 24 nosaops 2021 2. N 1094n

HOPAIOK U3T'OTOBJIEHUSA, PACIIPEJAEJEHUNA,
PEI'UCTPAIIUU, YUETA U XPAHEHUS PELEIITOB,
COAEPKALHINX HASHAYEHUE HAPKOTUYECKHX

CPEACTB WM IICUXOTPOIIHBIX BEILIECTB

|. Ilopsinok M3roToBJIEHHS, pacpeleJeHUs CIenaTIbHbIX
peuentypHbix 0jaHkoB 1o ¢gopme N 107/y-HII

1. Opranuzanuio U3roTOBJIEHUS U paclpelieleHns peuenTypHbix OankoB no ¢opme N 107/y-HII
"CrienuanbpHbIi pelienTypHbli OnaHK" (fanee - crenualbHbIi pelenTypHbId OJaHK) OCYLIECTBISET
MunuctepcTBo 31paBooxpanenus Poccutiickoit denepanuu (nanee - MUHHUCTEPCTBO).

2. CnenuanbHble peLenTypHble OJaHKU SBISAIOTCS 3allMLICHHON MOJUTpapUuecKod MpOoIyKIHeH
ypoBHs "B", u3roraBnuBaemMoit Ha Gymare po30Boro 1era pazmepoM 10 cM X 15 cM, JOKHBI UMETh
CEpUI0 U HOMEp, a TaKKe COOTBETCTBOBaTh TPEOOBAaHMAM, yKa3aHHBIM B IpHKa3ze MHHHCTEpCTBa
¢unancoB Poccuiickoit @enepamuu ot 29 centabps 2020 r. N 2171 "OO6 yrBepkaeHUU
TexHnueckux TpeOOBAHUN U YCIOBUN M3TOTOBJIEHUS 3aLUIIEHHON OT MOJIEI0K NoJUrpadudecKon
npoaykuuu" (3apeructpupoBad MunucrepcTBoM toctuimu Poccuiickoit deneparun 16 HosI0ps
2020 r., peructpanuonnbiii N 60930).

3. B mensx opraHu3anuu M3rOTOBJICHUS W PACIpeNIeNCHHs CIeIHUATbHBIX PELEnTypHBIX OJaHKOB
MEJIUIIMHCKUE OpraHU3alliK, UMEIOIINE TPABO OCYIIECTBIIATh BbIJayy PELENTOB HA HAPKOTUUECKHUE
CpEeACTBa WK NCUXOTponHble BeniecTsa cuucka Il Ilepeuns u 3aperucrpupoBannsie B Poccuiickoit
®denepani B KayecTBE JIEKAPCTBEHHBIX TMPEMapaToB ISl MEIMIIMHCKOTO TPUMEHEHHUs (naiee
COOTBETCTBEHHO - MEIUIIMHCKAsl OpraHu3allvs, HAPKOTUYECKUH (IICUXOTPOIMHBIN) JIeKapCTBEHHBIH
mpenapar), COCTaBJISIFOT 3asiBKH HA PEIENTypHbIE OJIaHKH.
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4. B cpok m0 1 OKTSOps TeKymIero roja 3asBKA MEIUIUHCKUX OpraHU3alliii Ha CIeNHalbHBIC
penentypHble OJaHKU MPEICTaBISAIOTCS:

1) MEOUIIMHCKMMHU OpTaHHW3alldsIMH, HaxXOIAIIMMHUCSI B BeICHUH (QeaepaabHbIX OpPraHOB
WCTIOJTHUTEIILHOM BJIACTH, - B COOTBETCTBYIOIINE (efiepaibHble OPTaHbl HCIIOTHUTEIHLHON BIACTH;

2) MEOUIMHCKUMHU OpraHM3alMsIMH, HaxOIAIIMMHCS B BeAeHHMM CyObeKToB Poccuiickoii
Qenepauny, MEIULUMHCKMMU  OpPraHU3alMsIMM  MYHULMOAJIBHOM M YAaCTHOM  CHUCTEM
3/[paBOOXpAHEHHUS] - B OpraHbl HCIOJHUTEIBbHON BiacTu cyOobekToB Poccuiickoit denepauuu B
cdepe OXpaHbI 3I0pPOBbS TPAKIaH, HA TEPPUTOPUH KOTOPBIX OHHM PACIIOIIOKEHBI (Jaliee - OpraHsbl
HCITOJTHUTENIbHON BJIacTH cyOBhekToB Poccuiickoit deneparun).

5. B zasaBke MC,Z[I/II_II/IHCKOI‘/'I opraHu3allii Ha CICHOUAJIbHBIC PCUCITYPHBIC OJaHKH YKa3bIBarOTCA
CIICAYIOIUC CBCACHUA:

1) cBeneHWS O METUIIMHCKOM OpraHu3allyy, IOJABIICH 3asiBKY Ha CICI[HAIBHBIC pElEHTypPHBIC
0s1aHku (TIOJIHOE HAMMEHOBAHUE, a/IpeC MECTa HAXOXK/ICHU);

2) KOJMYECTBO CIELUUAIbHBIX PELENTYpHBIX OJaHKOB, M3PACXOJOBAHHBIX MEIUIUHCKOM
opraHusanueil Ha | sHBaps IpeIIeCTBYIOLIETO IOAa;

3) KOJIMYECTBO CHEIHAIBHBIX PEUENTYPHBIX OJAaHKOB, HEOOXOIUMBIX MEIUIIUHCKON OpraHu3aIluu
Ha CIEAYIOLINN IO,

3asgBka MGHHHHHCKOﬁ OopraHu3allid Ha CIHCHUAJIbHBIC PCELCIITYPHBIC OJaHKH IIOAIMMNCBIBACTCA
PYKOBOIHUTCIICM MGZ[I/IIII/IHCKOfl opranu3ainuu, KOTOpI:II71 HECCT NCPCOHAIBHYIO OTBETCTBCHHOCTH 3a
000CHOBAHHOCTD H AOCTOBCPHOCThb YKA3aHHBIX CBCI[GHPIﬁ.

