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

MHUHUCTEPCTBO 3JPABOOXPAHEHUSI
POCCUHUCKOH ®EJEPALINN

INPUKA3
oT 24 Hos10ps 2021 r. N 1094n

Ob YTBEPKAEHUU ITIOPAJAKA HASHAYEHUSA
JIEKAPCTBEHHBIX IIPEITAPATOB, ®OPM
PEHEINITYPHBIX BJIAHKOB HA JIEKAPCTBEHHBIE
IHPEHAPATBDIL, IOPAAKA O®OPMJIEHUA YKAZAHHBIX
BJIAHKOB, UX YYETA U XPAHEHUSA, ®DOPM
BJIAHKOB PEHEIITOB, COAEPKALINX HASHAYEHHUE
HAPKOTUYECKHUX CPEACTB UWJINA IICUXOTPOIIHbBIX
BEIIECTB, HOPAIKA UX U3I'OTOBJIEHUAA,
PACIHIPEJAEJEHUSA, PETUCTPALIUU, YUETA U
XPAHEHUA, A TAKXKE ITPABUJI O®POPMJIEHUA
BJAHKOB PELEIITOB, B TOM YUCJIE B POPME
JIEKTPOHHBIX TOKYMEHTOB

B cootBercTBUM ¢ myHKTOM 16 yactu 2 crathu 14 deaepanpHoro 3akoHa oT 21 HosOps 2011 r. N
323-®@3 "OO6 ocHOBax OXpaHbl 370poBbs TpaxngaH B Poccuiickoii ®epepammn" (CoOpaHue
3akoHogarenscTBa Poccuiickoit ®enepanuun, 2011, N 48, ct. 6724; 2017, N 31, c1. 4791), myHKTOM
2 cratpu 26 ®enepanpHOro 3aKoHa oT 8 sHBaps 1998 1. N 3-03 "O HapKOTHYECKUX CPEICTBAX H
ncuxoTponHbix BemlectBax" (CoOpanue 3akoHonarenbcTBa Poccuiickoit @eneparuu, 1998, N 2, cT.
219; 2017, N 31, ct. 4791), moamynkramu 5.2.177, 5.2.178 u 5.2.179 nynkra 5 TlonoxeHus o
MunucrepctBe 3apaBooxpaneHus Poccuiickoin denepanuu, yTBEpKIEHHOTO IOCTAHOBIEHUEM
[TpaButensctBa Poccuiickoit @eneparuu ot 19 utons 2012 r. N 608 (Cobpanue 3aKk0HOJATENbCTBA
Poccwuiickoit @eneparuu, 2012, N 26, ct. 3526; 2015, N 23, c1. 3333; 2017, N 52, ct. 8131; 2021, N
43, ct. 7258), npuKa3bIBalo:

1. YTBepauTs:
[Topsimok Ha3HAYEHHU JIEKApPCTBEHHBIX MIPENapaToB COrjacHo npuioxkeHuio N 1;
(dopMBI perenTypHbIX 0JaHKOB Ha JIEKapCTBEHHbIE MTPENapaThl COMNIACHO MPUIokKeHuto N 2;

[Topsimok odopmieHuss penenTypHbIX OJaHKOB Ha JIGKAPCTBEHHBIE TNpemaparbl, WX y4yeTa |
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XpaHEHUs COINIacHO npuioxeHuto N 3;

¢dbopMbl OJJAHKOB PEIIETITOB, COJEPKAINUX Ha3HAYCHUE HAPKOTUUCCKUX CPEACTB MIIU IICUXOTPOITHBIX
BEILIECTB, COTJIACHO MPpUJIOKEHUIO N 4;

HOpHI[OK HU3TOTOBJICHUA, paCIIpPCACIICHUA, pETUCTPALMU, YU€Ta U XpaHCHUA PELCIITOB, COACPKAIINX
Ha3HaA4YCHUE HAPKOTUYECKUX CPCACTB WJIH IICUXOTPOIIHBIX BCHICCTB COrJIaCHO MPHUIIOXKCHUIO N 5,

[TpaBuia odopmileHHsT PELENTOB, COACPKAINUX HA3HAYCHHE HAPKOTHUYECKUX CPEJACTB WIH

ICUXOTPOIIHBIX BEHIECCTB, B TOM YUCJIC B (bopMe OJICKTPOHHBIX JOKYMCHTOB COITIACHO IIPHUIJIOKCHHIO
N 6.

2. Ilpu3HaTh yTPaTUBIINMH CHITY:

npuka3 MunucrepcTBa 3npaBooxpanenus Poccuiickoit @enepanuu ot 1 aBrycra 2012 r. N 541 "O6
yTBEp)KICHUH (POpMBI OJaHKOB PELENTOB, COACPKAIIMX HAa3HAUEHUE HAPKOTUYECKHX CPEACTB WM
ICUXOTPOIHBIX BELIECTB, IOPsAKA WX H3TOTOBJIEHMS, pACIpelesIeHUsl, PerucTpaluu, ydera Hu
XpaHeHHs, a Takke npaBwi odopmieHus" (3aperucTpupoBaH MHHHCTEPCTBOM  FOCTUILIUH
Poccuiickoit @enepanuu 15 aBrycra 2012 r., peructpaunonssiii N 25190);

npuka3 Munucrepcrsa 3apaBooxpanenust Poccuiickoit ®enepanuu ot 30 utons 2015 r. N 3851 "O
BHECEHWM M3MEHEHUM B IpuKa3 MuHucTepcTBa 3apaBooxpaHeHus Poccuiickoir denepanuu ot 1
asrycra 2012 r. N 541 "OO6 yrBepxkaeHuu (GopMmbl OJTAaHKOB PEIENTOB, COACPIKAIUX HA3HAYCHHE
HAapKOTUYECKUX CPEACTB MJIM MICUXOTPONHBIX BEIIECTB, NOPAJIKA UX U3TOTOBIICHHUS, PACIIPEACICHMUS,
perucrpanuu, ydera M XpaHEHHs, a Takke mpaBwil odopmieHUs" (3aperucTpupoBaH
MunucrepctBoM toctuiuu Poccuiickoit ®enepanuu 27 HosiOps 2015 1., perucrpanuoHHbiid N
39868);

npuka3z MunucrepcTsa 3apaBooxpanenus Poccuiickoit @enepanuu ot 21 anpens 2016 r. N 2541 "O
BHECEHUHU M3MEHEHUH B mnpuka3 MunucrepcTBa 31paBooxpaneHus Poccuiickoit ®enepaunun ot 20
nexadps 2012 r. N 11751 "O6 yTBep:k/1eHuU NOpsKa Ha3HAYSHHs! U BBIITUCHIBAHUS JIEKAPCTBEHHBIX
npenaparoB, a Takxke (opM pelenTypHbIX OJaHKOB Ha JIEKapCTBEHHbIE Mpenaparsl, MOpsIKa
opopMIIeHHs YKa3aHHBIX OJIaHKOB, HMX y4yeTa W XpaHeHus" u npuioxkeHue N 2 K THpuKaszy
MunucrepcTBa 3apaBooxpaHeHus Poccuiickoit ®depepaunu ot 1 aBrycra 2012 r. N 54n "O0
YTBEPXKACHUU (OpMBI OJTAaHKOB PELENTOB, COAEpKAIUX Ha3HAUEHHE HAPKOTHUECKUX CPEJCTB WM
IICUXOTPOIHBIX BEIIECTB, MOPAJKA HMX HM3TOTOBJICHUS, DPACIpPEAEIEHUS, PErucTpanuuy, ydera Hu
XpaHeHus, a Takke npaBuwi odopmieHus" (3apeructpupoBaH MUHUCTEPCTBOM IOCTULIUU
Poccuiickoit ®eneparuu 18 utons 2016 r., peructparmonssii N 42887);

OYHKT 4 U3MEHEHHH, KOTOpbIe BHOCATCSA B HEKOTOpPbIE TPUKa3bl MHUHMCTEPCTBA 3[paBOOXPaHEHUSI U
conuanbHOro passutus Poccuiickon denepanun 1 Munucrepersa 3apaBooxpaneHus Poccuiickon
@enepanyii Mo Bompocam 00palleHUs JIEKApCTBEHHBIX MPEenaparoB, COAEPKalINX HApKOTHYECKHE
CPEICTBA, IICUXOTPOIIHBIE BEIIECTBA U UX MPEKYPCOPBI, U JEKAPCTBEHHBIX CPEJCTB, MOAJIEKALIUX
MPEIMETHO-KOJIMYECTBEHHOMY y4YeTy, YTBEpPXKJACHHbBIX MPUKa30oM MUHHCTEpPCTBA 3ApaBOOXPaHEHUS
Poccuiickoit ®enepanyu ot 31 okta6ps 2017 r. N 882H (3apeructpupoBaH MUHHCTEPCTBOM
roctuimu Poccniickoit ®@enepaunn 9 susaps 2018 r., peructpannonssiii N 49561);

npuka3 MuHuctepcTBa 3apaBooxpanenus Poccuiickoit @eneparuu ot 11 nexadps 2019 r. N 10211
"O BHeceHUU W3MEHEHUHN B npuioxeHus N 2 n 4 x npukazy MuHHCTEpCTBa 3paBOOXpPAaHEHUS
Poccuiickoit ®enepanuu ot 1 aBrycra 2012 r. N 541 "O06 yTBepkaeHUN GOpMBI OITaHKOB PELENTOB,
coJlepKalluX Ha3HAYEHHWE HAPKOTUYECKUX CPEACTB WM ICUXOTPOIHBIX BELIECTB, MOPAJIKA HUX
W3TOTOBJICHUSI, PACIIpEe/IeTICHHs, PETUCTPALIMU, YU€Ta U XpaHEHUs, a TaKkkKe MpaBuUil opopMieHHs"
(3apeructpupoBan MuHuctepctBoM toctuiiun Poccuiickoit ®denepanuu 28 sHBaps 2020 1.,
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perucrpanuonsblii N 57293);

npuka3 MuHHCTEpCTBa 3ApaBooxpaneHus Poccuiickoit ®eneparnun ot 8 oktadps 2020 r. N 1076H
"O BHecenuu u3MeHeHuil B [lopsiiok perucrpanuu, yuera U XpaHeHUs CIIeHHAIbHBIX PELENTYPHBIX
0JIaHKOB HAa HAPKOTHUYECKHE CPEJCTBA WJIM TCHUXOTPOMHBIC BELIECTBA, YTBEP)KIECHHBIM MpPUKA30M
MunucteperBa 3apaBooxpanenus Poccuiickoit ®enepaumn or 1 asBrycra 2012 r. N 54"
(3apeructpupoBan MuHuctepcTBoM roctuiun Poccuiickoit ®enepanun 13 wHosi6ps 2020 r.,
peructpannoHHbiii N 60898);

npuka3 MuHuctepcTBa 3apaBooxpaneHus: Poccuiickoit @enepanun ot 14 ssuBaps 2019 r. N 41 "O6
YTBEPKACHHUH TMOPSJIKA HA3HAYCHUS JIGKAPCTBEHHBIX MPENnaparoB, GopM pelenTypHbIX OJaHKOB HA
JICKapCTBEHHBIE Mperaparbl, Hopsaka opOpMIICHHS YKa3aHHBIX OJAHKOB, MX ydeTa U XpaHeHus"
(3apeructpupoBan MunuctepctBom toctuuuu Poccuiickoit ®enepanuum 26 mapra 2019 r.,
peructpaunoHHbii N 54173);

