3apeructpupoBano B Munrocte Poccun 30 Hos10pst 2021 1. N 66124

MUHHUCTEPCTBO 3IPABOOXPAHEHUS
POCCUMCKOHU ®EJEPAIIUU

ITPUKA3
ot 24 Hosiopst 2021 r. N 1094

Ob YTBEPKJIEHUU ITOPSAJIKA HASHAYEHUSA
JIEKAPCTBEHHBIX IIPEITAPATOB, ®OPM
PEHEINTYPHBIX BJIAHKOB HA JIEKAPCTBEHHBIE
HPEITAPATDIL, ITOPAIKA O®OPMJIEHUSA YKA3ZAHHDBIX
BJIAHKOB, UX YYETA U XPAHEHUS, ®OPM
BJIAHKOB PEHEINITOB, COAEPKALHINUX HASHAYEHHUE
HAPKOTUYECKHUX CPEACTB UJIA ICUXOTPOITHBIX
BEIHIECTB, HOPAJIKA UX U3I'OTOBJIEHUA,
PACHHPEJAEJEHUA, PETUCTPALIUU, YUETA U
XPAHEHUWA, A TAKXE ITPABUJI O®POPMJIEHUSA
BJIAHKOB PELEIITOB, B TOM YUCJIE B POPME
QJEKTPOHHBIX TOKYMEHTOB

B cootBercTBUM ¢ myHKTOM 16 yactu 2 crathu 14 ®denepanbHoro 3akoHa ot 21 HosOps 2011 r. N
323-®3 "OO6 ocHOBax OXpaHbI 370poBbs TpaxnaH B Poccuiickoii Denepanun" (Cobpanue
3akoHogarenscTBa Poccuiickoit ®enepanun, 2011, N 48, c1. 6724; 2017, N 31, ct. 4791), myHKTOM
2 cratpu 26 ®enepanpHoro 3akoHa ot § saBaps 1998 r. N 3-03 "O HapKOTHYECKUX CPEICTBAX H
ncuxoTponHbix BemecTBax" (CoOpanue 3akoHonarenbcTBa Poccuiickoit @eneparuu, 1998, N 2, cT.
219; 2017, N 31, cr. 4791), noamynkramu 5.2.177, 5.2.178 u 5.2.179 nynkra 5 IlomoxeHust o
MunuctepcTBe 3apaBooxpaHeHus Poccuiickoit denepanyu, yTBEp)KICHHOTO IOCTaHOBIECHHEM
[TpaButensctBa Poccuiickoit @eneparu ot 19 utonst 2012 r. N 608 (CoOpanue 3akoHOIAaTENbCTBA
Poccwuiickoit @eneparuu, 2012, N 26, c1. 3526; 2015, N 23, ct. 3333; 2017, N 52, ct. 8131; 2021, N
43, ct. 7258), mpuKa3bIBalo:

1. YTBepauTs:
[Topsiiok Ha3HAUEHMS JIEKApCTBEHHBIX penapaToB coryiacHo npuioxenuio N 1;
(bopMBI perenTypHBIX OJaHKOB Ha JIEKAPCTBEHHBIE MTPETapaThl COrIacHo mpuioxennto N 2;

[Topsimox odopmileHusT pelenTypHbIX OJIAaHKOB Ha JIEKapCTBEHHbIE Ipenaparbl, UX Yy4yeTa H
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XpaHeHHs corjacHo npuioxkeHuro N 3;

¢dbopMbl OJJAHKOB PEIIETITOB, COJEPKAINUX Ha3HAYCHUE HAPKOTUUCCKUX CPEACTB MIIU IICUXOTPOITHBIX
BEIECTB, cOrfiacHO npuiioxkeHuto N 4;

HOpHI[OK HU3TOTOBJICHUS, paCIIpCACIICHU, pETUCTPALMK, YU€TAa U XpaHCHU PELCIITOB, COACPKAIUX
HAa3HAYCHUC HAPKOTUYCCKUX CPCACTB WJIN IICUXOTPOITHBIX BCHICCTB COINIACHO MPHUIIOKCHUTO N 5,

[TpaBuia odopmileHHsT PELENnTOB, COACPKAIUX HAa3HAYCHUE HAPKOTHUYECKUX CPEJACTB WIIH

ICUXOTPOIIHBIX BEHIECTB, B TOM YUCJIC B (bopMe OJICKTPOHHBIX JOKYMCHTOB COI'NIACHO IIPHUIJIOKCHHUIO
N 6.

2. [Ipu3HaTh yTpaTUBIIUMH CUITY:

npuka3 MunucrepcTBa 3npaBooxpanenus Poccuiickoit @enepanuu ot 1 aBrycra 2012 r. N 541 "O0
YTBEPKACHUH (POPMBI OJTAHKOB PELICNITOB, COACPKAIMUX HAa3HAYCHHE HAPKOTHYECKHUX CPEICTB HITU
MICUXOTPOMHBIX BEIIECTB, MOPAIKA WX H3TOTOBJICHUS, pacClpeAeNieHUs, pPErucTpanuy, ydyera u
XpaHeHUs, a Takke npaBwi odopmieHus" (3aperucTpUpoBaH MUHHCTEPCTBOM FOCTHUIUH
Poccwuiickoit ®enepanuu 15 aBrycra 2012 r., peructpannonnsiii N 25190);

npuka3 Munucrepcrsa 3apaBooxpanenust Poccuiickoit ®denepanuun ot 30 utons 2015 r. N 3851 "O
BHECEHWU M3MEHEHUH B npHuka3 MuHuctepcrBa 31paBooxpaHeHust Poccuiickoit ®@enepanuun ot 1
aBrycra 2012 r. N 54un "OO0 yTtBepxkaeHuu (Gopmbl OIaHKOB PELETITOB, COAEPIKALIUX Ha3HAYEHHE
HapKOTHUYECKUX CPEJICTB WJIM MICUXOTPOIHBIX BEIECTB, MOPAIKA UX U3TOTOBIECHUS, PacCIpeaAeICHH s,
perucrpanuu, ydera M XpaHEHHsd, a Takke mpaBwil odopMieHUs" (3aperucTpupoBaH
MunucrepctBoM toctuiuu Poccuiickoit ®enepanuu 27 HosOpst 2015 r., perucrpanuoHHbii N

39868);

npuka3z MunucrepcTsa 3apaBooxpanenus Poccuiickoit @enepanuu ot 21 anpens 2016 r. N 2541 "O
BHECEHWU M3MEHEHMH B mnpuka3 MuHucTepcTBa 3/1paBooxpanenust Poccuiickoit @enepauuun ot 20
nexadbps 2012 r. N 11751 "O6 yTBep:kIeHNN NOpsAKa HA3HAYSHUS U BBIITUCBIBAHUS JIEKAPCTBEHHBIX
npenaparoB, a Takxke (OpM pelenTypHbIX OJaHKOB Ha JIEKapCTBEHHbIE Ipenaparhl, MOpsJIKa
opopMIIeHHs YKa3aHHBIX OJIaHKOB, HMX yueTa W XpaHeHua" u mnpuwiokeHue N 2 K mpukazy
MunucrepctBa 37paBooxpanenus Poccuiickoit @enepaunun ot 1 aBrycra 2012 r. N 541 "O6
YTBEPKACHUH (OpMBI OJAaHKOB PELENITOB, COAEpKAIMX Ha3HAUEHHE HAPKOTHUECKUX CPEJCTB WM
NICUXOTPOIHBIX BEIIECTB, IMOPAJKA HMX H3TOTOBJICHHUS, DPACIPEACIICHUs, PETUCTPALUU, ydeTa U
XpaHeHus, a Takke npaBuwil odopmieHus" (3aperucTpupoBaH MUHHCTEPCTBOM IOCTHUIUH
Poccuiickoit @eneparuu 18 urons 2016 r., peructpaunonnsiii N 42887);

OYHKT 4 U3MEHEHHH, KOTOpble BHOCATCSA B HEKOTOpPbIE TPUKa3bl MUHHUCTEPCTBA 3paBOOXPAHEHUS U
conuanbHOro passutus Poccuiickonn denepanun 1 Munucrepersa 3apaBooxpaneHus Poccuiickon
®enepanuy Mo BompocaMm oOpallleHus JIEKapCTBEHHBIX MPENapaToB, COJEPKAIMX HAPKOTHYECKHE
CPEICTBA, IICUXOTPOIIHBIE BEIIECTBA U UX MPEKYPCOPBI, U JEKAPCTBEHHBIX CPEICTB, MOIJIEKALIUX
MPEIMETHO-KOJIMYECTBEHHOMY YUeTy, YTBEPKACHHBIX NMPUKa3oM MUHHCTEPCTBA 3paBOOXPaHEHUS
Poccuiickoit ®enepann ot 31 oxtsa6ps 2017 r. N 882H (3apeructpupoBaH MUHHCTEPCTBOM
roctuinn Poccuiickoit ®eneparnuu 9 stuaps 2018 r., peructpanmonnsiii N 49561);

npuka3 MuHuctepcTBa 3apaBooxpanenns Poccuiickoit @eneparuu ot 11 nexadps 2019 r. N 10211
"O BHeceHuu u3MeHeHu# B mpuiokeHus N 2 u 4 x npukasy MHMHHCTEpCTBa 3/paBOOXPAaHEHUS
Poccuiickoit ®enepanuu ot 1 aBrycra 2012 r. N 541 "OGO ytBepxaeHuu Gpopmbl 6J1aHKOB PELIETITOB,
CoJlepKalluX Ha3HAYE€HHE HAPKOTHMYECKHX CPEACTB WM ICUXOTPONHBIX BELIECTB, MOPSAIKA HMX
W3TOTOBJICHUSI, pacIipe/ie]ICHHs, PETUCTPALlMU, y4eTa U XpaHEHHs, a TakKe MpaBuUil opopMieHHs"
(3apeructpupoBan MuHnuctepcTBoM foctuiiuu Poccmiickoit ®denepanuu 28 sHBaps 2020 1.,
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perucrpanronubiii N 57293);

npuka3 MuHUCTEpCcTBa 3ApaBooxpaneHust Poccuiickoit deneparnun ot 8 oktadps 2020 r. N 1076H
"O BHeceHnu usmeHeHu B [lopsinok perucrpanyu, yuera U XpaHeHUs ClIEHUAIbHBIX PELENTYPHBIX
0JIaHKOB HAa HAPKOTHUYECKHE CPEJCTBA WJIM TCHUXOTPOMHBIC BELIECTBA, YTBEP)KICHHBIM MpPUKA30M
MunuctepcrBa 3apaBooxpaneHusi Poccuiickoit ®enepauuu ot 1 asrycra 2012 r. N 544"
(3apeructpupoBan MuHuctepcTBoM toctuiuu Poccuiickoit ®enepanuu 13 wHosiOpst 2020 r.,
peructparronssiii N 60898);

npuka3 MuHuctepcTBa 3apaBooxpanenus Poccutickoit @enepanun ot 14 ssaBaps 2019 r. N 41 "O6
YTBEPKIACHHUH MOPSIIKA Ha3HAYEHUS JICKAPCTBEHHBIX MPENaparoB, (OpM PELENTypHBIX OJIAHKOB Ha
JIEeKapCTBEHHBIE Mperaparhbl, Hopsaka opOpMIICHHS YKa3aHHBIX OJAHKOB, MX ydeTa U XpaHEHHUs"
(3apeructpupoBan MunuctepctBom toctuuuu Poccuiickoit ®enepanuum 26 mapra 2019 r.,
perucrpanronnbiii N 54173);

npuka3 MuHucTepcTBa 3apaBooxpaneHus Poccuiickoit @enepanuu ot 11 nexadps 2019 r. N 10221
"O BHeceHMHM M3MEHEHUH B Npuka3 Munucrepcrsa 3apaBooxpanenus Poccuiickoit denepaunu ot
14 suBaps 2019 r. N 41 "OO yTBep>KIAeHHM MOpsAKa Ha3HAYCHMs JIGKAPCTBEHHBIX MpPENapaTos,
dopM penentypHbIX OJIAHKOB HA JICKAPCTBEHHBIE ITpENaparhl, MOpsaka OQOPMIICHHS YKa3aHHBIX
OJlaHKOB, MX YyyeTa W XpaHeHua" (3aperucTpupoBaH MuHHCTEPCTBOM rOCTHIIMHM Poccuiickoi
®enepannu 28 suBapst 2020 r., peructpaunonnsii N 57292);

npuka3 MuHHCTEpCTBa 3ApaBooxpaneHus Poccuiickoit ®enepanun ot 8 okta0Ops 2020 r. N 10751
"O BHECEHMM HM3MCHEHHM B TOPSAIOK HAa3HAUYECHHS JICKAPCTBEHHBIX IMPENapaToB, YTBEPKICHHBIM
npuka3zoM MuHHCTEpCTBa 31paBooxpanenus Poccutickoit @eneparuu ot 14 suBaps 2019 r. N 45"
(3apeructpupoBaH MuHHCTEpCTBOM IOoCcTUIIMU Poccuiickoit ®Denmeparm 22 nmekadbps 2020 1.,
perucrpanroHnabiii N 61695);

OyHKT 3.8 VIHCTpYKIMM O HOps/AKE BBINHUCHIBAHUS JIEKAPCTBEHHBIX IIpENnapartoB U odopmieHus
peuenToB U TpeOOBaHUI-HAKIIAHBIX, YTBEPKAEHHON MpHKa30M MHUHHCTEpPCTBA 31paBOOXPAHEHNUS U
couuanbHoro passutus Poccuiickoit @enepanuu ot 12 ¢espans 2007 r. N 110 "O nopsaxe
HA3HA4YEeHUs U BBINMCHIBAHUS JIEKAPCTBEHHBIX IPENapaToB, U3JIEIUM MEIUIUHCKOTO Ha3HAUYEHUS U
CHELMATU3UPOBAHHBIX MPOAYKTOB JieueOHOro mnuTaHusa" (3aperucTpupoBaH MMHHUCTEPCTBOM
roctuiun Poccuiickoit @enepanuu 27 anpens 2007 r., peructparmonnsiii N 9364);

npuka3 MHUHHCTEPCTBA 34paBOOXPAaHEHMs U cOLUAIbHOTO pa3sutusa Poccuiickoit denepanuum ot 17
Masg 2012 r. N 5621 "O6 yrtBepxknaenuu Ilopsaka oTmycka (QU3MYECKUM JIMLAM JIEKapCTBEHHBIX
IpenapaToB Uil MEAMIMHCKOIO IPUMEHEHMS, COAEpXKAIIUX KpPOME MalblX KOJMYECTB
HapKOTUYECKUX CPEJNICTB, ICUXOTPOIHBIX BEIIECTB U MX MPEKYPCOPOB Apyrue GpapMakoIoruueckue
aKTUBHBbIE BellecTBa" (3apeructpupoBaH MuHucCTepcTBOM locTuMu Poccuiickoit ®enepanuun 1
utonst 2012 r., peructpannonnsiii N 24438);

OYHKT 2 U3MEHEHUH, KOTOPBIE BHOCATCSI B HEKOTOPHIE MPHKa3bl MUHHUCTEPCTBA 3[PaBOOXPAHEHHS U
couuanpHoro passutHs Poccuiickoit ®exepannu, YTBEp)KACHHBIX IpPUKa3oM MUHHUCTEPCTBA
3npaBooxpaneHus: Poccuiickoit ®eneparun ot 10 umrons 2013 r. N 369H (3apeructpupoBaH
MunucrepcrBoM roctuiu Poccutickoit @enepanun 15 uronst 2013 r., peructpaunonnsii N 29064);

npuka3 MunucrepcrBa 31paBooxpanenust Poccuniickoit ®denepanun ot 21 aBrycra 2014 r. N 4651
"O BHECEHHMHU W3MEHEHHH B MOPSJIOK OTIyCcKa (PU3UUECKUM JIMLAM JIEKAPCTBEHHBIX MPENapaToB s
MEJUIMHCKOTO TNPUMEHEHHs], COJAEpXKAIIMX KPOME MAJIbIX KOJUYECTB HAPKOTHMYECKUX CPEICTB,
NICUXOTPOITHBIX BELIECTB M HX IMPEKYpPCOPOB JApyrue (hapMakoIOrHMyecKHe aKTUBHBIE BEIECTBA,
YTBEPKICHHBIA MPHUKa30M MHUHHUCTEPCTBA 3/IpaBOOXPAHEHUS M COLMAIIBHOIO pa3BUTHs Poccuiickoin
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Oenepannn ot 17 mas 2012 r. N 562H" (3apeructpupoBad MUHHUCTEPCTBOM OCTUIIMK Poccuiickoi
®enepannu 10 centsiops 2014 r., perucrpaunonnsiii N 34024);

OYHKT | U3MEHEHMH, KOTOpbIE BHOCATCSA B HEKOTOPbIE IPUKa3bl MUHMCTEPCTBA 3paBOOXPAHEHUS U
conuanbHOro passutus Poccuiickoit @enepanun 1 MuHuctepeTBa 3apaBooxpanenus Poccuiickoit
®denepanny, yTBepKACHHBIX IPUKa3oM MuHucrepcTBa 3apaBooxpanenus Pocculickoit denepanuun
ot 10 centsa6ps 2015 r. N 634n (3apeructpupoBaH MUHHUCTEPCTBOM IOCTUIIMHM Poccuiickoit
Odeneparuu 30 centsops 2015 r., peructparponnsiii N 39063);

OYHKT 3 U3MEHEHUH, KOTOpbIE BHOCATCS B HEKOTOPbIE NpHKa3bl MUHKMCTEPCTBA 3paBOOXPAHEHUS U
conuanbHoro passutus Poccuiickonn denepanun 1 MuHucTepCTBa 31paBOOXpaHeHus Poccuiickon
®denepauy Mo BOIIpocaM OOpallleHus JIEKapCTBEHHBIX MPENapaToB, COACPXKALIUX HAPKOTUYECKHE
CPEICTBA, IICUXOTPOIIHBIE BEUIECTBA U UX NPEKYPCOPOB, U JIEKAPCTBEHHBIX CPEJICTB, MOAIEKALUX
IPEIMETHO-KOJIMYECTBEHHOMY Y4Y€TY, YTBEPKICHHBIX MPUKa30M MUHHUCTEPCTBA 3/[PABOOXPAHCHMUS
Poccuiickoit ®enepann ot 31 oxTs6ps 2017 r. N 882H (3apeructpupoBan MUHHCTEPCTBOM
roctunmn Poccuiickoit @eneparyu 9 suBapst 2018 ., peructpanmonnsiii N 49561).

3. Peuentypusie Omanku ¢opmbl N 107/y-HII, u3rotoBieHHbIE 10 AHA BCTYIUIGHUS B CHUILY
HACTOSALIET0 MpHKa3a, MOT'yT ObITh MCIIONIb30BaHbl 10 1 maprta 2023 roza.

4. Hacrosmuii npuka3 Bctynaet B cuity ¢ 1 mapra 2022 r. u aeiictByer 1o 1 mapta 2028 r.

Munucmp

M.A. MYPALIKO

Ipunoowcenue N 1
K npuxazy Munucmepcmea 30pagooxpanenus

Poccuiickoii @edepayuu

om 24 nosaops 2021 . N 1094n

HOPAJOK HASHAYEHUSA JIEKAPCTBEHHbBIX
INPEITAPATOB

. O0uIne moJ10KeHU A

1. Ha3nayeHue JeKapCTBEHHBIX NIpemapaToB i MEAMIIMHCKOTO MpUMEHeHus (janee -
JIeKapCTBEHHbIE TIpernaparbl) OCYIIECTBISIETCS JeyalldM BpayoM, (esbaepoM, akylIepKod B
ClIy4ae BO3JIOXKEHUS Ha HUX ITOJITHOMOYHH JIeYallero Bpaya, Ipy OKa3aHUM MEAUIIMHCKON ITOMOIIH B
MEAMIMHCKMX OpraHusanusax <I1>, B TNOpsake, YCTAHOBJIEHHOM IIpuUKa3oM MuHucCTEpCTBa
3IpaBOOXpaHEHUs U colMaibHOTO pa3BuTHs Poccuiickoit deneparuu ot 23 mapta 2012 r. N 252n
"O6 yrBepxaeHuu Ilopsiika Bo3a0kKeHUs Ha (enbaiepa, akymepKy pyKoBOIUTENEM METUILIMHCKON
OpraHM3aly IpU OpPraHU3alMKM OKAa3aHWsS IEPBUYHOM MEIUKO-CAHWTAPHOM NOMOIIM H CKOPOH
MEIUIIMHCKON MOMOIIM OTJENbHBIX (YHKIMH JIedalero Bpaya 1o HernocpeACTBEHHOMY OKa3aHUIO
MEAMIIMHCKON MOMOUIM MAllUEeHTy B MepuoJl HAOMIOIEHUS 32 HUM U €ro JICYeHUs], B TOM UYHUCJE I10
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HAa3HAYCHUIO W TPUMEHEHHIO JIGKAPCTBEHHBIX  INPEMaparoB, BKIOYas  HAPKOTHYECKHE
JIEKapCTBEHHBIE MPENapaThl U ICUXOTPOITHBIE JIEKAPCTBEHHbIE Mpenaparsl”’ <2>, UHAUBUAYAJIbHBIMU
HpEeANPUHIMATENSIMH, OCYIIECTBISIIOIMMIA MEAMLIUHCKYIO JESTENbHOCTh (Jajiee - MEIUIIMHCKUE
pabOTHUKNY).

<1> Oyskt 11 crareu 2 @enepanbHoro 3akona ot 21 HosOps 2011 r. N 323-@3 "O6 ocHoBax
OXpaHbl 310pOBbs rpakaan B Poccuiickoit ®deneparuu” (Cobpanue 3akoHOaaTENbCTBA Poccuiickoit
Oeneparun, 2011, N 48, cr. 6724, 2019, N 52, c1. 7796) (nanee - ®enepanbhsbiii 3akor N 323-D3).

Oguyuanvhstit ucmouHUK IN1EKMPOHHO20 OOKYMEHMA COOEPHCUM HEMOUYHOCMb: UMEEMCA 6
euoy nynkm 11 uacmu 1 cmamou 2 @edepanvnozo 3akona om 21.11.2011 N 323-D3.

<2> 3apeructpupoBad MuHnucrtepctBoM roctuiuu Poccuiickoir ®enepauun 28 ampens 2012 r.,
peructpaunonuslidi N 23971 ¢ u3MeHeHMSIMH, BHECEHHBIMH TpUKa3oM MUHHCTEPCTBA
3npaBooxpanenust Poccuiickoit ®@enepauuu ot 31 oktsOpst 2017 r. N 882H (3apeructpupoBan
MunucrepctBoM toctunmn Poccuiickoit ®enepanuu 9 suBaps 2018 r., peructpanwonHsiii N
49561).

MeauuuHckuii pabOTHUK, O(QOPMHUBIIMIA pEHENT ¢ HapyLICHHEM HAaCTOSIIEro MOpsAIKa, WIH
PYKOBOJUTENb METUIIMHCKON OpraHM3aliy 00eCneunBalOT CBOEBPEMEHHOE IepeodopMIIeHUE
TpeOyeMoro Jyis MalyeHTa perenTa.

2. CegeHuss O Ha3HAYECHHOM JIEKAPCTBEHHOM Tipenapare (HAaMMEHOBAaHUE JIEKAPCTBEHHOTO
mpemnapaTta,  JO3UPOBKa, CIOCOO  BBEACHHS M NPUMEHEHUs, pPEeXUM  JIO3UPOBAHMS,
MPOJODKUTEILHOCTD JICYCHUS ¥ OOOCHOBaHWE HAa3HAYCHHS JICKAPCTBEHHOTO IperapaTa) BHOCATCS
MEAUIIMHCKUM paOOTHUKOM B MEIUIIMHCKYIO TOKYMEHTAIUIO MalleHTa.