6. denepanbHble OPTaHbl UCTIOTHUTEIBHONW BJIACTH, B BEJICHUU KOTOPBIX HAXOIATCS MEAUIIMHCKUE
opranuzaiuu (nauee - ¢peaepanbHble OPraHbl HCIIOTHUTEIBLHOM BIACTH), U OPTaHbl UCIIOTHUTENIBLHOM
Biactu cyobekToB Poccuiickoii denepanuu Ha OCHOBaAaHUU 3asBOK MEIUIIMHCKUX OpraHU3alMi Ha
CHeIMallbHbIe pelenTypHble OJaHKU (POPMHUPYIOT CBOJHBIC 3asiBKM Ha CHEIHAlbHBIE PEIENTYPHbIE
0J1aHKU ¥ B CPOK 710 | ekabpst TeKyIIEero roja mpeACcTaBIsItoT UX B MUHUCTEPCTBO.

7.B CBOI[HOfI 3as4BKC Ha CIICIUAJIBHBIC PCHCIITYPHBIC OnaHKU YKa3bIBAOTCA CIACAYIOIIUE CBEACHU:

1) cBeaenust o ¢eaepaibHOM OpraHe HCIOTHHUTEIHHOW BIACTH (OpraHe HCIOJHUTENbHON BIacTU
cyorekta Poccuiickoit deneparuu), NpeaCcTABUBIIEM CBOJHYIO 3asBKYy Ha CIEIHATbHbBIE
penienTypHble OJaHKH (MTOJTHOE HAMMEHOBAHUE, a[pec MeCTa HaXOKICHUS);

2) KOJMYECTBO CHEIHAIBHBIX PELENTypHBIX OJaHKOB, paclpeAeleHHBIX (enepalbHbIM OpraHOM
WCITOJTHUTENIbHON BJIACTH (OpraHOM MCIIOJHUTENBHOM BiacTu cyobekTa Poccuiickoit denepanum) Ha
1 ssHBaps MpeIIECTBYIOLIEro rojia MeXAy MEIUIIMHCKUMU OpTraHn3alusIMu;

3) KOJMYECTBO CIEUHUAIbHBIX PEUENTYpPHbIX OJaHKOB, HEOOXOAMMBIX (erepaJbHOMY OpraHy
UCTIOJIHUTENILHOW BJAacTH (OpraHy MCHOJIHMTENbHOM BiacTu cyowbekra Poccuiickoit denepannn) Ha
CJHEYIOLINN 0T JUIsl pacIpeesIeHUs MEXAY MEAUINHCKUMHU OpraHU3alHsIMHU;

4) cBeneHuss O TOJBEAOMCTBEHHOW OpraHu3alluy, YIOJHOMOYEHHON (eaepaabHbIM OpraHOM
UCTIOJIHUTENILHONW BJAacTH (OpraHOM MCIOJIHMUTENbHOM BiacTu cyobekta Poccuiickoit denepariyn)
OCYIIECTBIISATh MOJIyY€HHE CIIEUANBHBIX PEHENTYpPHBIX OJIaHKOB OT MUHUCTEPCTBA, UX XPaHEHHE U
BbIJJauy MEIUIMHCKMM OpraHu3alusM (IIOJIHO€ HaMMEHOBAaHME, aJpec MeCTa HaXOXKJICHHS,
WHH/KIIIT, OKTMO opranuszanuu, pakTH4eCKHid apec TOCTaBKH).

8. Ha ocHoBaHuu NOJIYYCHHBIX CBOJHBIX 3asdBOK Ha CIHCIUAIBHBIC PCHCIITYPHLIC OJaHKH



MUHUCTEPCTBO €KETOHO B CPOK 10 15 stHBaps cienyromero roga GopMUPYeET U YTBEPKIAeT IJIaH
pacrpefieieHusi CIEeHUANbHBIX PEUENTypHBbIX OJIaHKOB, B KOTOPOM OTpa)kaeTcsi ToA0Bas
notpebHocTh Poccuiickoit denepanuvi B CHENHATBHBIX PEIENTYPHBIX OJlaHKax (nanee - TUIaH
pacnpezaeneHuss MUHUCTEPCTBA).

9. B nnane pacrpenesneHuss MUHUCTEPCTBA YKa3bIBAIOTCS CISAYIOIINE CBEICHUS:
1) nopsAKOBBIM HOMED 3aINCH;

2) HaumMeHOBaHWE (QeIepATbHOTO OpraHa WCIOJIHUTEILHOW BIAcTH (OpraHa WCIOIHUTEIBLHOM
BiacTu cyowbekra Poccuiickori deneparun), MpeJACTaBUBIICIO CBOJHYIO 3asBKy Ha CICIHAIbHbIC
perentypHbie OJIaHKH;

3) He0OXOMMOE KOJIMYECTBO CIEIUANBHBIX PEIENTYPHBIX OJIaHKOB.