npuka3 MuHucTepcTBa 3apaBooxpanenus Poccutickoit @eneparnuu ot 11 nexadps 2019 r. N 10221
"O BHeceHMHM M3MEHEHUH B NpuKa3 MuHHcTepcTBa 3ApaBooxpaHeHus Pocculickoit ®@enepanuu ot
14 suBaps 2019 r. N 41 "OO yTBepA€HUM MOpsIKAa Ha3HAUCHUS JIEKAPCTBEHHBIX IPENapaTosB,
dopM penentypHbeIX OJAHKOB HA JICKAPCTBEHHBIE IpEnaparhl, MOpsaka OQOpPMIICHHS YKa3aHHBIX
OllaHKOB, WX ydeTa W XpaHeHusa" (3apeructpupoBaH MuHHCTEpCTBOM rOCTUIMM Poccuiickoii
Oenepannu 28 suBaps 2020 r., peructparorHsid N 57292);

npuka3 MuHUCTEpCTBa 3ApaBooxpaneHus Poccuiickoit ®enepanun oT 8 okTa0Ops 2020 r. N 10751
"O BHECEHMM HW3MCHEHHHI B TOPAJIOK HAa3HAYCHHS JICKAPCTBEHHBIX IPENapaToB, YTBEPKICHHBIN
npukazoM MunHucrepcrBa 3apaBooxpaHenust Poccuiickoit @enepanuu ot 14 suaps 2019 r. N 4n"
(3apeructpupoBan MuHHCTEpCTBOM IoCcTUIMU Poccuiickoit ®Deneparmm 22 nmekadbps 2020 1.,
peructpanonHsiii N 61695);

nyHKT 3.8 VHCTpyKIMM O TOps/IKE BBINMHUCHIBAHUS JIEKAPCTBEHHBIX IpEnapaTtoB U odopMieHus
peuenToB U TpeOOBaHUI-HAKIIAHBIX, YTBEPKACHHON MPUKa30M MUHKCTEPCTBA 3paBOOXPAHEHUS U
couuanpHoro passutus Poccuiickoit @enepanuu ot 12 ¢espans 2007 r. N 110 "O mnopszake
Ha3HA4YEeHMs U BBINMCHIBAHUS JIEKAPCTBEHHBIX IPENapaToB, U3JIEINH MEIUIIMHCKOTO Ha3HAUYEHUS U
CHELMATU3UPOBAHHBIX TPOJYKTOB JieueOHOro mnuTaHuA" (3aperucTpupoBaH MUHHCTEPCTBOM
roctuimu Poccniickoit ®@enepannn 27 anpens 2007 r., perucrpaionssiii N 9364);

npuka3 MHUHHCTEPCTBA 34paBOOXPAaHEHHS U cOLUAIBHOTO pa3sutusa Poccuiickoit denepanum ot 17
Masg 2012 r. N 5621 "O6 yrBepxknaenuu Ilopsaka oTmycka (pU3MYECKUM JIMLaM JI€KapCTBEHHBIX
IpenapaToB Il MEAMIMHCKOIO INPUMEHEHUsS, COJEp)KallMX KpOME MalbIX KOJUYECTB
HapKOTUYECKUX CPEJNICTB, ICUXOTPOIHBIX BEIIECTB U UX MPEKYPCOPOB Apyrue (papMakoIoruueckue
aKTUBHBIE BellecTBa" (3apeructpupoBaH MuHucCTepcTBOM tocTHiMU Poccuiickoit ®enepanuu 1
utoHs 2012 r., perucrpaunonssiii N 24438);

OYHKT 2 U3MEHEHHH, KOTOpbIe BHOCATCS B HEKOTOPbIE PpHUKa3bl MUHHMCTEPCTBA 3[paBOOXPAHEHUS U
couManpHOro pasButHs Poccuiickont @enepanuu, YTBEPKIACHHBIX INpPUKa3oM MHUHHCTEPCTBA
3npaBooxpaHeHust Poccuiickoit ®epeparun ot 10 umrons 2013 r. N 369H (3apeructpupoBaH
MunucrepctBoMm roctuninu Poccuiickoit @eneparnuu 15 urong 2013 r., peructpaunonusiii N 29064);

npuka3 MunucrepcrBa 31paBooxpanenus Poccniickoit ®@enepanun ot 21 arycra 2014 r. N 4651
"O BHECEHMHU W3MEHEHHH B MOPSJIOK OTIYCKa (PU3UUECKUM JIMLIAM JIEKAPCTBEHHBIX MPENapaToB s
MEJIUIINHCKOTO TNPUMEHEHHs], COAEPKAIMX KPOME MAaJIbIX KOJWYECTB HAPKOTHYECKUX CPEACTB,
NICUXOTPOITHBIX BELIECTB M HX IMPEKYypPCOPOB JApyrue (hapMakoIOrHYecKHe aKTUBHBIC BEIECTBA,
YTBEPKJICHHBIN MPHUKa30M MHUHHUCTEPCTBA 3IpaBOOXPAHEHUS M COLMAIBHOIO pa3BUTHs Poccuiickon
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Oenepannn ot 17 mas 2012 r. N 562H" (3apeructpupoBan MUHHUCTEPCTBOM IOCTHITMN Poccuiickoit
Oenepannn 10 centsops 2014 1., peructpanmonusiii N 34024);

OYHKT | U3MEHEHUH, KOTOPbIE BHOCATCSI B HEKOTOPBIE MpUKa3bl MUHUCTEPCTBA 3IPaBOOXPAHECHUS U
conuanbHoro passutusi Poccuiickoir @enepanuu 1 MuHUCTEpCTBA 3/ipaBooxpaHeHust Poccuiickoii
®denepanny, yTBEpKICHHBIX IIPUKa3oM MuHucTepcTBa 31paBooxpanenus Poccuiickon ®enepanuu
ot 10 centsa6ps 2015 r. N 634n (3apeructpupoBaH MUHUCTEPCTBOM IOCTUIIMM Poccuiickoit
®Depnepannn 30 centsaops 2015 r., peructpanmonssiii N 39063);

IYHKT 3 U3MEHEHHUH, KOTOPBIE BHOCATCA B HEKOTOPbIE IPUKa3bl MUHHUCTEPCTBA 34paBOOXPAHECHHUS U
conuanbHOro passutus Poccuiickonn denepanuun 1 MunucTepcTBa 31paBooxpaHeHus Poccuiickon
®denepanuy Mo BOIIpocaM OOpallleHus JIEKapCTBEHHBIX MPENapaToB, COAEPKAIIMX HAPKOTUYECKHUE
CpEnCTBa, IICUXOTPOIHBIC BEIIECTBA U UX IIPEKYPCOPOB, U JIEKAPCTBEHHBIX CPEICTB, IOUICKAIUX
IIPEIMETHO-KOJIMYECTBEHHOMY YYETY, YTBEPXKICHHBIX IIPUKa30M MUHHUCTEPCTBA 31paBOOXPAHECHHUS
Poccuiickoit @enepaunuu ot 31 oxtsaops 2017 r. N 882 (3apeructpupoBan MuHHCTEPCTBOM
tocturin Poccuiickoit @eneparuu 9 stuBapst 2018 r., peructpanuonnsii N 49561).

3. Peuentypusie Omanku ¢opmbl N 107/y-HII, u3rotoBieHHbIE 10 AHS BCTYIUICHUS B CHILY
HACTOSAIIET0 MpHKa3a, MOTYT ObITh HCIOIBb30BaHbl 10 1 Mapta 2023 roaa.

4. Hacrosiuuii mpuka3 BeTymnaer B cuily ¢ 1 mapra 2022 r. u nelictByer no 1 mapra 2028 r.

Munucmp

M.A. MYPALIKO

Ilpunooicenue N 1
K npukasy Munucmepcmea 30pagooxpaHenuisl
Poccuiickoti @edepayuu

om 24 noabpsa 2021 2. N 1094n

HOPAJOK HASHAYEHUA JIEKAPCTBEHHbBIX
HHPEITAPATOB

I. O0mue mos10:KeHuA

1. Ha3nayeHue JeKapCTBEHHBIX MpemapaToB i MEAMIMHCKOTO MpUMEHeHus (nanee -
JIeKapCTBEHHbIE Tpernaparbl) OCYIIECTBISIETCS Je4alldM BpadoM, (eNbIimepoM, akylIepKol B
ClIy4ae BO3JIOXKEHUS Ha HUX ITOJIHOMOYMH JIeYallero Bpayda, Mpu OKa3aHUU MEAUIUHCKON IIOMOIIH B
MEAMIMHCKUX OpraHuzanuusax <I1>, B TNOpsAaKe, YCTAaHOBIEHHOM IIpuKa3oM MuHuCTEpCTBa
3paBOOXPAHEHUS M COLIMAIbHOrO pa3Butus Poccuiickont @enepanuu ot 23 maprta 2012 r. N 2520
"O06 yrBepxaeHuu Ilopsika Bo3inoKeHUs Ha (esbaiiepa, akymepKy pyKoBOIUTENEM METULIMHCKOM
OpraHu3aly IpU OpPraHU3alMM OKAa3aHWsS IEPBUYHOM MEIUKO-CAHWTAPHOM NOMOIIM U CKOPOH
MEIUIUHCKONW MOMOIIM OTJENBHBIX (PYHKUUH JIealero Bpaya 1o HernocpeCTBEHHOMY OKa3aHUIO
MEAMIMHCKON MOMOIIM MAallMeHTy B MEepUOJl HAOMIOIEHUS 332 HUM U €ro JICUeHUs, B TOM YHCIIe IO
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Ha3HAUYCHUIO W TPUMEHEHWIO JICKAPCTBCHHBIX  MPEMaparoB, BKJIOYAs  HAPKOTHYECKUE
JICKapCTBEHHBIE MPEnapaThl U MCUXOTPOITHBIC JICKAPCTBEHHBIE Mpenapathl”’ <2>, HHAUBHIYaTbHBIMH
NPEANPUHIUMATEISIMA, OCYIICCTBISIIOIUME MEIUIMHCKYIO ACATEIBHOCTh (Jlajiee - MEIUIUHCKUE
pabOTHHKN).

<1> Oynskr 11 crateu 2 PenepanbHoro 3akona ot 21 HosOps 2011 r. N 323-@3 "O6 ocHoBax
OXpaHbl 3I0pOBbs rpakaan B Poccuiickoit ®deneparuu” (Cobpanue 3akoHoaaTeNbCTBA Poccuiickoit
Oenepannn, 2011, N 48, ct. 6724, 2019, N 52, c1. 7796) (nanee - ®enepanbubiii 3aKkoH N 323-D3).

Oguyuanvhotit ucmouHUK 31EKMPOHHO20 OOKYMEHMA COOEPHCUM HEMOYHOCHb: UMECCA 6
euoy nynkm 11 uacmu 1 cmamou 2 @edepanvnozo 3akona om 21.11.2011 N 323-D3.

<2> 3apeructpupoBad MuHnuctepctBoM toctuuuu Poccuiickoit denepaunn 28 ampens 2012 r.,
peructpauuoHHelii N 23971 ¢ wu3MEHEHUSIMH, BHECEHHBIMM TNpUKa3oM MUHHCTEpPCTBA
3npaBooxpanenust Poccuiickoit ®@enepaunu ot 31 oktsiOpst 2017 . N 882H (3aperucrpupoBaH
MunucrtepctBoM tocturiuu Poccuiickoit @epepanuu 9 auBaps 2018 r., peructpanuoHHblid N
49561).

MeauuuHckuii pabOTHUK, O(GOPMHBIIMI pEHEeNnT ¢ HapYIICHHEM HAaCTOSIIEro MOpsAIKa, WIH
PYKOBOJIUTENb MEIUIIMHCKON OpraHM3alniy 00eCHeunBalOT CBOEBPEMEHHOE IepeodopMIIeHUE
TpeOyeMoro Jyis NalueHTa perenTa.

