Ipunoowcenue N 3
K npuxasy Munucmepcmea 30pagooxpanenus
Poccutickoii @eodepayuu

om 24 nosaops 2021 2. N 1094n

HOPAJOK OPOPMJVIEHUSA PELHEIITYPHbIX
BJIAHKOB HA JIEKAPCTBEHHBIE ITPEITAPATDBI, UX
YUYETA U XPAHEHUSA

I. Ogopmiienne peuenta Ha OyMaKHOM HOCHUTEJIE

1. Ha peuentypubix 6mankax gopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(11) B 1eBOM BepXHEM
YTy TPOCTABIISIETCSI IITAaMI METUITMHCKON OpTaHU3aluy C YKa3aHUEeM e¢ HauMEHOBAaHHUS, ajpeca
u TenedoHa ¢ AaToi BhIMKUCKH (1aTol opopMIIeHHs) peliernTa Ha JICKapCTBEHHBIH Tpernapar.

JomnonuurenbHo Ha peuentypHoMm Onanke ¢opmbel N 148-1/y-04(n) mnpocTaBisercs Kon
MEAMIIMHCKOW OPTaHU3AIMH B COOTBETCTBUU ¢ OCHOBHBIM T'OCYIaPCTBCHHBIM PErHUCTPAIIMOHHBIM
HomepoM (naiee - OI'PH).

Cepus peunentypuoro 6manka ¢Gopmsr N 148-1/y-04(n) Briarodaer koj cyObekTa Poccuiickoit
®enepaliiy, COOTBETCTBYIOIIUN ABYM mepBbIM Iudpam OOmiepoccuiickoro kiaccudukaropa
00BEKTOB aJIMUHUCTPATUBHO-TEppUTOpHUATIbHOTO Jenenus (nanee - OKATO).

Pa3pemaercs nsroraBimBare penentypHeie Oanku Gopmel N 107-1/y u dopmer N 148-1/y-04(o1)
C MIOMOIIBIO KOMITBIOTEPHBIX TEXHOJIOTHH.

Peuentypusie Onanku Qopmbr Gopmbr N 148-1/y-88 u3roTaBiIMBarOTCS HCKIIOYUTEIHHO
TUHOTPAaCKUM CIIOCOOOM.

2. Ha peuentypHbelx OnaHkaX, O(OpPMISEeMbIX WHAMBHUIYAIbHBIMU MpEeIIpPUHUMATEIIMH,
MMEIOUIUMHU JIMIIEH3HI0 HA MEAUIIMHCKYIO I€ATEIbHOCTh, B BEPXHEM JIEBOM YTy THIOrpadcKumM
CHoco0OM WJIM IyTeM MPOCTABICHMS ILITaMIa JIOJDKEH ObITh yKa3aH ajpec MHIUBHUAYaJIbHOTO
pealpuHUMAaTeNsl, HOMEp U JaTa JUIEeH3UH, HAMMEHOBaHHE OpraHa rocyJapCTBEHHOH BIACTH,
BBIJIaBILIETO JINLIEH3HIO.

3. Peuentypusie Onanku gopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(;1) 3anonmusroTCs
MEAUIIMHCKUM paOOTHUKOM YEpPHHIIIAMH WA MIAPUKOBOM PyYKOH.

4. Jlomyckaercst o¢popMIIEHHME BCEX PEKBU3UTOB (3a HCKIOYeHueM pekBusurta "Tloamuck
Jedaniero Bpava (MOANKUCH (enbauiepa, akylepku') perentypHbsix 0gaHKoB ¢popMbl popmbl N
107-1/y, dopmer N 148-1/y-88 u ¢opmer N 148-1/y-04(1) ¢ nuCmoab30BaHWEM I€YATAIOIINX
YCTPOMCTB.

5. Odopmrnenue penentypHsix OnankoB ¢opmel N 148-1/y-04(;1) Brimtouyaer uudpoBoe
KOJIMPOBaHUE.

I_[I/I(I)pOBOC KOOAUPOBAHNEC YKA3dHHBIX PCUCIITYPHBIX 0JIaHKOB BKJIFOYACT:

1) xon MeguuuHckoi opranuzanuu (OI'PH) wnm kox MHAMBUAYaNbHOIO NpPEINPUHUMATENS B
COOTBETCTBUU ¢ OCHOBHBIM T'OCYJIapCTBEHHBIM PErHMCTPAIIMOHHBIM HOMEPOM HHJIWBHIYaJIbHOTO
npeanpunumarens (nanee - OIPHUII), npocraBnsiemblil NMpH W3rOTOBIEHUH PELENITYPHBIX
0JIaHKOB;
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2) KO KaTeropuu TpakIaH, UMEIOIIMX MPABO Ha IMOJyYEHUE JIEKAPCTBEHHBIX ITpPENapaTtoB B
cooTBeTcTBUU cO crathed 6.1 demepanbHoro 3akona ot 17 wutoma 1999 r. N 178-®d3 "O
rOCYyJapCTBEHHON counuanbHOM momouu" <I1>, W KOA HO30JOTHYECKOW (OpPMBI MO
MexyHaponHoil cratuctudyeckoil kinaccudukanuu Oosie3He M mpoOieM, CBS3aHHBIX CO
3npopoBbseM (10-it nmepecmotp) (nanee - MKB), 3anoiaHsieMble JieyanuM BpauyoM MyTeM 3aHECEHUs
KaKI0U udpbl B MyCThIe SYEHKU, IPU TOM TOUYKA IPOCTABIISIETCS B OT/IEIBHON sSUeiiKe;