B caywasx, ykasaHHeIx B myHKTax 8 - 11 Hacrosmero Ilopsiika, MeIMUIMHCKHM pabOTHHK,
Ha3HAYMBIIMK JIEKApPCTBEHHBIN IpemnapaT, ohopMisieT Ha3HaYeHHE JIEKapCTBEHHBIX IPETapaToB, B
TOM YHCIIe TMOJJIeKAIIUX M3TOTOBJICHUI0O M OTIYCKY anTe€YHbIMM OpraHu3alusMu (gainee -
JIEKapCTBEHHbIE TMperapaTtbl HMHIUBUAYyaJbHOTO W3TOTOBICHHS), HAa pEHENnTYypHOM OJaHKe,
oopMIeHHOM Ha OyMa)XKHOM HOCHTEJE 3a CBOEH MOAMMCHIO (Jajee - pelenT Ha OyMakHOM
HOCUTEJE), U (UJIM) C COIJIacus MalMeHTa UM €ro 3aKOHHOIO MPEeACTaBUTENS <3> Ha pelenTypHOM
OsaHKke B (hopMe IIEKTPOHHOTO JOKYMEHTa C MCIOJb30BAHUEM YCHUJICHHOM KBaJU(HUIIMPOBAHHOU
AIIEKTPOHHOM TMOAMNKMCH MEIULMHCKOrO pabdOTHUKA (nanee - penent B (QopMme 3JIEKTPOHHOTO
JIOKYMEHTA).

<3> Ilynkr 2 crateu 20 @DenepanbHoro 3akoHa N 323-®3 (CobOpaHue 3aKOHOIATENHCTBA
Poccutickoit ®enepamuu, 2011, N 48, ct. 6724; 2021, N 27, c1. 5159).

Penent B hopMe 2JIEKTPOHHOTO JOKYMEHTA, COJEpKAIINi Ha3HAYeHUE HAPKOTHYECKUX CPEJICTB MIIH
NICUXOTPOIHBIX BEIECTB, MOAMUCHIBACTCS C HCIOJb30BAaHUEM YCWJICHHOW KBaJU(UIIMPOBAHHON
AIIEKTPOHHOM MOJIMUCH JIeYalllero Bpada WM (Qesbamiepa, aKylepKd, Ha KOTOPBIX BO3JIOKEHBI
(GYHKLINY JIeHallero Bpaya, 1 COOTBETCTBYIONIEH MEUIIMHCKOM opraHu3anuy <4>.
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<4> TlyHkT 1 cratbu 26 ®@enepanbHoro 3akona ot 8 sHBaps 1998 r. N 3-O3 "O HapKOTHYECKUX
CpelcTBaxX M MCUXOTponHbIX BemecTBax" (CoOpaHue 3akoHOmaTenscTBa Poccuiickoit deneparnum,
1998, N 2, cr. 219, 2017, N 31, cT. 4791) (nanee - ®enepanbubiii 3aKkoH N 3-D3).

Odopmnenue perentoB B GopMe IEKTPOHHBIX JTOKYMEHTOB OCYIIECTBIISIETCS B Clydyae MPUHITHS
YIOJTHOMOYECHHBIM OPTaHOM HCIIOJTHUTEIBHOU BiacTu cyOwnekra Poccwmiickoii ®Denepanuu B
COOTBETCTBUHU C MYHKTOM 4 ctathul 6 denepanbHoro 3akoHa ot 12 ampens 2010 r. N 61-d3 "O6
00palIeHn JIEKapCTBEHHBIX CpeAcTB" <5> perieHus 00 MCIOJIb30BaHUH HA TEPPUTOPHH CyOBEKTa
Poccuiickoii @enepanun HapsAy ¢ pelenTamMu Ha JIEKapCTBEHHBIE MpernapaThl, 0pOPMIIEHHBIMH Ha
OyMa)xHOM HOCHTEJE, PEIENTOB Ha JIeKapCTBEHHBIE Mpenapartsl, CHOPMHUPOBAHHBIX B (Qopme
3IEKTPOHHBIX JTOKYMEHTOB.

<5> CoOpanue 3akoHomatenbcTBa Poccuiickoit @eneparuu, 2010, N 16, ct. 1815, 2019, N 52, cr.
7793.

3. Ilpm BBIIMCKE DNAUUEHTa W3 MEOULMHCKOW OpraHu3alud, B KOTOPOM €My OKa3blBajlach
MEAMIMHCKAs MOMOIIb B CTAlMOHAPHBIX YCIOBUSAX, MPU HEOOXOIUMOCTU MPOJOJDKEHUS IpHeMa
JEKapCTBEHHOTO IIpernapara B aMOYyJaTOPHBIX YCJIOBUSAX JaHHOMY MalMEHTY [0 pEeIeHHIO
PYKOBOAWTENS MEAMIMHCKOW OpraHW3aldy Ha3HAdaloTcs ¢ odopmieHueM peuenta B ¢opme
JJIEKTPOHHOTO JOKyMeHTa U (win) Ha OyMaXHOM HocuTelle (3a HUCKIIOYEHHEM O(QOpMIICHHS
pPEeLenToB Ha JIEKapCTBEHHBIE MPENapathl, MOUIekKaIINe OTIYCKY OECIUIaTHO MM CO CKUJKON) JInO0
BBIJIAIOTCS (ALIMEHTY WM €r0 3aKOHHOMY IPEICTABUTENI0) OJJHOBPEMEHHO C BBIIUCKOM U3 UCTOPUU
00JIe3HN JIEKapCTBEHHBIE IIpernapaTrbl, B TOM YHCJIE€ HApKOTUYECKWE M  ICHUXOTPOITHBIE
JeKapCTBeHHble NpenapaTsl, BHeceHHble B cnucku Il u Il mepeuHss HapKOTHUECKUX CpENCTB,
MICUXOTPONHBIX BEIIECTB M UX MPEKYPCOPOB, MOMICKAMNUX KOHTpoto B Poccuiickoit denepannu,
yrBepkaeHHoro IIpaBurensctBom Poccuiickoit  ®epepaunn <6> (manee - Ilepedens),
CUJIbHOJICVCTBYIOIIME JICKAPCTBEHHBIE MTpENapaTsl, Ha CPOK MPHUEMa MMALIMEHTOM 110 5 AHEH.

<6> [yskr 2 crateu 2 ®PenepanpHoro 3akoHa N 3-D3 (Cobpanue 3akoHOAaTenbcTBa Poccuiickoi
®eneparun, 1998, N 2, c1. 219; 2016, N 27, cT. 4238).

4. Ha3HaueHue JIEKapCTBEHHBIX IMpeNapaToB TMpU OKa3aHUU MEAMIIMHCKOM TIOMOLIM B
CTAIlMOHAPHBIX YCJIOBHUSIX MOJXET OCYIIECTBIATHCS IOCPEICTBOM TpPeOOBAaHWUN MEIUIIMHCKOMN
OpraHu3alliy, HanpaBiIs€MbIX B aNTEYHbIE OpraHU3aldd, SBIBIIOIIAECS  CTPYKTYPHBIMHU
MoApa3IeICHUSIMUA MEAUIIMHCKON OpraHu3anuu. <7>

<7> [IyHKT 54 crateu 4 denepanbHOro 3akona ot 12 ampens 2010 r. N 61-®3 "OO6 obOparnieHun
nexapcTBeHHbIX cpeacTB" (Cobpanue 3akoHomarenbeTBa Poccuiickoit deneparuu, 2010, N 16, cr.
1815; 2019, N 31, cT. 4456) (nanee - ®enepanbublii 3akoH N 61-D3).
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5. Ha3nadeHue IeKapCTBEHHBIX IMPEMAPATOB OCYIIECTBISETCS MEIUIIUHCKAM pPaOOTHUKOM II0
MEXIyHapOJAHOMY HEMaTeHTOBAHHOMY HaMMEHOBAHMIO, a IIPU €T0 OTCYTCTBUU - TPYNIUPOBOYHOMY
WM XMMHUYECKOMY HAaMMEHOBaHUIO. B cilyyae OTCYTCTBUSI MEXIYHApOJHOIO HENATEHTOBAHHOTO
HAaUMEHOBAHUS U TPYIIIMPOBOYHOTO MJIM XUMUYECKOTO HAMMEHOBAHMsI JIEKAPCTBEHHOI'O Mpernapara
JICKapCTBEHHBIN MpermapaT Ha3HAYaeTCs METUITUHCKAM PaOOTHUKOM TI0 TOPrOBOMY HaWMEHOBAHHMIO.
[Ipy HanmMuuM MEAMIMHCKUX TOKa3aHWM (MHAMBUIYyallbHAS HENEPEHOCUMOCTb, MO >KU3HEHHBIM
MOKA3aHUsIM) TI0 PEIICHUIO BpaueOHOM KOMUCCHUU MEIUIIMHCKON OpraHU3aIiK <8> OCYIIECTBIIICTCS
Ha3HayeHue U oopmiieHne Ha3HAYCHHs JICKAPCTBEHHBIX IMPENapaToB, HE BXOMASIIUX B CTaHAAPTHI
MEMIIMHCKON MOMOIIH, pa3pabOTaHHBIE B COOTBETCTBHH C MYHKTOM 14 ctatbu 37 denepanbHOro
zakoHa N 323-O3 <9>, wnmm HE NPEAyCMOTPEHHBIX COOTBETCTBYIOIICH KIMHUYCCKOM
pexkoMeHnanuel, b0 1O TOPrOBHIM HAUMEHOBAaHUSAM. PenieHue BpadeOHON KOMUCCUU
MEAMIMHCKONW OpraHu3alui GUKCUPYETCS B MEIULMHCKON JOKYMEHTAIMU MalUeHTa U B XKypHale
BpaueOHOI KOMHCCHUH.

<8> Ilpuka3 MuHucCTEepCTBa 3IPaBOOXPAHEHUS U COLUAIBLHOTO pa3BuTusi Poccuiickoit deneparuu
or 5 mas 2012 r. N 5021 "OO yTBep»A€HUM TMOPSAIKAa CO3AAHUS U JCSATEILHOCTH BpayeOHOM
KOMHUCCHHM MEIUIIMHCKONW opranu3auuu” (3apeructpupoBad MuHucTepcTBoM roctuiiuu Poccuiickoit
Oenepannn 9 utonst 2012 r., peructpanronHbiii N 24516) ¢ u3MeHEHUSIMH, BHECEHHBIMHU MPUKA30M
MunuctepcrBa 31paBooxpaHeHust Poccuiickoit ®enepauuu ot 2 gexkabps 2013 r. N 886H
(3apeructpupoBan MwuHHCTepcTBOM tocTunuu Poccuiickoit ®eneparuu 23 nexabps 2013 1.,
perucrpamonnsiii N 30714).

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

Ecimu IIprU OKazaHWMW MAlUCHTY MCI[HHI/IHCKOﬁ nmoMomu B MCI[HHI/IHCKOﬁ opraHu3anvi B
CTAllUOHAPHBIX YCJIOBHAX II0 PCUHICHUIO Bpa‘le6H0ﬁ KOMHUCCHUH OCYHICCTBIIAOTCA HA3HAYCHHUEC U
MNPUMCHCHHUC JICKAPCTBCHHOI'O IIp€rapara € KOHKPCTHBIM TOPTrOBBIM HAWMCHOBAHHWEM, TO IIpH
OKa3aHUU HOaHHOMY TIIalUCHTY MCHHHHHCKOﬁ IIoMOIIu B HHOH MCHHHHHCKOﬁ opraHnu3alvu B
CTallMOHAPHBIX YCIIOBHAX, a TAKKE B aM6YJ'IaTOpHBIX YCIOBUAX OCYHICCTBIIACTCA HAa3HAUCHUC CEMY
JICKApPCTBCHHOTO IIpCIiapaTa ¢ TEM K€ TOProBbIM HAMMCHOBAHUCM <10>.

<10> Ilynkr 2 nocranosneHus [IpaBurensctBa Poccuiickoit @enepanuu ot 30.06.2020 N 965 "O
BHeceHMH u3MeHeHu B [IpaBuna dopmupoBaHus NepedHs JEKapCTBEHHBIX CPEACTB, 3aKYIKa
KOTOPBIX OCYILIECTBIISIETCS B COOTBETCTBUM C UX TOPrOBBIMHM HAaWMEHOBAHUSMH, U O NPUMEHEHUH
JIEKapCTBEHHBIX IIPernapaTtoB C KOHKPETHbIMH TOproBeiMH HauMmeHoBaHusiMu" (CoOpanue
3akoHoAarenscTBa Poccuiickoit @enepammu, 2020, N 28, ct. 4422).

6. HazHaueHue JeKapCTBEHHOro Ipernapara B pelente Ha OyMaKHOM HOCHUTENE WIN peLenTe B
¢dopMe FMEKTPOHHOrO JOKyMeHTa odopMmisieTcs Ha MM HalMeHTa, Ui KOTOPOTo IMpeiHa3HauYeH
JIEKApCTBEHHBIN ITpenapar.

Penient Ha OymaxkHoM HocuTene, oopMileHHBIH Ha penentypHoM Omanke gopm N 107/y-HII, N
107-1/y, N 148-1/y-88, N 148-1/y-04(i1), yTBEep»KICHHBIX HACTOSIIAM IPHUKA30M, MOXET OBITh
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MOJTy4YEeH TAIMEHTOM, €Tr0 3aKOHHBIM MPEJACTaBUTEIEM WJIW JIUIIOM, UMEIONUM O(QOpPMIICHHYIO B
COOTBETCTBUU C TPAXKIAHCKUM 3aKOHOAATENILCTBOM Poccuiickoin Penepaunrii TOBEPEHHOCTh OT
MalyeHTa Ha MPaBo MOJYYCHUS TAKOTO pelenTa (Janee - yIoJHOMOYSHHOE JIUII0).

[IpencraBnenne JAOBEpEHHOCTH He TpeOyeTcs B Cydae MOJIyYeHHs pelenTa Ha JEeKapCTBEHHBIN
npenapar Uil HMHKypaOenbHOro OOJBHOIO Ha 3aBEpIIAOIIEM JTale €ro JKU3HHU JIUIOM,
OCYLIECTBIIIIONIMM YXOJ 3a TaKUM HMHKypaOenbHbIM OOJBbHBIM. B TakoMm cirydyae MeIUIIMHCKUI
paOOTHUK BBIIAET JIMILY, OCYLIECTBISIONIEMY YXOJ 3a HHKYpaOeIbHBIM OOJBHBIM, TOKYMEHT,
HOATBEPKAAIOIMNN HHKYPaOeIbHOE COCTOSIHUE OOJBHOTO, COJEPIKAIINI CBEICHHS O JIUIE, KOTOPOe
OyZeT moyryyaTh JIEKAPCTBEHHBIE Ipenaparhl Mo peuenty (hamMunus, UMs, OTYECTBO (HOCIeqHee -
IpU HAIMYWH), BUJ, Cepys U (WIM) HOMEP JOKYMEHTa, yIOCTOBEPSAIOLIETO JIMYHOCTD), 3aBEPEHHBIH
MNOJANKMCHI0O U TEYaThl0 JAHHOTO MEAWIUHCKOrO pPAa0OTHUKA, a TaKXKe Ie4aThl0 MEIUIIUHCKON
OpraHHU3aLuy.

JIOKyMEHT, TMOATBEPX MAIINNA WHKYypaOeIbHOE COCTOSIHUE OOJIBHOTO, OCTaeTCs B aNTCUYHOU
OpraHH3aIiH.

Peuent B opme 3IIEKTPOHHOTO JOKyMEHTa (OPMHUPYETCS C MCHOIB30BAaHHUEM TOCYAApCTBEHHOM
uH(pOpMaMOHHOW cucTeMbl B cdepe 3apaBooxpaHeHus cyobekta Poccuiickoit deneparum,
MEAUIIMHCKONW WH(OPMALIMOHHON CUCTEMbl MEAUIIMHCKON opranu3anuu <11>.

<11> Crateu 91 u 91.1 ®epepanpHoro 3akoHa N 323-®3 (CobOpanue 3aKOHOAATEIHCTBA
Poccuiickoit deneparuu, 2011, N 48, ct. 6724; 2021, N 27, ct. 5141).

daxkTt BblJa4M peuciTa Ha JIeKapCTBeHHHﬁ npernapar 3aKOHHOMY HNPCACTABUTCIIIO WJIHU
YIOOJIHOMOYCHHOMY JIMIY (I)I/IKCI/IpyeTCH B MCI[HHHHCKOﬁ AOKYMCHTAIIUHU IMallUCHTA.

7. MenuuuHCKUM pabOTHMKaM 3ampelnaercs oGopMIIsATh pElenThl NPH OTCYTCTBHM Y MaIMEeHTa
MEJAMIMHCKUX I[IOKa3aHWW; Ha HEe3aperucTpUpOBaHHBIE JIEKApCTBEHHbIE Ipemnaparel <12>; Ha
JIEKapCTBEHHBIE IIpEnaparbl, KOTOPbIE B COOTBETCTBUM C MHCTPYKLUUEH IO MEAMLIHUHCKOMY
NPUMEHEHUIO TpeAHAa3HAueHbl JUIsl NPUMEHEHUS TOJIbKO B MEAMIMHCKMX OpraHM3alusax; Ha
HapKOTUYECKUE CpEACTBA M IICUXOTPOIIHBIE BellecTBa, BHeceHHble B cnucok Il Ilepeuns,
3aperucCTpUpOBaHHbIE B KAUECTBE JIEKAPCTBEHHBIX MPENaparoB, B IENAX NPUMEHEHUS s JICUSHUS
HapKOMAaHHH.

<12> Pemenue Cosera EBpa3uiickoii sxoHoMHueckoit komuccuu oT 3 Hoa0ps 2016 r. N 78 "O
[TpaBmiiax perucTpariil U SKCIIEPTH3bI JICKAPCTBEHHBIX CPEJICTB JUISI METUITUHCKOTO MPUMEHEHHS"
(odunmanbHbIi caldT EBpasuiickoro skoHOMHUYECKOro coro3a http://www.eaeunion.org/, 21 HosOps
2016 1.). Cratbs 13 Denepansroro 3akoHa N 61-®3 (CobOpanue 3akoHOIATENbCTBA Poccuiickoi
®eneparnun, 2010, N 16, ct. 1815; 2020, N 14, ct. 2028).

WHpuBuayanbHbIM — NPEAIPUHUMATENSAM,  OCYILIECTBIAIOIIMM  MEIULUHCKYIO  J€ATEIbHOCTD,
JOTIOJTHUTEIBHO K TpeOOBAaHUSM, YKa3aHHBIM B a03alle MEepPBOM HACTOSILEro MyHKTA, 3aMperaeTcst
oopMIIATH pelenTsl Ha HAPKOTUYECKHE CPEACTBA U TICUXOTPONHBIE BEIIECTBA, BHECEHHBIE B
cucku Il u Il Tlepeuns (nanee - HAPKOTHMYECKHE U MCUXOTPOIHBIE JIEKAPCTBEHHBIE MpenapaThl
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criuckoB |l u 111 Tlepeuns).

8. Ilpy Ha3HAYEHWW HAPKOTHUYECKMX W TCUXOTPOITHBIX JIGKAPCTBEHHBIX NpenapaToB crucka [I
[lepeunsi, 3a WCKJIIOYEHHWEM JICKAPCTBEHHBIX TPEMapaTtoB B  BUJE TPAHCACPMAIbHBIX
TEPaNeBTHUECKUX CHCTEM U JICKAPCTBEHHBIX MPEIapaToB, COJACPKAIINX HAPKOTUIECKOE CPEICTBO B
COUCTAaHWHM C AHTArOHHCTOM OIMOMJHBIX PELENTOPOB, PEIEeNThl Ha OyMa)XHOM HOCHUTENE
odopmisaroTcs Ha perentypHoM Omanke Gpopmber N 107/y-HII.

9. Peuentypusiit 0:1ank popmer N 148-1/y-88 odopmisiercs npu Ha3HAUCHHUH:

1) HapKOTMYECKHMX U IICHXOTPOIHBIX JIEKapCTBEHHbIX mpenaparoB cnucka Il Ilepeuns B Buze
TPAHCIEPMAJIBHBIX TEPAIIEBTUYECKUX CUCTEM, HAPKOTHUUECKUX JIEKAPCTBEHHBIX NIPENapaToB CIUCKA
Il Tlepeuns, comepxalmux HAPKOTHYECKOE CPEACTBO B COYETAHMM C AHTArOHUCTOM ONMMOUAHBIX
pELEeNTOPOB, ICUXOTPOIHBIX JIEKAPCTBEHHBIX NpenapaTos cnucka [II [Tepeuns;

2) KOMOMHHPOBAHHBIX JIEKAPCTBEHHBIX IIPENApaTOB, COACPKAILUX:

a) KOJICUH WJIU €ro COJH (B MepecueTe Ha YUCTOE BEIIECTBO) B KOJIMUECTBE 10 20 MI' BKIIFOUUTEIHHO
(na 1 go3y TBep/oii ekapcTBEHHOM (hopMmbl) WK B Konndectse A0 200 mr BkitounTenbHo (Ha 100
w1 uii 100 1 kuaKoit 1ekapcTBEHHOM (OpMBI sl BHYTPEHHETO IPUMEHEHHUS);

0) nceBnoadeapruHa TUAPOXIOPH] B KOJIHYECTBE, peBbiiatonieM 30 Mr, u 10 60 MI BKIIOYHTEIEHO
(na 1 o3y TBepAOM JEKapCTBEHHON (POPMBI);

B) niceBA0AeAprHA THIPOXJIOPU]T B KOJMUECTBE, peBbliiaromeM 30 Mr, u 10 60 MI BKIIOUUTEIHHO
B COYETAHUH C JEKCTPOMETOp(haHOM T'MIPOOPOMUIOM B KOJIMYECTBE, MpeBblmatonieM 10 Mr, u a0
30 mr BKJItOUNTENBHO (Ha 1 103y TBEpAOH JeKapCTBEHHON (OpMBI);

) gekcTpoMeropdana ruapoopomus B konmuyectse 10 200 mr BritounTeabHo (Ha 100 mur i 100 ¢
YKUJIKON JICKapCTBEHHOM (DOPMBI [JIsi BHYTPEHHETO MPUMEHEHHUS );

1) adenpuHa THAPOXIJIOPHU B KoJmyecTBe, npesbimaroiiemM 100 mr, u 10 300 Mr BKIIOUUTENHHO (HA
100 Mt mnu 100 1 xKuakoi 1ekapcTBEHHON (GOPMBI JUIsl BHYTPEHHETO PUMEHEHN );

e) adeapuHa TUIPOXJIOPUI B KoiauyecTBe 1m0 S50 Mr BkimwouutenbHo (Ha 1 103y TBepaoi
JIeKapCTBEHHOH (popMbI);

) (EHWINPONaHOJIaMUH B KOINUYECTBE M0 75 Mr BKIIOYHTENbHO (Ha 1 m03y TBepoi
nexkapctBeHHOW ¢Gopmbl) win 10 300 mr BrmountenbHo (Ha 100 M wimm 100 r xuakoi
JIEKapCTBEHHOUN ()OPMBI JJIsl BHYTPEHHETO IPUMEHEHHUS );

3) (enobapOUTam B KOIMYECTBE MO0 15 MI' BKIIOYUTENHHO B COYETAHMHM C KOJEHUHOM (WU €ro
COJISIMH ) HE3aBUCUMO OT Kolim4ecTBa (Ha 1 103y TBEp/10ii TeKapCTBEHHON (HOPMBI);

u) (enobapOutan B KonuyecTBe A0 20 Mr BKIIOYUTEIBHO B COYETaHUM C 3S(heApHHOM
TUAPOXJIOPUAOM HE3aBUCUMO OT KojmdecTBa (Ha 1 103y TBep10if iekapcTBEHHOU (hOpMBI);

K) XJIOpANA3eNOKCH]I B KolndecTBe, mpesbimaromeM 10 mr, u 1o 20 Mr BKIOUUTENbHO (Ha 1 103y
TBEP/IOH JIeKapCTBEHHOU (popmbl);

3) JexapCTBEHHBIX MpenapaToB WHAMBHUAYAIbHOTO H3TOTOBJIEHMS, COAEPKAIIUX HApKOTHYECKOE
CpeAcTBO WM TmcuxoTponHoe BemiectBo crnucka Il Tlepeuns, u npyrue dapmakonoruyeckue
AKTHBHBIE BEIIECTBA B J]03€, HE MPEBBIIIAIONIEH BBICIIYIO PA30BYIO 103y, U NPU YCIOBUHU, YTO 3TOT
KOMOWHUPOBAHHBIN JICKApCTBEHHBIHM INpernapar He SBISETCS HAPKOTHMYECKHM HWJIM MICUXOTPOIHBIM
JIEKapCTBEHHBIM ITpenapaTtoM cnucka Il [Tepeuns;
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4) nexapCTBEHHBIX MpENaparoB, BKIIOYEHHBIX B IEPEYCHb JIEKAPCTBEHHBIX CPEICTB MJId
MEJUIIMHCKOTO MPUMEHEHHS, TMOJJICKAIIUX MPEIMETHO-KOJIUYECTBEHHOMY ydYeTy (Jaiee -
JIEKapCTBEHHBIC ITpemnapaThl, BKIOYCHHBIE B TiepedeHb [IKY) <13>.