2. CegeHuss O Ha3HAYECHHOM JIEKAPCTBEHHOM TIpenapare (HauMEHOBAaHUE JIEKApPCTBEHHOTO
mpemnapaTta,  JO3UPOBKa, CIOCOO  BBEACHUS W IPUMEHEHHUs, PEXUM  JO3HpPOBAHMUS,
MIPOJIOJDKUTEIIHHOCTD JICYCHUST U 00OCHOBaHUE HAa3HAYECHHS JIEKAPCTBEHHOI'O Tperapara) BHOCATCS
MEJTUIIMHCKUM paOOTHUKOM B MEIUIIMHCKYIO JOKYMEHTAIIMIO TTAI[MEHTA.

B cnyuasx, ykazaHHelx B myHkTax 8 - 11 Hacrosimero Ilopsinka, MeAMUIMHCKUM paOOTHUHK,
Ha3HAYMBIIMN JIEKApCTBEHHBIH Mpemnapar, opopMiseT Ha3HaYeHHE JIEKapCTBEHHBIX MpEnaparoB, B
TOM YHCIIe MOJJIeKAIIUX M3TOTOBJICHUIO M OTIYCKY anTe€YHbIMM OpraHu3anusMu (gaiee -
JICKAPCTBCHHLIC IMperaparbl HHAWBUAYAJIBHOI'O I/ISFOTOBJ’ICHI/I?I), Ha pCucuTypHOM 6J'IaHKe,
oopMIeHHOM Ha OyMa)kHOM HOCHTEJEe 3a CBOEH MOAMMUCHIO (Jajee - pelenT Ha OyMakHOM
HOCUTEJNE), U (M) C COIJIacus MAllMEeHTa UM €ro 3aKOHHOI'O MPEeACTaBUTENS <3> Ha pelenTypHOM
O6naHKke B (hopMe IIEKTPOHHOTO JOKYMEHTA C UCIOJIb30BAHUEM YCHUJICHHOM KBaTM(HUIMPOBAHHON
AIIEKTPOHHOM MOJMMCH MEAUIMHCKOrOo paboTHHKa (najee - penent B (QopMe 3JIEKTPOHHOTO
JIOKYMEHTA).

<3> Ilyukr 2 crateu 20 @DenepanbHoro 3akoHa N 323-®3 (CobpaHue 3aKOHOIATEIHCTBA
Poccwuiickoit @eneparuu, 2011, N 48, ct. 6724; 2021, N 27, ct. 5159).

Penent B hopMe 2JIEKTPOHHOTO JOKYMEHTA, COJEp KaIlNi Ha3HaU€HNE HAPKOTUYECKUX CPENICTB MU
NICUXOTPOIHBIX BEILECTB, MOANUCHIBAETCS C HCIOJIb30BAaHUEM YCHJICHHON KBaJH(HUIMPOBAHHON
AIIEKTPOHHOM MOJIMUCH JIeYalllero Bpada WM (Qesbamiepa, aKylepKd, Ha KOTOPBIX BO3JIOKEHBI
(GYHKIMY JIeHalero Bpaya, 1 COOTBETCTBYIOIIEH METMIIMHCKON OpraHu3anun <4>.
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<4> Tlynkt 1 crateu 26 ®denepanbHoro 3akona ot 8 sHBaps 1998 r. N 3-O3 "O HapKOTHYECKUX
CpelcTBaxX W MCUXoTpornHbix BemecTBax" (CoOpanue 3akoHOnaTenscTBa Poccuiickoit deneparum,
1998, N 2, ct. 219, 2017, N 31, ct. 4791) (nanee - ®enepanbusiii 3akon N 3-D3).

Odopminenue perentoB B GopMe EKTPOHHBIX JTOKYMEHTOB OCYLIECTBIISIETCSA B Clydae MPUHSITHS
YIIOJIHOMOYEHHBIM OPTraHOM HCIIOJIHUTENIbHOW BiacTu cyObekTa Poccuiickoit ®enepamuu B
COOTBETCTBUU C MYHKTOM 4 ctathu 6 denepanbHoro 3akoHa ot 12 ampens 2010 r. N 61-®3 "O6
00palIeHn JIEKapCTBEHHBIX CpeAcTB" <5> perieHus 00 HCIOJIb30BAaHUH HA TEPPUTOPHH CyOBEKTa
Poccuiickoii @enepanuu HapsAy ¢ pelieNTaMH Ha JIEKapCTBEHHBIE IMpernapaThl, OpOpMIIEHHBIMHU Ha
OyMaXHOM HOCHUTENIe, PEIEeNTOB Ha JIEKAPCTBEHHBIC Nperaparbl, CHOPMUPOBAHHBIX B (opme
AJIEKTPOHHBIX JOKYMEHTOB.

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

3. Ilpu BbIIMCKE NAIMEHTa W3 MEIUIIMHCKOW OpraHu3allid, B KOTOpPOMl €My OKa3bIBajach
MEAMIMHCKAs MOMOIIb B CTAlMOHAPHBIX YCIOBUSAX, MPU HEOOXOIUMOCTU IMPOJIOJDKEHUS IpHeMa
JIEKapCTBEHHOTO Tpernapara B aMOYIAaTOPHBIX YCIOBUSX [AaHHOMY MAllMEHTY [0 PEIICHUIO
PYKOBOIMTENST MEAMIMHCKOW OpraHM3alid Ha3HAdaloTcs ¢ odopmieHueM peuenta B ¢opme
JJIEKTPOHHOTO JOKyMEHTa M (Wiu) Ha OyMa)XHOM HOcHUTelle (32 HCKIIOUeHHEM O(pOpMIICHUS
pPELEenToB Ha JIEKApCTBEHHBIE Mpenapathl, MoJIeXkallue OTIyCKy OECIUIaTHO WIN CO CKMJKOMN) 1100
BbIIAIOTCA (MAIIMEHTY WIIA €r0 3aKOHHOMY TPECTaBUTEII0) OJTHOBPEMEHHO C BBITUCKOMN U3 UCTOPHH
00JIe3HN JIEKapCTBEHHBbIE IIpernapaTrbl, B TOM UHCJIE€ HApPKOTHUYECKWE M  IICUXOTPOIIHBIE
JIEKapCTBEHHbIE mNpemnaparbl, BHeceHHble B cnucku Il m Il mepeuHs HapKOTMYECKUX CPEICTB,
IICUXOTPOIHBIX BEIIECTB U MX MPEKYypCOPOB, MOJUIEKAMNUX KOHTpoto B Poccuiickoin denepanum,
yrBepxkaeHHoro IlpaBurensctBom Poccuiickoit @enmepanmu <6> (manee - Ilepeuens),
CUJIbHO/ICUCTBYIOIIME JIEKAPCTBEHHBIE MTpenaparhl, Ha CPOK MPUEMa MALUEHTOM 110 5 AHEM.

<6> Ilynkr 2 crateu 2 @eaepanproro 3akona N 3-O3 (Cobpanue 3akoHOATENbCTBA Poccuiickoii
Oenepannn, 1998, N 2, ct. 219; 2016, N 27, cT. 4238).

4. Ha3naucHue JICKAPCTBCHHBIX  IIPCIIApaTOB IIpH  OKa3aHUU MEIUIIUHCKONM IIOMOIIU B
CTaAallMOHAPHBIX YCIIOBUAX MOXKET OCYHIECTBIATHECA MTOCPEACTBOM Tpe60BaHHﬁ MGHHHHHCKOﬁ
opraHu3al, HalpaBJEICMbIX B AlITCUHBLIC  OpraHu3aluu, ABJIAOIMIUCCA  CTPYKTYPHBIMU
noapa3aciICHUAMUA MEIUIIUHCKOM OopraHu3anuu. <7>

<7> IlyHkT 54 cratbu 4 ®enepanbHoro 3akona ot 12 ampens 2010 r. N 61-®3 "O6 oOpameHnu
nexapcTBeHHbIX cpeacTB" (CobOpanue 3akoHomarenbcTBa Poccuiickoit deneparuu, 2010, N 16, cT.
1815; 2019, N 31, ct. 4456) (nanee - ®enepanbHblii 3akoH N 61-D3).
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5. Ha3nadeHue IE€KapCTBEHHBIX IPEMAPATOB OCYIIECTBISETCS MEIUIIUHCKAM pPaOOTHUKOM II0
MEXIYHAPOJAHOMY HEMATEHTOBAHHOMY HaUMEHOBAHUIO, a IIPU €r0 OTCYTCTBUU - IPYNIIMPOBOYHOMY
WM XMMHUYECKOMY HaWMMEHOBaHUIO. B cilydae OTCYTCTBHSI MEXIYHapOJIHOTO HEMAaTEeHTOBAHHOTO
HAaMMEHOBAHMS U IPYNIIUPOBOYHOIO MM XMMHYECKOIO HAUMEHOBAHMS JIEKAPCTBEHHOIr'O Iperapara
JICKapCTBEHHBIN MpermapaT Ha3HAYaeTCs METUITUHCKUM PaOOTHIUKOM TI0 TOPrOBOMY HAaMMEHOBAHHUIO.
[Ipy HaMMYUM MEAMIMHCKUX IOKa3aHWM (MHIMBUIYyaJdbHas HENEPEHOCHUMOCTh, IO XHU3HEHHBIM
MOKa3aHUsIM) IO PELICHUI0 BpaueOHOM KOMUCCHUU METUIIMHCKON OpraHu3aiuu <8> OCYILECTBIISIECTCS
Ha3HayeHue U oopmiieHne Ha3HAYCHHs JICKAPCTBEHHBIX IMPENapaToB, HE BXOMASIIMX B CTaHAAPTHI
MEMIIMHCKOW MOMOIIH, pa3paboTaHHBIC B COOTBETCTBUU C IMMYHKTOM 14 ctatbu 37 denepanbHOro
3akoHa N 323-®3 <9>, wiM He NPEeAyCMOTPEHHBIX COOTBETCTBYIOIICH KIMHUYECKOM
pexkoMeHnanuel, b0 1O TOPrOBHIM HAUMEHOBAaHUSAM. PemieHue BpadyeOHOW KOMHCCHH
MEAMIMHCKOW OpraHu3alui PUKCUPYETCS B MEIULIMHCKON JOKYMEHTAllUU MAlUeHTa U B XKypHale
BpaueOHON KOMUCCHH.

<8> Ilpuka3 MuHuCTEpCTBa 3/IpaBOOXPAHEHUS M COLMANbHOTO pa3BuTusi Poccuiickoit deneparun
or 5 mas 2012 r. N 5020 "OO yTBepXACHUM TMOPSAIKA CO3AAHUS U JCSATEILHOCTH BpayeOHOM
KOMHUCCHHM MEAMIIMHCKON opranu3auuu” (3apeructpupoBad MunucrepcTBoM roctuiiuu Poccuiickoit
Oenepannn 9 utonst 2012 1., peructpannoHHbiii N 24516) ¢ H3MEHEHUSMH, BHECEHHBIMU TIPUKA30M
MunuctepcrBa 31paBooxpaHeHust Poccuiickoit ®enepaunn ot 2 gekabps 2013 r. N 886
(3apeructpupoBan  MwuHHCTepcTBOM IocTunMu Poccuiickoit ®eneparuu 23 nexabps 2013 1.,
peructpanroHubiii N 30714).