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

3) otMeTKky 00 mcTouHWKe (uHAHCHpoBaHus (denepanbHbii OroKkeT [1], OromKeT cyOBbekTa
Poccuiickoit ®@enepauuu [2], MyHUIMOAIbHBIA OrO/pKET [3]) M MPOILIEHTE OIUIATHI pelernTa
(6ecrutatno [1], 50% [2], uno#t % [3]);

4) TPUX-KOJ - JTOTIOJHUTEIILHBIN PEKBU3HT (B Clydae M3TOTOBIICHUS HA TEPPUTOPUH CYOBEKTa
Poccuiickoit ®exepanuu  peleNTYpHOro OJlaHKA C  HUCIOJIBb30BAaHUEM  KOMITBIOTEPHBIX
TEXHOJIOTHH).

6. B pettentypnbix Ostankax gpopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(x) B rpade "damuus,
WHUIIMATBI HMMEHU M OTYeCTBa (TOCIICAHEE - MPH HAJTMYUK) NAMEeHTA" YKa3bIBAIOTCS (haMuims,
WHUIMAIB] IMCHU U 0TYeCTBa (MTOCIIEAHEE - IPU HAIMYWH) ITAlMCHTA.

7. B peuentypubix 6mankax ¢opm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x1) B rpade "Jlata
pokaeHus" yKa3bpIBaeTCs AaTa POXKICHUS MaleHTa (Yucio, Mecsll, ro).

JlonomHUTENBHO B penenTypHbIx 0mankax ¢popmsl N 148-1/y-88 u popmer N 107-1/y miis gereit B
Bo3pacre 110 | roza B rpade "/lara poxkaeHus" yKa3bIBaeTCs KOJIMUYESCTBO MOTHBIX MECSIICB.

8. B peunentypubix Omankax ¢opmer N 148-1/y-04(1) B rpadax "CHUJIC" u "N momuca
00513aTeJIbHOT0 METUIIMHCKOTO CTPaX0OBaHMs'" yKa3bIBalOTCS CTPAXOBOM HOMEP UHIMBHIYaIbHOTO
auneBoro cuera rpaxkaaHuHa B [lencunonHoMm ¢onae Poccuiickoit @enepaunu (CHUIIC) (npu
HAJIMYUK) U HOMEP MoJiuca 0053aTeIbHOTO MEUIIMHCKOTO CTPaXOBaHUS.

9. B peuentypubix 61ankax ¢popmsl N 148-1/y-88 B rpade "Anpec MecTa KUTEIbCTBA UK HOMEP
MEIUIIUHCKONW KapThl TAlMEHTa, IOJYYAIOMIer0 METUIIMHCKYIO IOMOIIb B aMOylTaTOPHBIX
yCIOBHAX", YKa3bIBae€TCsl MOYTOBBIM aJpec MECTa >KUTEeNbCTBA (MecTa NMpeObIBaHUs WU MECTa
(aKTHUECKOr0 TPOKUBAHWS) TAIMEHTa WJIA HOMEpP MEIUIIMHCKOH KapThl TalueHTa,
MOJIYYalOIEro MEJUIIMHCKYIO IIOMOIIb B aMOYJIaTOPHBIX YCIOBUAX <2>.

<2> [Ipuka3 MunucTepcTBa 3apaBooxpanenus Poccuiickoit @enepanuu ot 15 nekabdbps 2014 r. N
8341 "OO6 yTBepkaeHUM YHUGUUUPOBAHHBIX (OPM  MEIULMHCKONM  JIOKYMEHTAllUH,
UCIIOJIB3YEMBIX B MEIMLMHCKUX OPTraHMU3alMsIX, OKA3bIBAIOIIMX MEIUIUHCKYI0 IIOMOIIb B
aMOyJIaTOPHBIX YCJIOBHSIX, W TOPSAAKOB Mo ux 3anosHeHuro" (mamee - Ilpuxaz N 834H)
(3apeructpupoBan MunuctepcTBoM roctuiuu Poccuiickoit ®enepauuu 20 despans 2015 r.,
peructpanonHbii N 36160) ¢ wu3MeHEHUSMH, BHECEHHBIMU TIpUKa3aMu MUHHCTEPCTBA
3npaBooxpaHenus Poccuiickoit ®enepanun or 9 sauBaps 2018 r. N 2 (3aperucrpupoBaH
MunuctepctBoM toctuimu Poccuiickont @enepanuu 4 anpens 2018 r., peructpanmoHHbidi N
50614), ot 2 Hos16pst 2020 1. N 1186H (3apeructpupoBan MuHHCTEpCTBOM I0CTHIIMU Poccuiickoit
®enepanuu 27 HosiOps 2020 r., peructpanmonusiii N 61121).
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VYkazaHue u ajpeca MecTa >KUTEJIbCTBAa 1 HOMEpa MEIULIMHCKOMN KapThl MALUEHTA, MOJYYaIOIIEero
MEAMIIMHCKYIO ITOMOIIb B aMOYJIaTOPHBIX YCIOBUSX, HE SBISETCS OIIHMOKOM.