10. HampaBnieHue crienuajibHbIX PELENTYpHBIX OJaHKOB (eiepaabHbIM OpraHaM HCIIOJIHUTEIbHON
BJIACTH, OpraHaM HCIOJHHUTEIbHON BiacTH cyObekToB Poccuiickoit denepaiyii OCyIIECTBISIETCS
MHUHHCTEPCTBOM B KOJUYECTBE, IPEYCMOTPEHHOM IIJIAHOM paclipeienieHuss MUHUCTEepCTBa.

11. MUHHCTEPCTBOM JOIOJHHUTEIHHO K KOJUYECTBY CHCIHAIBHBIX PEIENTYPHBIX OJIAHKOB,
MPEeyCMOTPEHHOMY IUIAHOM pachpenenenus MunHucrepcTBa, (HOpMHUpYeTCs pe3epBHBIN 3amac
CICIUAIIBHBIX PEIENnTYpPHBIX OJIAHKOB B KoymuecTBe, He mpeBbimarmeM 150 000 crenuaibHBIX
pELeNnTyPHBIX OJIaHKOB.

12. B ciyyae yBenn4eHHs NOTPEOHOCTH B CIIELUAIBHBIX PELENTYypHBIX OJlaHKaX (enepaabHble
OpraHbl HMCIOJHHUTEIbHOM BJIACTU (OpPraHbl HCIIOJIHUTENbHOM BiacTu cyOwbekToB Poccuiickoi
®denepanuu) HanpapiIsAlOT B MHUHHCTEPCTBO CBOJAHBIE 3asBKM Ha JONOJIHUTEIBHOE KOJHMYECTBO
CHEIHATBHBIX PEIENTYPHBIX OJIAHKOB (C 000CHOBAHHEM YBEITMYEHUS MOTPEOHOCTH B CHEIHUATBHBIX
peLenTypHbIX OJaHKax), KOTOpble MPEAOCTABIAIOTCS MHHHUCTEPCTBOM M3 PE3EPBHOrO 3amaca
CHEIHATBHBIX PEUENTYPHBIX OJAaHKOB.

13. ®enepanbHble OpraHbl UCTIOTHUTENHLHON BIAacTU (OpraHbl UCHIOMHUTENBHON BIacTU CyOBEKTOB
Poccuiickoit deneparuu) pacpeaessoT MOJyUYeHHbIE CIEIUaIbHbIE PEIENTYpHbIE OJaHKH MEXITY
MEAWIIMHCKUMH OpTaHW3allMsIMH Ha OCHOBAaHMU IUIAHOB pachpeaeneHusi, cHOpMHUPOBAHHBIX B
COOTBETCTBUHU C 3assBKaMH MECIUITMHCKHUX opraHmauMﬁ Ha CliCHUaJIbHBIC PCUCIITYPHBIC OJIaHKH.

I1. Ilopsanok perucTpanyu, y4era U XpaHeHHs CHENHATbHbBIX
peuentypHbix 0jankoB 1o ¢gopme N 107/y-HII

14. MuHucrepcTBo, HHbIE (QenepalibHble OpraHbl HCHOJHUTEIBHOM BIACTH U OpraHbl
UCTIOJIHUTENIbHON BiacTu cyObekToB Poccuiickoit denepannn opraHu3yroT XpaHEHUE CIeUalbHbBIX
peLenTypHbIX OJIAaHKOB B IOJIBEIOMCTBEHHBIX OPIraHMU3AlMSIX, YIOJIHOMOYEHHBIX OCYIIECTBIISIThH
NOJy4YEeHUE CIEeIHaTbHBIX PELENTYPHbIX OJaHKOB OT MUHMCTEpCTBA, UX XpaHEHUE U BbLady
MEAMIIMHCKUM OpraHu3alusaM (Jajee - yIoJTHOMOYEHHas: OpraHu3alius).

15. B ymonHOMOUYEHHOW OpraHM3aIii U MEIUIIMHCKOW OpraHU3aliH, MOTYYHBIICH CIeHaIbHbIC
perenTypHble OJJaHKH, OPTAaHW3YeTCs PETUCTPAIMS, YIeT U XPAaHCHUE CIEIUAIBHBIX PEICHTYPHBIX
OJIAHKOB.

Perucrpanusi, yd4er M XpaHEHHE pE3epBHOIO 3amaca CHENMaJIbHBIX PELENTYPHBIX OJaHKOB
MunncTepcTBa OCYyIIECTBISETCS (elepaibHbIM TOCYAapCTBEHHBIM OOJIKETHBIM YUPEKICHHUEM,
HaxXoJAUIMMCS B BeAGHMHM MuUHHUCTEpCTBa (Jlaee COOTBETCTBEHHO - PE3epBHBIN  3armac,



MOABEOMCTBEHHOE YUPEKICHHUE).