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

Ecin mnpu oka3zaHuM MANUMEHTy MEIUWLIUHCKONH TIOMOIIM B MEIUIMHCKOM OpraHu3aluu B
CTAllMOHAPHBIX YCJIOBHUAX IO PELICHHIO BpaueOHONH KOMHMCCHUHU OCYLIECTBISIOTCS Ha3HAYCHHE U
NPUMEHEHHE JIEKapCTBEHHOI'O IIpernapaTa C KOHKPETHBIM TOProOBbIM HAaWMEHOBaHUEM, TO IIpU
OKa3aHWU JAHHOMY IIallUEHTYy MEIUIMHCKOM IOMOIIM B WHOW MEIUIIMHCKOM OpraHu3anuu B
CTAaIlMOHAPHBIX YCJIOBMSIX, a TAKKE€ B aMOYJIaTOPHBIX YCJIOBHSIX OCYILECTBISETCS Ha3HAUEHHE €My
JIEKapCTBEHHOI'0 Iperapara ¢ TeM K€ TOPrOBbIM HauMeHOBaHUeM <10>.

<10> Ilynkr 2 nocraHosneHus [IpaBurensctBa Poccuiickoit @enepaunu ot 30.06.2020 N 965 "O
BHeceHMH wu3MeHeHHi B [IpaBuna dopmupoBaHHs mepedHsl JEKapCTBEHHBIX CPENCTB, 3aKyIKa
KOTOPBIX OCYIIECTBIISIETCS B COOTBETCTBUM C UX TOPIOBBIMH HAaWMEHOBAHUSMH, U O NPUMEHEHHUH
JIEKapCTBEHHBIX IMpernapartoB C KOHKPETHbIMU TOProBeiMH HauMmeHoBaHusMU" (Cobpanue
3akoHo1atenscTBa Poccuiickoit deneparuu, 2020, N 28, cT. 4422).

6. Ha3HaueHue nexkapCTBEHHOIO Ipemnapara B pelenTe Ha OyMa)KHOM HOCHUTENE WM pelenTe B
dbopMe DIIEKTPOHHOTO JAOKYMEHTa O(OpMIISeTCs Ha WM MalMeHTa, A KOTOPOro MpeaHa3HaueH
JIeKapCTBEHHBIN Mpemnapar.

Penient Ha OymaxkHOM HocuTene, oOpMIIEHHBIH Ha perientypHoM Omanke ¢opm N 107/y-HII, N
107-1/y, N 148-1/y-88, N 148-1/y-04(i1), yTBEp»KICHHBIX HACTOSIIAM IPHUKA30M, MOXET OBITh
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MOJTYYeH TMAaIMEHTOM, €Tr0 3aKOHHBIM MPEACTaBUTEIEM WJIW JIUIIOM, UMEIONUM O()OpPMIICHHYIO B
COOTBETCTBUU C TPAXKIAHCKUM 3aKOHONATEILCTBOM Poccuiickoii Penepann TOBEPEHHOCTb OT
MalKeHTa Ha MIPaBO MOJYUYEHHUS TAKOTO pelenTa (Jajnee - yIoJIHOMOUYEHHOE JIHUIIO).

[IpencraBieHue TOBEPEHHOCTH HE TpeOyeTcsl B ciiydyae IMONYYEHMs PEelLenTa Ha JIeKapCTBEHHBIN
npermapar il MHKYypaOeIbHOTO OOJBHOTO Ha 3aBEPIIAONIEM J3Talle €ro JKU3HU  JIUIOM,
OCYIIECTBISIOIIUM yXOJl 3a TaKMM HMHKYypaOelbHbIM OONBHBIM. B TakoM ciydae MeIUIIMHCKUN
pabOTHUK BBIAACT JUILY, OCYIICCTBISIONIEMY YXOJ 3a HHKYpaOenbHBIM OOJIBHBIM, JOKYMEHT,
MOJTBEPXKIAIOIIUI HHKYpaOeIbHOe COCTOsIHIE OOJBHOTO, CONEPIKalINil CBEICHUS O JIUIE, KOTOPOe
OyIeT monydaTh JCKapCTBEHHBIE MpermapaTsl 1Mo pernenty (pamMuwims, uMsi, OTIeCTBO (MIOCIEAHEE -
IIPU HAJIMYUU), BUJ, cepusl U (WJIM) HOMEP JOKYMEHTA, YIOCTOBEPSIOLIETO JINYHOCTD), 3aBEPEHHbIH
MOJAMUCHI0O W TEYAThIO0 JAHHOTO MEIUIIMHCKOTO0 paOOTHUKA, a TaKXKe IEeYaThi0 METUITUHCKOM
OpraHu3aIu.

JIOKyMEHT, TOATBEPNIAINNA HHKYpaOEIbHOE COCTOSHUE OOJILHOTO, OCTAaeTCS B AalTCYHOM
OpraHu3alIiHu.

Peuent B opme 3IIEKTPOHHOTO OKYMEHTa (POPMHUPYETCS] C MCHOIB30BAaHHWEM TIOCYAApCTBEHHOM
nH(OPMAIIMOHHONW CHCTEMBbI B cdepe 3apaBooxpaHeHHs cyObekTa Poccuiickoit ®Deneparum,
MEAUIIMHCKONW WH(POPMAITMOHHON CUCTEMBI MEIUIIMHCKON opranu3amuu <11>,

<11> Crateu 91 u 91.1 ®epepanpHoro 3akoHa N 323-®3 (Cobpanue 3aKOHOAATEIHCTBA
Poccutickoii ®enepamnuu, 2011, N 48, ct. 6724; 2021, N 27, cT. 5141).

@akT BBIAYM peuenTa Ha JIGKapCTBEHHBIM Ipemnapar 3aKOHHOMY MPEICTABUTENIO  WIIHU
YIOJTHOMOYEHHOMY JIMILY (PUKCUPYETCSl B MEAUIIMHCKON JJOKYMEHTAIMH MallUeHTa.

7. MenuuuHCKUM pabOTHMKaM 3amperaercs oGopMIIATh PEelenThl MPH OTCYTCTBUM Y HalMeHTa
MEAMIIMHCKUX IIOKa3aHWW; Ha HEe3aperucTpUpOBaHHBIE JIEKApCTBEHHbIE INpenaparbl <l12>; Ha
JIEKapCTBEHHBIE IIpEnaparbl, KOTOPbIE B COOTBETCTBUM C MHCTPYKIUEH IO MEAULHUHCKOMY
NPUMEHEHUIO TpeAHa3HaueHbl JUIsl NPUMEHEHHUs TOJIbKO B MEAMLIMHCKMX OpraHM3alusix; Ha
HapKOTUYECKUE CpEACTBA M IICUXOTPOIIHBIE BellecTBa, BHeceHHble B cnucok Il Ilepeuns,
3aperucCTpUpOBaHHbIE B KAUECTBE JIEKAPCTBEHHBIX MPENapaToB, B LENAX MPUMEHEHUS IS JICUCHUSI
HapKOMAaHHUU.

<12> Pemenue CoBera EBpa3uiickoii skoHOMHYeckoil komuccun oT 3 Hos6psa 2016 r. N 78 "O
[paBuiax perucTpamuu U SKCIEPTU3bI JICKAPCTBEHHBIX CPEACTB JUIS METUIIMHCKOTO TPUMEHCHHUs"
(opunmanbHbIi callT EBpa3zniickoro sSKOHOMHYECKOro coro3a http://www.eaeunion.org/, 21 Hos0ps
2016 r.). Crathsa 13 denepansHoro 3akona N 61-®3 (CobOpanue 3akoHOJATENhCTBA Poccuiickoi
denepanun, 2010, N 16, ct. 1815; 2020, N 14, cr. 2028).

NuauBuAyallbHBIM — NPEANPUHAMATENSAM, OCYLIECTBISIOIIMM — MEIMLIHMHCKYIO  JESTEIBbHOCTD,
JOTIOTHUTEILHO K TpeOOBaHMSIM, YKa3aHHBIM B a03alle MepBOM HACTOSIIEro MyHKTA, 3alpeniaeTcs
oopMIIATH pelenThl Ha HAPKOTUYECKHE CPEACTBA U TICUXOTPONHBIE BEIIECTBA, BHECEHHBIE B
cnucku Il u Il Tlepeuns (nanee - HAPKOTMYECKHE U MCUXOTPOIHBIE JIEKAPCTBEHHbIE MpenapaThl
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cnuckos I u I1I Ilepeuns).

8. Ilpy Ha3HAYECHHM HAPKOTHYECKUX M ICHXOTPOIHBIX JICKAPCTBEHHBIX MpenaparoB crmcka 1
Ilepeunsi, 3a HCKIIOYEHHMEM JIEKAPCTBEHHBIX IIpENapaToB B  BHJE  TPaHCACPMAIIBHBIX
TEpPareBTUUECKMX CUCTEM M JIEKAPCTBCHHBIX IPEIAapaToB, COACPIKAIINX HAPKOTHUECKOE CPEICTBO B
COUCTaHNMU C QAHTAarOHUCTOM OIMOHUIHBIX PCUCITOPOB, PCUCITHI Ha GYMa)KHOM HOCHUTCIIC
odopmisiFoTcs Ha perientypHoM Onanke ¢popmer N 107/y-HIT.

9. Penentypnsrii 6;1ank popmer N 148-1/y-88 odopmisieTcss mpu Ha3HaUYECHUU:

1) HapKOTMYECKMX U IICUXOTPOIIHBIX JIEKapCTBEHHbIX IpenaparoB coucka Il Ilepeuns B Buze
TPAHCIEPMAJIBHBIX TEPAIIEBTUYECKUX CUCTEM, HAPKOTHUUECKUX JIEKAPCTBEHHBIX NIPENapaToB CIUCKA
Il Tlepeuns, comepxaimmx HAPKOTUYECKOE CPEACTBO B COYETAHMM C AHTArOHHUCTOM ONMOUIHBIX
peLenTopoB, ICUXOTPOIHBIX JIEKAPCTBEHHBIX ITpenaparos cuucka I [lepeyns;

2) KOMOMHHPOBAHHBIX JIEKAPCTBEHHBIX MPENAPATOB, COACPIKAIIUX

a) KOJICUH WJIU €ro COJH (B MepecueTe Ha YUCTOE BEIIECTBO) B KOJIMUECTBE 10 20 MI' BKIIFOUUTEIHHO
(na 1 go3y TBepzoii ekapcTBeHHOM (hopmbl) min B Konnyectse 10 200 mr BkitounTenbHo (Ha 100
w1 w100 1 KuaKoit TekapcTBeHHON (OpMBI ISl BHYTPEHHET0 IPUMEHEHN );

0) nceBno3denprHa ruAPOXIIOPU B KOJIHUECTBE, IpeBbimaroiieM 30 mr, u 10 60 MI BKIIFOYHTEIHHO
(na 1 mo3y TBepAOH JeKapCTBEHHOHN (OPMBI);

B) niceBA0AeAprHa THIPOXJIOPU]] B KOJMUECTBE, IpeBbliaromeM 30 Mr, u 10 60 MI BKIIOUUTEIHHO
B COYETAHUH C JEKCTpoMeTophaHOM I'HMIpOOPOMUAOM B KOJIMYECTBE, mpesblmatonieM 10 mr, u a0
30 mr BxmrouuTensHO (Ha 1 103y TBEpIOil JeKkapCTBEHHOH (OpMBI);

) gekcTpoMeropdana ruapodpomus B koimdectse 10 200 mr BrimtounTeasHo (Ha 100 vt womm 100 T
KUJKOU JIEKapCTBEHHOHN (POPMBI JIsl BHYTPEHHETO TPUMEHEHHUS );

1) adenpuHa THAPOXJIOPHUI B KoJmyecTBe, npesbimaroniemM 100 mr, u 10 300 Mr BKIIOUUTENHHO (Ha
100 ma mim 100 r 5kuIKOH JIeKapCTBEHHOW (POPMBI /1711 BHYTPEHHETO MPUMEHEHUS);

e) adeapuHa TUIPOXJOPUI B KojauyecTBe 1m0 S50 Mr BkimwouutenbHO (Ha 1 103y TBepaoi
JIEKapCTBEHHOH (POPMBI);