<13> IMoamynkt 5.2.171(1) nynkra 5 nmocranoBneHus [IpaBurenscrBa Poccuiickoit denepanuu ot
19.06.2012 N 608 "O6 yrBepxkaenuu [lonoxxenus o MuHUCTEpCTBE 3ApaBOOXpaHeHus Poccuiickoit
Oenepannn" (nanee - [lonoxxkenue o Munucrepctse) (Cobpanue 3akoHomarenbcTBa Poccuiickoit
®enepanun, 2012, N 26, ct. 3526; 2013, N 16, ct. 1970).

10. Peuentypusiii 61ank ¢opmbl N 148-1/y-04(i1) obopmisercs mpu Ha3HAYECHUHU JICKAPCTBEHHBIX
MpernapaToB TpaxkJaHaM, UMEIOIIUM MPaBO Ha OECTUIATHOE MOJMyYeHHUE JICKAPCTBEHHBIX IPEIapaToB
WIN TIOJTYYCHHUE JIEKAPCTBEHHBIX MTPEMapaToOB CO CKHUJIKOM.

11. Penentypusriii 6mask gopmber N 107-1/y odopmitsercs: mpu Ha3HAYCHUU:
1) nekapcTBEHHBIX IIpENapaToB, HE YKa3aHHBIX B MyHKTax &, 9 Hactosuiero [lopsaka;
2) KOMOMHHMPOBAHHBIX JIEKAPCTBEHHBIX MIPENAPATOB, COACPKALIUX:

a) SproraMMHa THAPOTapTpaT B KOJMYECTBE OO S5 MI BKIIOYMTENbHO (Ha | 103y TBepaoi
JIeKapCTBEHHOH (pOpMBI);

0) adeapuna ruapoxiopu B koaudectBe 10 100 mr BrarouutensHOo (Ha 100 Mt umu 100 T sxuakoi
JICKapCTBEHHOH ()OPMBI JIsI BHYTPSHHETO IPUMCHCHHS );

B) mceBnoddeipuHa TUAPOXIOPU B KOJIMYECTBE, He mpeBbimaromeM 30 mr (Ha 1 mo3y TBepoi
JIEKapCTBEHHOU (POpMBI);

r) mnceBaod(denprHa TUAPOXJIOPHA B KOJIMYECTBE, HE MpeBblmatonieM 30 Mr, B COYETAaHUU C
JeKkcTpoMeToppaHoM TuApoOpPOMHUIOM B KojuuyecTBe, mpeBblmaromeM 10 mr, u go 30 wmr
BKJIFOUUTENBHO (Ha 1 103y TBEpAOH JIeKapCTBEHHON (OpMBI);

) JAekcTpomeropdaHa TUIpoOpoMuA B KojaudecTBe, mpesblmatomiem 10 mr, m go 30 wmr
BKJIIOYMTENBHO (Ha 1 103y TBep0i JIeKapCTBEHHOM (HOpMBI);

e) ¢enobapbuTan B KonmuecTse, npesbimaroniemM 20 mr, u 10 50 mr BriatouuTenbHO (Ha 1 103y
TBEPJI0 JIEKapCTBEHHOM (hOpMBI);

K) (enoOapOutan B kosmyectBe A0 20 Mr BKIIOUUTENBHO B COYETAHHHU C HProTaMHHOM
TUAPOTAPTPATOM HE3aBUCUMO OT KOJIM4YecTBa (Ha 1 103y TBepAoi JeKapCTBEHHON GopMbl);

3) XJIOpAHMA3emnoKCua B KoiauuecTBe 10 10 Mr BkIoYMTENbHO (Ha 1 7103y TBEpAOil JeKapCTBEHHOU
dbopMbI).

12. Tlpn Ha3HAYEHWH JIEKAPCTBEHHOI'O Mperapara WHAMBUAYAJIBHOIO M3IOTOBJIEHUS B pELENTE Ha
OyMa)kHOM HocuTene W (WiM) peuente B (opMme 3JIEKTPOHHOTO JTOKYMEHTa HauMEHOBAaHHUS
JIEKapCTBEHHBIX CpPEJCTB (BellecTB), BKIOUEeHHbIX B mepedeHb [IKY, ykaspiBaioTcs B Hauaie
penenTa, 3aTeM - BCE OCTAJIbHbIE UHIPEIUEHTBI.

13. Tlpu Ha3HaueHMM JEKApCTBEHHOTO Ipenapara B pelenrte Ha OyMaKHOM HoOcHUTene W (WiH)
peuente B (hopMe AIIEKTPOHHOTO TOKYMEHTA 3alpeliaeTcs MPeBbIIaTh KOIMUECTBO HAPKOTHUECKUX
CPEICTB WM ICUXOTPOIHBIX BELIECTB, KOTOPOE MOXET OBITh BBIIMCAHO B OJHOM pEIenTe,
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ycraHoBieHHoe npuinoxkeHueM N 1 k Hacrosemy [lopsnky, 3a HCKITIOYEHUEM CIydaeB, yKa3aHHbIX
B IIyHKTax 15 u 24 nacrosiuero [opsnka.

14. Ilpyu Ha3HaYeHUM JIEKAPCTBEHHBIX IpENapaToB, BKIOYEHHBIX B nepeueHb [IKY, no3a koropeix
IPEBBIIIAECT BHICIIMN OJHOKPATHBIM INpHEM, MEIUIMHCKMHA paOOTHHK 0003Ha4aeT /103y 3TOro
JIEKapCTBEHHOI'0 IpenapaTa B pelente Ha OyMaKHOM HOCHUTENE IPOIUCHIO C IPOCTABICHUEM
BOCKJIMLIATEJILHOIO 3HAaKa U (WJIM) IPOCTABISAET BOCKIULATEIbHBIN 3HAK MPU 0OPMIICHUH peLenTa
B (pOpMe 3IEKTPOHHOTO JOKYMEHTA.

15. KonuyecTBO Ha3HAYEHHBIX JIEKAPCTBEHHBIX MpenapaToB, BKIKOYEHHbIX B nepeueHb [IKY, npu
OKa3aHUM MalUEeHTaM, HYXXIAIOIUMCA B JUTUTEIHHOM JICUCHUM, TMEPBUYHON MEIUKO-CAaHUTapHOU
MOMOIIH U MaJUIMaTUBHON MEIUIIMHCKONW MOMOIIN MOXET OBbITh YBETUYEHO C YYETOM KIMHUYECKUX
peKoMeHIaluii He 0oJiee yeM B 2 pa3a Mo CPaBHEHHUIO C KOJUYECTBOM HAPKOTUUYECKUX CPEICTB WU
MICUXOTPOIMHBIX BEIIECTB, KOTOPOE MOXKET OBITh BBITUCAHO B OJHOM pELEINTE, YCTAaHOBIEHHBIM
npuioxenueM N 1 k nHacrosimemy [Hopsiaxy.

B cnyuasx, npenxycMOTpeHHbIX a03alieM NEpBbIM HACTOSIIETO MyHKTa, HA pelenTax Ha OyMa)KHOM
HocuTene mpousBoguTcs Haanuch "[lo cmenuanbHOMY Ha3HA4YEHHUIO", OTIENBHO 3aBEpEHHAs
MOJMMCHI0 MEAWIIMHCKOTO PA0OTHHUKA M TICYaThI0 MEAMIIMHCKOW opranm3anuu "J{ns penentos”, Ha
perentax B (opMe IIEKTPOHHOIO JOKyMeHTa mpousBoautcs otMmeTrka "Ilo chenuanbHOMY
Ha3HAYeHUI0" C TPOCTABICHUEM YCWICHHOM KBaIU(PUIMPOBAHHOW HIIEKTPOHHOM IMOJIIHUCH
MEAUIIMHCKOTO pabOTHHKA.

16. CocraB JeKapCTBEHHOr0 Ipernapara, JieKapcTBeHHass ¢opma U 0OpalleHue METUIIMHCKOTO
paboTHuka K (apmaneBTHUYeCKOMY pabOTHHKY 00 OTIyCKE JICKapCTBEHHOTO Iperapara Ha
OyMaXHOM HOCHUTEIIe OOPMIISIFOTCS] HA JITATUHCKOM HJIM PYCCKOM SI3BIKE B POJIUTEIIFHOM TAeKe, 32
UCKJTFOUeHHEM O(OpMIICHHUSI pelenToOB B ()OPME AIICKTPOHHOI'O JIOKYMEHTA, OCYIIECTBISIEMOrO Ha
PYCCKOM SI3BIKE.

[Tpu opopmiteHnn penenTypHbIX OJaHKOB JAOMYCKAETCsl UCIOIb30BaHUE COKpPALCHHUH (MPUIOkKEeHNE
N 2 k Hacrosimemy [lopsiaky).

IIpn Ha3HayeHUM JIEKAPCTBEHHOI'O IIpernapara HeE JOIYCKAaeTCsl COKpPAIEHWEe HAauMEHOBAaHUU
UHIPEIUEHTOB, COCTAaBJIAIOIIMX JIEKAPCTBEHHBIN IIpenapar, He MO3BOJIAIOIIMX YCTaHOBUTH, KaKON
MMEHHO JIEKapCTBEHHBIN Ipenapar Ha3HA4YEeH.

17. Crioco6 mpUMeHEeHHUs1 JeKapCTBEHHOIO IpernapaTa 0003HA4YaeTcsl ¢ yKa3aHUEM IyTH BBEACHMUS,
J103bl, YaCTOThI, BPEMEHH IIpHeMa OTHOCUTENIBHO CHa (YTPOM, Ha HOYb) M €ro JUIUTEIHOCTH, a JUIs
JIEKapCTBEHHBIX IpPENapaToB, B3aUMOJICHCTBYIOIIMX C MHILEH, - BPEMEHHM HUX YHOTpeOJIeHUs
OTHOCHTEJIBHO ITpHeMa MUIIH (J0 eJ1bl, BO BpeMs €Ibl, TOCIIE €/Ibl).

18. Ilpu HEOOXOIMMOCTH HEMEUIEHHOTO WJIM CPOYHOTrO (B T€UEHHUE JBYX pabouux JIHEH) OTIyCcKa
JeKapCTBEHHOTO TIpernapaTa MalUeHTy B BEpXHEW dYacTH pelenta Ha OyMakKHOM HOCHTENe
NpOCTaBISAIOTCS  00o3HaueHuss "Cit0" (cpouno) wmm "statim" (HememIeHHO). AHAIOTHYHBIE
0003HaueHHsI MPOCTABIIAIOTCS B BUJE OTMETOK MU OpOPMIIEHHH pelenTta B popMe 3JIEKTPOHHOTO
JIOKYMEHTA.

19. Tlpu odopmiieHun Ha3HauUEHUSI TOTOBOT'O JIEKAPCTBEHHOTO IpernapaTra B perente Ha OyMakKHOM
HOCHUTEJNIe WM perente B (popMe AIEKTPOHHOTO JOKYMEHTa KOJIWYECTBO JEHCTBYIOIIMX BEIECTB
YKa3bIBa€TCs B COOTBETCTBUM C MHCTPYKIMEH MO MEIUIIMHCKOMY MPUMEHEHUIO JIEKApCTBEHHOTO
npenapara. [lonycTUMO yka3bIBaTh J03UPOBKY JIEKAPCTBEHHBIX MPENApaTOB CUCTEMHOIO ACHCTBUSA
(17151 pe30pOTUBHOIO MpHEMa) B TBEPABIX JIEKAPCTBEHHBIX (hopMax (Hampumep, TabIeTKU, MOPOILIKH,
KariCyJybl) Kak CojiepsKaHhe OJJHOTO WIIM HECKOJIBKHMX JIeMCTBYIOIMX BEIIECTB B €AMHUIIAX MAcChl (B



rpamMmax, MIUIHrpammax). JlomycTuMo yKa3blBaTh JO3WPOBKY JIEKAPCTBEHHBIX TMIPENapaToB
CUCTEMHOTO JAeWcTBHUS (i pe30pOTHBHOTO MPUMEHEHHS) B IKHUJIKHX JICKAPCTBEHHBIX (opmax
(HampuMep, PacTBOPBI, CYCIICH3MH) KaK COJCpPKAHUE OIHOTO WM HECKOJbKHX JIEHCTBYIOIIMX
BCIICCTB B CIMHUIAX MAaCChl Ha EIUHUIYY oOBbeMa (HampuMmep, MILIUTPAMM/MUJUTAIATP) C
yKazaHHeM 00111ero oobema JIieKapCTBEHHON (OPMBI.

[Ipu odopmiieHnn Ha3HA4YeHHs JIEKAPCTBEHHOTO Ipernapara MHIWBUIYaJbHOTO HM3TOTOBJICHUS B
peuenTe Ha OyMa)KHOM HOCHUTENE WM perente B (opMe 3JIEKTPOHHOTO JOKYMEHTa KOJIUYECTBO
TBEPJBIX W CBHIMY4YHX (papMameBTHUYECKUX cyOcTaHIui ykaswsiBaeTcs B rpammax (0,001; 0,5; 1,0),
KUJKHUX - B MIJUIMJIUTPaXx, TpaMMax M Karisx.

20. Penentsl Ha OyMaXxHOM HocuTene, B (opMe 3JIEKTPOHHOTO JOKYMEHTa, O(opmiIeHHBIE Ha
penentypaoM Onanke ¢opmber N 148-1/y-88 um mpenHa3HaueHHBIC I OTIYCKA JIEKAPCTBEHHBIX
[pernapaToB, MPEAYCMOTPEHHBIX moAmyHkTaMu 1 - 3 myHkra 9 Hacrosuero [lopsinka,
JNEHCTBUTENLHBI B T€UCHHE 15 qHEH co THS 0OPMIICHHUS.

21. PeuenTsl Ha OymMaXXHOM HOCHUTENE, B (hopMe 3IEKTPOHHOTO JOKyMEHTa, O(QOpPMIICHHBIE Ha
pernentypaoM Omanke ¢opmbel N 148-1/y-04(;1) u nmpegHa3zHAUYECHHBIE AJIST OTIYCKA JIEKAPCTBEHHBIX
IpenapaToB rpaxkaaHaM, ykazaHHbIM B myHKTe 10 Hactosimero Iopsiika, AeiCTBUTEIBHBI B TCUCHHUE
30 mueii co aHA odopMIIEHHS, 32 UCKIIOYEHUEM CiIy4aeB opOpMIIEHHUs pellenTa B COOTBETCTBUU C
nyHkTamu 38 u 39 Hacrosiiero [lopsnka, mpu KOTOpPBIX OH JEWCTBUTENEH B TeueHue 15 nHell co
JtHST 0()OPMIICHHUS.

22. PeuenTsl Ha OyMaXHOM HOcHUTene, B (popMe 3JIEKTPOHHOTO JOKyMEHTa, O(pOpPMIICHHBIE Ha
perentypuoM Omanke ¢opmbel N 148-1/y-04(;1) u nmpegHa3HAUYECHHBIE AJIST OTIIYCKA JIEKAPCTBEHHBIX
npenapaToB TpakJaHaM, JJOCTUTIIAM TIEHCHOHHOTO BO3pacTa, HWHBAIUAAM TIE€PBOWM TPYIIIHL,
IeTSIM-UHBAIUIAM, a Takke TpaxkJaHaM, CTPaJaloluM XPOHUYECKHMMH 3a00JIeBaHUSMHU,
TPeOYIOIMMH JITUTEIBHOTO KYypCOBOTO JICUEHHs, JEHCTBHTENBbHBI B TeueHue 90 mHel co IHs
odopmiIeHHs, 32 UCKITIOUEHUEM CIy4aeB, yKa3aHHbIX B MyHKTax 38 u 39 Hacrosuero Ilopsaka, npu
KOTOPBIX OH JIeMCTBUTENEH B TeueHHe 15 nHel co AHs odopMieHus.

Jns nedeHMs XpPOHUYECKUX 3a00JeBaHUIl yKa3aHHBIM KaTerOpusM TpakKJaH JIEKapCTBEHHBIE
npenapatsl ¢ o(oOpMIEHHEM pelenToB Ha OyMaKHOM HOCUTENle WM pelentoB B (opme
AJIEKTPOHHOI'O JOKYMEHTa MOTYT Ha3HavaTbcs Ha Kypc jedeHus a0 180 queil.

23. PenenTsl Ha OyMaXHOM HOcHTeNe, B (OpMe DJIEKTPOHHOTO TOKYMEHTa, O(OopMIIEHHBIE Ha
penentypHom Onanke Gopmer N 107-1/y w mpegHasHaYeHHBIE IS OTIYCKAa JIGKAPCTBEHHBIX
npenaparoB, NpeayCMOTpeHHbIX MyHKTOM 11 Hactosmero [lopsiaka, neictBuTenbHbl B TeueHue 60
IHEeN co THs oopMIIeHHUS.

HpI/I HAa3HA4YCHHWMU TOTOBBIX JICKAPCTBCHHBLIX IMPEIaparoB W JICKAPCTBCHHBLIX IIPEIIapaToB
WHAVBUAYAIbHOTO H3TOTOBIICHUS TMAallMeHTaM ¢ 3a00JIeBaHUSMHU, TPEOYIOUUMH JUIUTEIHHOTO
KypCcOBOTO JieueHHs, ¢ odopMicHHeM Ha perentypHoMm Oyianke ¢opmbl N 107-1/y pemnenrta Ha
OyMaXHOM HOCHUTENE WIXW B (hOpME DIEKTPOHHOTO AOKYMEHTa YCTaHABIMBAETCS CPOK JCHCTBHS
perenTa B mpejenax J0 0JHOTo roja.

B cmyudae ycraHOBIEHMsS cpoKa JAEWCTBHSA peLENnTa B MpeAeiax 0 OJHOIO roja B peLenTe
npousBoauTcs Haanuck: "Ilo crnenuanbHOMY HazHayeHHIO", 0003HAYAeTCs CPOK ACHCTBUS perenTa
U TIEpPUOJUYHOCTh OTIYCKA JIEKAPCTBEHHBIX IIPENaparoB U3 aNTE4YHOM OpraHu3alud WIn
HHIWBHUYaJIbHbIM OpCAIPUHUMATECIICM, UMCHOIITUM JIMIICH3UIO Ha (bapMaHeBTquCKYIO
NesITeNbHOCTh <14> (ekeHeNleNbHO, eKEMECIYHO U UHBIE TepHo/bl). JIONOTHUTEIBHO 3TO yKa3aHHe
3aBEPACTCA MOANNCBIO MCIAUIIMHCKOI'O pa6OTHI/IKa, a TaKX€ II€4aTbio MC}II/IHHHCKOﬁ opraHru3aln



"Ilnst pertentoB" (s perienita Ha OyMaXKHOM HOCHTENE) WM YCHJICHHOW KBaJM(DUITUMPOBAHHOU
AIIEKTPOHHOM TOANUCHI0 MEIUIIMHCKOTO pabOTHHKAa U JIMIA, YIOJHOMOUYEHHOTO 3aBEpPATh
JOKYMEHTBI OT HMMEHU MEIWIMHCKOW opraHu3anmuu (s pementa B (GopMe 3JIeKTPOHHOTO
JIOKYMEHTA).

<14> Ilyskr 47 yactu 1 crareu 12 @enepanbHoro 3akoHa ot 4 mas 2011 r. N 99-®3 "O
JUIIEH3UPOBAHUK OTACIIbHBIX BHUAOB JesrenabHoCcTH" (mamee - denmepanbHbiii 3akoH N 99-D3)
(Cobpanue 3akonomatenbctBa Poccuiickoit ®enepanuu, 2011, N 19, ct. 2716; 2021, N 27, cr.
5177).

24. PeuenTsl Ha JIEKapCTBEHHBIE IIpenaparhl, BKJIIOYEHHble B nepedeHb [IKY, nna nedenus
HAlMEHTOB ¢ XPOHUYECKUMHU 3a00JIeBaHUSAMH MOTYT O(hOPMIIATBCA Ha Kypc jeueHus 10 60 nHeil.

B cnyuae, xorma xypc nedenusi coctaisier Oonee 30 gHEH, MOMOJHUTEIBHO B pelenTax Ha
OyMaxHOM HocuTene npousBoAutcs Haamuch "[lo chenuanbHOMY Ha3HAYeHHIO", 3aBEpeHHas
MOAMKUCHI0 METUIIMHCKOTO PAaOOTHHUKA M MEYaThI0 MEIUIIMHCKOM opranu3anuu "J{ns peuentos", Ha
perentax B (opMe IIIEKTPOHHOIO JOKyMeHTa mpousBoautcs otMmeTrka "Ilo chenuanbHOMY
Ha3HAUYEHWIO" C TPOCTABICHHWEM YCHJICHHOH KBaJM(HUIMPOBAHHOW SJEKTPOHHOW TOIIMHCH
MEAMIIMHCKOTO PAa0OTHHKA U JIUIA, YIOJIHOMOYEHHOTO 3aBepATh JOKYMEHThl OT HMEHH
MEJIUIIMHCKOW OpraHu3aluu.

25. Pement Ha OymMaXHOM HocuTene B (hopMe DIIEKTPOHHOTO JOKYMEHTa, O(GOPMIICHHBIH C
HapylLIEHUEM YCTaHOBICHHBIX HacTosimuM [lopsiikoM TpeOoBaHMiA, CUNTACTCS HECHCTBUTEIBHBIM.

|l. HazHayeHue JieKAPCTBEHHBIX NMPENapaToB NMPU 0KA3aHUU
MeIMUMHCKOH MOMOIIU B CTAIIMOHAPHBIX YCJI0BHAX

26. HpI/I OKa3aHWU IMallUCHTY M@HHHHHCKOﬁ IIOMOIIM B CTAllMOHAPHBIX YCJIIOBUAX HA3HAYCHUC
JICKAPCTBCHHBIX IIPCIIAPATOB IIPOU3BOANUTCA 0e3 O(l)OpMJ'IeHI/IH penciTa MECANIIUHCKUM pa6OTHI/IKOM
CAWHOJJNYHO, 3a UCKIIFOUCHUECM CIIYYaCB, YKA3aHHBIX B ITYHKTC 27 HaCTOAIICTO HopsmKa.