16. PaOoTHMK, Ha3HAYEHHBIH NPUKA30M PYKOBOAMUTENS  YINOJHOMOYEHHOM OpraHu3aluu
(YINOTHOMOYEHHOM  OpraHu3alM{, MOJBEAOMCTBEHHOIO  YUPEKIEHHs) OTBETCTBEHHBIM  3a
PETUCTpALMIO, XpPaHEHHE U YUYeT CIECHUANbHBIX PELUENTYPHBIX OJIAaHKOB (Jajiee - OTBETCTBEHHBIH
pabOTHUK), HAa OCHOBAaHUM JIOBEPEHHOCTH, O(GOPMIIEHHOW B MOpPAJIKE, YCTAaHOBJICHHOM
3aKoHOAaTenbCcTBOM Pocculickoit @enepanuu (¢ MOANKMCHIO PYKOBOAMUTENS YIOJIHOMOUYEHHOM
opranu3anuu (yHoJHOMOYEHHOH OpraHM3allid, MOJBEIOMCTBEHHOIO YUpPEXAEHUs), TIJaBHOIO
Oyxranrtepa, 3aBEpPEHHBIX KPYIJIOW MEYaThi0), MOJIyYaeT CIEIHUalbHbIC PEelenTypHble OJaHKH H
OCYILECTBIISICT BEJICHHE XYpHala PEruCTpallMd M ydeTa CIELUAIbHBIX pEeLeNnTypHbIX OIaHKOB, K
KoTOpoMy mnpuoOmiaer ¢oro- U (WIM) BHIECOMATepHalbl, MOATBEpXkAatonIe (HakT oQopmIiIeHHUS
pelenTypHbIX O0JJaHKOB Ha oMY (ITPY HAJTMYHWH).

17. XypHan perucrtpauMd W YydeTa CHEHHATbHBIX pPEIENTypHBIX OJAaHKOB JIOJKEH OBITh
IIPOHYMEPOBaH, MPOIIHYPOBaH, UMETh Ha MOCIIEIHEW CTPAHULE 3AMKCh, COAEPKALIYI0 KOJIUYECTBO
CTpaHHUL, IOJIHOE HAaMMEHOBAaHUE YIOJIHOMOYEHHOH oOpraHu3anuy (MEIULUHCKON OpraHu3alui,
MOJIBEJOMCTBEHHOTO YUPEXKJICHHUS), a TaKXKe CKpPEIJIEH MOJAMUCHI0 PYKOBOIUTENS M MEYaThio
YIIOJTHOMOYEHHOM Opranu3anuu (MeIUIUHCKON OpraHu3alnu, MoBE0MCTBEHHOTO YUPEXKICHU).

Kypnan peructpauvy M y4yeTa CHEIHUAIbHBIX PELENTYpPHBIX OJAHKOB pPE3EPBHOIO 3amaca
MuHHCTEpCTBa CKPEIUIIETCS TaKXKe MOAMUCHI0 AUPEKTOPA (B Ciydae ero OTCYTCTBUS - 3aMECTUTEIIS
aupekTopa) JlemapramMeHTa peryiupoBaHUs OOpalleHUs JIEKapCTBEHHBIX CPEACTB M MEIUIIMHCKUX
n3zenuii Munucrepersa u nedatsto MUHUCTEPCTBA.

18. B kypHase perucrpaivyi W Yy4era CIHEHUATbHBIX PEHENTYpPHBIX OJAHKOB YKAa3bIBAIOTCS
CIEAYIOLIUE CBEIACHUS:

1) mopsIAKOBBIN HOMEp 3aIKCH;

2) IpuXoJ CHEIHUATIbHBIX PEUENTYPHBIX OJJAHKOB:

a) PEKBU3UTHI U J1aTa PErUCTPAllUyU MPUXOJHOTO JOKYMEHTA;

0) o0111ee KOJTMYECTBO MOCTYMUBIINX CIIEHUATBHBIX PELENITYPHBIX OJIAHKOB,

B) cepHs U HOMEpP CHELHaIbHOTO PeeNnTypHOro OJaHKa;

I') KOJIMYECTBO CIELHAIbHBIX PELENTYPHBIX OJaHKOB MO KaXKIAOW CEpUU;

1) haMumus, UMsi, OTYECTBO (TIOCTIEHEE - PU HAJTUYHH) U MTOAMUCH OTBETCTBEHHOTO PaOOTHUKA,
3) pacxoJ crienuanbHbIX PeleNnTypHbIX OJaHKOB:

a) JlaTa BbIJJauy CIIEHUAIBHBIX PEleNTypHBIX OJIaHKOB,;

0) cepun 1 HOMEpa BbIJAHHBIX CHEIMATBHBIX PELENTYPHBIX OJAHKOB;

B) KOJIMYCCTBO BBIJJAHHBIX CICHOUAJIBHBIX PEHCITYPHBIX OJaHKOB C YKazaHHEM B CKOOKax
KOJIMYCCTBA CIICHUAJIBHBIX PCUCITYPHBIX 6H8.HKOB, BBIAAHHBIX OJIA O(I)OpMJ'ICHI/IH Ha 10MY;

r) ¢damMuius, uMs, OTYECTBO (IMOCIIeHEe - MpU HAJIWYMHM) U TOANKCH JIMIA, HOTYyYUBLIETO
CrelHanbHbIe peleNTypHbIe OJIaHKHU;

I[) KOJIMYCCTBO CIICHUAJIBHBIX PCUCHITYPHBIX 6HaHKOB, O(I)OpMJ'ICHHBIX Ha 10MY;

e) ¢damuius, uUMs, OTYECTBO (IMOCJIEHEE - MPH HAJIMYMU) U MOANUCH JUIA, OPOPMUBIIETO
CriellMaibHbIe peleNTypHble OJIaHKK Ha IOMY;



4) dbamunusi, UM, OTYECTBO (TIOCIIEHEE - TPH HATWYHMH) U MTOAMUCH OTBETCTBEHHOTO paOOTHHKA,
5) OCTaTOK CreIUAIBHBIX PEIENTYPHBIX OJIaHKOB.