B penentypubix Omankax ¢dopmbel N 148-1/y-04(xn) B rpade "Homep MeauIIMHCKOW KapThl
NalMeHTa, MOJTYYalolero MEIUIUHCKYI0 TOMOIIs B aMOyJaTOPHBIX YCIOBUSX'" yKa3bIBaeTCs
HOMEP MEIMIIMHCKOM KapThl MAIMEHTA, MTOIYYaIONIero MEAUIIMHCKYIO IIOMOIIh B aMOYyIaTOPHBIX
yCIOBUAX <3>.

<3> IIpuxa3 N 834H.

10. B rpade "damunus, HHUIMAIBEI IMEHH B OTYECTBA (MOCIEAHEE - MPU HATUYUM) JICHAIIETO
Bpaya ((denpamepa, akymepkn)" perentypHbix 01ankoB ¢popm N 148-1/y-88, N 107-1/y u N 148-
1/y-04(;1) yka3pIBalOTCS MOJHOCTBIO (haMMIIMsI, HHULIMAIBI UMEHHU, OT4ecTBa (MOCIEqHee - IpU
HAJIMYUU) MEIUIMHCKOTO pabOTHHMKA, HA3HAYMBIIETO JIEKAPCTBEHHBIE IMpemapaThl U
0(OPMHBIIIETO PELICTIT.

11. B rpade "Rp" penentypusix 6mankoB ¢popm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(x)
yKa3bIBaeTCs:

1) HauMeHOBaHHWE JIGKAPCTBEHHOrO0  Tpemapara  (MEXIYHapOJAHOE  HEMAaTCHTOBAHHOE
HaMMEHOBAHHUE, IPYIIUPOBOYHOE WIIM XUMUYECKOEC HAMMEHOBAaHUE, TOPIrOBOC HAMMCHOBAHHKE) Ha
JATHHCKOM SI3bIKE WJIM HA PYCCKOM s3bIKe, (opMa BBINYCKa, TO3WPOBKA, KOJUYECTBO
(Yka3bIBaeTCsl IPOMUCHIO Ha perenTypHoM Onanke Gopmsl N 107/y-HII);

2) cnocob mpuUMEHEeHHs JEKapCTBEHHOIO Iperapara Ha TOCYJapCTBEHHOM si3bike Poccuiickoit
®denepanyy UM Ha TOCYIAPCTBEHHOM s3bIKe Pocculickoit @enepanny U rocyJapCTBEHHOM SI3bIKE
pecrmyOIIMK U MHBIX s3bIKaxX HapoJ1oB Poccuiickoit denepanum <4>.

<4> Yactp 1 crarbu 15 3akona Poccuiickoit ®@enepanuu ot 25 oktsi6ps 1991 r. N 1807-1 "O
s3pikax HapoaoB Poccuiickoit denepamuun" (manee - 3akon N 1807-1). (Bemomoctu cbhezma
HaponHbIx aenyratoB PCOCP u BepxosHoro Cosera PCOCP, 1991, N 50, ct. 1740; CoOpanue
3akoHoaarenbeTBa Poccuiickoit @eneparuu, 1998, N 31, ct. 3804).

13. Tlpu odopmieHun peHenTypHbIX OJAHKOB 3ampeniacTcsi OTPaHUYUBATHCS OOIIMMHU
yKa3aHUsAMH, HanpuMmep, "Braytpennee", "U3BecTHO".

B rnekmponnom 0okymenme nymepayus nynKnog coomeemcmaeyem opuyuaibHomy
UCMOYHUKY.

14. Penenit, opopmiieHHbIH Ha peenTypHoM 6ianke popm N 148-1/y-88, N 107-1/y u N 148-1/y-
04(;1), moamUCHIBAETCS MEAUITMHCKIM paOOTHUKOM U 3aBEPSETCS €T0 MeYaThio.

Peuent, opopmnennsrii Ha penientypHom Os1anke popmbl N 148-1/y-88 u hopmer N 148-1/y-04(),
JIOTIOJIHUTEIBLHO 3aBEPSETCA MeYaThi0 MEIUIIMHCKOM opranu3auuu "Jlis peuentos".

s petierita, opopmiteHHOTO Ha perientypHoM Oitanke ¢hopmbl N 107-1/y, Hanmmuue nedatu " s
perenToB" He SBISETCS 00sS3aTeIbHBIM.

15. Ha onmnom penentypHoMm Onanke ¢opmbl N 148-1/y-88 u cdopmer N 148-1/y-04(xm)
pa3pemaeTcsi OCYIIECTBIATh HA3HAUYEHHE TOJNBKO OIHOTO HAMMEHOBAaHHS JIEKApCTBEHHOTO
npemnapara.
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Ha ognom penentypHoMm Onanke ¢gopmbl N 107-1/y paspemaercss oCyIecTBIsATh HazHAUYCHUE
TOJBKO OJHOTO HAWMMEHOBAHMS JIEKAPCTBEHHOro Ipemnapara, oTHocsuierocss mo ATX k
anTuricuxorudeckuMm cpenacrtsam (koa N 05A), ankcuonutukam (kox N 05B), cHOTBOpHBIM U
cenatuBHbIM cpeactBaM (kox N 05C), antmaenpeccantam (kox N 06A) u HE TOaIekKaIero
MPEAMETHO-KOJIMYECTBEHHOMY YUYETy, U JI0 TPeX HAaMMEHOBAHUM JICKAPCTBEHHBIX MPEMApaToB -
JUISL UHBIX JIEKapCTBEHHBIX MPErnapaToB, HE OTHECEHHBIX K BhIleykazaHHbIM ATX.