27. CornacoBaHMe HAa3HAYECHMs JIEKAPCTBEHHBIX IPENApaToB C 3aBEAYIOIUM OTICICHUEM WU
OTBETCTBEHHBIM JIS)KYPHBIM BpaduoM JIMOO APYTUM JIMIIOM, YIIOJIHOMOYEHHBIM IPUKA30M TJIaBHOTO
Bpaua MEIMLMHCKONW OpraHu3alydy, a Takke, I[pU HaJU4uMd, C BpauoM - KIMHUYECKUM
(bapMakos0roM HEOOXOIUMO B CIIydasiX:

1) oHOBpEMEHHOT0 Ha3HAYEHUS MSATU U 00Jiee JIEKapCTBEHHBIX MPENapaToB OJTHOMY MAIlUEHTY;

2) Ha3HAYEHHUS JICKAPCTBEHHBIX MPENapaToB, HE BXOASIINX B NEPEYEHb KU3ZHEHHO HEOOXOIMMBIX U
BO)XHEHIINX JIEKApPCTBEHHBIX MpenapaToB <15>, mpu HETUNMYHOM TEUCHHUHU 3a00JI€BaHUS, HAIMYUU
OCJIO’)KHEHUN OCHOBHOIO 3a00jeBaHHs W (WMJIM) COMYTCTBYIOLIMX 3a00JieBaHUM, MPH Ha3HAYEHHUU
JIEKapCTBEHHBIX MpenapaToB, OCOOCHHOCTH B3aUMOJICHCTBUS U COBMECTUMOCTH KOTOPBIX COTJIACHO
UHCTPYKUUSAM IO HMX HNPUMEHEHHUIO MPHUBOIAT K CHUXKEHHIO 3(PPEKTUBHOCTH U OE30MACHOCTH
bapmakoTepanuu 1 (WIK) O30T NOTEHIIMATIBHYIO ONACHOCTH JUISL dKU3HH U 37I0POBbsS MAIIUEHTA.
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<15> Yactu 1 cratem 60 ®enepambHoro 3akoHa N 61-O®3 (CobOpanue 3aKOHOIATEIHCTBA
Poccuiickoit ®eneparuu, 2010, N 16, ct. 1815; 2020, N 29, ct. 4516).

B yka3zaHHBIX ciyyasX Ha3Hau€HUE JIEKAPCTBEHHBIX IMpernaparoB (UKCHUPYETCS B METUIIMHCKOM
JOKYMEHTAllMM MallMeHTa W 3aBepseTcs MOJNUCHhI0 MEIUIMHCKOTO pPabOTHHUKA W 3aBEIYIOLIETO
oTJielieHneM (OTBETCTBEHHOTO JIeKYPHOTO Bpaya Ui JIPYroro ynoJIHOMOYEHHOTIO JIUIIA).

28. MenuuuHCKU pabOTHUK MEIUIIMHCKONH OpraHu3aluu (€€ CTPYKTYpHOTO MOJpa3esIeHHs ),
pAcIIOIOKEHHOM B CEJIbCKOM HACEJIIEHHOM IyHKTE, OCYILIECTBISET Ha3HAYCHHE JIEKapCTBEHHBIX
IIPENapaToB B CiIyyasX, yKa3aHHbIX B MyHKTax 27 u 29 Hacrosiuero Ilopsaka, eAMHONMYHO.

29. Tlo pemenuio BpauyeOHONH KOMHCCHUU TAIIMEHTaM TPU OKa3aHUU UM MEIAMIIMHCKOW TIOMOIIH B
CTAllMOHAPHBIX YCIOBUSIX HAa3HAYAIOTCS JIGKAPCTBEHHBIC MpErapaThl, HE BKIIOYCHHBIC B MEPECYCHb
YKU3HEHHO HEOOXOIMMBIX M BAKHEHIINX JICKAPCTBEHHBIX MPENaparoB, B cllydyae WX 3aMEHBI W3-3a
WH/IMBUYIbHOW HEMEPEHOCUMOCTH, 110 KH3HCHHBIM MTOKa3aHUSIM.

Pemenne BpaueOHOI KoMUCCUM (PUKCUPYETCS] B MEAULIMHCKON JOKYMEHTAIMK MTAlMEHTa U KypHaje
BpaueOHOW KOMHCCHUH.

30. B cinydasx oOcienoBaHUsl U JIEYEHUs TIpaKJAaHUHA B CTAllMOHAPHBIX YCJIOBUSX B pPaMKax
IPEIOCTABICHUS MEJUILMHCKUX YCIYT Ha BO3ME3/JHON OCHOBE 3a CUET JIMYHBIX CPEJCTB I'pa)/IaH,
CPEACTB IOPUIMUYECKUX JIMI[ U HMHBIX CPEJCTB Ha OCHOBAHHWU JIOTOBOPA, B TOM YHUCIJIE JIOTOBOPA
JTOOPOBOJIBHOTO MEIUIIMHCKOTO CTpaxoBaHus <16>, eMy MOTYT OBITh Ha3HA4YCHBI JICKAPCTBEHHBIC
npenaparbl, He BXOASIIME B IEpeUYeHb KU3HEHHO HEOOXOOUMBIX M BaXKHEMIIMX JIEKapCTBEHHBIX
[IPENapaToB, €CJIM UX Ha3HAUEHUE U IPUMEHEHHE 00YCIIOBICHO MEAUIIMHCKUMHU ITOKa3aHUSIMHU.

<16> Iloctanosnenue [IpaButenscrBa Poccuiickoit @enepannu oT 4 okta6pst 2012 r. N 1006 "O6
yrBepkaeHnH [IpaBui mpenocTaBieHus MEAMLIMHCKUMHU OpPraHU3alMsAMU IUIATHBIX METULIMHCKHUX
yeryr" (CoOpanue 3akoHoaatenbctBa Poccuiickoit @enepanun, 2012, N 41, ct. 5628).

I11. HazHaueHue JieKApCTBEHHBIX NMPENapaToB NPH OKAa3aHUH
NEePBUYHON MEeIUKO-CAHUTAPHOU NMOMOLIH, CKOPO MeIULIMHCKON
MOMOIIY U NAJJIMATUBHON MEJUIUHCKON MOMOIIU

31. Ilpn oka3zaHuM NEPBUYHOW MEAMKO-CAHWTAPHOM IIOMOIIM W NAJJIMATUBHONW MEAMIIMHCKON
MOMOIIM B aMOYJaTOPHBIX YCJIOBUSIX Ha3HAu€HUE JIEKAPCTBEHHBIX IPENapaToB OCYILIECTBIISIETCS
MEIUIUHCKUM PaOOTHUKOM B CIIy4asX TUIUYHOTO TEYEHUs 3a00JIeBaHUs MAallMeHTa HCXOIA M3
TSOKECTH U XapakTepa 3a00JIeBaHMUs.

32. Ha3HaueHue JieKapCTBEHHBIX MpEMapaToB MO PEIICHUI0 BpayeOHOW KOMUCCHHU TPU OKa3aHUHU
MEPBUYHON MEIUKO-CAaHUTAPHOU MOMOIIH, TAJUIMATUBHOW MEIUITMHCKON MTOMOIIH B aMOyJIaTOPHBIX
YCJIOBUSX MPOU3BOAUTCA B CIIyYasx:

1) OOTHOBPEMCHHOT'O HA3HAYUCHUA OJHOMY IANHUCHTY IIATH U Oolee JICKAPCTBCHHBIX NPCIapaToB B
TECYCHHUEC OJHUX CYTOK MJIM CBBIIIC ACCATU HaMCHOBAHWI B TCUCHUE TpUuaAuaTu }IHeﬁ;

2) Ha3HaAueHMs JICKAPCTBEHHBIX MNpEnapaToB MpPHU HETUIIMYHOM TEUYEHUHU 3a00JIeBaHMs, HAIMYUU
OCJIO’)KHEHUH OCHOBHOTO 3a0o0seBaHMs W (WJIM) CONMYTCTBYIOUIMX 3a00jieBaHUM, MPH Ha3HAYEHHUH
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JIEKapCTBEHHBIX MpenapaToB, OCOOCHHOCTH B3aUMOJICHCTBUSA U COBMECTUMOCTH KOTOPBIX COTJIACHO
UHCTPYKIHSAM 10 MX HIPUMEHEHUIO NPUBOAAT K CHIKECHHUIO S(PQPEKTHBHOCTH W 0€30IacHOCTH
JIe4eHMsI MAMeHTa U (WIK) CO34at0T NOTEHIMAIbHYI0 ONACHOCTb JUIS KHU3HH U 3J0POBbs NAIIUEHTA,

3) mNepBUYHOrO HA3HAYEHUS MALMEHTY HApKOTHMYECKMX U IICUXOTPONHBIX JIEKAPCTBEHHBIX
npenapato cnuckoB Il u Il Ilepeuns (B ciiyyae nNpuHATUS PYKOBOJUTENIEM MEIULIMHCKOM
OpraHu3alMi peleHUsT O HEeOOXOAMMOCTH COIJIaCOBaHMsI HA3HAYEHUS TaKUX JIEKapCTBEHHBIX
npernapaToB ¢ BpaueOHOW KOMHCCHUEH).

33. TloBTOpHOE Ha3HAYCHHWE HAPKOTUYECKUX U ICUXOTPOIHBIX JICKAPCTBEHHBIX IpErapaToB
ciuckoB 1l u [l Tlepeunst mpoW3BOMUTCS METUIIMHCKAM PAaOOTHUKOM CaMOCTOSTEIBHO WIIH
€IMHOJIMYHO 0e3 y4acTHsi BpaueOHOW KOMHCCHU IMAalMEHTaM C BBIPAKEHHBIM OOJIEBBIM CHHIPOMOM
M000r0 TeHe3a, HApyIIEHWEM CHA, CyJOPOXHBIMHU COCTOSHHUSIMHU, TPEBOXKHBIMH PACCTPONCTBaMH,
($hoOuIMHU, ICUXOMOTOPHBIM BO30YKICHUEM.

34. Ilpu oxka3aHMM CKOpOM MEIMLIMHCKOM IIOMOIIM JIEKAPCTBEHHBIE IIperapaThl Ha3HAYaIOTCs
MEAMIMHCKUM PpPaOOTHUKOM BBIE3IHON OpHrajbpl CKOpOH MOMOIIM, MEIULUHCKUM pPabOTHUKOM
MEIMIUHCKONW OpraHu3alyy Mpu OKa3aHUM METUIIMHCKON MOMOINM IpaXkaaHaM MpH 3a00JIeBaHUsX,
HECUACTHBIX CIIyyasix, TpaBMaX, OTPABJIEHUSAX U JAPYTUX COCTOSHUAX, TPEOYIOIIUX CPOYHOrO
MEIULMHCKOI0 BMELIATENIbCTBA.

V. HaznauyeHmne JiekapCcTBEHHbIX MPENapaToB rpaskaaHamM, MMeK UM
NPaBo HA 0ecNJIATHOE MOJIy4YeHHe JIEKAPCTBEHHBIX MPeNnapaToB Win
MOJIy4YeHHe JIeKAPCTBEHHBIX MPENnaparoB €O CKUJAKOM, IPH 0KA3aHUH

NMEePBUYHON MEeJUKO-CAHUTAPHON MOMOILIH

35. Ilpu oka3aHuUM TEPBUYHON MEAMKO-CAHUTAPHON TMOMOIIM Ha3HAYEHHE MEIUIIUMHCKUM
pabOTHUKOM HAa OCHOBE KIMHUYECKHX PEKOMEHIAWA W C YYeTOM CTaHJapTOB MEIUIIMHCKOM
nomor <17> JekapCTBEHHBIX MpEmapaToB, OTIYCKAeMBbIX OECIJIaTHO WM CO CKHUIKOM,
rpaKaaHaM, UMEIONUM TIPaBO Ha OOeCIeUeHHe JICKApCTBEHHBIMH IpenaparaMy 3a CYEeT CPEJICTB
OIO/KETHBIX acCCHUTHOBaHUHU (enepanpbHOro Oromkera U OIOKETOB CyOBeKTOB Poccuiickoii
®deneparnyy, ocymiecTBisieTcs Ha perentypHoM Oanke N 148-1/y-04(1).

<17> Crartbs 37 DenepansHoro 3akoHa N 323-®3 (CobOpanue 3akoHOJaTeNbcTBa Poccuiickoid
Oeneparnun, 2011, N 48, ct. 6724; 2021, N 27, cT. 5186).

[Ipu odopmiienun penenta Ha Onanke ¢opmel N 148-1/y-04(;1) Ha OyMakHOM HOCHTENE
0OPMIISIOTCS TBA SK3EMIUISIPa, OAMH M3 KOTOPHIX OCTAETCS B allTeUHOW OpraHW3aIliy, BTOPOU - B
MEIUIUHCKON TOKYMEHTAIMH NallueHTa.

36. HpaBo Ha3Ha4YaThb JICKAPCTBCHHBIC NPCHapaThl I'paxkJjaHaM, UMCIOMNIUM IIPaABO Ha OecraTHOE
MOJIYYCHHUEC JICKAPCTBCHHBIX IMPCTIapaToOB WM IMOJTYYCHHE JICKAPCTBCHHBLIX IMPEIIapaToB CO CKI/IJIKOI\/'I,
TaKXC UMCIOT:

1) MmenuuuHCKHE pabOTHUKH, paboTarolIe B MEIUIIMHCKON OpraHU3alu 10 COBMECTUTENLCTBY (B
npezenax CBoei KOMIIETeHIINN);


https://normativ.kontur.ru/document?moduleid=1&documentid=387929#l437
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2) MeAMIMHCKHE paOOTHUKU CTAllMOHAPHBIX OpraHU3aluil COLMAJIbHOTO OOCITY>KWBAaHUSA IPU
HaJIUYUK JHUIEH3UA Ha OCYLIECTBJICHUE MEIUIIMHCKON JesATeabHOCTH <18>, mpemycMaTpuBaroliei
BBIMOJIHEHHE paboT (OKa3aHWE YCIYr) MO OKa3aHUIO MEPBUYHON MEIMKO-CAaHUTAPHOIN MOMOINU B
aMOyJIaTOPHBIX YCIOBUAX (HE3aBHUCHMO OT BEJOMCTBEHHOMN MPUHAIICKHOCTH);

<18> IlyskT 46 yactu 1 crateu 12 ®enepanbuoro 3akoHa N 99-03 (Cobpanue 3akoHOJATEIHCTBA
Poccutickoit ®eneparuu, 2011, N 19, ct. 2716; 2021, N 27, c1. 5159).

3) MeauuuHCKHME pPAaOOTHUKM  MEIUIMHCKUAX  OpPTraHU3alMif, OKa3bIBAIOIIMX MNEPBUYHYIO
MEIMKO-CAaHUTAPHYIO IOMOlIb, IOABEIOMCTBEHHBIX (elepaIbHbIM OpraHaM HCIOJIHUTEIbHON
BJIACTH WJIM OpraHaM UCIIOJIHUTENIbHON BiacTH cyOobekToB Poccuiickoit @enepanuy;

4) WHAUBUAYAJIbHBIC MPCANPUHUMATCIIN, OCYLICCTBIOIMNUEC MCAUINHUHCKYIO [JOCATCIBHOCTD U
BKJIFOYCHHBIC B PECCTP MCIAUIHMHCKUX OpFaHI/ISaHPIfI, OCYHICCTBIAIOINUX ACATCIIBHOCTL B C(bepe
0013aTeNLHOr0 MCIUILHUHCKOI'O CTpaXOBaHUA.

37. Ilpu Ha3HaueHHM JIEKAPCTBEHHBIX NpenapaToB IpakaHaM, UMEIOIIMM IpaBO Ha OecruiaTHoe
MOJTyY€HHUE JIEKAPCTBEHHBIX MPENapaToB WM MOJyYEHHE JIEKAPCTBEHHBIX MIPENapaToB CO CKUAKOM,
B peLenTe yKa3bIBaeTcs HOMEp TejaedoHa, M0 KOTOpoMYy paOOTHUK alTeYyHOW OpraHM3alud IpU
HEOOXOJUMOCTH MOXKET COIJIacoBaTh C MEIUIMHCKUM paOOTHUKOM 3aMEHY JIEKApCTBEHHOTO
npernapara.

38. Ha3zHaueHne HAPKOTUYECKHUX U MICUXOTPOITHBIX JIEKAPCTBEHHBIX NpenapaToB crimcka Il [epeuns
(32 MCKJIIOYEHHEM JICKapCTBEHHBIX IPENapaToB B BUIEC TPAHCACPMATbHBIX TEPANEBTUYECKUX
CHUCTEM, a TAK)KE JICKAPCTBEHHBIX IIPENapaToB, COAECPKAILNX HAPKOTUYECKOE CPEACTBO B COUETAHUU
C AHTAarOHUCTOM OIMOMUJHBIX pEIENTOpOB) TIpaxJaHaM, HMEIOIIMM MpaBo Ha OecruiaTHOe
MOJTyY€HHUE JIEKAPCTBEHHBIX MPENapaToB WK MOJYYEHHS JIEKAPCTBEHHBIX MPENapaToB CO CKUAKOM,
ocylecTBisieTcss Ha peuentypHom Omanke ¢opmbl N 107/y-HII, k KOTOpOMY OMOJHUTEIBHO
odopmisiercs perent Ha peuentypHoMm Onanke Gopmbl N 148-1/y-04(1) (B 1ByX 3K3eMIUISApax MpH
odopmiIeHHH Ha OyMa)KHOM HOCHUTEJNE).

39. Ha3HaueHHe HapKOTUYECKUX M IICUXOTPOIHBIX JIEKapCTBEHHBIX NMpenapatoB cnucka Il Ilepeuns
B BUJIC TPAHCAECPMAIBHBIX TEPANEBTHUECKUX CUCTEM, HAPKOTHUYECKHX JIGKAPCTBEHHBIX INPETapaToB
cnucka II Ilepeuns, coxepkaliuX HApPKOTHYECKOE CPEJICTBO B COYETAHUU C AHTarOHUCTOM
ONMOMJIHBIX PELENTOPOB, IICUXOTPOIHBIX JIEKapCTBEHHBIX IpenaparoB cmucka Il Tlepeuns,
JIeKapCTBEHHBIX IpenaparoB, BKIIOUeHHBbIX B mnepedeHb [IKY, coxepxamuxcs B MOANyHKTE 2
nyHkta 11 Hactosmero Ilopsaka, mpeaHasHauYSHHbBIE IS JICYCHHS TPAXKIaH, UMEIOIIUX TPaBO Ha
OecrutaTHOE IMOJyYeHHE JIEKAapCTBEHHBIX MPENapaToB WM MOIy4YE€HHUE JIEKAPCTBEHHBIX MpernapaToB
CO CKHUIKOW, OCYyIIecTBIsieTcss Ha penentypHbix Omankax ¢opm N 107-1/y m N 148-1/y-88,
KOTOPBIM JIOMIOJIHUTEIHHO O0(opMIIIeTCsl pelenT Ha peuentypHoM Onanke ¢opmbl N 148-1/y-04(m)
(B IByX 3K3eMILIApax Mnpu oGopMiIeHUN Ha OyMaKHOM HOCHUTEIE).

Ipunoowcenue N 1
K I[lopsioxy naznauenus
JIeKapCMBEeHHbIX NPenapamos,

ym@epofcdeHHOJwy npuKasom
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Munucmepcmea 30pasooxpanerus

Poccuiickoii @edepayuu

om 24 noaops 2021 . N 1094n

KOJINYECTBO HAPKOTUYECKHUX CPEACTB WJIHN
IICUXOTPOIIHBIX BEIIECTB, KOTOPOE MOXKET
BbITh BBIIIUCAHO B OAHOM PEIEIITE

N /o MexayHapogHOE HEIATEHTOBAHHOE @®opMa BBIITyCKa U Komnyectso
HalMEHOBaHNUE HAPKOTUYECKOI'O U JI03UpPOBKa
MICHXOTPOITHOTO JIEKAPCTBEHHOTO
npernapara

1. bynpenopdun + Hanokcon TabneTku 60 TabneTok
cyOnuHrBansHeie 0,2 mr|(ynakoBka, kpatHas N
+ 0,2 Mr 20)

2. bynpenopdun PactBop Ay uabeKkMi, 30 ammyn
0,3 mr/ma 1 mn (ImpuI-TEOOUKOB)

3. bynpenopdun TpaHcaepMaabHbIT
[TaCTBIPh
35 MKr/4gac 20 macTeIpeit
52,5 MKr/49ac 10 nacteipeit
70 MKr/4yac S macTelpen

4. Mopdun PacTBop 11 nHBEKIUH, 20 amITyn
[pacTBOp U1 (ILIpUL-TFOOUKOB)
MO/TKO’KHOTO BBEICHHSI
10 mr/mit 1 ma

0. Koneun + Mop¢un + Hockanun + PactBop miis 20 ammy

[TarmaBepun + Tebaun IOJKOKHOTO BBEICHUS

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

6. Tpumenepuanx TaOnerku 25 mr 50 TabieTok

7. TpumenepuinH PactBop miia nHbeKME 20 amITyn
10 mr/mi 1 M (IIPHUI-TIOOUKOB)
20 mr/mi 1 mi

8. Mopdun TaOnerku (kamncynsl)  |180 TabieTok (kamncyim)

[TPOJIOHTUPOBAHHOTO
el cTBUS

10 mT

30 Mr

60 mT

100 mr

60 TabeTok (Kamcy)
40 TabneTok (Karcyn)
20 TabneToK (Karcy)
20 Tabnerok (karcyn)




200 mr

0. Mopdun TabneTkn
S mr 100 Tabnerox
10 mr 100 TabyieTox
10. Mopdun Karum i1 npuema 4 pnakona
BHYTpb 20 Mr/mi 20 mu
11. Mopdun PacTBop 11 IpuemMa
BHYTPb (MOHOI03bI)
2 Mr/mMi 5 mit 100 amry /3
6 Mr/MJ1 5 M 80 ammy /3
20 Mr/mi1 5 M 30 ammyn /3
12. OxcukonoH + Hamokcon Tabnerkn
[IPOJIOHTUPOBAHHOTO
ITEeCTBUS
5 Mr + 2,5 Mr 100 TabneTok
10 Mmr+ 5 mr 60 TabneTok
20 mr + 10 mMr 40 TabneTok
40 mr + 20 mMr 20 TabneTok
13. [TponmonmndermwmTokcudTUINUIEepuaAnH|{ [ abneTku 3amednsie 20 (SO TabaeTok
MT
14, DeHTaHnI [1nacTeipb
12,5 Mkr/gac 20 rmacTeipeit
25 MKr/4ac 20 macTeIpeit
50 MKr/49ac 10 mmacteipeit
75 MKr/9ac 10 mmacteipeit
100 Mkr/gac 10 nuacteipeit
15. DeHTaHn Cripeil Ha3aJIbHBIN

dakon 50 MKr/mo3a
2,0 mi (10 no3)

3,2 mut (20 m03)

5,0 mi (40 103)
dakon 100 Mxr/mgo3a
2,0 mi1 (10 no3)

3,2 mut (20 m03)

5,0 mi (40 m03)
dakon 200 Mkr/mo03a
2,0 mi (10 no3)

3,2 mut (20 m03)

5,0 M1 (40 mo3)

24 ¢akoHa
12 ¢pnaxoHoB
6 (hakoHOB

12 pnakoHoB
6 QrakoHOB
3 (nakona

12 pnakoHoB
6 QrakoHOB

3 ¢dnakona

Ipunooscernue N 2

K Ilopaoky nasnauenus

JIEKAPCMBEHHbIX npenapamaoe,

VMBEPHCOEHHOM) NPUKAZOM

Munucmepcmea 30pasooxparenus



Poccuiickoti @edepayuu

om 24 nosops 2021 . N 1094n

Cnpasoyno

PEKOMEHJOBAHHBIE K HCITIOJIb3OBAHHUIO

COKPAILIEHUA ITPU O®OPMJIEHUH PELIEIITOB

N | Coxkpaienue [TosnHOE HamucaHnue IlepeBon
n/n

1. J|aa ana 10, IOPOBHY

2. lac., acid. acidum KHCIIOTa

3. |aer. aerozolum 3P 030J1b

4. lamp. ampulla amIrya

5. [aq. agua BOA

6. |ag. purif. aqua purificata BOJIA OUYHIICHHAS

7. |but. butyrum Macyio (TBepaoe)

8. |caps. capsula KarcyJsa

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

10. . Da (Detur, Dentur) Brinaii (Ilycts Beinano, Ilycts
OyJIeT BBIJIAHO)

11. [D.S. Da, Signa Detur, Signetur Brimaii, 0603Ha4b [IycTs Oyaer
BBIIaHO, O003HAYECHO

12. |D.t.d. Da (Dentur) tales doses Brimait (ITycte OyayT BbIIaHbI)
[TaKUe JI03bI

13. (dil. dilutus a3BEJICHHBIN

14. |Div. in p. aeq. [Divide in partes aequales Pa3nenn Ha paBHbIC YacTH

15. lemuls. emulsio PDMYIIBCHSI

16. fextr. extractum PKCTPAKT, BBITSDKKA

17. |in enem. in enemas B MUKPOKJIH3MaXx

18. |F. Fiat (fiant) [Tycth 0Opasyercs (00paszyroTcs)

19. [gran. granulum rpaHyJIbl

20. ot gtt gutta, guttae Karuisl, Karij

21. |gtt. peror. guttae peroralis KaIIH JUIs IpueMa BHYTPh

22. |inf. infusum HacToM

23. |inamp. in ampullis B amMITyJiax

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

25. [in tab. prolong. [in tab(u)lettis prolongatis B TaOJIETKAX C MPOJIOHTUPOBAHHBIM
BHICBOOOKIEHUEM

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

obhd.