19. CnenmaybHbIA pEHENTYpHBIA OJIaHK SBJISETCS JOKYMEHTOM CTPOTOM OTYETHOCTH. 3armac
CIEUUATBHBIX PEUENTYPHbIX OJaHKOB B MEIUIMHCKON OpraHu3aludd JOJDKEH XPaHUThCS B
CHEIMANIbHBIX TMOMENIeHMsIX, celdax WM B CIEUHATbHO M3TOTOBJICHHBIX INKadax, OOHTHIX
OIIMHKOBAHHBIM KEJI€30M, C HaJIEKHBIM BHYTPEHHHUM HJIM HABECHBIM 3aMKOM.

[Tomemienus, celi¢pl, mKadpl, B KOTOPHIX XPAHATCS CIELUANbHbBIC PElENTYpHbIC OJIaHKH, JOJKHBI
ObITh 3aKpHITHI HA 3aMKHM M IOCJIE€ OKOHYaHMsA PAabOThl OMNEYaTaHbl ME€YATHIO YIOJIHOMOYEHHOU
opranuzanuy (MeIUIUHCKON OpraHU3aliy) WIH OTNIOMOUPOBAHBEI.

20. B MeOMIMHCKUX OpraHU3alysX 3amac CHEeHUaIbHBIX PEHEHNTYPHBIX OJAHKOB HE [OJDKEH
IPEBBIIATH [OJJOBOI MOTPEOHOCTH.

21. Paspemaercst BbIaBaTh MEIUIIMHCKOMY paOOTHUKY, HMEIOIIEMY TpaBO Ha3HAYaTh
HapKOTHUYECKUE (IICUXOTPOIHbIE) JIEKAPCTBEHHbIE IpenapaThl, €JMHOBPEMEHHO He Oosee ABajlaTu
CIEIHAJIbHBIX PELIETITYPHBIX OJIAHKOB.

MenunuHcke paOOTHUKHM, BBIIKMCHIBAIOIIME PELENThl Ha HAPKOTUYECKHE (IICUXOTPOIHBIE)
JIEKApCTBEHHBIC IIpENaparbl, HA OCHOBAaHWU IIPUKa3a PYKOBOAMTENS MEIULMHCKOW OpraHHu3aluu
HECYT JIMYHYIO OTBETCTBEHHOCTb 3@ COXPAHHOCTb IIOJIYYEHHBIX CIECLUAIbHBIX PELENTYPHBIX
OsiankoB. CrieliManbHble peuenTypHble OJaHKH, MOIYyYEHHbIE MEIUIIMHCKUM Pa0OTHUKOM, XpaHsTCA
I0J] 3aMKOM B cei(pax, MeTaJuIMYeCcKHX IKa(ax Uiu MEeTAJUIMYECKHUX SAIIUKaX.

22. B MeQuUMHCKOW OpraHu3aly CO3/A€TCsS MOCTOSIHHO JEHCTBYIOLIAs KOMHUCCHS, KOTOpas He
pexe 1 pa3a kBaprai (10 PEIICHUIO PYKOBOJIUTENS MEIUIIMHCKON OpraHU3ali BO3MOXKHO Yallle)
OCYIIECTBIISIET MIPOBEPKY COCTOSIHUS PETHCTPAIIMU U yUYeTa CIEeHAIbHBIX PEIENTYPHBIX OJIAHKOB, B
TOM YHUCJI€ TyTEM CBEPKH 3alUCEH >KypHaJIa PETUCTpAIlMU U Y4eTa CHElUaTbHBIX PELeNTYPHBIX
051aHKOB, C (PaKTUYECKUM HAIUYHEM CIEHHUANbHBIX PEIENTYPHBIX OJaHKOB, a TaKXe MPOBEPKY
COCTOSIHHSI XpaHEHHUS CTICIUATIbHBIX PElENTYPHBIX OJTaHKOB.

IIo pe3yiibTarTaM IMPOBEPKHU B KYPHAJIC PECTUCTPALMUA U YUCTA CIICHHUAIbHBIX PCHCIITYPHBIX OJ1aHKOB
ACIACTCA 3allMCb O PE3yJIbTaTaX MPOBCACHHA CBCPKH JAHHBIX, 3aKPCIUICHHAA NOANWCAMU BCECX
YJICHOB KOMUCCHUH, UJTIHN CO30aCTCA CIIELMAJIbHBIN aKT ITPOBCPKHU.

23. denepanbHble OPraHbl UCIIOJHUTEIBHON BIACTH U OpPraHbl HCIIOJHUTENBHOM BIACTH CyOBEKTOB
Poccniickoit denepanuy OCYLIECTBISAIOT KOHTPOJIb 3a OPraHM3alMeld pPETUCTpaluu, ydera |
XpaHeHMs CHEeNMaJbHBIX PELENTYPHbIX OJAHKOB B  YINOJHOMOYEHHBIX OpraHu3aluix H
MCIUIMHCKUX OpTraHHu3aluiIx.