16. UcnpaBieHus B pelienTe He T0MyCKatTCsl.

17. TIpu oopmienun perentypHsix 6:1ankoB popm N 148-1/y-88, N 107-1/y u N 148-1/y-04(1)
Ha JIEKapCTBEHHBIE Mpenaparhl, Ha3HAYEHHBIE 110 PELICHUIO BpaueOHOH KoMHCcCHH, Ha 000poTe
perenTypHoro 0JlaHKa CTaBUTCS CIIeUaIbHas OTMETKA (IITaMII).

18. Ha penentypnom Onanke ¢opmbsl N 148-1/y-04(;1) BHM3Y HMeeTCS JIMHHUS OTpHIBA,
paszesnsionias perenTypHbI OJaHK U KOPEIIOK.

Kopemok ot penenita, opOpMIICHHOTO Ha YKa3aHHOM PELETITYPHOM OJIaHKE, BBIIASTCS MAIIUCHTY
(ero 3akOHHOMY MpPEJICTABUTENI0) B alTEYHON OpraHU3allH, Ha KOPEUIKEe JeJIaeTCsi OTMETKA O
HaMMEHOBAHMH JIEKAPCTBEHHOTO MperapaTa, 103UpOBKe, KOJIMYECTBE, CIOCO0E MPUMEHEHUS.

II. Ogopmiienue peuenrta B popmMe 3JIEKTPOHHOI0 JOKYMEHTA

19. Peuent B popme 31EKTPOHHOTO JOKYMEHTA, MOANKUCAHHOTO YCHICHHOM KBAIM(DUIIUPOBAHHON
AJIGKTPOHHON TOJMIHUCKHI0, (HOPMHPYETCS METUITUMHCKAM DPAOOTHHKOM, CBEICHHS O KOTOPOM
BHECEHBbI B (efepalbHbIi PETUCTP MEIUIMHCKUX PAOOTHUKOB <5>, a TaKkkKe IMPU YCIOBUHU
pEruCTpaliil MEIUIIMHCKOW OpTraHM3allid, B KOTOpPOl odopmisieTcs perent, B (eaepaibHOM
peecTpe MEIULIMHCKUX OpTaHu3aluii <6> eIMHON rocyaapCcTBEHHON HH(POPMALIMOHHONM CUCTEMBI
B cdepe 3ApaBOOXPAHCHUS W TOJKIIOUYCHHS TAaKOW MEIAWIIMHCKOW OpraHwW3aluu K
rocynapcTBeHHOU MH(OpMALIMOHHOU cucTeMe B chepe 3apaBooxpaHeHus cyobekTa Poccuiickoii
Oenepaunn <7>.

<5> Yactp 4 crateu 91.1 ®PenepanbHoro 3akoHa N 323-®3 (CoOpaHue 3aKOHOIATEIbCTBA
Poccuiickoit ®eneparuu, 2011, N 48, ct. 6724; 2020, N 29, ct. 4516).

<6> Yactp 4 crateu 91.1 depepanpHoro 3akoHa N 323-O3 (CobOpaHue 3aKOHOAATEIHCTBA
Poccuiickoii @eneparuu, 2011, N 48, ct. 6724; 2020, N 29, ct. 4516).

<7> Crarbu 91 u 91.1 ®depepanpHoro 3akoHa N 323-03 (CoOpaHue 3aKOHOJATEIbCTBA
Poccuiickoit deneparuu, 2011, N 48, ct. 6724).

20. Ilpu odopmiennn penenta B (opmMe 3IESKTPOHHOTO JOKYMEHTA Ha JIEKapCTBEHHBIC
npenaparsl, ykazaHHble B myHKTax 9 u 11 Ilopsaka Ha3HaueHUsS JEKapCTBEHHBIX MPENaparos,
YTBCPKACHHOI0O HACTOAIMIUM IIPUKA30M, U OTIIYCKACMBIC 3a IMOJIHYHO CTOMMOCTD, 3allOJIHAIOTCA
CIIETYIOIINE PEKBU3HTHI:

1) xoxg cyowekrta Poccuiickoit ®enepannn mo OKATO, ompeaensronyii rocyaapCTBEHHYIO
nH(OPMAILIMOHHYIO CUCTEMY B cdepe 3IpaBooxpaHeHus cyobekTa Poccuiickoit denepanuu, B
KOTOpOH chopMUpOBaH perent B (hopme JIEKTPOHHOTO JOKYMEHTA;