BBICBO60)K)1€HI/IGM, HOKpBITI)IX
000JIOUKOM




27. |in tubul. in tubulis B TIOOMKAxX

28. [lin. linimentum ITHHUMEHT

29. |lig. liquor PKUJIKOCTD

30. [lot. lotion ITOChOH

31. |m. pil. massa pilularum ITIOJIbHASE Macca

32. |membr. bucc. membranulae buccales [UICHKHU 3alICYHbIC

33. M. Misce, Misceatur Cwmerait
(ITyctp Oyner cmemano)

34. |mixt. mixtura MHUKCTYpa

35. |N. numero YHCIIOM

36. [ol. oleum MaciIo (GKUIKOE)

37. |past. pasta nacra

38. |pil. pilula, pilulae TUITIOJIS, TTHAJTEOJIN

39. |p. aeq. partes aequales ABHBIC YACTH

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

41.  |pulv. pulvis OPOIIOK

42. (q.s. quantum satis CKOJIBKO MOTpedyeTcsl, CKOJIBKO
HaJl0

43. ., rad. radix KOpEHb

44.  Rp. Recipe BosbpMu

45.  [Rep. Repete, Repetatur [loBTopu (IlycTs Oyner
MMOBTOPEHO)

46. |rhiz. rhizoma KOPHEBHIIE

A7. S Signa, Signetur 0O603Haub (IlycTs OyneT
0003HAYCHO)

48. isem. semen cems

49. simpl. simplex pOCTOM

50. [sir. Sirupus crpon

51. |sol. solutio acTBOp

52. [spr. spray crpeit

53. [spr. nas. spray nasale CIIpel Ha3aJbHbIN

54. |supp. suppositorium CBEYa, CYNIO3UTOPHIA

55. [susp. Suspensio CyCIICH3HS1, B3BECh

56. [tab. tab(u)letta rabyeTKa

57. [t-ra, tinct. tinctura HACTOMKa

58. [tubulis tubulis TFOOMKH

59. [STT Systema Therapeutica TpancaepmanbHast

Transcutanea TepaneBruyeckas Cucrema
60. Jung. unguentum Ma3b
61. |vitr. vitrurn CKJISTHKA

Ipunooscernue N 2

K npuxasy Munucmepcmea 30pasooxpaHenuist

Poccuiickoti @edepayuu

om 24 nosops 2021 . N 1094n



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

MUHMCTEPCTBO 3OpaBOOXPaHeHUd Kon dopwmer nmo OKYI

Poccumickom demepaumm Kon yupexneHusa o OKIIO

MenmMuMHCKasad IOOKYMeHTalWud

HamMeHoBaHMe (wTamil) dopma N 107-1/y

MEeOUIMHCKOM OpTraHM3aLun YTBepXxIeHa IPpUKa30M
MyHMCTEpPCTBA 3OPAaBOOXPAHEHUI
Poccurickonm denmepalmu

orT 24 HOs0psa 2021 . N 1094H

PEUEIIT
(B3pPOCHE, IOeTCKMM — HYXHOE [NOOUEPKHYTH)
"o 20 T.
damMmnima, MHMLUMAJE MMEHM M OTdecTBa (IOCJelHee — [IPM HaJIMuUM)
naureHTa
DaTa poxmeHUA
daMmmsa, MHMLMAJE MMEeHM UM OTUecTBa ([IOocCJelHee — [PM HaJluuum)

Jleyvamero Bpada (Qernbamepa, akKylepKu)




py0O. |kom. |Rp.

py©O. |komo. |Rp.

[Toonucso

M redvaThk Jedalero Bpauda M.II.

(momnmuce Qespauepa, aKylepKu)

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

(HyXHOE NOOUEPKHYTH) (ykasarb

KOJIMUEeCTBO IIHEN)

OBopoTHasa CTOpPOHAa

OTMeTKa O Ha3HadYeHUU
JIEKAPCTBEHHOT'O IpernapaTa
IO PEUEeHMK BpadebHOM KOMMUCCUU

[TpuroToBMI [Iporepun OTnnycTumil




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

MUHMCTEPCTBO 3OPaBOOXPAaHEHUSA Kon dopmer mo OKYI 3108805

Poccumickom demepaumm MemMumHCKaS OOKYMEHTAalMdg
dopma N 148-1/y-88

HammMeHOBaHMe (wTam) YTBepXIOeHa IPpUKa30M

MEOUIIMHCKOM OpIraHu3alum MuHMCTEepCTBa 3IOPaBOOXPAHEHUH
Poccurickonm denmepaumu

HammMeHoOBaHMe (lITaMil) oT 24 HosOps 2021 r. N 109%4H

VHIOVBUOYAJBHOTO NpellpUHMMAaTES

(yxazaTe ampec, HOMEP UM HOaTy JIMLEH3UM,

HaVMeHOBaHMe opraHa I'OCyOapCTBEHHOM BJIACTH,

BHIDABLUIETO JIMLIEH3UIIO)

e U U U UL

PELEIT "o 20 .
(naTa odopmileHMA-peLenTa)

(B3pOCILIM, IeTCKUM — HYXHOE IMONUEePKHYTH)

damMmnmsa, MHMLMAJE MMEHM UM OTUYeCcTBa (IOoCJelHee — [IPM HaJauumuum)
IIalurMeHTa

IHaTa poxXIeHUda

Anpec MecTa XuUTeJbCTBa MM N MeIMIMHCKOM KapTh amMOyJlaTOPHOT'O
InanureHTa, IIoJlydarumero MeIMIMVMHCKYIIO IIOMOIb B aM6yJ'IaTOprIX YCIIOBUMAX

daMumsa, MHMULMAJE MMEeHM UM OTUecTBa ([IocJieIHee — MIPU HaJUuuM)



Jledamero Bpada (denpmmepa, akKyLEepKM)

[loonmce M HnedaThs Jiedyallero Bpada M.II.
(momnucek OQenbpiumepa, akylLepkKH)

PellenT IOEeMCTBUTEJIEH B TeueHUe 15 nHen

OBbopoTHasa CTOpPOHAa

OTMeTKa O Ha3HaUYeHUU
JIEKAPCTBEHHOTO Ipenapara
IO pelleHUd BpaduebHOM KOMMUCCUU

[TpuroToBMII [Iporepun OrTnnycTuil

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

MMHMCTEPCTBO 3IOPaBOOXPaHEHUA YTBEPXIEHA
Poccumickon demepalum MECTO IJid opukasoM MuHMCTEepCTBAa
MTPUXKOIOA <*> 30PpaBOOXPaHEHNA

Poccunickom demepaluun
or 24 HOosbps 2021 .
N 1094H



Tamn

Konm MmMemuuUMHCKOM OpTraHM3alnm

Tamr

Konm mMHOMBMIOYyAJIBHOTO IIpenlnprHMaTeJId

Kon dopmer mo OKYI 3108805

®opma N 148-1/y-04 ()

Kon Kon lcTOUHMK OMHAHCHUPOBaAHMA: |$ OINJATH:
KaTeropmumn HO30JIOTMUECKOM (IOOYEepPKHYTH) (MOOYEPKHYTH)
IrpaxiaH dopmel (o MKE)
1. OdenepalibHBIM OOIXET 1. BecmnjuaTHO
2. Booxer cybwbekTa 2. 50%

Poccumickon denepauum

3. MyHMUMIAJBHEM OnomxeT |3. MHOM %

PEUEIT Cepusa N OaTa odopMyieHU : 20 1.

daMmnmsa, MHMUMAJE MMEHM M OTdUecTBa (IociemHee -
IpY HajluuuM) DalMeHTa OaTa poxIOeHUS



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

CHIMJIC

N noJjmca
006g93aTEeNIbEHOTO
MeIULIMHCKOT'O
CTpaxOBaHUA:

HoMep MeOVUMHCKOMW KapThl NaluyeHTa, [IoJiydanmeTro MeIMIIMHCKYWD TOMOIL B
aMOyJIaTOPHEIX YCJIOBUAX

damMmnsa, WHMLIMAJE MMEHM M OTUeCTBa ([IOoCJjiemHee — IPM HaJWUNUN)
Jevamero Bpaua (benbmmepa, axKymepKu)

Pyb. Korm. 2 -
3
2 e 1 T

[lognuch M HnedvaThb JledalleI'o Bpauda M.II.

(nopnmuce Qespnuepa, aKyWEepKH)

PeuenT pmencrBuTeJieH B TedveHme 15 gHem, 30 maem, 90 mHeml
(HyXHOE NONUEPKHYTH)

———————— (3amonHAeTCAa CHeUMaJMCTOM alTeUYHOM OpraHM3aluM) ———————-

OTHymeHO MO PelLenTy: TopToBOE HaVMMEeHOBAaHUE
1 OO3VPOBKA:

TaTa ornycka: " " 20 1. |[KonmmuecTBO:

[[PUTOTOBMII: [[pOoBEepPMII: OrnycTmi:

(IMHMS OTPHIBA)

Kopemok peuenTypHOTO OJiaHKa Crnoco® MNpUMEHEHUS:
HavMeHOBaHUE [[POOOJXUTEJIBHOCTD oHen
JIeKapPCTBEHHOT'O IIpelnaparTa:
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Ipunoscenue N 3

K npuxa3y Munucmepcmea 30pagooxpanenus

Poccuiickoti @edepayuu

om 24 nosaops 2021 . N 1094n

HOPAJOK O®OPMJIEHUSA PELEIITYPHbBIX BJIAHKOB
HA JJEKAPCTBEHHBIE IIPEITAPATDI, UX YUETA U
XPAHEHUA

l. OdopMmienne pernenta Ha OyMaKHOM HOCUTeJI€e

1. Ha penentypubix Oankax ¢gopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(;1) B 1€BOM BepXHEM
YTy MPOCTABIISETCS MITaMI MEAMLIMHCKOM OpraHu3aliy ¢ YKa3aHHEM ee HauMEeHOBaHUs, ajipeca U
TenedoHa ¢ 1aToi BHIMUCKHU (1aToi oopmiieHHs ) pelienTa Ha JIEKapCTBEHHBIH rpenapar.

JlonmomHUTENbHO Ha pelentypHoM OnaHke (HopMel

N 148-1/y-04(;1) mnpocraBnsercss Kox

MGHHHHHCKOﬁ opranu3allii B COOTBETCTBUHU C OCHOBHBIM roCyaJapCTBEHHBIM PETrUCTPAIHMOHHBIM



HomepoM (nanee - OI'PH).

Cepus penentyproro Omanka ¢opmber N 148-1/y-04(;1) Bkmtodaer kon cyOwekTa Poccuiickoit
@Denepau, COOTBETCTBYIOIIMKA JBYM MepBbIM Idpam OOuiepoccuiickoro kiaaccupuraTopa
00BEKTOB aJIMUHUCTPATUBHO-TeppHUTOpUaIbHOrO neneHus (qaiee - OKATO).

Paspemaercsa usrorasnuBarh peuentypusie 6aanku Gopmer N 107-1/y u popmer N 148-1/y-04(x) ¢
HOMOIIBIO KOMITBIOTEPHBIX TEXHOJIOTHHA.

Peuentypusie Onanku ¢opmbl  popmbr N 148-1/y-88 M3roTraBIMBarOTCAd HUCKIIOYUTEIBHO
TUNOTPAPCKUM CIIOCOOOM.

2. Ha peuentypHbix OnaHkax, oGOpMISEMbIX WHIUBUAYAJIbHBIMUA IPEIIPUHUMATEISIMH,
UMEIOITUMH JIUIIEH3UI0 Ha MEIUIIMHCKYIO JESITeIhHOCTh, B BEPXHEM JICBOM YTy THUIOTPAQCKUM
CrocoOOM WJIM IyTEM IMPOCTaBICHHS IITamIa JOKEH ObITh yKa3aH aJpec WHIUBUAYaIbHOIO
NpeAnpUHUMATEIs, HOMEP M JlaTa JUIEH3MHM, HaMMEHOBAHHE OpraHa rocyJIapCTBEHHOM BIIACTH,
BBIJIABILIETO JINLICH3HIO.

3. Peuentypurie Omanku ¢gopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(;1) 3amnonHsroTCS
MEAMIIMHCKIM PaOOTHUKOM YEPHIIAMHU WIIH MIAPUKOBOH PyYKOU.

4. Jlonyckaercsi opopMIICHHE BCEX PEKBU3UTOB (3a MCKIIOYEHUEM pekBu3uTa "llojmuck sedamiero
Bpaua (moamuchk (Qenpamepa, akymepku'") penentypHbeix OmaHkoB (opmbr Gopmer N 107-1/y,
dopmbr N 148-1/y-88 u dopmbr N 148-1/y-04(11) ¢ ucnonp30BaHruEM MeUaTAIOUINX YCTPOMCTB.

5. Odopmnenne peuentypubix OnankoB ¢opmbl N 148-1/y-04(n) BriIodaer uudpoBoe
KOJMPOBaHUE.

I_[I/I(prBOG KOOAUPOBAHNEC YKA3dHHBIX PCUCITYPHBIX 0J1aHKOB BKJIIOYAET:

1) xoxg menuuuHckod opranmzauuu (OI'PH) wnm koa MHOMBUAYalbHOIO INpeIIpUHUMATENS B
cooTBeTCTBUU ¢ OCHOBHBIM TOCYJIapCTBEHHBIM PETUCTPALIMOHHBIM HOMEPOM HHJMBUIYaIBbHOTO
npeanpunumarens (nanee - OI'PHUII), npocraBnseMplii HpH HM3TOTOBICHMM PELENTYPHBIX
0J1aHKOB;

2) KOJI KaTeropuu Tpax/JaH, MMEIOIIMX IpaBO Ha IMOJyuyeHHE JIEKapCTBEHHBIX IpenapaToB B
COOTBETCTBUU cO craTheit 6.1 DenepampHoro 3akona ot 17 wmroms 1999 r. N 178-®3 "O
roCyJJapCTBEHHOM colmaibHOM nmomomu" <1>, u Koa HO30J0rH4ecKoi GpopmMbl Mo MexayHapoaHOM
CTaTHUCTUYECKOM Kiaccubukanuu Oone3sHell u mpobneMm, CBs3aHHBIX co 3a0poBbeM (10-it
nepecmotp) (nanee - MKDB), 3anosiHseMble JedaliuM BpadyoM IyTeM 3aHECEHHs KaxJoW Hupsl B
IIyCThIE TYEHKH, IIPU TOM TOYKA IIPOCTABIIAECTCS B OTJEIBHOMN STYEHKE;

<1> Co0Opanue 3akoHonatenbcTBa Poccuiickoit deneparuu, 1999, N 29, ct. 3699; 2020, N 52, cr.
8577.

3) ormeTky 00 uctounmke (uHaHcupoBanus ((emepanbHbiii OromKkeT [1], OmKeT cyObekTa
Poccuiickoit ®enepauuu [2], MyHUIHMMaNbHBIA OrokeT [3]) U MpoOLEHTE OIUIATHI perenTa
(6ecrmatho [1], 50% [2], unoit % [3]);

4) mTpUX-KOJA - JONOJHUTENIBHBIA PEKBU3UT (B ClIydae M3TOTOBJIEHUS HAa TEPPUTOPHM CyOBEKTa
Poccuiickoii @enepaiu peenTypHoro 0J1aHka ¢ UCIIOJIb30BaHUEM KOMITBIOTEPHBIX TEXHOJIOTHIA).
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6. B penentypusix 6mankax ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n) B rpade "damunus,
MHHUIHAATBI UMEHH M OT4ecTBa (TOCIIeAHEE - MPH HAJIWYMK) NalueHTa" yKa3bIBaloTca (GaMuivsd,
MHHIMAIbBI MMEHU U OTYECTBA (TIOCIEAHEE - IPU HAIMYMHN) TALUEHTA.

7. B peuentypubix Omankax ¢opm N 148-1/y-88, N 107-1/y m N 148-1/y-04(:1) B rpacde "Iata
pPOXKICHHS" YKA3bIBACTCS JlaTa POKICHUS MAIMEeHTa (YUCIIO0, MECSIII, TO).

HononaurtensHo B peuentypHbix Omankax ¢opmbl N 148-1/y-88 u dopmer N 107-1/y nns nereit B
Bo3pacte 10 1 rona B rpade "JlaTa poxaeHus" yKa3bpIBaeTCS KOJIMYESCTBO MOJIHBIX MECSIICB.

8. B peuentypubix Omankax ¢opmbr N 148-1/y-04(1) B rpadax "CHUJIC" u "N mnommca
0053aTeNIbHOT0 MEIUIMHCKOTO CTPaxOBaHUS'" yKa3bIBAIOTCS CTPAXOBOM HOMEP HHAWBHYabHOTO
nauneBoro cuera rpaxnanuHa B [lencuonnom ¢onzae Poccuiickoit @enepannmu (CHUJIC) (mpu
HAJIMYUU) U HOMEp NOoJIUca 00513aTEIbHOI0 MEAUIIMHCKOTO CTPaXOBaHHUS.

9. B penentypubix Onankax ¢gopmber N 148-1/y-88 B rpade "Anpec mecTa RKHUTEIbCTBA MIIK HOMED
MEIUIUHCKON KapThl NalMeHTa, MOJYy4arollero MEIMIMHCKYI0 TIOMOIIb B aMOyJaTOPHBIX
yclIoBUsAX", yKa3bIBa€TCSl IOYTOBBIM aJ[pec MECTa KUTEIbCTBA (MecTa INpeObIBaHUS WM MecTa
(akTHUECKOro Mpo>KMBaHUS) MAlMEHTa UM HOMEP MEIULMHCKONW KapThl NAllMEHTa, MOJIyYaloLIero
MEAMIMHCKYIO MIOMOILb B aMOYJIaTOPHBIX YCIOBUAX <2>.

<2> [lpuka3 MuHucrepctBa 31paBooxpanenust Poccuiickoin @enepanuu ot 15 nexabpst 2014 r. N
8341 "O06 yTBepkIeHNH YHU(PHUIUPOBAHHBIX (OPM MEIUIIMHCKOMN TOKYMEHTAllUH, UCIIOJIb3YEMbIX B
MEIUIIUHCKIX OPTaHU3AIMIX, OKa3bIBAIOIINX MEAUIIMHCKYIO TOMOIIb B aMOYJIaTOPHBIX YCIOBHUSAX, U
MOpsIIKOB 10 uX 3anosiHeHuio" (nmanee - Ilpukaz N 834H) (3aperucrpupoBaH MHUHHCTEPCTBOM
toctuiun  Poccuiickoit @enepauun 20 ¢despanst 2015 r., perucrpanuonnsii N 36160) c
W3MEHEHUsIMHU, BHECEHHBIMU ITpHKa3aMu MuHucTepcTBa 34paBooxpaneHus Poccuiickon ®enepaunn
ot 9 auBaps 2018 r. N 2 (3apeructpupoBan MunucrepctBoMm roctuiuu Poccuiickoit denepannu 4
anpens 2018 r., peructpaunonssiii N 50614), ot 2 Hos6ps 2020 r. N 1186H (3apeructpupoBan
MunuctepctBom toctuiun Poccuiickoit @enepanun 27 HosiOps 2020 r., perucrpanuonHsiii N
61121).

Vkazanne u aapeca MeECTa XKUTCJIbCTBA U HOMCpPA MEIHUITHHCKOM KapThbl MallMCHTA, IMOJYyYarouIcro
MCIUTUHCKYIO ITOMOIIb B aM6y.]'IaT0pHBIX YCIIOBUAX, HC ABJISCTCA OIIIMOKOM.

B penentypnsix 6mankax gopmer N 148-1/y-04(x) B rpade "Homep MeqUIIMHCKOM KapThl MAIMEHTA,
MOJYYaloIero MEIUIMHCKYI0 IOMOIIb B aMOYyJaTOpHBIX YCJIOBUAX" yKa3bIBaeTCs HOMEP
MEAMIMHCKON KapThl MAllMeHTa, MOJIy4aolero MEAUIIMHCKYIO TOMOIIb B aMOYyJIaTOPHBIX YCIOBUAX
<3>.

<3> IIpuxa3 N 834H.

10. B rpade "damunus, MHULIMATIBI UMEHHU U OTYeCTBa (IIOCTIEAHEE - TP HAJMYKHN) JIEYalllero Bpaya
(penpamepa, axymepku)" peuentypHbix OmankoB ¢opm N 148-1/y-88, N 107-1y u N
148-1/y-04(J1) yKa3bIBarOTCS TIOJHOCTHIO (DaMUITUS, HHUIIMATIBI UMEHH, OT4YeCcTBa (TIOCCIHEe - TIPH
HAJIMYUK) METUIIMHCKOTO pabOTHMKA, HA3HAYMBILETO JIEKAPCTBEHHBIE MpenapaTsl 1 0(OPMHUBILETO
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peIIeTT.

11. B rpade "Rp" peuentypusix OmankoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(m)
YKa3bIBaeTCSI:

1) HauMeHOBaHKE JICKAPCTBEHHOT0 Mpemnapara (MeKIyHapoAHOE HEMATEeHTOBAHHOE HAMMEHOBAHUE,
TpynImmupoBOYHOC WM XUMHUUYCCKOC HAMMCHOBAHUEC, TOPIrOBOC HaI/IMeHOBaHI/Ie) Ha JJaTUHCKOM SA3BIKE
WIK Ha PYCCKOM si3bIKe, ()OpMa BBINMYCKa, JIO3UPOBKA, KOJMYECTBO (YKa3bIBACTCS MPOIUCHIO Ha
penentypaom 6manke hopmel N 107/y-HIT);

2) crmoco®d TpHUMEHEHHs JIEKapCTBEHHOTO IpenapaTa Ha TOCYJapCTBEHHOM si3blke Poccuiickoit
®denepany WM Ha rocy1apcTBEHHOM sA3bIke Poccuiickoin denepanuu U rocy1apCTBEHHOM S3BIKE
pecnyOJIMK U MHBIX s3bIKaxX HapoJoB Poccuiickoit denepanun <4>.