K) (eHmnmponaHoTaMUH B KOJUYECTBE JO 75 Mr BKIIOUMTENbHO (Ha 1 103y TBepaoi
nexkapctBeHHOW (opmbl) win 1o 300 mr BrmountenbHo (Ha 100 min wm 100 T Kuakou
JIEKapCTBEHHOM ()OPMBI JJIsl BHYTPEHHETO IPUMEHEHHUS);

3) (enobapOuTam B KOIMYECTBE 10 15 Mr BKIIOYUTEIHBHO B COUYETAHUM C KOACHMHOM (WU €ro
COJISIMHU ) HE3aBUCUMO OT KoJimdecTBa (Ha 1 103y TBep 0l IeKapCTBEHHON (OpPMBI);

u) (enobapOutan B KomuyectBe A0 20 MI' BKIIOYUTEIBHO B COYETaHUU C d(DeapuHOM
THJIPOXJIOPUIOM HE3aBUCUMO OT KoJmuecTBa (Ha 1 103y TBepoi JIeKapCTBEHHOM (hOpMBI);

K) XJIOpAMA3eNOKCH]I B KondecTBe, mpesbimaromeM 10 mr, u 1o 20 Mr BKIOUUTENbHO (Ha 1 103y
TBEPJI0M JIEKapCTBEHHOM (hOPMBI);

3) JleKapCTBEHHBIX MpenapaToB HHIMBHUIYAIHLHOIO HM3TOTOBICHHUS, COJEPXKAIIMX HAPKOTHYECKOE
CpeAcTBO WM TmcuxoTponHoe BemiectBo crnucka Il Tlepeuns, u npyrue ¢dapmakonorudeckue
AKTHBHBIE BEILIECTBA B J]03€, HE MPEBBIIIAIONIEH BBICIIYIO PA30BYIO 103y, U IIPH YCIOBUH, YTO ITOT
KOMOWHUPOBAHHBIN JIEKApPCTBEHHBIHM INpernapar He SBISIETCS HAPKOTHMYECKHM HWIIM MCUXOTPOIHBIM
JIeKapCTBEHHBIM ITpenapaToM cnucka Il [Tepeuns;
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4) nexkapCTBEHHBIX IIpenapaToB, BKJIIOYEHHBIX B IE€PEUCHb JICKAPCTBEHHBIX CPEIACTB JUIA
MEAMIMHCKOTO IPUMEHEHHUs, INOUIeKAIMX MPEAMETHO-KOJIMYECTBEHHOMY Y4eTy (Jaiee -
JIEKapCTBEHHBIE MpenapaThl, BKIOUYEeHHbIE B nepedeHb [IKY) <13>.

<13> IMoamynkt 5.2.171(1) nynkra 5 mocranoBieHus [IpaBurenscrBa Poccuiickoit denepanuu ot
19.06.2012 N 608 "O6 yrBepxkaenuu [lonoxxenns o MuHmcTepcTBe 31paBooxpaneHus Poccuiickoit
Oenepannn” (nanee - [lonoxxkenne o Munucrepctse) (CoOpanue 3akoHoAaTelbcTBa Poccuiickoi
®denepannn, 2012, N 26, ct. 3526; 2013, N 16, ct. 1970).

10. Peuentypnsiii 61ank ¢opmbl N 148-1/y-04(11) obopmiisercs mpu Ha3HAYECHUHU JICKAPCTBEHHBIX
MpernapaToB TpaxkJaHaM, UMEIOIIUM MPaBO Ha OECTUIATHOE MOJMyYeHUE JICKAPCTBEHHBIX MPErapaToB
WJTH TIOJTYYCHUE JICKAPCTBEHHBIX MTPEIapaToB CO CKUIKOM.

11. Penentypusriii 61ank ¢popmel N 107-1/y opopmiisercs npu Ha3HAYEHUH:
1) nekapcTBEHHBIX MPENapaToB, HE YKa3aHHbBIX B MyHKTaxX §, 9 Hactosmiero [lopsaka;
2) KOMOMHMPOBAHHBIX JIEKAPCTBEHHBIX IIPENApaTOB, COAEPIKALLIUX

a) SproTaMMHa THIPOTAPTPaT B KOJUYECTBE JO S5 MI BKIKOUUTENbHO (HAa 1 103y TBepaoi
JIEKapCTBEHHOU (POpMBI);

0) adeapuna ruapoxsopu B koaudectBe 10 100 mr BrarouutenbHO (Ha 100 M umu 100 T sxuakoit
JIEKapCTBEHHOM (POPMBI JJIsI BHYTPEHHETO IPUMEHEHHUS );

B) IceBaod(eprHa TUAPOXIOPU B KoIWdecTBe, He mpeBbimaromeM 30 mr (Ha 1 mo3y TBepaoin
JIEKapCTBEHHOH (POPMBI);

r) mnceBaod(denprHa TUAPOXJIOPHA B KOJIMYECTBE, HE MpeBblmatonmieM 30 Mr, B COYETAaHUU C
JekcTpoMeToppaHoM TUAPoOpPOMHUIOM B KojuuyecTBe, mpeBblmaromeM 10 mr, u go 30 wmr
BKJIIOUMTENBHO (Ha 1 103y TBepO# JIeKapcTBEHHOU (hOpMBI);

N) JAekcTpomeropdaHa TUApPOOpoMHUA B KojJuuecTBe, mpesbimatromem 10 mr, u go 30 wmr
BKJIFOUUTENBHO (Ha 1 103y TBEpAOH JIEKapCTBEHHON (OpMBI);

e) ¢enobapbuTan B KonmuecTse, npesbimaroniemM 20 mr, u 10 50 mr BriatouuTenbHO (Ha 1 103y
TBEP/I0H JIeKapCTBEHHOU (hopMBbl);

K) (enoOapOutan B kosnmyectBe A0 20 MI BKJIIOYUTENBHO B COYETAHUU C HProTaMHHOM
THJIPOTapTPAaTOM HE3aBUCUMO OT KoJnuecTBa (Ha 1 103y TBepAOH JiekapcTBEHHON (OopMBbl);

3) XJIOpIUa3enokcu B koiamdectse 10 10 Mr BKIOYHTENBHO (Ha 1 103y TBEpAOH JeKapCTBEHHOM
bopmbr).

12. Ilpu Ha3HAYEHUU JIEKAPCTBEHHOTO Mperapara WHAWBHUYaJbHOTO U3TOTOBJIEHMS B pelenTe Ha
OyMa)kHOM HocuTene W (WiM) peuente B (opMmMe 3JIEKTPOHHOTO JOKYMEHTa HaMMEHOBAaHUs
JIEKapCTBEHHBIX CpPENCTB (BellecTB), BKIOUEeHHbIX B mepedeHb [IKY, ykaspiBatoTcs B Hauane
penenTa, 3aTeM - BCE OCTAJIbHbIE MHIPEIUEHTHI.

13. Ilpu Ha3HaueHMM JIEKApCTBEHHOTO Ipenapara B pelenrte Ha OyMa)KHOM HoOcHUTene U (WiM)
peuente B (hopMe AIIEKTPOHHOTO TOKYMEHTA 3alpelaeTcs MPeBbIIaTh KOJIMUECTBO HAPKOTHUECKUX
CPEICTB WM ICUXOTPOIHBIX BELIECTB, KOTOPOE MOXET OBITh BBIMHCAHO B OJHOM peELENTe,
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ycTaHoBieHHoe npuiiockeHreM N 1 k Hacrosiemy [lopsaky, 3a HCKITIOUEHUEM CITydaeB, yKa3aHHBIX
B myHKTax 15 u 24 nacrosuero ITopsaka.

14. Ilpyu Ha3HaYeHUM JIEKAPCTBEHHBIX NpPENapaToB, BKIOYEHHBIX B nepeueHb [IKY, no3za koropeix
IPEBBIIAECT BHICIIMN OJHOKPATHBIM INpHEM, MEIULIMHCKMA paOOTHUK 0003HAYaeT 103y 3TOro
JIEKapCTBEHHOI'0 IpenapaTa B pelente Ha OyMaKHOM HOCHUTENE IPOIUCHIO C IPOCTABICHUEM
BOCKJIMLIATEJILHOIO 3HAaKa U (WJIM) IPOCTABISAET BOCKIULATEIbHBIN 3HAK MPU 0GOPMIICHUH peLenTa
B (hopMe 3IIEKTPOHHOI0 JOKYMEHTA.

15. KonuyecTBO Ha3HAYEHHBIX JIEKAPCTBEHHBIX MpernapaToB, BKIOUYEHHBIX B nepedyeHb [IKY, npu
OKa3aHUM MalUEeHTaM, HYXIAIOUMMCA B JIMTEIBHOM JICUCHUU, TMEPBUYHON MEIUKO-CAaHUTapHOU
MOMOIIH U MaJUIMaTUBHON MEIUIIMHCKONW MOMOIIN MOXET OBITh YBEIMYEHO C YUETOM KIMHUYECKUX
pekoMeHanui He 6osiee 4eM B 2 pas3a 1o CPAaBHEHUIO C KOJMYECTBOM HAPKOTHYECKUX CPENICTB MU
MICUXOTPOIHBIX BEIIECTB, KOTOPOE MOXKET OBITh BBIIUCAHO B OJHOM pELEINTE, YCTAaHOBIECHHBIM
npunoxkenueM N 1 k Hactosmemy [lopsanky.

B ciydasx, mpenycMOTpeHHBIX a03aleM MepBbIM HACTOAIIETO MyHKTA, HA pelenTax Ha OyMakHOM
HOocuTene mnpousBoAuTcs Haanuch "llo cnenuanbHOMY Ha3HAYEHUIO", OTAEIBHO 3aBEPEHHAs
MOJITMCHI0 MEAWIIMHCKOTO PA0OTHHUKA M TICYaThI0 MEAMIIMHCKON opranm3amnuu "J[s perentos", Ha
perentax B (opMme dIEKTPOHHOrO JOKyMeHTa mpousBoautTcs otmerka "[lo cmeunambHOMY
Ha3HAUEHWIO" C TPOCTABICHHWEM YCHJICHHOH KBaJU(HUIMPOBAHHOW SJEKTPOHHOW TOIIMHUCH
MEIUIIMHCKOTO pabOTHHKA.

16. CocraB JeKapCTBEHHOro Ipernapara, JieKapcTBeHHass ¢opma U 0OpalleHue METUIIMHCKOTO
paboTHuka K (apmaneBTHUYECKOMY pabOTHHKY 00 OTIyCKE JIEKapCTBEHHOro IIpenapara Ha
OyMaXHOM HOCHUTEIIe O(OPMIISIFOTCS Ha JIATUHCKOM HJIM PYCCKOM SI3bIKE B POJIUTEIIBHOM TAACKe, 32
UCKJTFOUeHHEM O(OpMIICHHUSI pelenToB B ()OPME DIICKTPOHHOI'O JIOKYMEHTA, OCYIIECTBISIEMOrO Ha
PYCCKOM SI3BIKE.

[Tpu opopmiieHnu penenTypHbIX OJaHKOB AOMYCKAeTCs MCIOJIb30BaHUE COKPALEHUH (MPUIOKEHHE
N 2 k Hacrosimemy [lopsaxy).

IIpn Ha3HayeHUM JIEKApCTBEHHOI'O IIpernapara HeE JOMYCKAeTCsl COKpPAIlEHHEe HAauMEHOBAaHUU
UHIPEIUEHTOB, COCTAaBJIAIOIIMX JIEKAPCTBEHHBIN IIpenapar, He MO3BOJIAIOIIMX YCTaHOBUTH, KaKOU
MMEHHO JICKapCTBEHHBIN MperapaT Ha3HAYEH.