2) HauMEeHOBaHNE MEUIIMHCKON OpraHu3aliy, ajipec, TenedoH win haMuins, THUIUAIbl UMEHU
U OTuecTBa (IOCIEAHEE - NPU HAJIMYMK) HUHIAUBUAYAIBHOIO IPEANPUHUMATENS, HUMEIOLIETO
JULECH3UIO HA MEIULIUHCKYIO AEATEIBHOCTD, €r0 aJIpec;
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3) OI'PH ropuauyeckoro nuna (MeauuuHckoit opranuzanuu) win OI'PHUIT nunaunBuyansHoro
peIpUHUMATENS;

4) nara odopmiieHus perenta (yKa3bIBaeTCs YUCI0, MECSIL, TOJT);

5) nara oxoHuUaHHs AEUCTBHs peuenta (GopMupyercs rocynapcTBeHHOW HH(OPMAIIMOHHON
cucteMoit B cdepe 3apaBooxpaHeHusi cyobekra Poccuiickori denepanuu B COOTBETCTBHHU CO
cpokamu AeicTBus perentoB: 15 quent, 30 aueit, 60 nueit, 90 quet, 1o 1 rona);

6) YHHKaJIbHBIA HOMEp perenta (popMupyeTcsi rocy1apcTBEHHON HH(POPMAITMOHHON CHCTEMOH B
chepe 3apaBooxpaHeHus cyobekra Poccuiickoil depepaunn u obecrneyuBaeT OJHO3HAYHYIO
UACHTUHUKAIMIO perenta B popme annekTponHoro nokymenTta B couetannu ¢ OKATO, OI'PH nnn
OI'PHMUI);

7) ormetku "cito" (cpouyHo) wim "statim" (HEMeIJIEHHO) MPU HEOOXOAMMOCTH CPOYHOTO WIIH
HEMEJUICHHOTO OTITyCKa JICKAPCTBEHHOTO Mperapara NalueHTy;

8) aapec nanueHTa (ykas3blBaeTCs IOYTOBBINA aJipec MecTa KUTEIbCTBA (MecTa peObIBaHUS UIIH
MecTa (PaKTHUECKOro NpOXKHBAHMUS) C yKa3aHMEM HHJEKCA, HAaUMEHOBAaHUS Kpas, olactw,
peciyOIMKHM, aBTOHOMHOI'O OKpyra M MHOro cyonekra Poccuiickoit denepannn, HAaMMEHOBaHUS
HACEJICHHOTO MyHKTa, HAMMEHOBAHUS YIHIIBI (TIPOCIIEKTa, Mepeyiika, mpoe3aa), Homepa goma (c
yKa3zaHHeM KopIlyca, Ip1 HaJIM4uH ), HOMepa KBapTUPbI);

9) HOMEp PIEKTPOHHON MEIUIIMHCKON KapThl MallieHTa B TOCYAaPCTBEHHOW MH(GOPMAIMOHHON
cucreMme B chepe 31paBooxpaneHus cyobekTa Poccuiickoit @enepanuy;

10) pamunus, uMs, OTYECTBO (MIOCIETHEE - TPU HAJTHYKH) MAlMeHTa TOTHOCTHIO;

11) nmara poxnaeHus nanueHTa (yKa3bIBaeTCsl 4YMCIO, Mecsl, roxa), Aias gered no 1 roxa
JIOTMIOJIHUTEIBHO YKa3bIBACTCS KOJIMYECTBO MOJIHBIX MECSALIEB;

12) damunus, UHULOHAATBI UMEHH M OT4YecTBa (IIOCIEIHEE - MPH HAIUYMAK) MEIAUIUHCKOTO
pabOTHHKA MOJHOCTHIO;

1 3) HaMMCHOBAHUC JICKApCTBCHHOT'O npenapara (MC)KHYHaPOI[HOC HCIIaTCHTOBAHHOC
HAaMMCHOBAHUC, T'PYHNITMPOBOYHOC HUJIU XHUMHNYCCKOC HAMMCHOBAHUEC, TOPrOBOC HaI/IMeHOBaHI/IC),
AO3UPOBKa, (l)opMa BBIITYCKA, KOJIMYECTBO (BCG MO3UIHUHU YKA3bIBAKOTCA HA PYCCKOM }I3BIK6);

14) cioco0 mpuMeHeHHsI JIEKapCTBEHHOTO Mpemnapara Ha TOCyIapcTBEHHOM si3blke Poccuiickoit
®denepanny UM Ha TOCYIAPCTBEHHOM s13bIke Poccuiickoit @enepanny ¥ rocyJapCTBEHHOM SI3BIKE
pecmyOIIMK U UHBIX s3bIKax Hapos10B Poccuiickoit denepannn <8>;

<8> Yacts 1 crateu 15 3akona N 1807-1 (Bemomoctu che3na Hapoausix aenyratos PCOCP u
Bepxouoro Cosera PCOCP, 1991, N 50, ct. 1740; Cobpanue 3akoHOMaTENbCTBA Poccuiickoi
O®eneparnun, 1998, N 31, ct. 3804).