<4> Yactp | crareu 15 3akona Poccuiickoii @enepamun ot 25 oktadps 1991 r. N 1807-1 "O
s3bIKax HaponoB Poccuiickoit ®enepamuun” (manee - 3akon N 1807-1). (BemomocTtu chbesna
HapoauHbix nenyratoB PCOCP u BepxoBHoro Cosera PCOCP, 1991, N 50, cr. 1740; Cobpanue
3akoHo1atenbcTBa Poccuiickoit deneparuu, 1998, N 31, ct. 3804).

13. IIpu opopmieHun penenTypHbIX OJaHKOB 3alpeniaeTcs OrpaHuuMBaThCsl OOIUMH YKA3aHUSAMH,
Hanpumep, "BayTtpennee", "M3BecTHO".

B snekmponnom 0oKkymenme nymepayus nyHKmoe coomeenmcmeyenm oQuuuaibHomy
UCHIOYHUKY.

14. Peuent, odopmiieHHbIi Ha perentypHoMm Omanke ¢opm N 148-1/y-88, N 107-1/y u N
148-1/y-04(11), moanmuchIBaeTCS MEIUIIMHCKUM PAOOTHUKOM U 3aBEPSETCS €ro MevyaThlo.

Penent, oopmiienHslit Ha penentypHoM Onanke ¢opmbl N 148-1/y-88 u popmbr N 148-1/y-04(x),
JIOTIOTHUTEIILHO 3aBEPSAETCS MeUaThio MEAUIIMHCKONW opranu3anuu "1 peuentos".

s penenta, odhopmieHHoro Ha perentypHoM Onanke gopmbl N 107-1/y, nanuuue nedatu "J{ns
penenToB" He ABJsSETCs 00s13aTeIbHBIM.

15. Ha ogaoMm penentypaoM Oianke Gopmbl N 148-1/y-88 u ¢popmer N 148-1/y-04(:) paspernaercs
OCYIIECTBIISITH HA3HAYEHHE TOJIBKO OJIHOTO HANMEHOBAHUS JICKAPCTBEHHOTO Mpernapara.

Ha omnom penentypaom Omanke ¢opmer N 107-1/y paspemaercss OCymIECTBISTh Ha3HAYCHUE
TOJBKO OJIHOTO HAMMEHOBAaHMS JIEKAPCTBEHHOro Impemaparta, oTHocamerocs mno ATX k
antuncuxotudeckum cpencteam (kogq N 05A), ankcuonutrkam (koq N 05B), cHOTBOpHBIM U
cenatuBHbM cpeactBam (kox N 05C), antupenpeccantam (kox N O06A) u He mojjexariero
PeIMETHO-KOJIMYECTBEHHOMY YUeTy, ¥ JI0 TpeX HaMMEHOBaHHUH JIEKAPCTBEHHBIX MPETapaToB - IS
MHBIX JICKAPCTBEHHBIX MPENapaToB, HE OTHECEHHBIX K BbIIeyka3aHHbIM ATX.

16. McnipaBienust B penienTe He JOMYCKAIOTCA.

17. Tlpu opopmiennn perentypHbix 6mankoB popm N 148-1/y-88, N 107-1/y u N 148-1/y-04(i1) Ha
JIeKapCTBEHHbIE MpenapaTrhl, Ha3HAYEHHbIE MO pEUICHHWI0 BpayeOHOW KOMMCCHUHM, Ha 000poTe
perenTypHoro OJaHKa CTABUTCS CIICIIHAIbHAS OTMETKA (IIITaMII).

18. Ha penienrtyprom Gmanke hopmer N 148-1/y-04(;1) BHU3Y UMeeTCS JTMHUAS OTPBIBA, pa3/elisoniast
peLenTypHbIi OJaHK U KOPEILOK.
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Kopemok ot perenta, opOpMICHHOTO Ha YKa3aHHOM pELENTYpHOM OJlaHKE, BBIJACTCS MAallUEHTY
(ero 3aKOHHOMY MpPEACTABUTENI0) B alTEYHON OpraHM3alMM, HA KOPEUIKE JAENIaeTcsl OTMETKA O
HAaUMEHOBAHMHU JICKAPCTBEHHOTO Mpernapara, J03UpOBKe, KOJIMYECTBE, CIOCOOe MPUMEHEHHUSI.

1. Odpopmienue penenrta B gopme 3J1eKTPOHHOIO0 JOKYMEHTA

19. Peuent B (hopme IIEKTPOHHOTO JOKYMEHTA, TOJIUCAHHOTO YCHUJICHHON KBATH(HUIIMPOBAHHON
3JIEKTPOHHOU MOAMKUCHI0, POPMUPYETCS MEAUIIMHCKUM paOOTHUKOM, CBEJICHUS O KOTOPOM BHECEHBI
B (enepaiabHbIl PETUCTP MEIUIMHCKUX PaOOTHUKOB <5>, a TaKKe NMPHU YCIOBHH PETHUCTPALUU
MEAMIIMHCKOW OpraHu3aluu, B KOTOpod odopmisieTcs peuent, B (¢eaepalbHOM peecTpe
MEAWIIMHCKUX OpTaHu3aluii <6> eAMHON TOCYIapCTBEHHON HH(OPMAIIMOHHOW CHUCTEMBI B cdepe
3paBOOXPAHEHUs M TNOJKIIOYEHHS TaKOM MEIMLUHUHCKOM OpraHu3alud K TOCyJapCTBEHHOM
UH(POPMALIMOHHOM cucTeMe B cepe 31paBooxpaneHus cyorekra Poccuiickoit depepanun <7>.

<5> Yacte 4 crateu 91.1 ®enepanpHoro 3akona N 323-d3 (CobpaHue 3aKOHOJATEIHCTBA
Poccutickoit ®enepamuu, 2011, N 48, ct. 6724; 2020, N 29, cT. 4516).

<6> Yacte 4 crateu 91.1 ®enepanpHoro 3akona N 323-d3 (Cobpanue 3aKOHOJATEIHCTBA
Poccutickoii ®enepamuu, 2011, N 48, ct. 6724; 2020, N 29, cT. 4516).

<7> Cratpu 91 u 91.1 ®enepanpHoro 3akona N 323-03 (Cobpanue 3akoHoaTebcTBAa Poccuiickoit
Oenepannn, 2011, N 48, cT. 6724).

20. IIpu odopmieHnn perenta B popme IEKTPOHHOTO JOKYMEHTA Ha JICKAPCTBCHHBIC MPETapaThl,
yKkazaHHble B yHKTax 9 u 11 Ilopsaka Ha3HAueHUS JIEKapCTBEHHBIX MPENapaToB, YTBEPHKIEHHOTO
HACTOALIMM TPUKAa30M, U OTIyCKAaeMble 3a TMOJHYIO CTOMMOCTb, 3aIlOJIHAIOTCS CIEIyIoIIne
PEKBU3HTHI:

1) xon cybOwekta Poccuiickoit @enepann no OKATO, ompeaenstomuil rocyaapCTBEHHYIO
nH(pOpMaAIMOHHYIO CHUCTEMY B cdepe 3apaBooxpaHeHusi cyoObekta Poccuiickoir ®enepanuu, B
KOTOpOi chopMupoBaH perent B popme 3JIEKTPOHHOTO TOKYMEHTA;

2) HaMMEHOBaHUE MEIUIIMHCKON OpraHu3aluy, aapec, TeaeQoH Wid pamMuins, UHULIUAIbl UMEHU U
oTyecTBa (MOCJEAHEE - IPU HAIMYUN) MHIUBUAYATBHOTO MPEIPUHIMATEINS, UMEIOIIEro JULEH3UI0
Ha MEJMIHMHCKYIO JIeATEIbHOCTD, €r0 aJIpec;

3) OI'PH ropuanueckoro nuna (MeaunuHckoi opranmzarnuu) win OI'PHUII muauBuayanbHOTrO
IpeanpuHIMATES;

4) nata odopmiieHus perenta (yKa3plBaeTCs YUCI0, MECSAIL, TOJ);

5) nmata oOkoHYaHMS JeHCTBHUS perenta (PopMUPYETCs TOCYdapCTBEHHON WH(OPMAIIMOHHON
cucteMoil B cepe 3apaBooxpaHeHms cyObekTa Poccuiickoit deneparii B COOTBETCTBUU CO
cpokamu AeicTBus perenToB: 15 queit, 30 queit, 60 gueii, 90 aueii, 1o 1 roga);

6) YHUKaIBHBIM HOMEp perenta (hopMuUpyeTcs TOCYIapCTBEHHON MH(OPMAIIMOHHOW CHUCTEMOW B
chepe 3apaBooxpaHeHus cyobekta Poccuiickoit ®dexepanuu W 0o0eCHeYMBAET OJHO3HAYHYIO
uaeHTU(GHUKAINIO perenTa B ¢popMe 3IeKTpoHHOTO qokymeHTa B couetanuu ¢ OKATO, OI'PH unu
OI'PHUII);
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7) ormetku "Cito" (cpouno) mam "statim" (HememIEeHHO) MPH HEOOXOIUMOCTH CPOYHOTO HITH
HEMEJJICHHOTO OTITyCKa JIEKApCTBEHHOTO Mpenapara NaueHTy;

8) angpec mamueHTa (yKa3bIBaeTCsl MOYTOBBIM aJpec MeCTa KUTEIbCTBA (MecTa NMpeObIBaHUS HIIU
MecTa (PaKTHUEeCKOro NpOXKHBaHMS) C YKa3aHHEM MWHJEKca, HAaUMEHOBaHUS Kpas, o00JjacTu,
pecryOJIMKH, aBTOHOMHOTO OKpyra W MHOTro cyObekTa Poccuiickoit ®enepanuu, HauMEHOBAHHUS
HACEJICHHOT0 IMyHKTa, HAaMMEHOBaHUsS yIUIbI (IpOCHeKTa, Mepeylika, Mmpoes3aa), Homepa goma (c
yKa3aHHEM KOpILyca, IpY HAJIMYMH ), HOMEpa KBapTHUPHI);

9) HOMEp DJICKTPOHHOW MEAMIIMHCKOM KapThl MAalMEHTa B TOCYJapCTBEHHON HH(POPMAIMOHHOM
cucteme B chepe 3apaBooxpaneHus cyobekra Poccuiickoii @enepanumy;

10) pammnust, uMs, OTIECTBO (ITOCIICTHEE - TP HAJTMYMH) TTAIIMEHTA TTOTHOCTHIO;

11) nmara pokaeHusi TanueHTa (yKa3bIBaeTCs YHCIO, MeECAl, TOA), I jaered g0 1 rona
JIOTIOJIHUTEIILHO YKa3bIBAETCS KOJMYECTBO MOJTHBIX MECAIICB;

12) hbamunus, MTHALIMAIB UIMEHHU U OTYECTBA (TIOCIIEHEE - TIPU HAJTMYWHU ) MEAUIIMHCKOTO pabOTHHKA
HOJIHOCTBIO;

13) HauMmeHOBaHWE  JIGKAPCTBEHHOrO  mpemapara  (MEXIYHApOAHOE  HEMaTeHTOBAaHHOE
HAaUMEHOBAaHME, TPYNIHPOBOYHOE MM XMMHUYECKOE HAMMEHOBaHWE, TOPTOBOE HAMMEHOBAHUE),
JI03UPOBKa, (hOpMa BEITYCKa, KOJTHYECTBO (BCE TTO3UITMH YKA3bIBAIOTCS HA PYCCKOM SI3BIKE);

14) cmoco® mpuMeHeHHs JIEKapCTBEHHOTO Ipernapara Ha TOCYAapCTBEHHOM s3bike Poccuiickoii
denepanuy WM Ha rocynapcTBEHHOM sizbike Poccuiickoit denepannu U rocyAapcTBEHHOM S3bIKE
pecryOJIMK ¥ UHBIX SI3bIKax HapoJ10B Poccutickoit deaepannn <8>;

<8> Yactp 1 cratem 15 3akona N 1807-1 (Bemomoctu cbheznma Hapomsbeix aemyratoB PCOCP u
BepxoBaoro Cosera PCOCP, 1991, N 50, ct. 1740; CoOpanue 3akoHoAaTenscTBa Poccuiickoii
Oenepannn, 1998, N 31, ct. 3804).

15) nOKyMeHT, NOATBEPKAAIOIINKA Ha3HAUEHUE JIEKQpCTBEHHOrO Ipernapara I0 pPELEHHUI0
BpaueOHOM KOMHCCUU METUIIMHCKON OpraHu3aluy;

16) oTMeTka O Ha3HAYEHMM JIEKApCTBEHHOTO Ipernapara IO pelIeHU0 BpayeOHOW KOMHCCHU
MEJMIIMHCKOW OpraHu3allid B ClydasiX, yKa3aHHbIX B aOzaune BTOopoM mnyHKTa 6 Ilopsnka
Ha3HAYCHMs JIEKAPCTBEHHBIX IIPEMNApaTOB, YTBEPKICHHOIO HACTOALIUM IIPUKA30M;

17) orMeTka O crenuaibHOM Ha3HAYEHUH JIEKApPCTBEHHOTO Ipernapara (3amojHseTcsl B Ciaydasx,
yKa3aHHbIX B NyHKTax 15 n 24 [lopsiaka Ha3Ha4YEHUs JIEKAPCTBEHHBIX MIPENAPATOB, YTBEPHKIEHHOTO
HACTOALIUM NMPUKA30M);

18) oTMeTKa 0 crenMasbHOM Ha3HAUYEHUU JIEKApCTBEHHOTO Iperapara MalueHTy ¢ 3a00JeBaHUEM,
TPeOYIOLMM JUIUTEIBHOTO KypCOBOTO JIEUEHHUs (3alOJIHAETCS B Cilydae, YKa3aHHOM B MyHKTe 23
[Topsinka Ha3HAueHHUsS JIEKAPCTBEHHBIX MPENapaToB, YTBEPXKIACHHOIO HACTOALIUMM IPHUKA30M) C
IIPOCTaBJICHUEM NIEPUOAUYHOCTH OTITYCKA JIEKAPCTBEHHOTO Mpenapara;

19) npu odopmiiennn perienta B popMe AIEKTPOHHOTO JOKYMEHTa Ha JIEKapCTBEHHBIE MPEMapaThl,
yKa3aHHblE B MOAMYHKTax 2 - 5 myHkta 9 u nyHkre 11 Ilopsnka Ha3HaueHHs J€KAPCTBEHHBIX
MpenapaToB, YTBEPKACHHOTO HACTOSAIINM MPHUKA30M, Tpak/laHaM, UMEIONIUM TIPaBo Ha OecIIaTHOe
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MOJTyYeHHUe JIEKAPCTBEHHBIX MPENnapaToB WK MOJyYeHHE JIEKapCTBEHHBIX MPENapaToB CO CKUAKOM,
3aMOJIHAIOTCS. PEKBU3UTHI, MPEyCMOTPEHHBIE MOANYHKTaMu 1 - 18 HacTosero myHkTa, a Takxke
CJIETyIOIINE PEKBU3UTHI:

a) KaTeropus TpaXkJIaH, HUMEIOIMUX TMPABO Ha IMOJY4YEHUE JICKAPCTBEHHBIX IMpEraparoB B
COOTBETCTBUU €O craTheil 6.1 DenepanmpHoro 3akona ot 17 wmroms 1999 r. N 178-®3 "O
rOCyIapCTBEHHOM COMAIBHOM omotu" <9>;

<9> CobOpanue 3akoHoaatenbcTBa Poccuiickoit deneparuu, 1999, N 29, cr. 3699; 2020, N 52, cr.
8577.

0) xox HO300THYecKOi Gopmbl o MKB;

B) ucTouHuK (puHaHcupoBanus (1 - ¢enepanbHbIil OrOMKET, 2 - OrOMKET cyObekTa Poccuiickoit
®enepanny, 3 - MyHUIUNATBHBINA OIOKET);

r) pa3mep omuiathl (1 - 6ecrnarno, 2 - 50%, 3 - uHOM %);

JI) CTPaxOBOW HOMEpP WHIWBHIYyAILHOTO IUIEBOTO cyeTa TpaxaaHuHa B IleHcrmoHHOM (oHIe
Poccuiickoit ®enepanuu (npu nanuuun) (CHUJIC);

€) HOMeEp IoJIca 003aTeIbHOI0 METUIIMHCKOTO CTPAXOBaHUSI.

21. Ilpu npocTaBieHUHM OTMETKM, yKa3aHHOW B moanyHkre 16 myHkra 20 Hacrosimiero I[lopsinka,
perient B QopMe S3IEKTPOHHOTO JOKYMEHTa IOAMMUCHIBACTCS YCHUJICHHON KBalu(UIIMPOBAHHOM
AJIEKTPOHHOW TMOJMUCHI0 TIpEJICceaTeNsl WM CeKperapss BpauyeOHOM KOMHUCCHH MEIUIIMHCKON
OpraHu3aly, MpU MPOCTABICHUM OTMETOK, yKa3aHHBIX B noamnmyHkrax 17 u 18 mynkra 20
Hacrosimero [lopsiaka, - yCHUJIEHHBIMH KBaJU(UIMPOBAHHBIMU DSJEKTPOHHBIMH  TOAMKUCIMHU
COOTBETCTBYIOIINUX MEIUIIMHCKUX PaOOTHUKOB.

22. Ilo TpeOoBaHMIO NAIMEHTa WM €ro 3aKOHHOIO MpEeACTaBUTENS O(OPMIISETCS 3K3EMILISP
peuenta B (GopMe 3JIEKTPOHHOI'O JOKyMEHTa Ha OyMa)kHOM HocuTesne ¢ oTMeTkoi "JlyOmmkar
AJIIEKTPOHHOTO JOKyMeHTa".

[11. Yuer penrenTypHbIX 0JIAHKOB (32 HCKJIIOYEHHEM pelleNTYPHBIX
0.1ankoB o popme N 107/y-HII "CneunajbHblil penenTypHbIi
0J1aHK'"')

23. Vwuer peuentypubix OmnankoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(x),
M3TOTaBIMBAEMBIX TUIOTPAPCKUM crTocoO0OM (J1anee - penenTypHbie OJIaHKH, TOJISKAIINE YIETY),
OCYIIECTBIIACTCS B JKypHajlax YdeTa, HPOHYMEPOBaHHBIX, NPOILIHYPOBAHHBIX M CKPEMJIEHHBIX

OO CBHIO PYKOBOIUTEIIA n I€4aTbrO MCHHHHHCKOﬁ opraHu3aln 20048 IOAIIMCHIO
HHAWBUAYAJIbHOT'O IPCAIIPUHUMATECIIA, UMCIOLICTO JIMICH3WIO HA MCIUIUHCKYIO ACATCIIbHOCTD.

24. XKypnain yuera peuentypHbix 6mankoB popmel N 107-1/y conepxut cienyromue rpadsr:
1) HOMep MO NOPAIKY;

2) B pazaene "[lpuxon":
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a) laTa perucTpaiuy J0KyMeHTa, IOATBEPKIAI0IIEero MOCTYIICHHE;
0) HOMep U J1aTa JOKyMEHTa, MOATBEPKIA0IIEro NOCTyIIeHnEe, HANMEHOBAHUE MTOCTABIIHKA;
B) 00111ee KOJIMYECTBO MOCTYNHUBIINX PELENITYPHBIX OJIAaHKOB;

I‘) (I)aMI/IJII/ISI, HMHHUIKaJIbl UMCHH U OTYCCTBA (HOCHGI[HGG - Ipu HaJII/I‘H/II/I) H oA Ch OTBETCTBCHHOI'O
MCIULNHCKOI'O pa6OTHI/IKa, IMOJIYUYHMBHIECTO PELCIITYPHEBIC 0JaHKHU OT IIOCTaBIIMKaA,

3) B paznene "Pacxon":
a) JlaTa BBIJJAYM PEIECTITYPHBIX OJIAHKOB;
0) KOJIMYECTBO BBIIAHHBIX PELENITYPHBIX OJIAHKOB,;

B) (amuius, HMHULMAIBl MMEHM M oOT4yecTBa (MOCNIENHEEe - IPU HAJIWYUU) OTBETCTBEHHOIO
MEIUIUHCKOTO PAa0OTHHUKA, MOTYYUBIIETO PELENTYPHbIE OJIaHKY;

F) IoAnucCh OTBETCTBCHHOI'O MCAUMIIMHCKOI'O pa6OTHI/IKa, IMOJIyYHBHICTO PCLCIITYPHLBIC 6J'IaHKI/I;

4) hamuins, MTHULMAIBI UMEHHU M OTYECTBa (IIOCIEHEE - IPU HAIWYMK) U MOANUCH OTBETCTBEHHOTO
MEAMIIMHCKOT0 pabOTHHUKA, BHIJABIIETO PELENTYPHbIE OJaHKU;

5) ocTaToK peuenTypHbIX OJaHKOB.

25. Kypnan yuera peuentypHsix OmaHkoB Gopm N 148-1/y-88 u N 148-1/y-04(x) comepxut
cienyromme rpadbr:

1) HOMep MO OPAIKY;

2) B pasznene "[Ipuxon":

a) 1aTa perucTpaluu JOKyMEHTa, TTOITBEPKIAIONIErO MOCTYIUICHUE;

6) HOMEp U J1aTa JOKYMEHTA, MOITBEPKAAIOIIETO OCTYIIEHHEe, HAMMEHOBAaHUE TTOCTABIIUKA,
B) 00I11ee KOJTMYECTBO MOCTYMUBIIUX PEIENTYPHBIX OJIAHKOB;

T') CepHH U HOMEpa PELENTYpPHBIX OIAHKOB;

1) KOJIMYECTBO PEIENTYPHBIX OJaHKOB IO CEPUSIM;

e) dhaMuius, MHUIMAJIBI UMEHU U OTYeCTBa (TIOCIeTHEeE - IPU HAJTUYUH) U TIOJINMKUCHh OTBETCTBEHHOTO
MEAMIIMHCKOTO PaOOTHHUKA, MOTYYHBIIETO PEIENTYPHbIE OJaHKM OT MOCTABIIUKA;

3) B paznene "Pacxon":

a) J1aTa BbIJJauM PELENITYPHBIX OJIaHKOB;

0) cepuy U HOMEpA BbIJIAHHBIX PELETITYPHBIX OJIAHKOB,;
B) KOJIMUECTBO BBIJJAHHBIX PELENTYPHBIX OJAaHKOB;

r) ¢amwinsg, HWHULOUAIBI MMEHH W OTuecTBa (IOCHeAHEe - MpPU HAJIMYMU) OTBETCTBEHHOI'O
MEIUIIUHCKOTO Pa0OTHHUKA, MOTYYUBIIErO peUENTypHbIe OJIaHKY;

I[) IoAIIMCh OTBETCTBCHHOT'O MCIUIIMHCKOT'O pa6OTHI/IKa, MOJIYUYMBLICTO PCUCIITYPHBIC 6J'I3.HKI/I;

4) pamunus, MHUIMAIBI UMEHU U OTYECTBA (TOCeIHee - IPU HaJIUYKU) U TOJIHCh OTBETCTBEHHOTO
MEIUIIUHCKOTO Pa0OTHHUKA, BBIIABIIETO PELENTYPHbIE OJIaHKHU;



5) OCTaTOK pelenTypHBIX OJIAHKOB.

26. Yuer peuentoB, OQOPMICHHBIX B (OpME HIEKTPOHHOIO JOKYMEHTA, OCYILECTBIISIETCS B
roCyJJapCTBEHHON MH(POPMALMOHHON cHucTeMe B cdepe 3apaBooxpaHeHHs cyObekra Poccuiickoit
@denepauy  MOCPEJICTBOM BEICHMSI €IMHOIO peecTpa peuenToB, OQOpPMIIEHHBIX B (opme
9JICKTPOHHBIX JOKYMCHTOB.