17. Crioco6 nmpuMeHeHus JeKapCTBEHHOTO IpernapaTa 0003HauaeTcsl ¢ yKa3aHWeM IyTH BBEICHUS,
J103bl, YaCTOThI, BPEMEHH IIpHeMa OTHOCUTENBHO CHa (YTPOM, Ha HOYb) M €r0 JUINTEIHOCTH, a JUIs
JIEKapCTBEHHBIX IpPENapaToB, B3aUMOJICHCTBYIOIIMX C MHILEH, - BPEMEHHM HUX YHOTpeOJIeHUs
OTHOCHUTEJIbHO MpueMa MUILH (10 €1bl, BO BPeMs €/Ibl, IOCTIE €]IbI).

18. Ilpu HE0OXOAMMOCTH HEMEUIEHHOTO WJIM CPOYHOTrO (B T€UEHHE JBYX pabouyux JIHEH) OTIycKa
JIEKapCTBEHHOTO TIpernapaTra MalUeHTy B BEpXHEW dYacTH penenta Ha OyMaXHOM HOCHTENe
MpoCcTaBIsSIOTC 00o03HaueHus: 'cito" (cpouno) wmim '"statim" (HeMeJIEHHO). AHAJIOTHYHBIE
0003HaueHMsI MPOCTABIIAIOTCS B BUJAE OTMETOK IpHU OpOPMIICHHH pelenTta B popMe 3JIEKTPOHHOTO
JIOKYMEHTA.

19. Tlpu odopmiieHun Ha3HauUEHUSI TOTOBOT'O JIEKAPCTBEHHOTO IMpernapaTra B perenTe Ha OyMakKHOM
HOCHUTEJNIe WU perente B (opMe IEKTPOHHOTO JOKYMEHTa KOJUYECTBO JEHCTBYIOIIMX BEIIECTB
YKa3bIBA€TCS B COOTBETCTBUM C MHCTPYKIHMEW MO MEIUIIMHCKOMY MPHUMEHEHUIO JIEKApCTBEHHOTO
npenapara. [lonycTuMo yka3bIBaTh J103UPOBKY JIEKAPCTBEHHBIX MPENapaToOB CUCTEMHOIO AEHCTBUSA
(17151 pe30pOTUBHOIO MpHEMa) B TBEPABIX JIEKAPCTBEHHBIX (hopMax (Harpumep, TabIeTKH, TOPOILIKH,
KaricyJsbl) Kak cojiepsKaHhe OJJHOTO MJIM HECKOJIBKHUX JIeHCTBYIOIIUX BEIIECTB B €AMHUIIAX MAcChI (B



rpaMmax, MuUMrpamMmax). JlomycTMMO yKa3blBaTh JO3MPOBKY JIEKAPCTBEHHBIX IPEIapaToB
CHCTEMHOTO JEHCTBHs (sl pe30pOTUBHOTO TMPUMEHEHHUS) B JKUIKUX JIEKAPCTBEHHBIX (hopmax
(HarmpuMep, pacTBOPBI, CYCICH3HMH) KaK COIEP)KaHUE OJHOIO WM HECKOJIBKUX JeHCTBYIOLIMX
BEIICCTB B CIMHUIAX MAaCChl Ha EIUHUIYY o0beMa (Hampumep, MILTUTPAMM/MUILTHIATP) C
yKa3zaHHeM o0I1ero 00beMa JIeKapCTBEHHOH (POPMBI.

[Ipu odopmiieHnn Ha3Ha4YeHHs JIGKAPCTBEHHOTO Mperapara WHIUBUIAYaJbHOTO H3TOTOBIICHUS B
peuenTe Ha OyMa)KHOM HOCHUTENE HIM perente B (opMe 3JIEKTPOHHOTO JOKYMEHTa KOJIUYECTBO
TBEPJBIX W CHIMY4YUX (papMameBTHUECKUX cyOcTaHIui ykaspiBaeTrcs B rpammax (0,001; 0,5; 1,0),
KUAKUX - B MIUUTIIIATPAX, TpaMMax U Karuisx.

20. PenenTsl Ha OyMa)XHOM HocuTelnie, B (GopMe 3JIEKTPOHHOTO JOKYMEHTa, O(opMIIeHHBIE Ha
penentypaom Onanke gopmbel N 148-1/y-88 u mpenHa3sHaueHHBIC I OTIYCKA JIEKAPCTBEHHBIX
[pernapaToB, MPEAYCMOTPEHHBIX moamyHKTamMmu 1 - 3 mynkrta 9 Hacrosimero Ilopsinka,
NEHCTBUTENbHBI B TeUeHHE 15 qHEH co nHA 0pOpMIICHHUS.

21. PeuenTsl Ha OyMa)XHOM HOCHTENE, B (hOpMe SJIEKTPOHHOTO JOKyMEHTa, O(QOpPMIICHHBIE Ha
pernentypaom Onanke Gopmbl N 148-1/y-04(;1) u npeaHa3HaUYEHHBIE A7 OTIYCKa JIEKaPCTBEHHBIX
[IpenapaToB rpakaaHaM, ykazaHHbIM B yHKTe 10 HacTosero [Topsiaka, neficTBUTEIbHBI B TEUEHHE
30 nHe#t co aHA oopMIIeHHUS, 32 UCKIIIOUCHHEM CilydyaeB o(opMIIeHHUs peLenTa B COOTBETCTBUU C
nyHkTamu 38 u 39 nactosiiero [lopska, npu KOTOpPBIX OH JAEWCTBUTENEH B TeueHue 15 nHeil co
JHSL 0pOpMIIEHUS.

22. PeuenTsl Ha OyMa)XHOM HOCHTENE, B (hOpMe 3JIEKTPOHHOTO JOKyMEHTa, O(QOpPMIICHHBIE Ha
pernentypaom Onanke Gopmbl N 148-1/y-04(;1) u npeaHa3HauYeHHbIE A7 OTIIYCKa JIEKAPCTBEHHBIX
IpenapaToB TrpaKAaHaM, JOCTUTIIMM IEHCHOHHOIO BO3pacTa, WHBAJIUIAM IE€pPBOMl TPYIIBL,
IeTSIM-UHBAIUIAM, a TaKke TpaxkJaHaM, CTPaJaloluM XPOHHUYECKHMMH 3a00JeBaHUSIMU,
TpeOyIOIMMH JJINTENBHOIO KYpPCOBOIO JIEUEHMsI, JACUCTBUTENbHBI B TeueHue 90 nHeil co aHd
odopmMIIeHHs, 32 UCKITIOUEHHEM CIy4aeB, yKa3zaHHbIX B MyHKTax 38 u 39 Hacrosmero [lopsaaka, npu
KOTOPBIX OH JCWCTBUTENECH B TeueHue 15 aHelt co nHs oopMieHus.

Jnst nedeHus: XpOHUYECKMX 3a00JIeBaHMM YyKa3aHHBIM KAaTErOpUsAM TpaxaaH JEKapCTBEHHBIE
npernapatsl ¢ OQOPMJICHHEM pEIeNnTOoB Ha OyMa)XHOM HOCHTENE WM pelentoB B (opme
ANIEKTPOHHOI0 JOKYMEHTA MOT'YT Ha3HauaThCs Ha Kypc JieueHus 10 180 nHei.

23. PenenTsl Ha OyMa)XHOM HocHTene, B (GopMe 3IIEKTPOHHOTO JOKYMEHTa, O(opMmIIeHHBIE Ha
peuentypaoMm Onanke ¢opmer N 107-1/y um mnpenHa3sHaueHHBIC IJisi OTIIYCKa JIEKApPCTBEHHBIX
MpenapaToB, IpeIyCMOTPEeHHbIX TyHKTOM 11 Hacrosimero [lopsaka, nelicTBuTenbHbl B TeueHue 60
THEH co AHS 0OpMIICHHS.

HpI/I HAa3HA4YCHHWMU TOTOBBIX JICKAPCTBCHHBLIX IMPEIapaTtoB W JICKAPCTBCHHLIX IIPE€IIapaToB
WHAWBUAYAIbHOTO M3TOTOBIICHUS TMAllMEHTaM ¢ 3a00JIeBaHUSMHU, TPEOYIOMIMMH JUIUTEIHHOTO
KypcoBOro JiedeHusi, ¢ odopmiieHHeM Ha perentypHom Omanke ¢gopmbr N 107-1/y penenita Ha
OyMa)XHOM HOCHUTENe Wi B (OpMe SIEKTPOHHOTO JOKYMEHTa yCTAaHABIUBAETCS CPOK JCHCTBUSA
perienTa B mpejenax A0 OJHOTO roja.

B cnywae ycraHoBieHHMs CpoKa JACHCTBUSL pelenTta B Mpelenax J0 OJHOr0 Troja B pelente
npou3BoAUTCS Haamuch: "[lo cnenuanpbHOMY Ha3HauYECHUIO'", 0003HAYACTCSI CPOK JCHCTBUS perenTa
U TEPUOJUYHOCTh OTIYCKAa JIEKAPCTBEHHBIX NPENaparoB W3 AanTeYHOW OpraHu3aluu Wid
I/IHJII/IBI/IJIyaJ'H)HI)IM Hpe)IHpI/IHI/IMaTeJ'IeM, NMCHOIIINM JINIICH3U O Ha (l)apMaHeBTI/I‘IeCKYIO
JESTENIbHOCTD <14> (e)KeHeAEeNbHO, KEMECSYHO U HHBIE MEePHO/bl). JIOMOTHUTENBHO 3TO yKa3aHUE
3aBep51eTC${ IIOAIMUCHIO MECAUIIMHCKOT'O pa6OTHI/IKa, a TAaKXKEC II€YaTbHO MGI[I/II.[HHCKOﬁ OpFaHI/ISaHI/H/I



"Ilmst perienToB" (ISl perienita Ha OyMaKHOM HOCHUTENE) WM YCHJICHHOW KBaJM(DHUIIMPOBAHHOU
AJIEKTPOHHON TOJMUCHI0 MEAWIIMHCKOTO pabOTHUKA U JIMIA, YHIOJHOMOYEHHOTO 3aBEepATh
JOKYMEHTBl OT HMMEHH MEIUIMHCKOW opraHm3anuu (s peunenta B (opMe 3JIEKTPOHHOTO
JIOKYMEHTA).

<14> Ilynkr 47 wactu 1 crateu 12 ®enepanpHoro 3akoHa ot 4 mas 2011 r. N 99-®3 "O
JUIIEH3UPOBAHUH OTACIBHBIX BHUAOB JesTenabHOCTH" (manmee - denmepanbHblii 3akoH N 99-D3)
(Cobpanue 3akonomarenbctBa Poccuiickoir ®eneparuu, 2011, N 19, cr. 2716; 2021, N 27, crt.
5177).

24. Peuentsl Ha JIEKapCTBEHHBIE Ipenaparhl, BKJIIOYEHHble B nepedeHb [IKY, nna nedenus
MAIUEHTOB C XPOHUYECKUMU 3a00JICBAaHUSMHU MOTYT OPOPMIIATBCS Ha Kypc JeueHust 10 60 THEeH.

B cnyuae, xorma xypc snedenusi coctaBisier Oonee 30 mHEH, MOMOJHUTEIBRHO B pelenTax Ha
OyMaxHOM HocuTene npousBoAutcs Haamuch "Ilo cnenuanbHOMYy Ha3HAyeHHIO", 3aBEpeHHas
MOJIMMCHI0 MEAWIIMHCKOTO PA0OTHHUKA M TICYaThI0 MEAMIIMHCKON opranm3anuu "J[is perento", Ha
perentax B (opme SIEKTPOHHOrO JOKyMeHTa mpousBoautTcs orMmeTrka '"Ilo chenuanbHOMY
Ha3HAUeHWIO" C TPOCTABICHHWEM YCHJICHHOH KBaJU(HUIMPOBAHHOW SJCKTPOHHOW TOIIHCH
MEAMIIMHCKOTO pPAa0OTHHKA U JIUIA, YIOJHOMOUYEHHOTO 3aBepsATh JOKYMEHTbl OT HMEHU
MEAUIIMHCKOW OpraHHU3aIliH.