15) noKyMeHT, MOATBEPKAAIOUIMN Ha3HAUYEHHUE JIEKAPCTBEHHOrO Mpernapara IO PELICHUI0
BpayeOHON KOMHCCHH MEIUIIMHCKON OpraHu3alluug;

16) ormeTka 0 Ha3HAYEHHH JIEKAPCTBEHHOTO IperapaTa MO PELIeHUI0 BpadyeOHON KOMHUCCUU
MEIMIMHCKONW OpraHu3allid B CiydasxX, yKa3aHHbIX B a03ane BTopoM myHKkTa 6 Ilopsaka
Ha3HA4YEHHMs JICKAPCTBEHHBIX IIPENApATOB, YTBEPKIEHHOIO HACTOSIIUM IIPUKA30M;

17) otMeTKa 0 crenualbHOM Ha3HAUEHUU JIEKAPCTBEHHOIO Mpernapara (3aloaHsIeTcs B Cllydasx,
yKa3aHHbIX B IyHKTax 15 wu 24 Ilopsaka Ha3HayeHUs JIEKQpCTBEHHBIX IIPENaparos,
YTBEPKACHHOIO HACTOALUM IPUKA30M);
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18) oTmeTKka o crienanbHOM Ha3HAYeHUH JIEKAPCTBEHHOTO TpenapaTa MalrueHTy ¢ 3a00JeBaHuEM,
TPeOYIOLINM JIUTEIBHOIO KypCOBOIO JIEUCHHMsI (3aM0JIHACTCS B Cllydae, yKa3aHHOM B ITyHKTe 23
[Topsinka Ha3Ha4YeHMs! JIEKAPCTBEHHBIX IPENApaTOB, YTBEPKIACHHOI'O HACTOSLIUM IPUKA30M) C
IPOCTaBJICHUEM MEPUOJUYHOCTH OTIYCKa JIEKAPCTBEHHOIO IIpenapaTa;

19) mpu ocdopmieHun penenta B (opMe 3IIEKTPOHHOIO JOKYMEHTa Ha JIEKapCTBEHHBIE
npenaparsl, yKa3aHHble B MOAMYHKTax 2 - 5 myHkra 9 u nynkre 11 Ilopsaka HasHaueHus
JIEKapCTBEHHBIX IPENaparoB, YTBEPXKIAEHHOI'O HACTOAIIMM IPUKA30M, I'paxkJaHaM, UMEIOIIUM
paBo Ha OECIIaTHOE MOJYyYCHHE JIEKAPCTBEHHBIX MPENapaToB WX MOJYYCHUE JICKAPCTBEHHBIX
IpenapaToB CO CKUAKOM, 3alOJHSIOTCS PEKBU3UTHI, MPEAyCMOTpEHHbIe nmoanyHkramu 1 - 18
HACTOSALIETO MMYHKTA, a TAK)KE CIIEIYIOIINE PEKBU3UTHI:

a) Kareropus TpaJaH, HMMEIONMX INPABO Ha TIOJyYEeHHUE JIEKAPCTBEHHBIX IIPENapaToB B
COOTBEeTCTBUU cO cratbeit 6.1 denepanbHoro 3akonHa or 17 wutons 1999 r. N 178-®3 "O
roCyIapCTBEHHOW COLMAIbHOM oMot <9>;

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

0) ko Ho3os0THYecKO# hopmbl o MKB;

B) ucTtouHMK (uHaHcupoBanus (1 - ¢exepanpHbiil Or0KET, 2 - OroKeT cyObekTa Poccuiickoit
®denepanuny, 3 - MyHUIUNATBHBINA OIOKET);

r) pazmep omuiatsl (1 - 6ecmiatHo, 2 - 50%, 3 - unoit %);

JI) CTPaXxOBOH HOMEp WHIWBHIYaJIbHOTO JIUIEBOTO cueTa rpaxknanuHa B [lencuonHoM ¢oHe
Poccuiickoit ®enepanuu (npu nanuuun) (CHUJIC);

e) HOMCp IoJIinca 00s13aTeNIBLHOTO MCIUIIUHCKOI'O CTPaXOBAHUA.

21. IIpu mpocraBieHHH OTMETKH, YKa3aHHOM B moanyHkTe 16 mynkra 20 Hacrosimero [lopsixa,
peuent B (hopMe 3IEKTPOHHOTO JOKYMEHTa IOJANUCHIBACTCS YCUJICHHON KBaTU(UIIMPOBAHHON
AIIEKTPOHHOM MOJMUCHIO MIpeJceaaTeNss WIM ceKpeTaps BpaueOHOW KOMHCCHUU MEAMIIMHCKON
OpraHM3aly, MpU NPOCTABIEHUU OTMETOK, YKa3aHHbIX B NoamyHkrax 17 u 18 mynkra 20
Hactosamero Ilopsaka, - YCHWJIEHHBIMM KBIM(DUIMPOBAHHBIMU 3JIEKTPOHHBIMHU MOAMUCAMU
COOTBETCTBYIOIUX MEIULIMHCKUX PAOOTHUKOB.

22. Tlo TpeOGOBaHUIO MAalMEHTa WM €ro 3aKOHHOTO MpeACTaBUTENS OQOpMIISETCS SK3EMILIIp
peuerita B ¢opMe AIEKTPOHHOTO JOKYMEHTa Ha OyMaKHOM Hocutesie ¢ oTMeTkou "J[yOmukar
AJIEKTPOHHOIO JOKyMEHTa".