V. Xpanenne penentypHbIX 0JIAHKOB (32 HCKJIIOYEHHEM
peuentypHbix 0aHkoB o ¢gopme N 107/y-HII "CneunajbHbli
peuenTypHbIi 0J1aHK'")

27. MeauuMHCKHE OpraHu3alldy IOJIy4al0oT HEOOXOJIMMBbIe pelenTypHble OlaHku, o(opmiieHHBIE
TUNOTpaCKUM CcrIocoOOM, uepe3 TeppUTOpPHATIbHBIC OpTaHbl YIPaBJICHUS 31PaBOOXPAHCHUEM WIIH
OpraHMu3aly, YIOJIHOMOYEHHbIE Ha JTO OpraHaMH WCIOJIHUTEIbHOW BIACTH CYOBEKTOB
Poccuiickoit @enepanuu.

28. PenentypHble OJaHKU, MOAJIEKAIINE YUYETY, XPAHSITCS OTBETCTBEHHBIM JIMIIOM, Ha3HAUYEHHBIM
PYKOBOJUTEIIEM METUITMHCKOW OpPTaHU3allMd, B 3allMPacMOM MeTajutmdeckoM mkady (ceride) mmm
METAJUINYECKOM SIIUKE.

29. nauBuayanbHBIA MpeANpPUHUMATETh, UMEIOIINI JIUIIEH3UI0 HA MEAUIIMHCKYIO JESTeNbHOCTD,
XPaHUT PEIeNTyPHBIE OJIAHKH, MOJICSKAIUE YUETY, B 3aITUPAEMOM MeTaJTu4IeckoM mkady (ceide)
I METAJUIMYECKOM SIIUKE.

30. TlpoBepka coOCTOSHMSI XpaHEHHS, ydeTa, (PaKTHYECKOTO HAJIWYUS M Pacxojia pelenTypHBIX
0JIaHKOB, MOJUIeKAIIUX YYeTy, OAMH pa3 B KBapTaj OCYLIECTBISAETCS KOMHCCHEW, CO3/IaHHOM B
MEJIUIIMHCKOW OpraHu3aluu.

31. Peuentypubie OnaHku, odopmisieMble Ha OyMaKHOM HOCHUTENE M TOJIEKAIIUe YUery,
BBIIAIOTCS  MEAMIIMHCKUM  pabOTHHKaM, HMEIOIMMM TMpaBo O(OpMIIEHUS pEelenToB, IO
pacnopsKEHHIO TJIaBHOTO Bpada UM €ro 3aMECTUTEIIS.

HOJ'Iy‘lCHHBIe peuCUTYPHBIC OlaHkM Ha 6YM8.)KHI>IX HOCUTCJIIX XPAHATCA MCEAULIUHCKUMU
pa6OTHI/IKaMI/I B ITIOMCHICHHUAX, 06€CH€‘II/IBaIOHH/IX X COXPaHHOCTb.

32. IIporpaMMHO-TEXHHUYECKHE CPEICTBA TI'OCY/IapCTBEHHBIX HMH(OPMAIIMOHHBIX CHCTEM B cdepe
3/[paBOOXPAaHEHMs, MEIUIMHCKUX HMH(OPMAIIMOHHBIX CHCTEM MEIUIMHCKUX  OpraHu3aIui
o0ecrieunBarOT XpaHEHHWE DJIIEKTPOHHBIX pELENTOB, O(QOPMIEHHBIX B (OpME 3IIEKTPOHHBIX
JIOKYMEHTOB B TEYEHHE CPOKOB, YCTAHOBJEHHBIX /ISl XpAaHEHMs pELENTOB, OQOPMIIEHHBIX Ha
COOTBETCTBYIOIIMX (popMax pelenTypHbIX OJIaHKOB Ha OyMaXHOM Hocurese <10>.

<10> HoamyHkT 5.2.169 Tlonoxenuss o Munucrepctee (CoOpaHue 3aKOHOIATEIbCTBA Poccuiickoit
Oenepanun, 2012, N 26, ct. 3526; 2021, N 43, ct. 7258).

Ipunooscenue N 4
K npuxaszy Munucmepcmea 30pasooxpaHeniist

Poccuiickoti @edepayuu
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om 24 nosops 2021 . N 1094n

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

MUHMCTEPCTBO 3OpaBOOXPaHeHUd Kon dopwmer nmo OKY[I

Poccumickom demepaumm MemMumHCKaAS OOKYMEHTAalMd
dopma N 107/y-HII,
YTBEPXIEeHHasa IIPUKAa30M
MuHMCTEpCTBa 3OPaBOOXPAHEHUH

mTaMlI MEOMLUMHCKOM OpTaHM3aluu Poccurickonm denmepaumu

or 24.11.2021 N 1094H

PEIEIT
Cepusa N
" " 2 O I‘
(DaTa BHIMCKM peLenTa)
(B3pOCHEI, IOeTCKMM — HYXHOE MOOUEePKHYTH)

damMmnima, mMsa, OTUYECTBO (IIOCJelHee — IPM HaJIU4dUM)

naumMeHTa

BospacT

Cepusa M HOMEP OOJIMCa 0083aTeJIbHOTO MEeIMIMHCKOTO CTpaxOBaHUA
HomMep MeIMUMHCKOM KapTH

damMmnima, mMsa, OTUECTBO (IIOCJelHee — IPM HaJIUdUM)

Jleyvamero Bpauda (Qernbamepa, akKylepKu)

[loonmuce M JMUYHasd IIedaThb Bpada
(nopnmuce Qenpruepa, aKyLepKu)




damMmnmAa, M4, OTUYeCTBO (mocnenHee - Inpn HaJIUYUL) n IIOOIIVIChb
YIIOJIHOMOYEHHOTI'O JIMlla MEeOULMHCKOM OpTraHVM3alnm

M.II.
OTMeTka aNTedHOM opraHmMs3auuy o0 OTIyCKe
dammnmsa, ¥MMsa, OTUYECTBO (IocjenHee - T[OPM  HaJluMuMM) M [DOIONMCH
PaboTHMKa alTedYHOM OpTaHM3aluu

M.II.

Cpokx gnmemcTBMA peuenta 15 nHen

Ipunooicernue N 5
K npuxa3y Munucmepcmea 30pagooxpanerus
Poccuiickoii @edepayuu

om 24 nosops 2021 . N 1094n

HOPAIOK U3T'OTOBJEHUSA, PACITPEJAEJEHUA,
PEI'UCTPAIIUU, YUETA U XPAHEHUS PELIEIITOB,
COAEP/KALHINX HASBHAYEHUE HAPKOTUYECKHUX

CPEACTB WM IICUXOTPOIIHBIX BEILIECTB

|. IlopsAAOK U3TrOTOBJICHHS, pacTipeAe/JIeHUs CIelHAJTbHBIX
penentypHbIx 0j1ankoB o ¢gopme N 107/y-HII

1. Opranu3anuio U3roTOBJIEHUS U pacupeeNeHus penentypHsix OnankoB o ¢gopme N 107/y-HII
"CrneunanbHbI pelenTypHbIi OaHk" (ajnee - crenuanbHbl PeLEeNTypHBIM 0JIaHK) OCYIIECTBISET
MunucTtepcTBO 3apaBooxpanenus Poccuiickoil @eneparun (nanee - MUHUCTEPCTBO).

2. CnenuanbHble peLenTypHble ONaHKU SBISIOTCS 3alIMIIEHHONW MONMUrpaduueckoi MpOIyKIUeH
ypoBHs "B", u3roraBnuBaemoit Ha Oymare po30oBoro 1sera pazmepom 10 cm X 15 cm, 10KHBI UMETh
CEpUI0 U HOMEp, a TaKKe COOTBETCTBOBATh TPEOOBAaHMAM, YKa3aHHBIM B NpHKa3ze MHHHCTEpCTBA
¢unancoB Poccuiickoit ®eneparuun ot 29 centsops 2020 r. N 2171 "OG6 yTBepxaeHUU
TexHuyeckux TpeOOBAHUN U YCIOBUN M3TOTOBIICHUS 3AIUIICHHON OT MOJIETIOK MOIUTrpadudecKoi
npoaykiuu" (3apeructpupoBaH MuHHcTepcTBOM foctunm Poccuiickoit ®enepanun 16 HOsIOps
2020 r., peructparmonsbiii N 60930).

3. B mensx opraHu3anuu M3rOTOBJICHUS W paclpe/esieHHs] CIeNHaIbHBIX PELEenTypHBIX OJaHKOB
MEJIULMHCKUE OPraHU3alU1, UMEIOIIUE NIPAaBO OCYILECTBIIATh BbIayy PELENTOB Ha HAPKOTUYECKUE
CpelcTBa WM NICUXOTpoIHbIe BenlecTBa cnucka Il [lepeuns u 3apeructpupoBanHble B Poccuiickoi
@denepanul B KayecTBE JIEKAPCTBEHHBIX IPENapaTroB JUIsi MEAMLMHCKOTO NpUMEHeHHs (lanee
COOTBETCTBEHHO - MEJIMLIMHCKAsl OpraHu3alus, HApKOTUYECKHM (IICUXOTPONHBIN) JIeKapCTBEHHBIN
npernapar), COCTaBIISIOT 3asBKH Ha pelieNTypHbIe OJaHKH.
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4. B cpok 10 1 OKTAOps TEKyIIero rojaa 3asBKM MEIUIIMHCKUX OpTaHM3aIliii Ha CIICIHAIbHBIC
perenTypHble OJaHKU MPEICTABISIOTCS:

1) MEIUIMHCKUMHU OpraHW3alUsIMH, HAXOMAINUMUCS B BeIACHUHM (eJepalbHBIX OpraHOB
MCIIOJTHUTENIbHOM BJIACTH, - B COOTBETCTBYIOIIKE (heiepaibHble OPraHbl HCIIOTHUTEIbLHON BIACTH;

2) MEOUIMHCKUMHU OpTraHM3aIMsIMH, HaxOJAIIMMUCSI B BeACHHH CyOBeKTOB Poccuiickoii
Qdenepauny, MEIWLIUHCKUMU  OpraHU3alMsIMU  MYHUUUIAIBHOM M YaCTHOM  CUCTEM
3/IpaBOOXpPAHEHUs] - B OpraHbl HCIOJIHUTENBHOW BiacTu cyObekToB Poccuiickoit denepannu B
cdepe OXpaHbl 3I0pPOBbs TPaKJIaH, HA TEPPUTOPUU KOTOPBIX OHHM PACIIONIOKEHbI (Jajiee - OpraHsbl
UCTIOJIHUTENIbHOW BiacTu cyobekToB Poccuiickoit @enepanun).

5. B 3asdBKe MEIMIMHCKON OpraHu3alliy Ha CIELUalbHbIE PELENTYpHbIE OJAHKU YKa3bIBAIOTCS
CIIEYIOLIHE CBEICHHUS:

1) cBeneHMss O MEQUIIMHCKOM OpraHu3allvy, NOJABUIEM 3asiBKY Ha CHELUAJIbHBIE pELENTypHbIE
6s1aHKH (IT0JIHO€ HAMMEHOBAHUE, aJPEC MECTa HAX0XKJICHHS);

2) KOJMYECTBO CIELUAIbHBIX pPELENTYPHbIX OJIAHKOB, M3PACXOJOBAaHHBIX MEIUIIMHCKOM
opraHusanueil Ha 1 sHBaps IpeIIIeCTBYIOLIETO IoAa;

3) KOJIMYECTBO CHEIHATBHBIX PELENTYpPHBIX OJaHKOB, HEOOXOIUMBIX MEIUWLMUHCKON OpraHu3aluu
Ha CIEIYIOLINMI TOI.

3asiBKa MEIUIIMHCKOW OpraHM3allid Ha CIEIHAIbHbIE pPEIEnTypHble OJIAHKU TMOJMUCHIBACTCS
PYKOBOJUTENIEM METUIIMHCKOM OpraHu3aliu, KOTOPbI HECeT MEPCOHAIBHYI0 OTBETCTBEHHOCTH 3a
000CHOBAHHOCTH U JOCTOBEPHOCTh YKa3aHHBIX CBEACHUH.

6. denepanbHble OPraHbl UCIIOIHUTENBHONW BJIACTH, B BEJICHUU KOTOPBIX HAXOIATCS MEAUIMHCKHE
OpraHmu3aIyu (naiee - GpeaeparbHble OPraHbl UCIIOTHUTEILHOM BIIACTH), U OPTaHBI UCTIOTHUTEILHOM
BracTu cyobekToB Poccuiickoit denepanvu Ha OCHOBAaHUU 3aBOK MEIUIIMHCKUX OpPTaHM3alui Ha
CIelMaIbHbIE PelenTypHbIe OJaHKU (POPMUPYIOT CBOJHBIC 3asBKU Ha CIEIUATBHBIE PEIENTYPHBIC
OJlaHKH U B CPOK 710 1 1ekaOpsi TeKyIIEero rojia mpeacTaBisitoT uX B MUHUCTEPCTBO.

7. B cBOOHOM 3asBKE Ha CIICLMAJIbHbBIC PCUCIITYPHBIC OJIaHKH YKa3bIBAOTCA CICAYIOIINUEC CBEACHUA:

1) cBenenust o eneparbHOM OpraHe UCHOJHUTEIHLHON BIACTH (OpraHe MCIOJHUTEIBLHOW BIACTH
cyorekta Poccuiickoit ®enepaiuu), TMpeACTaBUBIIEM CBOJHYIO 3asBKy Ha CHEIHalbHbIE
peuentypHbie O1aHKK (TIOJTHOE HAMMEHOBAHUE, aIPeC MECTa HAXOXKIEHHUS);

2) KOJWUYECTBO CIEIHAIBHBIX PEHENTYPHBIX OJaHKOB, paclpeneleHHBIX (eaepaTbHBIM OpraHOM
UCTIOJIHUTENIbHOW BIAcTH (OpraHOM MCIIOJHUTEIbHOM BiiacTH cyObekTa Poccuiickoit denepanyn) Ha
| ssHBaps mpeamecTBYIOMEro rojla MeXAy MEIUIIMHCKAIMA OpPraHU3alUsIMU;

3) KOJMYECTBO CHELUANbHBIX PELENTYpHBIX OJaHKOB, HEOOXOAUMBIX (eaepaJbHOMY OpraHy
MCIIOJTHUTENIbHOM BJIacTH (OpraHy MCHOJHUTENbHOM BiacTu cyobekTa Poccuiickoit denepanuu) Ha
CJIEYIOIIMN IO/ IS paclpeieeHHs] MEXKAY MEAULIMHCKUMH OpraHUu3alusIMu;

4) cBemeHuss O TMOJBEAOMCTBEHHOW OpraHM3alluy, YIOJIHOMOYEHHOW (eaepaibHbIM OpraHOM
MCIIOJTHUTENIbHOM BJIacTH (OpraHoOM MCIIOJIHUTENbHOM BiacTu cyOwbekTa Poccuiickoit denepanyn)
OCYILECTBIISATh NOJTYYEHHE CHEeUaTbHBIX PEEeNTYpHBIX OJaHKOB OT MUHHUCTEPCTBA, UX XpaHEHHE U
BBIJIaYy MEIUIIMHCKMM OpTaHW3alusM (ITOJIHO€ HAMMEHOBAHME, aJpec MecTa HaXOXKICHHS,
WHH/KIIIT, OKTMO opranu3anuu, (pakTudeckuii aapec MoCcTaBKM).

8. Ha ocHOBanmmu IMOJIYUYCHHBIX CBOJHBIX 3adBOK Ha CIHCOHAJIBHBIC PCUCITYPHBIC OJIaHKH



MUHHCTEPCTBO €KEroIHO B CPOK 110 15 siHBaps cieaytomiero roga GopMUpPYeT U YTBEPKAAET IUIaH
pacrpenenieHusi CIEIUANBHBIX PEHENTYpPHBIX OJIAHKOB, B KOTOPOM OTpPa)KaeTcs TOA0Bas
norpebHocTh Poccuiickoit denepanyyu B cnelMaibHbIX PELENTYypHBIX OjaHKax (Jajnee - IJIaH
pacnpezneneHuss MuHucCTepCTBa).

9. B nane pacnpeznenenuss MUHMCTEPCTBA YKa3bIBAIOTCS CIAEAYIOLINE CBEICHUS:
1) mOpsIAKOBBIN HOMED 3aIKCH;

2) HauMeHOBaHHE (elepalbHOrO OpraHa HCIOJIHUTENbHOM BIacTH (OpraHa HCIOJIHUTEIbHOM
Blactu cyobekra Poccuiickoii denepaiuu), npeacTaBUBIIETO CBOAHYIO 3asiBKY Ha CIICLIMAJIbHbBIC
pelentypHble OJaHKu;

3) HEOOXOAMMOE KOJIMYECTBO CHIEUAIBHBIX PELIENITYPHBIX OJIaHKOB.

10. HampaBneHue crieuaibHBIX PEUENTYPHBIX OJaHKOB (eiepaabHbIM OpraHaM HCIIOJHUTEIbHON
BJIACTH, OpraHaM HCIHOJHHUTEIbHON BiacTH cyObekToB Poccuiickoit denepanuu ocyuiecTBiseTcs
MuHHCTEPCTBOM B KOJIMYECTBE, IIPEyCMOTPEHHOM IIJIAHOM paclpezesieHuss MuHucrepcrsa.

11. MuHHCTEpPCTBOM JOINOJHUTEIBHO K KOJMYECTBY CHELMAIbHBIX PELUENTYPHbIX OJaHKOB,
NPEeIyCMOTPEHHOMY IUIAHOM pachpezeneHuss MuHucTepcTBa, (OPMHPYETCS PE3epBHBIN 3arac
CHeLMalbHbIX PELENTYpPHbIX OJIAaHKOB B KoiuyecTBe, He mpesblmaromeM 150 000 cnenmanbHbIX
peuenTypHbIX OJaHKOB.

12. B ciydae yBenu4yeHHs TOTPEOHOCTH B CIIEHMANBHBIX PEIENTYpPHBIX OJlaHKaxX (enepaabHbIe
OpraHbl HCIOJHMUTEIBHOM BiacTu (OpraHbl MCIOJHUTEIBHOM BiacTH CyObekTOB Poccuiickoii
@®enepanyii) HaNpaBIsIlOT B MHUHHUCTEPCTBO CBOJHBIE 3asiBKM HA JIONOJHHUTENIBHOE KOJIMYECTBO
CHeLHaIbHbBIX PELENTYypHBIX OJaHKOB (C 00OCHOBAHUEM YBEIMYEHUS MOTPEOHOCTH B CHELMATbHBIX
pelenTypHbIX OJlaHKaX), KOTOpbIE NPEIOCTABIAIOTCS MUHHCTEPCTBOM M3 PE3EPBHOTO 3araca
CHeLHalIbHbIX PELENTYPHBIX OJaHKOB.

13. ®enepanbHble OpraHbl UCIOJHUTEIBLHON BIAacTU (OpraHbl UCHOJHUTENBHON BIacTU CyObEKTOB
Poccuiickoii ®eneparun) pacupeaessioT MoJyuyeHHbIE CIeIHaTbHble PeleNTypHbIe OJaHKU MEXIY
MEAMIMHCKUMHU OpraHU3alMsIMd Ha OCHOBAaHMM IUIAHOB paclpeleNeHus, CPOPMUPOBAHHBIX B
COOTBETCTBUHU C 3asBKAMU MEIUIIMHCKUX OpTaHU3alMii Ha clielMabHbIe peleNTypHbIe OJIaHKH.

I1. lTopsimok perucrpanum, y4era U XpaHeHHs CIIeHHATbHBIX
penentypHbix 0j1aHkoB o ¢gopme N 107/y-HII

14. MuHucTepcTBO, HHble (eAepalbHble OpraHbl HCHOJHUTEIBHOM BIACTU M OPraHbI
UCIIOJIHUTENIbHOM BiacTu cyobekToB Poccuiickoil denepanyy OpraHu3yoT XpaHeHUe CreUalbHbIX
pelenTypHbIX OJaHKOB B IOABEIOMCTBEHHBIX OpraHU3alMsX, YIOJHOMOUYEHHBIX OCYLIECTBIAThH
MOJy4YeHUE CIEeUUaTIbHBIX PEHEeNTypHbIX OJIaHKOB OT MUHHCTEPCTBA, MX XpaHEHHE U BbLIAUy
MEAMIMHCKUM OpraHu3alusiM (Jajee - yIoIHOMOYEHHAs: OpraHu3alius).

15. B ynoJiHOMOYEHHON OpraHu3alMi U MEAUIMHCKON OpraHW3allyy, MOJYYMBIIEH ClelualbHbIe
perenTypHble OIaHKHU, OPTAaHU3YETCsS PETUCTPAIMS, YUeT U XpaHEHUE CHEIHAbHBIX PEeIenTyPHBIX
0JIaHKOB.

Perucrpamusi, y4er M XpaHEHHE pE3EpBHOIO 3araca CHENMATbHBIX pPELENTYpHbIX OJIaHKOB
MunucTepcTBa OCyllecTBIseTcs (efepaTbHbIM TOCYAAPCTBEHHBIM OIOJKETHBIM YUpPEXICHUEM,
HaxoJsIIMMCA B BeleHUM MuHuUCTepcTBa (/ajee COOTBETCTBEHHO - DPE3EpBHBIN  3arac,



MOABEOMCTBEHHOE YUPEIKICHHUE).

16. PaboTHWK, Ha3HAYEHHBIH TPUKA30M PYKOBOJMTENS YIOJHOMOYCHHOW OpraHU3aIluf
(YIOJIHOMOYEHHON  OpraHu3allyd, IOABEIOMCTBEHHOI'O  YUYPEKIEHMsS]) OTBETCTBEHHBIM 32
PETrUCTpalMI0, XPAaHEHHE M YYeT CHElHAbHBIX PELEeNTYypHbIX OJaHKOB (J1ajgee - OTBETCTBEHHBIM
pabOTHUK), HAa OCHOBAaHUH JOBEPEHHOCTH, OQGOPMIIEHHOW B TMOPSAIKE, YCTAHOBJICHHOM
3akoHoAaTenbcTBOM Poccuiickoit @enepanuu (C MOANHUCHIO PYKOBOAUTENS YIOJTHOMOYEHHOM
opraHu3anuy (yHmoJHOMOYEHHOM OpraHu3aluy, I[OABEAOMCTBEHHOIO YYpEXJIEHUs), TJIaBHOIO
OyxranTepa, 3aBEpEHHBIX KPYIJIOW Ie4aThblo), MOJYy4yaeT ClelHaIbHble pelenTypHble OJIaHKH U
OCYILIECTBIISICT BEJICHHE XXYpPHaja PErMCTPAIlMM W y4yeTa CIEeHUANbHBIX PElEeNTypHBIX OJaHKOB, K
KoTopoMy Tmpuobmaer (Horo- u (WIM) BHAEOMATEepUabl, MOATBEpKIarImue Gakt odopMiIeHUs
peLenTypHbIX OJaHKOB Ha AOMY (IIPU HAJTMYHH).

17. Xypuan peructpauud M yuyeTa CHEIHUAIBHBIX PELENTYpPHBIX OJaHKOB JOJKEH ObITh
IIPOHYMEPOBAH, MPOLIHYPOBaH, UMETh Ha MOCJIEIHEN CTPAHULE 3aIUCh, COAEPIKALLYI0 KOJIUYECTBO
CTpaHUIl, MOJIHOE HAMMEHOBAaHWE YIMOJHOMOYEHHOH oOpraHu3anuu (MEIUIIUHCKON OpraHu3alluH,
MOJIBEJOMCTBEHHOI'O YUPEXJIEHHUSA), a TAKKE CKpPEIUJIEH IOJIMUCHI0 PYKOBOJIUTENS M IEYaThIO
YIOJTHOMOYEHHOH Oopranu3anuu (MeIUIUHCKON OpraHu3alyi, OBEOMCTBEHHOTO YUPEKACHUS).