24. Bplgaua croenuanbHBIX pEHENTYpPHBIX OJIAHKOB M3 pe3epBHOrO 3amaca MMUHHCTEpCTBA
denepabHBIM OpraHaM HMCIIOJHUTEIHHOM BJIACTH M OpraHaM HCIOJHUTEIBHON BIIACTU CyOBEKTOB
Poccuiickoit ®enepanuu OCYIIECTBISIETCS OTBETCTBEHHBIM PAOOTHUKOM IOABEIOMCTBEHHOTO
VUpEXKICHUST Ha OCHOBAaHMHM pEIICHUS 00 OTIYCKEe CIENHATbHBIX PEIENnTypHBIX OJaHKOB,
O(pOPMIICHHOTO B BHUJE MHCHhMa, MOAMHCAHHOTO IUPEKTOPOM (B clydyae €ro OTCYTCTBUS -
3aMecTHTeNIeM JupekTopa) JlemaprameHTa peryiaupoBaHus OOpalleHus JICKapCTBEHHBIX CPEICTB U
MEIUIMHCKUX U3enuii MuHucrepcTBa.

ITpoBepka neATENBPHOCTH MOJBEJOMCTBEHHOIO YUPEXKAECHUS MO PETUCTPALMU, YUETY M XPAaHEHUIO
PE3EpPBHOIO 3amaca OCyliecTBIseTcs JlenapTaMeHTOM peryjupoBaHus 0OpalleHHs JIEKapCTBEHHBIX
CPEICTB U MEIMLMHCKUX M3Ienuil MuHucrepctBa 2 pa3a B roj He mosgHee 20 uucna mecsua,
CJIEAYIOLIETO 32 UCTEKILIUM ITOJIyTOIUEM.



Ipunooicernue N 6
K npuxa3y Munucmepcmea 30pagooxpanerus
Poccuiickoii @edepayuu

om 24 noaops 2021 2. N 1094n

IHPABUJIA O®OPMJIEHUSA PELIEIITOB,
COAEP/KALINX HASBHAYEHUE HAPKOTUYECKHX
CPEACTB WM ICUXOTPOIIHBIX BEILIECTB, B TOM
YUCJIE B ®OPME DJIEKTPOHHbBIX TOKYMEHTOB

I. Odopmiienne penenta Ha OyMasKHOM HOCHUTeJIE

1. Ha penentypubix 6nankax ¢gopmsl N 107/y-HII B neBoM BepXHeM yriy MpOCTaBISETCS IITAMII
MEIUIIUHCKON OpraHu3aliy C yKa3aHHEM €€ MOJHOr0 HaMMEHOBaHUS, aapeca U TenedoHa ¢ JaToi
BBIMKCKY (J1aTOi 0(OpMIICHHS) PELIeTTa Ha JIEKAPCTBEHHBIN Mperapar.

Peuenrtypusie Omanku ¢dopmer N 107/y-HIT wmsroraBmuBaroTCs HCKIIOYUTEIHHO THITOTPA(CKUM
CrocoooM.

2. Ha peuentypHbix OnaHkax, oGOpMISEMbIX HHIUBUAYAIbHBIMU MPEIIPUHUMATEISIMH,
MMEIOIIMMH JIMIICH3UI0 Ha MEAMIIMHCKYIO JIEATENbHOCTh, B BEPXHEM JIEBOM YTy THUIOTpadCKuM
CrocoOOM WIIM IyTeM IMPOCTaBICHHS IITaMmIa JODKEH OBbITh yKa3aH aJpec WHIUBUAYAIbHOTO
NpeANPUHUMATEIIS, HOMEP M JlaTa JHUIEH3MM, HaMMEHOBAHHE OpraHa rocyJapCTBEHHON BIACTH,
BBIJIABUIETO JIMIIEH3HUIO.

3. Peuentypusie 61anku Gopmber N 107/y-HII 3anonsstoTcs METUIIMHCKAM PaOOTHUKOM YE€pHUITAMHU
WJIU IIAPUKOBOM PYUYKOMH.

4. lonmyckaeTcst opopMIIeHHE BCeX PEKBU3UTOB (3a MCKIOUeHHeM pekBusuTa "[loanuce sevariero
Bpaua (moamuch Qenpamiepa, akyumepku)") peuentypHsix OmankoB ¢opmel N 107/y-HIT c
MCII0JIb30BaHUEM TI€YATAIOLINX YCTPOUCTB.

5. B peuentypunom 6manke ¢popmel N 107/y-HII B crpokax "®amunus, uMs, oT4ecTBO (IIOCIEAHEE -
npu HaauuuM) naunueHta" u "Bospact" yka3piBaloTCA TMOJHOCTBIO (paMuiIMs, MMs, OTYECTBO
(mocnenHee - NpyU HAJIMYKK) TAIMEHTa, €r0 BO3PacT (KOJIUYECTBO MOIHBIX JIET).