III. Y4er peuentypHbIX 0JIAHKOB (32 HCKJIIOYEHHUEM pelenTypPHbIX
0s1ankoB mo ¢popme N 107/y-HII "CrneumnajibHbli penenTypHbIil
0J1aHK"")

23. VYuer penentypHbix OmankoB ¢opm N 107-1/y, N 148-1/y-88 m N 148-1/y-04(m),
HU3TrOoTaBJINBACMBIX TI/IHOFpa(I)CKI/IM crmocobom (z[anee - pCOCOTYPHBIC 6HaHKI/I, IIOJICKAIIEC
yUYeTy), OCYILECTBISIETCS B IKypHaJlaX ydera, IMPOHYMEPOBAaHHBIX, IPOIIHYPOBAaHHBIX U

CKPCIUVICHHBIX MOANMUCBIO PYKOBOAUTCIIA U ICUYATHIO MCHHHHHCKOﬁ OopraHnu3alvu WJiIn MOoANUCHIO
HHIUBUAYAJIBHOTI'O MPCANPUHUMATES, UMCIOIICTO JIMOCH3WIO HA MCIUIITUHCKYIO ACATCIIbHOCTD.

24. XXypnan ydera peuentypHbix 61aHkoB popmel N 107-1/y conepkut cienyrouue rpagsl:
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1) HoMep 1o OpAIKY;

2) B paznene "[lpuxon™:

a) JjaTa perucTpaluy J0KyMeHTa, HOATBEPKIAOLIET0 OCTYIICHUE;

0) HOMep U J1aTa JOKYMEHTa, IIOATBEPKJAI0IIEro MOCTYIUIEHUE, HAMMEHOBaHHUE IIOCTaBIIUKA;
B) 00111ee KOJIMYECTBO MOCTYNHUBIINX PELENTYPHBIX OJIAHKOB;

I‘) (baMI/IJII/ISI, nHunyajlbl HMCHHU H OTYCCTBA (HOCHGI[HGG - IOpu HaJII/I‘H/II/I) n IIOAIIMCH
OTBETCTBECHHOI'O  MCAHMIIMHCKOI'O pa6OTHI/IKa, MOJIYYHUBHIETO  PEUCIITYPHBIC OlaHKH OT
IIOCTaBIIMKaA,

3) B paznene "Pacxon":
a) JjaTa BblJauu pPEeLENTYpPHBIX OJaHKOB;
0) KOJIMYECTBO BBIJAHHBIX PELENTYPHBIX OJaHKOB;

B) (ammivs, WHUIHAIBI UMCHH W OT4decTBa (TIOCICIHEE - MPH HAJIMYWU) OTBETCTBEHHOTO
MEAMIMHCKOTO PabOTHHKA, MOTYYHBIIETO PELENTYPHbIE OJIaHKH;

T') IOJIIMCHh OTBETCTBEHHOTO MEJMIIMHCKOTO paOOTHHKA, TIOIYYMBIIETO PELENITYpPHbIE OJIaHKH;

4) damunms, WHUIMAIBI UMEHHM W OT4ecTBa (TMOCHEnHEe - TpU HATMYMH) W IOJAINUCH
OTBETCTBEHHOT'O MEIUIIMHCKOTO PaOOTHHKA, BHIABIIETO PELIENITYPHbIE OJaHKU;

5) OCTaTOK penenTypHbIX OJIaHKOB.

25. Kypuan ydera peuentypHbix 0mankoB ¢popm N 148-1/y-88 u N 148-1/y-04(;1) comepxut
creayrome rpadpor:

1) HoMep 1o OPAIKY;

2) B pazaene "[lpuxon":

a) JjaTa perucTpaluyu J0KyMeHTa, HOATBEPKAAIOLIET0 MOCTYIIICHUE;

6) HOMep M JaTa JOKyMEHTa, MOATBEPKIAIOIIEro MOCTYIICHHE, HAUMEHOBAHNE TIOCTABIIUKA,;
B) 00111€€ KOJIMYECTBO MMOCTYMUBIIUX PELENTYPHBIX OJIaHKOB;

T') CEpUU U HOMEPA PEENTYPHBIX OJIAHKOB;

1) KOJIMYECTBO PELENITYPHBIX OJIAHKOB 110 CEPHSIM;

e) q)aMI/IJ'II/ISI, HHHUIKMAaJIbl HMCHH MW OTYCCTBA (HOCJ'IGI[HCC - Hpu HaJ'II/I‘lI/II/I) n II0AIIHMCH
OTBETCTBCHHOI'O  MCAMIIMHCKOI'O pa6OTHI/IKa, MOJIYYHMBHICTO  PCHCIITYPHBIC OMaHKH OT
IHOCTaBIIMKaA,

3) B paznene "Pacxon":

a) J1aTa BbIJJa4M PELENITYPHBIX OJIaHKOB;

0) cepuy 1 HOMEpa BbIJIAHHBIX PELIENITYPHBIX OJIAHKOB;
B) KOJIMUECTBO BBIJJAHHBIX PELENTYPHBIX OJaHKOB;

r) ¢aMuiaus, WHULOUANBI UMEHM U OT4ecTBa (MOCieqHee - MpPH HaJIMYuu) OTBETCTBEHHOIO
MEIUIIUHCKOTO PAa0OTHHUKA, TOTYYUBILEr0 pelenTypHble OJaHKH;

I[) IoAIIMCh OTBETCTBCHHOT'O MCAUIIMHCKOT'O pa6OTHI/IKa, MOJIYYHUBHICTO PCUCIITYPHBIC 6J'IaHKI/I;

4) damunus, WHUIMAIBI UMEHM W OT4YecTBa (MOcienHee - NpU HAIWYMM) M MOANUCH



OTBETCTBEHHOTO MEJMIIMHCKOTO pabOTHHKA, BBIJABIIETO pelenTypHbIe OJIaHKH;
5) OCTaToOK perenTypHbIX OJaHKOB.