25. Pement Ha OyMaXHOM HoOcHTene B (DOpMe SJIEKTPOHHOTO JOKyMEHTa, O(OPMIICHHBIA C
HapyIIEHUEM yCTaHOBJIEHHbIX HacTosuM [lopsakom TpeboBaHuUM, CUNTAETCSI HEAEHCTBUTENbHBIM.

I1. HazHayeHuUe JieKapCTBEHHbIX NPenapaToB MPU OKA3aHUM
MEIULIMHCKOM MOMOLIH B CTAMOHAPHBIX YCJI0BHUAX

26. HpI/I OKa3aHUWU IalUCHTY MGZ[I/IHI/IHCKOI\/'I nmomMouM B CTAlMMOHAPHBLIX YCJIOBUAX HA3HAYCHUC
JICKAPCTBCHHBIX IIPEIIApaTOB IIPOU3BOAUTCA 0e3 O(l)OpMJ'IeHI/IFI pencinTa MCAUNIIUHCKUM pa6OTHI/IKOM
CAUHOJJNYHO, 3d UCKIIFOUCHUEM CJIYUACB, YKA3aHHBIX B ITYHKTC 27 HaCTOAIICTO Hop;mKa.

27. CornacoBaHWe Ha3HAYCHHs JIEKAPCTBEHHBIX IPEIapaToB C 3aBENYIOIIUM OTIEICHUEM WU
OTBETCTBEHHBIM JISKYPHBIM BPauoM JIMOO JPYTHUM JIMIIOM, YIIOJIHOMOYEHHBIM MPUKA30M TIaBHOTO
Bpayda MGHHHHHCKOﬁ opranu3anvi, a TakKXeE, IMIpd HaJIWduu, C BpadyOM - KIMHHUYCCKUM
(dapmakoI0roM HE0OXOAUMO B CITyUasX:

1) OJHOBPCMCHHOT'O HA3HAYUCHUSA IISITU U Ooiee JICKAPCTBCHHLIX MPCTIapaTOB OJHOMY MAIIUCHTY;,

2) Ha3HAYEHHUS JIEKAPCTBEHHBIX MPENaparoB, HE BXOIAIINX B IEPEUeHb KU3ZHEHHO HEOOXOIUMBIX U
BO)XHEHIINX JICKAPCTBEHHBIX MpenaparoB <15>, npyu HETUINMYHOM T€YEHUHU 3a00JIeBaHUS, HATMYUN
OCJIO’)KHEHUN OCHOBHOTO 3a00jeBaHUS W (WMJIM) COMYTCTBYIOIIMX 3a00JieBaHUM, MPH Ha3HAYEHHUH
JIEKapCTBEHHBIX MpenapaToB, OCOOCHHOCTH B3aWMOJICHCTBHUS U COBMECTUMOCTH KOTOPBIX COTJIACHO
UHCTPYKIUSAM MO WX TPUMEHEHUIO MPHUBOJAT K CHIKEHHIO 3()(eKTUBHOCTH U 0€30MacHOCTU
dapmakoTepanuu U (WIK) CO3/1aI0T MOTEHIINAIbHYIO OMAaCHOCTh JJIS )KM3HU U 3/10pOBbS MallMeHTAa.
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<15> Yactu 1 cratem 60 ®enepambHoro 3akoHa N 61-O®3 (CobOpanue 3aKOHOIATEIHCTBA
Poccutickoit ®enepamuu, 2010, N 16, ct. 1815; 2020, N 29, ct. 4516).

B ykazaHHBIX ciy4asX Ha3HAuY€HHUE JIEKAPCTBEHHBIX MpenaparoB (PUKCHpPyeTCs B METUIIMHCKOM
JOKYMEHTAIIMU TAIUEHTa W 3aBEpsAeTCs] TMOJMUCHI0 METUIIMHCKOTO PAOOTHHKA M 3aBEIYIOIIErO
oT/eNieHneM (OTBETCTBEHHOI'O JICXKYPHOTO Bpada WK JPYroro yrnoJHOMOYEHHOTO JIUIIA).

28. MenuuuHCKU pabOTHUK MEIWIMHCKONW OpraHu3aluu (€€ CTPYKTYpHOTO IOJpa3/eieHus),
pacroIoKEHHOW B CEJIbCKOM HACEIIEHHOM ITYHKTE, OCYIIECTBISCT Ha3HAYEHUE JIEKApPCTBEHHBIX
MpEernaparoB B CiIydyasx, YKa3aHHBIX B MyHKTax 27 u 29 Hacrosero [lopsiaka, eTMHOIUYHO.

29. Tlo pemenuio BpauyeOHON KOMHCCUU TAIMEHTaM TPU OKa3aHUU UM MEJAMIIMHCKOW TMOMOIIU B
CTAllMOHAPHBIX YCIOBUSIX HAa3HAYAKOTCS JICKAPCTBEHHBIC IMpENaparhbl, He BKJIIOYCHHBIC B TIEpEUYCHb
JKU3HEHHO HEOOXOIMMBIX M BAKHEHIINX JICKAPCTBEHHBIX MPENaparoB, B cllydyae WX 3aMEHBI U3-3a
WHIMBUIYAILHON HETIEPEHOCUMOCTH, TI0 JKU3HEHHBIM ITOKA3aHUSIM.

Pemenne BpaueOHON KOMHCCHU (PUKCHUPYETCS B MEIUIIMHCKON JIOKYMEHTAIIMK MAIIMEeHTa U KypHaJe
BpaueOHOI KOMHCCHH.

30. B cnydasx oOcienoBaHUsl U JIEYEHUs TIpaKAaHUHA B CTAllMOHAPHBIX YCIOBUSX B pPaMKax
IPEIOCTABICHUS MEJUILIMHCKUX YCIYr Ha BO3ME3/JHON OCHOBE 3a CUET JIMYHBIX CPEICTB I'pa)<IaH,
CPEACTB IOPUIMYECKUX JIMI[ U HMHBIX CPEJICTB Ha OCHOBAaHMU JIOTOBOPA, B TOM YHUCIIE JOTrOBOpa
JTOOPOBOJIBHOTO MEIUIIMHCKOTO CTpaxoBaHHs <16>, eMy MOT'YT OBbITh Ha3HA4YCHBI JEKAPCTBCHHBIC
npenaparbl, He BXOJSIIME B IepeuyeHb KU3HEHHO HEOOXOIUMBIX M BaXKHEMIIMX JEKapCTBEHHBIX
IpenapaToB, €CJIU UX Ha3HAYCHHUE U IPUMEHEHUE 00yCIOBIEHO MEIMIIMHCKMMU OKa3aHUAMU.

<16> Iloctanosnenue [IpaButenbcrBa Poccuiickoit @enepannu oT 4 okta6pst 2012 r. N 1006 "O6
yrBepxkaeHuH [IpaBuin mpepocTaBieHUs MEAMLIMHCKUMHU OpPraHU3alMsIMU IUIATHBIX MEIUIIMHCKUX
yenyr" (Cobpanue 3akonoaarensctBa Poccuiickoit denepanun, 2012, N 41, cT. 5628).

II1. HazHauyeHue JIeKaPpCTBEHHBIX NPENaparoB PH OKa3aHUM
MEePBUYHON MEJUKO-CAHUTAPHOMW MOMOLIHA, CKOPOH MeTUIUHCKOU
MOMOIIU U NAJJIUATUBHON MeIUIUHCKOU MOMOIIH

31. Ilpm oka3zaHuM NEPBUYHOW MEIUKO-CAHUTAPHOM IIOMOIIM M NAJUIMATUBHOW MEIUIIMHCKOU
MOMOIIM B aMOYJaTOPHBIX YCIIOBUSIX Ha3HAu€HUE JIEKaPCTBEHHBIX IPENapaToB OCYLIECTBIISETCS
MEIUIUHCKUM PaOOTHUKOM B CIIydasX THUIIMYHOTO TEYEHUs 3a00JIeBaHUS IMAallMeHTa HCXOIA M3
TSOKECTH M XapakTepa 3a0osieBaHusl.

32. Ha3HaueHue JIeKapCTBEHHBIX MpENapaToB MO PEHICHUIO BpadyeOHON KOMHCCHU TIPH OKa3aHHUU
MEPBUYHON MEIUKO-CAaHUTAPHOU MTOMOIIH, TAJNTMATUBHOW MEIUIIMHCKOHN MTOMOIIN B aMOyJIaTOPHBIX
YCIOBUSX MPOU3BOIUTCA B CIIyUasX:

1) OOTHOBPEMCHHOI'O HA3HAUCHUA OJHOMY IMAIIUCHTY IATH U Ooitee JICKAPCTBCHHBIX NPCIapaToB B
TCYCHHUC OJHUX CYTOK WJIM CBBIIIC NCCATU HaMMEHOBAaHHUM B TEUCHUE TpUAIATU ,[[Hefl;

2) Ha3HAueHMs JIEKApPCTBEHHBIX MpPENnapaToB MpPHU HETUIIMYHOM TEUYEHUH 3a00JIeBaHMs, HAIMYUU
OCJIO’)KHEHUH OCHOBHOIO 3a00jeBaHHUs W (WMJIM) COMYTCTBYIOLIUX 3a00JjieBaHUM, MpPH Ha3HAYEHUU
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JIEKapCTBEHHBIX IpenapaToB, OCOOCHHOCTH B3aUMOJEHCTBHS U COBMECTUMOCTH KOTOPBIX COTJIACHO
UHCTPYKLHUSAM TI0 HMX NPUMEHEHHUIO NPUBOAAT K CHIKECHUIO S(PQPEKTHBHOCTH W 0€30MacHOCTH
JIEUYEHUs NaUeHTa U (WJIK) CO3al0T NOTEHIMAIBbHYIO ONTACHOCTb JUIsl )KU3HU U 3[I0POBBS NALlUEHTA;

3) mNepBUYHOrO HA3HAYEHUS MALMEHTY HAPKOTHYECKUX U IICUXOTPOIHBIX JEKapCTBEHHBIX
npenapatoB cnuckoB Il u Il Ilepeuns (B ciiydae nNpuHATUS PYKOBOJUTENIEM MEIULUHCKOM
OpraHu3allMi pPELIeHUsT O HEOO0XOAMMOCTH COIJIACOBaHMsI HA3HAUYEHUs TaKUX JIEKapCTBEHHBIX
MpenapaTroB ¢ BpauyeOHOM KOMHUCCHEH ).

33. TloBropHOe Ha3HAYeHHWE HAPKOTUYECKHX U MCHXOTPOINHBIX JIEKAPCTBEHHBIX IIPEMapaToB
cnuckoB |l m 1l Tlepeuns npous3BOAMTCS MEIUIIMHCKAM paOOTHHKOM CaMOCTOSATENBHO WM
eIMHOINYHO 0e3 ydJacTHsi BpadyeOHOI KOMHCCHH TalMeHTaM C BBIPAKCHHBIM OOJIEBBIM CHHIPOMOM
Tr000T0 TeHe3a, HapyIICHHEM CHA, CYyJOPOXHBIMH COCTOSHHSIMH, TPEBOKHBIMH PacCTPOHCTBAMH,
(boOuAMH, ICUXOMOTOPHBIM BO30YKICHHEM.