KypHan peructpauud © yueTa CHEHUAIBHBIX PELENTYpHBIX OJaHKOB pPE3epPBHOIO 3amaca
MuHnucTepcTBa CKPEIUISIETCS TAK)KE MOJIMUCHIO TUPEKTOpa (B Cllydae €ro OTCYTCTBUS - 3aMECTUTENS
nupekTopa) JlemapraMeHTa peryiupoBaHUS OOpalleHUs JICKAPCTBEHHBIX CPEICTB M MEAUIIMHCKUX
n3aenuii MuHHCTEPCTBA U NeYaTbi0 MUHUCTEpPCTBA.

18. B KypHaJIE perucrpanvu MW yudeTa CICHUAIBHBIX PCHCITYPHBIX 0J1aHKOB YKa3bIBAKOTCA
CIICAYIOIHE CBCACHUA:

1) nopsIKOBBIM HOMED 3aIUCH;

2) npuXxoA CHelHUaIbHBIX PELENTYPHbBIX OJaHKOB:

a) PEeKBU3UTHI U ]aTa PErUCTPalUU MPUXOJAHOTO JOKYMEHTA;

0) oO111ee KOJIMYECTBO MOCTYNUBIINX CIENUAIbHBIX pEUENTYPHBIX OJaHKOB;

B) cepHs 1 HOMEDP CIENHUATBHOTO PEIENTypHOTO OJIaHKa;

I') KOJINYECTBO CHEIHMATIBHBIX PELIENTYPHBIX OJAHKOB MO KAXKA0H cepuH;

1) hamuiusi, UM, OTYECTBO (TIOCIIEHEE - TPH HATUYMH) U MTOANUCH OTBETCTBEHHOI'O pabOTHHKA,
3) pacxo[ crieMagbHbIX PeLENTypPHBIX OJAHKOB:

a) J1aTa BBIJJAUM CIIEIUAIBHBIX PEENTypHBIX OJIaHKOB;

0) cepuy U HOMEpa BbIJIAHHBIX CHEIMATIBHBIX PELENTYPHBIX OJAHKOB;

B) KOJMYCCTBO BBIJAHHBIX CICHUAJIBHBIX PCHCITYPHBIX OJIaHKOB C YKa3aHueM B CKOOKax
KOJMYCCTBA CIICHUAJIBHBIX PCUHCIITYPHBIX 6J'IaHKOB, BBIJJAHHBIX IJIA O(i)OpMJ'IeHI/IS[ Ha 10MY,;

r) damuiaus, UMs, OTYECTBO (TOCIeAHEe - TPU HAJIMYUM) M TOJNHCH JIMIA, MOJTYYHMBIIETO
CHelHalibHbIe pelenTypHbIe OJaHKu;

1) KOJIMYECTBO CIEIHUATIbHBIX PEENTYPHBIX OJaHKOB, 0(DOPMIICHHBIX HA JIOMY;

e) Qgamunus, uMs, OTYecTBO (MOCIEAHEE - NpPHU HAJMYUM) M TOANUCH JIHMLA, O(OPMHUBIIETO
CrelualibHble pelenTypHble OJaHKU Ha JI0MY;



4) damunmsi, ©Ms1, OTYECTBO (TIOCTEAHEE - TPH HATMYHH ) U TTOANKUCH OTBETCTBEHHOTO PabOTHUKA,
5) OCTaTOK CHeNUAIbHBIX PEICTITYPHBIX OJIAHKOB.

19. CneuuanbHblil penenTypHbI OJaHK SBISETCS JTOKYMEHTOM CTpPOrOl OTYETHOCTH. 3arac
CHELMAIbHBIX PpEeLEeNTypHbIX OJAHKOB B MEIUIMHCKOW OpraHu3alid JOJDKEH XPaHUThCS B
CHCLMANTbHBIX TOMEUICHUAX, cel(ax WM B CHEIUATbHO H3TOTOBJICHHBIX MIKadax, OOUTHIX
OLIMHKOBaHHBIM K€JIe30M, C HaJIC)KHbIM BHYTPEHHUM HJIM HABECHBIM 3aMKOM.

[Tomemenusi, ceiidpl, mKadpl, B KOTOPBIX XPAHITCA CIIEHUATbHBIC PELENTYpHbIC OJMaHKH, JTOJKHbI
OBITH 3aKpPBITHl HA 3aMKH W IIOCJI€ OKOHYaHUs PabOThl OIedYaTaHbl MEYATHhIO YIIOJTHOMOUYEHHOM
opranu3zanuy (MEIUIMHCKONW OpraHU3aI[iK) WK OTUIOMOUPOBAHBI.

20. B MeaWIMHCKMX OpraHU3alUsAX 3amac CICHUATbHBIX PEIENTYPHBIX OJaHKOB HE JTOJIKCH
MPEBBIIATH ['OJIOBOM MOTPEOHOCTH.

21. Pa3pemaercst BbIaBaTh MEIUIMHCKOMY pPAaOOTHUKY, HMEIOIEMY @paBO Ha3Ha4aThb
HapKOTHYECKUE (IICHXOTPOIHBIE) JIEKAPCTBEHHBIEC TIpenapaThl, €AMHOBPEMEHHO He 0oJsiee aBaaaTu
CHeLHalIbHbIX PELENTYpPHBIX OJaHKOB.

MeaunuHckue paOOTHUKM, BBIIMCHIBAIOLIME pELENThl HAa HApKOTUYECKUE (IICUXOTPOIHbIE)
JIEKapCTBEHHBIE IIpenaparbl, HA OCHOBAaHMM IIPUKa3a PYKOBOAUTENSI MEIUIMHCKOW OpraHU3aluy
HECYT JIMYHYIO OTBETCTBEHHOCTb 3a COXPAHHOCTb IIOJYYEHHBIX CIEHUAIbHBIX pPELEHTYPHBIX
6sankoB. CriennanbHble pelenTypHble OJIaHKH, MOIyYeHHbIE MEIULMHCKUM PaOOTHUKOM, XPaHSITCS
10JT 3aMKOM B cei(pax, MeTaIUTMYECKHX IKa(ax Uil METAIUTMYECKUX SIIUKAX.

22. B MeQUIMHCKOW OpraHU3allMi CO3/a€TCS IMOCTOSIHHO JEHCTBYIOIIAs KOMUCCHS, KOTOpas He
pexxe 1 pa3a kBapran (MO PEIICHUI0 PYKOBOJIUTENS MEIULMHCKONH OpraHU3allii BO3MOKHO Yallle)
OCYIIECTBIISIET MPOBEPKY COCTOSHUS PETUCTPAIIMU U yUeTa CHEIHAIbHBIX PEUENTYPHBIX OJaHKOB, B
TOM YHUCJE€ IyTEM CBEPKH 3alHCEH >KypHala PErucTpaluyd U yyeTa CHEUUAJbHBIX PELENTypPHBIX
0J1aHKOB, C (DaKTHYECKUM HAJIMYHEM CHEIUATBHBIX PEIENTYpPHBIX OJaHKOB, a TaKKe MPOBEPKY
COCTOSTHUS XpaHEeHHsI CTICUATBHBIX PEIENTYPHBIX OJTaHKOB.

[To pe3ynpTaTaM MpOBEPKH B )KypHAJIE PETUCTPAIIMU U yUeTa CIEeNUaTbHBIX PEIENTYPHBIX OJIAaHKOB
JIETIAeTCsl 3alMCh O pe3yJibTaTaXx NPOBEIAEHHUsS CBEPKU JAHHBIX, 3aKPEIUICHHAs IOMIUCIMU BCEX
YJIEHOB KOMUCCHH, WJIM CO3JAETCA CIEIUAIbHBIA aKT TPOBEPKH.

23. denepanbHbIe OpraHbl HCIIOTHUTEIHHON BIACTH W OPTaHbl CTIOTHUTEIBHON BIACTH CyOBEKTOB
Poccuiickoit @enepany OCYLIECTBIIAIOT KOHTPOJIb 3a OpraHU3alUell pEerucTpanyy, ydera MU
XpaHEHUsl CHEUUAIbHBIX pPEHEeNTypHbIX OJaHKOB B  YINOJHOMOYEHHBIX OpraHu3alusix H
MEAMIMHCKUX OpraHu3ausX.

24. Bplgaua croeuMaigbHBIX peLEenTypHBIX OJIAHKOB M3 pe3epBHOro 3amaca MuHHCTEpCTBA
denepanbHBIM OpraHaM HCIIOJIHUTENBHON BIIACTH W OpraHaM HCIIOJIHUTENBHON BIACTH CyOBEKTOB
Poccuiickoit deneparuu  OCYIIECTBISETCS OTBETCTBEHHBIM PAOOTHUKOM IOJABEAOMCTBEHHOTO
VUpEXKIIEHUST HAa OCHOBAaHWU peEIHIeHHS OO0 OTHyCKE CIHEIUANbHBIX PpEeLEeNTypHbIX OJaHKOB,
O(QOpPMIICHHOTO B BHJE MHCbMa, MOAMHCAHHOTO IUPEKTOPOM (B cllydyae €ro OTCYTCTBUS -
3aMecTuTeNneM aupekTopa) JlemaprameHTa peryiaupoBaHUs OOpaIleHHs JIEKApCTBEHHBIX CPEJICTB U
MEJIUIIMHCKUX U3Jiennii MUHUCTEepCTBa.

IIpoBepka AESATENBHOCTH MOABEAOMCTBEHHOTO YUYPEXKJIECHHUS 110 PETUCTPALUU, YUETY U XPaHECHHIO
pE3epBHOrO 3amaca ocyuiecTBiseTcs JlemapTaMeHTOM peryJIupoBaHUs OOpalleHUs JeKapCTBEHHBIX
CpPEACTB M MEIUMUMHCKHX u3aennii MuHucrtepcTtBa 2 pa3a B roj He mnoszaHee 20 4ucia Mmecsua,
CJIEAYIOLLIETO 32 UCTEKIINM MOJIYTOJIUEM.



Ipunooscenue N 6
K npuxa3y Munucmepcmea 30pagooxpanerus
Poccuiickoii @edepayuu

om 24 nosops 2021 . N 1094n

IHPABUJIA O®OPMJIEHUSA PELIEIITOB,
COAEPKAHINX HASHAYEHUE HAPKOTUYECKHUX
CPEACTB WM IICUXOTPOIIHbBIX BEIIIECTB, B TOM
YUCJIE B ®OPME DJIEKTPOHHbBIX TOKYMEHTOB

l. Odopmiienne penenta Ha OyMaKHOM HOCUTeJIe

1. Ha penentypusix 6nankax ¢opmsl N 107/y-HII B 1eBoM BepxHEM YTy MPOCTABISETCS IITAMII
MEIMIUHCKON OpraHu3alliy ¢ yKa3aHHEeM ee IOJHOI0 HaMMEHOBaHUs, ajpeca U TenedoHa ¢ JaToi
BBINUCKH (1aTOi 0(hopMIIeHHS) pelienTa Ha JIEKapCTBEHHBIN penapar.

Peuentypusie 6manku ¢opmbel N 107/y-HIT m3roraBnuBaroTcs HCKIIOYUTEIHHO THIOTPA(CKUM
CIOCOO0OM.

2. Ha peuentypHeix OmaHkax, O(GOPMISEMbIX HHIUBUAYAIGHBIMU IPEINPUHUMATEISIMH,
UMEIOIMMH JIMIEH3HI0 Ha MEIUIUHCKYIO JeSITeIbHOCTb, B BEPXHEM JIEBOM YIUIy THUIOTPadCKUM
CIIOCOOOM MJIM IyTEM IPOCTaBJIEHMS ILITaMmIa JOKEH ObITh yKa3aH aJpec WHIUBUAYaIbHOIO
IpEeANpPUHUMATENL, HOMEP M Jara JIULEH3UHM, HaMMEHOBAHHME OpraHa roCyJapCTBEHHON BIACTH,
BBIJIABLIETO JIMIIEH3HIO.

3. Peuentypnsle 01anku popmel N 107/y-HIT 3anonHsroTcss MeAUIMHCKUM paOOTHUKOM YEpHUIAMU
WJIU IIAPUKOBOW PYUYKOM.

4. Jlomyckaercs oOpMIIEHHE BCEX PEKBU3UTOB (3a MCKIIOUeHHEM pekBu3uTa "[loamuck nedarero
Bpaua (moamuch (¢enpaumepa, akymepku)') penentypHsix OmankoB ¢opmbr N 107/y-HIT ¢
UCTIOJIF30BaHUEM T1€YATAIOIINX YCTPOUCTB.

5. B penentyprom Gmnanke popmel N 107/y-HIT B ctpokax "®amumust, UMs, 0TYECTBO (TIOCIIEAHEE -
npu Hanuuuu) nanueHta" u "Bo3pact" yka3piBarOTCS IMOJIHOCTbIO (amMuiusi, WMs, OTYECTBO
(mocnenHee - NpU HAJIMYMU) MAIMEHTa, €r0 BO3PacT (KOJIMYECTBO MOJHBIX JIET).

JlomycTumo yka3aHHe AaThl POXKJICHHS MAlMEeHTa.
6. B peuentypuom 6nanke ¢popmer N 107/y-HIT:

1) B ctpoke "Cepust 1 HOMep MojiHca 00s3aTEILHOI0 MEIUIIMHCKOTO CTPaXxOoBaHMs'" yKas3bIBaeTCs
HOMeEp ToJuca 00513aTeIbHOr0 MEAUIIMHCKOTO CTPaXOBaHUSI MallMeHTa (MIPH HAJUYUHN);

2) B ctpoke "Homep MeauIMHCKOW KapThl" YKa3bIBaeTCS HOMEp MEIMIIMHCKOW KapThl MAI[MEHTA,
MOJYYaloIero MEIUIMHCKYI0 TOMOIIb B aMOyJaTOPHBIX YCIOBHUAX, MM HCTOPUU OOJIE€3HU
MAlMEHTA, BBIITMCHIBAEMOTO U3 MEIUIIMHCKON OpraHU3allny;



3) B cTpoke "®amumnus, UMs, OTYECTBO (ITOCIICAHEE - IPU HAJIMYWH) Jieyaniero Bpayda (¢enpamepa,
aKyIIepku)" yKa3bIBACTCS MOJHOCTHIO (PaMIIIUSI, UMS, OTYECTBO (ITOCIICTHEE - TPU HATMYHH) Bpaya
(enpamepa, aKyImIepKu), BBIMHCABIIETO PEIENT HAa  HAPKOTHYECKUM  (TMICHXOTPOITHBI)
JIEKapCTBEHHBIN ITpenapar.

7. B rpade "Rp" peuentypuoro 61anka ¢popmer N 107/y-HII yka3eiBaercs:

1) HauMEeHOBaHKE JICKAPCTBEHHOT 0 mpemnapara (MeKIyHapoAHOE HEMaTeHTOBAHHOE HAMMEHOBAHUE,
TpynImmupoBOYHOC WM XUMHUUYCCKOC HAMMCHOBAHUEC, TOPIrOBOC HaI/IMeHOBaHI/Ie) Ha JJaTUHCKOM S3BbIKC
WIM Ha PYCCKOM si3bIKe, ()OpMa BBINMYCKAa, I03WPOBKA, KOJMUYECTBO (YKAa3bIBACTCS MPOIMMKCHIO Ha
penentypaom 6manke hopmel N 107/y-HIT);

2) cnocod TpPUMEHEHHs JIEKApCTBEHHOTO TMpernapara Ha TOCyAapCTBEHHOM si3bike Poccuiickoii
denepai UM Ha TOCYJApCTBEHHOM s3bike Poccuiickoit denepaiiuu U rocyJapcCTBEHHOM SA3bIKE
pecnyONIMK M UHBIX s3bIKax HapoJoB Poccuiickoit @enepanun <1>.

<1> Yacte 1 crareu 15 3akona Poccuiickoii @enepamuu ot 25 oktsaops 1991 r. N 1807-1 "O
s3bIKax HaponoB Poccuiickoit ®eneparuun” (manee - 3akon N 1807-1). (BemomocTtu chesna
HapoHbix nemnyratoB PCOCP u Bepxosunoro Cosera PCOCP, 1991, N 50, ct. 1740).

8. Ilpu odopMiICHHH PEIENTYPHBIX OJAHKOB 3amperiacTcss OrpaHUIMBATHCS OOIIMMHU yKa3aHUSIMHU,
Haripumep, "Bayrtpennee", "U3BecTHO".

9. IIpu odopmnenun mauueHty peuentypHoro o6manka ¢gopmel N 107/y-HII Ha napkoTuueckwmii
(TICHXOTPOIIHBII) JIEKAPCTBEHHBIA Mpenapar B paMKax OKa3aHHWS MEIUIIMHCKOH TOMOIIM TIpH
OIpEICIICHHOM 3a00JICBAHUHU TaKOH PEIETIT 3aBEPSICTCS:

1) noanuceIo ¥ TMYHOM MeYaThio Bpaya JMO0 NOANUCKHIO (enbiiepa (aKyepKu);

2) mevarbl0 MEIUIMHCKOM OpraHu3anuu, Ju00 CTPYKTYpHOTO MOApa3/eiIeHHUs] METUIIMHCKOU
opranuszanuu "J{nsa penentos”, KOTOpast IPOCTABIISIETCA JINLIOM, YIIOJTHOMOYEHHBIM PYKOBOJUTEIEM
MEAMIMHCKONW OpraHu3allMy ¢ yKa3aHHueM (paMuIMu, UMEHHU, OTYeCTBa (TIOC/IeIHEEe - IPU HATUYUH)
U IIPOCTABIICHUEM €T'0 JINYHOM IOIHUCH.

B cayudasx HeoOxoaumocTd OQOpMIIEHHS pelenTa Ha HapKOTHMYECKUM (TICUXOTPOIHBIN)
JIeKapCTBEHHbIM MpernapaT Ha JOMYy B paMKaX OKa3aHUs MaJJIMaTUBHOM MEIUIUHCKON MOMOIIH
JIOTIYCKaeTCsl TpeABapUTENIbHOE 3aBEpPEHHE pelenTa IITaMIOM MEIULUHCKON OpraHu3aluu,
neyaTbl0 MEIUIIMHCKOM oOpraHM3aldyd JMOO CTPYKTYPHOTO IOJpa3/eieHus MeIUIMHCKON
opranuzaruu "y penentoB", KOTopasi MPOCTABISAETCS JIUIIOM, YIIOJIHOMOYEHHBIM PYKOBOIUTEIEM
MEIMIUHCKON OpraHu3aluy, ¢ yKazaHueM (haMuiuu, UMeHH, OT4ecTBa (TOoClIeHee - IPU HAJTMYUH)
U MIPOCTaBJICHUEM €ro JMYHOUN noanucu. [lpu sTom B xKypHase perucTpaiii U yuyera pelenTypHbIX
OmaHKOB B coOoTBeTcTBUM C [lopsakoM perucrpanuu, ydera M XpaHEHHs CIEIHaIbHBIX
pelenTypHbIX OJaHKOB HA HAPKOTHUECKUE CPEJICTBA I IICUXOTPOIIHbIE BEIIECTBA, YTBEPKIAECHHBIM
HACTOSIIIUM TIPUKA30M, JETaeTcs OTMETKa O €ro Bbliaue i opopMieHHs Ha JIOMYy, a TaKxke
OTMETKa, YJIOCTOBEPEHHAs MOJIIMUCKHIO Bpaya J1u00 Qenpamepa (akymepku), 0pOpMUBLIETO PELENT,
0 daxrte ero opopmiieHHUs, KOTOPBIA MOXET OBITh JOMOJHUTEIBHO MOATBEPKACH (poTo- M (Win)
BUJICOMaTepHaaMu.

B crpoke "OtmeTka anTeyHOW oOpraHuzanud 00 OTIyCKe" CTaBUTCA OTMETKa anTeYyHOM
OpraHu3ali 00 OTIYCKE HApPKOTHYECKOTO (TICHXOTPOMHOI0) JEKapCTBEHHOTO Tmpemapara (¢
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yKa3aHHMEeM HauMEHOBAaHMs, KOJMYECTBAa OTIYLIEHHOTO HApPKOTUYECKOTo (TICUXOTPOIHOIO)
JIEKAapCTBEHHOI'0 TIpernapara W JaThl €ro OTIYyCKa), KOTOopas 3aBepsieTCs MOJNUChI0 pabOTHHKA
anTeyHOll oOpraHu3aly, OTIYCTUBIIETO0 HAPKOTUYECKHM (TICUXOTPOIHBIN) JIeKapCTBEHHBIN
npernapar (¢ ykazaHuem ero (aMuiIny, UMEHH, OTYecTBa (TIOCIEIHEe - MPU HAJIM4YMHU), a TaKKe
KpYTJIOW MEeYaThio alTeYHONW OpraHu3allli, B OTTUCKE KOTOPOH JOJDKHO OBITh MIACHTH(QHUIIMPOBAHO
MOJIHOE€ HAUMEHOBAHKE ANTEYHON OpraHU3alH.

10. Ha ogaoMm pententypHom Onanke ¢opmbel N 107/y-HII pa3pemiaeTcst OCyliecTBIATh HA3HAYCHHE
TOJIBKO OJIHOTO HAMMEHOBAHHUS JIEKAPCTBEHHOTO TIperapara.

11. McipaBienust B perienTe He JOMYCKAIOTCA.

1. Odopmiienue peuenta B gpopMe 3JIeKTPOHHOI0 IOKYMEHTA

12. Peuent B (hopMe 3JIEKTPOHHOTO JOKYMEHTA, MOJIUCAHHOTO YCUJICHHON KBATH(HUIIMPOBAHHON
AJIEKTPOHHOHN MOJANHUCKHI0, POPMHUPYETCS MEITUIIMHCKAM PAOOTHUKOM, CBEJCHHS O KOTOPOM BHECEHBI
B (enepanbHbIi PErUCTp MEAMIMHCKUX PAOOTHHUKOB <2>, a TakKe MPU YCIOBUHM PETUCTPAINU
MEIWIIMHCKOW OpraHW3alui, B KOTOpPOW odopMisieTcs perent, B (QeaepaibHOM peecTpe
MEAMIIMHCKUX OpraHu3aiuii <3> eAnHON TrocyJapCTBEHHOW MH(OPMAIIMOHHOW CUCTEMBI B cdepe
3APAaBOOXPAaHCHHUA HW IMOAKIIIOYCHHA TaKoOM MGILI/IHHHCKOﬁ opranu3aliu K FOCYI[apCTBeHHOﬁ
nH(pOPMaILMOHHOH cucTeMe B cdepe 3apaBooxpaHeHus cyobekra Poccuiickoit @enepannu <4>.

<2> Yacte 4 cratbu 91.1 denepansHoro 3akona N 323-O3 (CobpaHue 3aKOHOIATENIHCTBA
Poccuiickoit deneparuu, 2011, N 48, ct. 6724; 2020, N 29, ct. 4516).

<3> Yacte 4 cratbu 91.1 denepanpuHoro 3akona N 323-d3 (CobpaHue 3aKOHOIATENIHCTBA
Poccuiickoit deneparuu, 2011, N 48, ct. 6724; 2020, N 29, c1. 4516).

<4> Crarpu 91 n 91.1 ®enepansHoro 3akoHa N 323-03 (Cobpanue 3akoHOIaTeIbCTBA Poccuiickoit
O®enepanun, 2011, N 48, ct. 6724).

13. [lo TpeOoBaHMIO MalMEHTa MM €ro 3aKOHHOTO MpEACTaBUTENS OGOPMIISIETCS 3K3EMILIp
peuenta B ¢opMe JJIEKTPOHHOTO TOKyMEHTa Ha OyMa)kHOM Hocutene ¢ oTmeTkou "JlyOmmkar
AJIEKTPOHHOIO JOKYMEHTa".
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