26. Yuer penentoB, opOpPMICHHBIX B (OpPME 3JIEKTPOHHOIO JIOKYMEHTa, OCYLIECTBISETCS B
roCyJapCTBEHHON MH(POPMAITMOHHON cucTeMe B cepe 31paBooxpaneHus cyorekra Poccuiickoi
denepanuy MOCPEICTBOM BEIEHHUS E€IMHOTO peecTpa pelentoB, Oo(QOpMIEHHBIX B (opme
9JICKTPOHHBIX JOKYMCHTOB.

IV. Xpanenue peuentypHbIX 0JIaHKOB (32 HCKJIIOYEHUEM
peuentypHbix 01aHKOB 110 ¢popme N 107/y-HII " CneunanbHbIi
peuenTypHblii 0J1aHK')

27. MenuuMHCKHUE OpraHU3aliy MOJIy4aroT He0OX0AUMbIE pelenTypHble O1aHKH, 0(hOpMIICHHBIE
TUTIOTPAPCKUM CITOCOOOM, Yepe3 TePPUTOPHAIILHBIC OPTaHbI YIIPABJICHHUS 3[PABOOXPAaHCHUEM HITH
OpraHu3aly, YIOJIHOMOYEHHbIE Ha ATO OpraHaMH HCIOJHUTEIBHOW BJIACTU CYOBEKTOB
Poccuiickoit @enepanuu.

28. PeuenrtypHbie OJIaHKH, TTOAJICKAIINE YUETY, XPAHITCS OTBETCTBEHHBIM JIUIIOM, HA3HAYEHHBIM
PYKOBOAMTENEM MEAUIIMHCKOM OpraHn3alliiy, B 3alTUPaeMOM MeTaITn4eckoM mkady (ceitde) mim
METaJUTMYECKOM SIIIIUKE.

29. VHmuBuayalbHBIA — OPEAIPUHUMATENb, HWMCIOIIUN JIMIEH3UI0 HAa  MEIUIMHCKYIO
NESATCIIbHOCTh, XPAaHUT PEIENTYpHbIC OJIAHKHW, TOJUICKAIINE Yy4eTy, B 3alHUpPacMoOM
MeTaJTM4eckoM Ikady (ceiide) Ui MeTauInuecKoM SIIUKe.

30. IIpoBepka cocTosiHUSI XpaHEHMs], yueTa, (PaKTHUECKOro HAIWYHs U PacXojia pelenTypHBIX
0JIaHKOB, TO/JIEKAIINX YYETy, OJUH pa3 B KBapTaj OCYIIECTBISETCS KOMUCCUEH, CO3JJaHHON B
MEAUIIMHCKOW OpraHHU3aIliH.

31. Penentypubie Onanku, odopmisieMble Ha OyMa)KHOM HOCUTEIE W TOJJIEKAIIHUE YUeTy,
BBIIAIOTCS  MEAMIMHCKHM DPAaOOTHHKAM, HMMEIOMIMM TpaBO O(QOpPMIIEHHUS pPElEnToB, IO
pacnopsKeHHIO TJIaBHOTO Bpaya UM €ro 3aMECTUTEIIS.

HOJ’Iy‘leHHLIG PELCIITYPHBIC OnaHKH Ha 6yMa)KHBIX HOCHUTCIIAX XpaHATCA MCIAUIMHCKUMHA
pa6OTHI/IKaMI/I B IIOMCIICHHUAX, O6CCHC‘II/IB3IOH_II/IX HUX COXPAaHHOCTh.

32. [IporpaMMHO-TEXHUYECKHE CPEICTBA FOCYAAPCTBEHHBIX HHPOPMAIIMOHHBIX CUCTEM B cepe
3/IpaBOOXPAHEHMs], MEIMLIMHCKUX MH(OPMAIIMOHHBIX CHUCTEM MEIMIMHCKUX OpraHu3alui
o0ecrieunBarOT XpaHEHUE DJJIEKTPOHHBIX pEeLenToB, O(OPMIEHHBIX B (opMe 3JIEKTPOHHBIX
JIOKYMEHTOB B TE€UEHHE CPOKOB, YCTAHOBJIEHHBIX IJIi XPaHEHUs PELENnTOB, O(OPMIIEHHBIX Ha
COOTBETCTBYIOIIMX (pOpMax pelenTypHbIX OJIaHKOB Ha OymMaxHOM Hocutene <10>.

<10> Hommynkr 5.2.169 TIlonmoxenuss o MunucrepctBe (CoOpaHHe 3aKOHOAATEILCTBA
Poccuiickoit ®enepanuu, 2012, N 26, ct. 3526; 2021, N 43, ct. 7258).
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