JlomycTUMO yKa3aHWe AaThl POXKICHUS MaIlHeHTA.
6. B penentypnom 6manke ¢popmsr N 107/y-HIT:

1) B ctpoke "Cepust © HOMep mosinca 005S3aTeIbHOr0 MEAMIIMHCKOIO CTPaXOBaHUA'" yKa3bIBaeTCs
HOMED MoJiuca 0053aTeIbHOr0 MEAUIIMHCKOTO CTPAXOBaHUS MallMeHTa (MIPH HATUYHUHN);

2) B crpoke "Homep MeauIMHCKON KapThl" yKa3blBaeTCs HOMEP MEIUIMHCKON KapThbl NalUEHTa,
MOJIYYAIOLIEr0 MEIUIIMHCKYI0 TOMOUIb B aMOyJNaTOPHBIX YCIOBUSIX, HWJIM HCTOpUU OOJIe3HU
NAIMEHTA, BBIIMMCHIBAEMOT0 U3 MEIULIMHCKON OpraHu3alnu;



3) B cTpoke "®damunus, UM, OTYECTBO (TIOCIEAHEE - TIPU HATMYUH) JIedallero Bpaya (¢enpamepa,
aKyIIepKHn)" yKa3bIBaeTCs MOTHOCTHIO (haMUJIHsI, UMsI, OTYECTBO (TIOCTIEeHEE - TPU HAIMYWHN) Bpada
(penmpamiepa, aKkymiepku), BBIMKCABIIETO PEIENT HAa  HAPKOTUYECKUH  (IICUXOTPOITHBII)
JIeKapCTBEHHBIN Mpemnapar.

7. B rpade "Rp" penentyproro 6manka dopmer N 107/y-HIT yka3siBaercs:

1) HamMeHOBaHUE JIEKAPCTBEHHOTO TIperapara (MeKIyHapoJHOEe HEMATCHTOBAHHOE HAUMEHOBAHHE,
IPYNIAPOBOYHOE MM XMMHUYECKOE HAMMEHOBAHUE, TOPrOBOEC HAMMECHOBAHKE) HA JJATUHCKOM SI3bIKE
WIA Ha PYCCKOM sI3bIKe, (hOopMa BBIMYCKa, MO3UPOBKA, KOJIMYECTBO (YKA3bIBACTCSI MPOIMUCHIO HA
penentypaoM oanke hopmer N 107/y-HIT);

2) cnoco® MpUMEHEHMs JEeKapCTBEHHOIO Ipenapara Ha ToCyAapCTBEHHOM s3blke Poccuiickoii
@Penepanyy WIM Ha TOCYIapCTBEHHOM s3blke Poccuiickon denepany U rocyAapCTBEHHOM SI3bIKE
pecnyONuK M MHBIX S3bIKax Hapo 0B Poccuiickoit deaepanmm <1>.

<1> Yactp 1 crateu 15 3akona Poccuiickoit @enepanuu ot 25 oktsa6ps 1991 r. N 1807-1 "O
s3pIkax HaponoB Poccwmiickoiri ®enepanuu” (mamnee - 3akon N 1807-1). (Bemomoctu cwesna
Hapoausix nenyratoB PCOCP u Bepxosnoro Cosera PCOCP, 1991, N 50, ct. 1740).

8. [Ipu odopmileHHH pelenTypHBIX OJIAHKOB 3alpeIlaeTcsi OrPaHUYMBATHCS OOIIMMH yKa3aHUSMH,
Hanpumep, "Buyrpennee", "M3BecTHO".

9. Ilpu odopmnennn manueHty peuentypHoro Oynanka ¢opmel N 107/y-HIT Ha HapkoTHUeckwii
(TICUXOTPOTIHBII) JIEKApCTBEHHBIA MpenapaT B paMKax OKa3aHUS MEIUIUHCKON MOMOIIM TMpHU
OTIpeIeIEeHHOM 3a00JI€BaHUH TaKOHM PEIeT 3aBEPSETC:

1) moAnMChIO U IMYHOM NedaThio Bpada 00 MOJNUCHIO (pebamepa (aKyImepKH);

2) mevarbl0 METUIIMHCKOW OpraHu3aluu, JTUO00 CTPYKTYpHOTO TMOAPA3JEICHUS MEIUIIMHCKON
opranuzaruu "Jlyig peuentoB", KOTopasi MPOCTABISAETCS JTUIIOM, YIIOJTHOMOYEHHBIM PYKOBOJIUTEIEM
MEAWIIMHCKOW OpraHM3alllK C YKa3aHueM (haMuJINM, UMEHHU, OTUYecTBa (TOC/IeHEe - IPU HATHYUH)
Y TIPOCTABJICHUEM €T0 JINYHOM TOJIMUCH.

B cinyuasx HeoOxoauMocTu oQopMieHHs pelenta Ha HApKOTUYECKUH  (TICUXOTPOIIHBIN)
JIEKapCTBEHHBIN IpenapaT Ha JOMY B paMKax OKa3aHHs MaUIMaTUBHOM MEIUIIMHCKOW MOMOIIU
JIOTIYCKaeTCsl IPENBAPUTENBHOE 3aBEPEHUE pelenTa MITaMIIOM MEIUIMHCKOM OpraHu3aluu,
NeYaThl0 MEIMLMHCKON OpraHu3alMu JuOO0 CTPYKTYpPHOTO THOJpa3AeieHus MeAUIIMHCKON
opranuszanuu "J{is penentos”, KOTopast IPOCTABIISIETCA JINLOM, YIIOJIHOMOUYEHHBIM PYKOBOJIUTEIEM
MEAMIIMHCKONW OpraHu3aliu, ¢ YKa3aHueM (paMIINU, UMEHHU, 0TYeCTBa (ITOCIEAHEE - IPU HAIUYUH)
Y MIPOCTABJIEHUEM €T0 JIMYHOW noanucH. IIpu aToMm B xKypHaJle perucTpalii ¥ ydeTa pelenTypHbIX
OnaHkoB B cooTBeTcTBUM ¢ [lopsnkoM perucTpanuu, ydera M XpaHEHUs CIeHUaIbHBIX
peLenTypHbIX 0JIAHKOB Ha HAPKOTHUYECKUE CPEJICTBA MITU IICUXOTPOIHbIE BELIECTBA, YTBEPKAECHHBIM
HACTOALIMM TPUKA30M, JeNaeTcsi OTMETKa O €ro Bblgaue g opOpMIICHHS Ha JIOMY, a TakKke
OTMETKa, yJJOCTOBEPEHHAs MOANUCKHIO Bpaya JInbo (enpamepa (akyuepku), opopMUBIIETo pelent,
0 (Qaxrte ero opopmiieHus, KOTOPHIH MOXKET OBITH JOMOJHUTEIBHO MOATBEPKIEH (OTO- U (WIIN)
BUJIEOMAaTepHaIaMHu.

B crpoke "Otmerka anTeyHOW oOpraHuzalMu o0 OTHycKe" CTaBUTCS OTMETKA anTeyHOU
OopraHu3anuy o0 OTIYCKE HapKOTHYECKOTo (TICUXOTPOMHOIO) JEKapCTBEHHOTO Ipenapara (¢
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YKa3aHWEM HauWMEHOBAaHMs, KOJUYECTBA OTIYIIEHHOIO HApKOTHYECKOTO (IICHUXOTPOITHOIO)
JIEKapCTBEHHOTO IpenapaTa M JaThl €ro OTIyCKa), KOTOpas 3aBepseTcsl MOAMHMCHIO pabOTHHKA
anNTeYHON oOpraHu3aluM, OTIYCTUBILIErO0 HAPKOTUYECKUM (IICHUXOTPOIIHBIN) JIEKapCTBEHHBIN
npenapar (¢ ykazaHuem ero (paMuiauM, UMEHM, OTYeCcTBa (IIOCIEJHEE - MPU HAJIUYMHU), a TaKxKe
KPYTJION MEeYaThlo alTeYHON OpraHu3alud, B OTTUCKE KOTOPOH MOIHKHO OBITh MICHTH()UIIUPOBAHO
II0JIHOC HANMEHOBAHME allTEYHON OPraHU3ALNH.

10. Ha ogaom penientypuom 6manke dopmel N 107/y-HII paspermaercs ocymecTBIsITh Ha3HAYCHUE
TOJIbKO OJTHOTO HAMMEHOBAHMUSI JIEKAPCTBEHHOTO Mperapara.

11. UcnpaBienus B pelienTe He T0MYyCKatTCsl.

1. Odpopmienue penenrta B gopme 3J1€eKTPOHHOIO TOKYMEHTA

12. Peuent B (hopme IIEKTPOHHOTO JOKYMEHTA, TOJIMUCAHHOTO YCHUJICHHOW KBaTH(PHUIIMPOBAHHOU
ANEKTPOHHOU MOAMUCHI0, POPMUPYETCS] MEAUIIMHCKUM PaOOTHUKOM, CBEJCHHS O KOTOPOM BHECEHBI
B (enepanbHbIl PErUCTp MEAMLMHCKUX PAOOTHUKOB <2>, a TakKe MpPU YCIOBUM PETUCTPALUU
MEAMIIMHCKOW OpraHu3aluu, B KOTOpod odopmisieTcs penent, B (QeaepalibHOM peecTpe
MEAMIIMHCKUX OpTaHu3afil <3> eIMHOW TOCYJapCTBEHHOW MH(DOPMAIIMOHHOW CHUCTEMBI B cdepe
3[PABOOXPAHEHUS] U TOJKIIOYCHHS TaKOW MEIUIIMHCKOM OpraHu3aluud K TOCyAapCTBEHHOM
nH(pOpPMaLlMOHHOM cucTeMe B cdepe 31paBooxpaneHus cyobekta Poccuiickoit denepannn <4>.

<2> Yacte 4 crareu 91.1 denepanprHoro 3akona N 323-®3 (CoOpaHue 3aKOHOIATEIIHCTBA
Poccutickoit ®enepamuu, 2011, N 48, ct. 6724; 2020, N 29, cT. 4516).

<3> Yacte 4 crateu 91.1 ®PenepanpHoro 3akona N 323-d3 (CoOpanue 3aKOHOIATEIHCTBA
Poccuiickoii @eneparuu, 2011, N 48, ct. 6724; 2020, N 29, ct. 4516).

<4> Cratpu 91 u 91.1 ®enepanpHoro 3akona N 323-03 (Cobpanue 3akoHoaTenbeTBa Poccuiickoit
Oenepannn, 2011, N 48, cT. 6724).

13. Ilo TpeOoBaHMIO NaIlME€HTa WM €ro 3aKOHHOI'O MpeICTaBUTENs OQOPMIISETCS 3K3EMILISP
peuenta B (GopMe 3JIEKTPOHHOIO JOKYMEHTa Ha OyMaXHOM HocHTede ¢ oTMeTkoi "JlyOmmkar
AJIIEKTPOHHOTO JOKyMeHTA".
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