34. Ilpu oka3aHMM CKOpPOM MEIMIMHCKOM IIOMOIUM JIEKAPCTBEHHBIE IIperapaThl Ha3HAYaIOTCs
MEAMIMHCKUM pPAaOOTHUKOM BBIE3IHON OpHrajbsl CKOpOH MOMOIIM, MEIULUHCKUM pPabOTHUKOM
MEIMIUHCKONW OpraHu3alyy Mpu OKa3aHUKM METUIIMHCKON MOMOIIM IpaXkaaHaM MpH 3a00JIeBaHuUsX,
HECYACTHBIX Cllyyasix, TPaBMaX, OTPABJICHUSAX U JPYTUX COCTOSHUAX, TPEOYIOIUX CPOYHOTrO
MEJULMHCKOI0 BMELIATENIbCTBA.

IV. HazHayeHue JIeKAPCTBEHHbIX MPENapaToB IPa)kIaHaM, UMEKO UM
NMPAaBo HA 0eCIJIaTHOE MOJIy4YeHHE JIeKAPCTBEHHBIX MPENnapaToB UJIN
MOJIy4YeHHEe JIEKAPCTBEHHBIX MPENapaToB cO0 CKUAKOM, IPH 0KA3aHUHU

NMEePBUYHON MEeJUKO-CAHUTAPHOMN MOMOILIH

35. Tlpm oOka3aHMM TEPBUYHON MEIUKO-CAHUTAPHOW MOMOIIM Ha3HAuY€HHE MEIUIIMHCKUM
pabOTHHKOM Ha OCHOBE KIMHHYECKHX PEKOMEHJAIMi W C y4eTOM CTaHAapTOB MEIMIIMHCKOM
noMomu <17> JneKapCTBEHHBIX MPENaparoB, OTIMYCKAeMbIX OECIJIaATHO MM CO CKMJIKOM,
rpakJaHaM, UMEIOIIMM TIpaBO Ha OOecleYeHre JIGKAPCTBEHHBIMU TIpenapaTaMy 3a CYET CpPE/ICTB
OIO/KETHBIX aCCUTHOBaHHUM (QenepanbHoro Oropketa M OrogkeToB cyObekToB Poccuiickoit
deneparun, ocylecTBIseTcs Ha perentypHoM oianke N 148-1/y-04(x).

<17> Crartbs 37 ®enepanpHoro 3akoHa N 323-®3 (CobOpanue 3akoHOJATENbCTBA PoccHiickoii
Oenepannn, 2011, N 48, ct. 6724; 2021, N 27, ct. 5186).

[Ipu odopmiienun penenta Ha Onanke ¢opmel N 148-1/y-04(;1) Ha OyMa)kHOM HOCHTENE
0OPMIISIOTCS TBA SK3EMIUISAPa, OAWH M3 KOTOPHIX OCTAETCS B allTEYHOW OpPTaHW3aIliH, BTOPOH - B
MEIUITUTHCKON JTOKYMEHTAIINH TIAaIlHEHTA.

36. HpaBo Ha3Ha4YaThb JICKAPCTBCHHBIC NPCHapaThl I'pakJjaHaM, UMCIOINIUM IIPABO Ha OecraTHOE
MOJIYYCHHE JICKAPCTBCHHBIX IMPCIIapaTOB WX IMOJTYUYCHUC JICKAPCTBCHHBIX ITPEIIapaToB CO CKI/I)IKOf/i,
TaKXC UMCIOT:

1) MmenuuuHCKHE pabOTHUKH, paboTaroMe B MEIULUHCKON OpraHu3alluu 10 COBMECTUTENLCTBY (B
npeJienax CBOe KOMIIETEHIINH);


https://normativ.kontur.ru/document?moduleid=1&documentid=387929#l437
https://normativ.kontur.ru/document?moduleid=1&documentid=387929#l333
https://normativ.kontur.ru/document?moduleid=1&documentid=387929#l437
https://normativ.kontur.ru/document?moduleid=1&documentid=387929#l333
https://normativ.kontur.ru/document?moduleid=1&documentid=396304#l1635

2) MeAMIMHCKUE paOOTHUKU CTAllMOHAPHBIX OpraHU3aluil COLMAIBHOIO OOCTYXHBAaHUS IIpU
HaJIUYUM JHUIEH3UA Ha OCYIIECTBICHUE MEIUIIMHCKON JesATeIbHOCTH <18>, mpemycMaTpuBarolie
BBIMOJIHEHHE paboT (OKazaHUE YCIYr) MO OKAa3aHUIO MEPBUYHON MEIMKO-CAHUTApHON MOMOIIU B
aMOYJIaTOPHBIX YCIOBUAX (HE3aBUCHUMO OT BEJOMCTBEHHOMN MPUHAJICKHOCTH);

<18> IlyskT 46 yactu 1 crateu 12 @enepanbuoro 3akoHa N 99-03 (Cobpanue 3ak0HOJATEIHCTBA
Poccuiickoit denepanuu, 2011, N 19, ct. 2716; 2021, N 27, c1. 5159).

3) MemuuMHCKHE PAOOTHHKM  MEIUIIMHCKUX  OpraHW3aliii, OKa3bIBAIOIIUX MEPBUYHYIO
MEJMKO-CAHUTAPHYIO IIOMOIb, IOABEAOMCTBEHHBIX (elepaibHbIM OpraHaM HCIHOJHUTEIbHOM
BJIACTHU WJIM OpraHaM MCIIOJHUTEIBLHOMN BiIacTH cyObeKkTOB Poccutickoit Denepanmu;

4) WHAUBUAYAJIBHBIC TIPCANPUHUMATCIN, OCYILICCTBIIAIOINEC MCIAUINUHCKYHO [OCATCIBHOCTL H
BKJIFOYCHHBIC B PECCTP MCIAUIMHCKUX OpFaHI/ISaHI/IfI, OCYHICCTBIIAOINX ACATCIIBHOCTL B C(bepe
00513aTeIbHOrO MCIUIHUHCKOI'O CTpaxOBaHUs.

37. Ilpu Ha3HaueHHM JIEKAPCTBEHHBIX NpENapaToB Ipa’kAaHaM, HUMEIOIIMM IPaBO Ha OecIulaTHOE
NOJIyYEHUE JIEKAPCTBEHHBIX MPENapaToB WK MOJYYEHHE JIEKaPCTBEHHBIX MIPENapaToOB CO CKUIKOM,
B pelLenTe YyKa3bIBaeTcs HOMEp TejaedoHa, M0 KOTOpoMYy paOOTHUK alTeyHOW OpraHM3alud IpU
HEOOXOJUMOCTH MOXKET COIJIacoBaTh € MEIUIMHCKUM paOOTHUKOM 3aMEHY JIEKApCTBEHHOTO
npemnapara.

38. HazHaueHne HapKOTUYECKUX U IICUXOTPOMHBIX JIEKapCTBEHHBIX npenapaTos cnucka Il [lepeuns
(32 MCKIIIOYEHHEM JIEKapCTBEHHBIX IIPENaparoB B BHJE TPaHCACPMAIbHBIX TEpaneBTUYECKUX
CHUCTEM, a TAKXKC JICKAPCTBCHHLIX MNPCIapaToOB, COACPIKAINNX HAPKOTUUCCKOC CPEACTBO B COUCTAHNUN
C AaHTarOHUCTOM OIMOMJHBIX PELEeNTOPOB) TIpaxJaHaM, HMEIOIIMM IMpaBO Ha OecrulaTHoOe
MOJIYYCHHE JICKAPCTBCHHBIX IMPCTIApaTOB WX IMOJTYUYCHUS JICKAPCTBCHHBIX IMPEIIapaToB CO CKHI[KOﬁ,
ocylecTBisieTcss Ha peuentypHoM Omanke ¢opmbl N 107/y-HII, k KOTOpOMY JIOMOJIHUTENBHO
odopmisieTcs pelent Ha peuentypHom Onanke Gopmsl N 148-1/y-04(11) (B ABYX sK3eMIuIsipax mpu
odopmIIeHUH Ha OyMa>KHOM HOCHUTEJE).

39. Ha3HaueHne HapKOTUYECKUX M TICUXOTPOIHBIX JIEKapCTBEHHBIX NMpenaparoB cnucka Il Tlepeuns
B BUJIC TPAHCAECPMAIBHBIX TEPANEBTHUECKUX CHUCTEM, HAPKOTHUYECKHX JICKAPCTBEHHBIX TPEMapaToB
cnucka II Ilepeuns, coxepkaliux HAPKOTUYECKOE CPEACTBO B COUETAHMHM C AHTAarOHHUCTOM
ONMOMJIHBIX PELENTOPOB, IICUXOTPOIHBIX JIEKapCTBEHHBbIX mpenaparoB cmucka Il Tlepeuns,
JIeKapCTBEHHBIX IpenaparoB, BKIIOUeHHBbIX B mnepedeHb [IKY, coxepxamuxcs B MOANMYHKTE 2
nyHkta 11 Hactosmero Ilopsaka, nmpeqHasHauYeHHbBIE IS JICYCHUS TPaXKIaH, UMEIOIIUX TPaBo Ha
OecrutaTHOE IMOJyYeHHE JIEKApCTBEHHBIX MPENapaToB MIIM MOJTyYeHHE JIEKaPCTBEHHBIX MpEenapaToB
CO CKHJKOW, OCYIIECTBIsieTCsl Ha penenTypHbix Onmankax ¢gopm N 107-1/y u N 148-1/y-88, k
KOTOPBIM JIOTIOJIHUTEIHHO 0(OpMIIIETCSl pelenT Ha penenTypHoM Osanke ¢opmbl N 148-1/y-04(m)
(B IBYX 3K3EMILISpax MpH opopMIIEHUH HAa OyMa)KHOM HOCHUTEIIE).

Ipunoowcenue N 1
K Ilopsoky nasnauenus
JIeKapCMBEeHHbIX NPenapamos,

VIMBEPHCOEHHOM) NPUKAZOM
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Munucmepcmea 30pagooxpaneHus

Poccuiickoii @edepayuu

om 24 nosops 2021 2. N 1094n

KOINYECTBO HAPKOTHYECKHUX CPEACTB WJIHN
INCUXOTPOIIHbLIX BEINECTB, KOTOPOE MOXET
BbITH BBIIIMCAHO B OAHOM PELEIITE

N /o MexayHapoaHOE HEITATEHTOBAHHOE @®opMa BBIIYCKA U Konnyectso
HauMEHOBAHUE HAPKOTUYECKOTO U JO3UPOBKa
IICUXOTPOIIHOTO JIEKAPCTBEHHOT'O
npenapara
bynpenopdun + Hamokcon TabneTku 60 TabneTok

cyOnunHrBanbHeie 0,2 Mr
+ (0,2 Mr

(ynakoBka, kpaTHas N
20)

bynpenopdun PactBop Ay ubekui, 30 ammyn

0,3 mr/ma 1 M (TmpuI-TEOOUKOB)
bynpenopdun TpancaepMaibHbBIN

[1aCThIPb

35 MKr/4ac 20 miacteipeit

52,5 MKr/4ac 10 macteipeit

70 MKr/4ac S macTelpen
Mopdun PacTBop 11 nHBEKIUH, 20 amITyi

pacTBOp IS
[IOJKOKHOTO BBEICHUS
10 mr/mur 1 Mt

(IIpHUI-TIOOUKOB)

Koneun + Mop¢un + Hockanun +
[TarmaBepun + Tebaun

PacTtBop miis
[TOJKOKHOT'O BBEACHUS
0,72+5,75+ 2,7+ 0,36
+ 0,05 mr/mir 1 mn

1,44 +115+54+0,72
+ 0,1 mr/mi 1 Mot

20 ammyn

TpumenepunH Tabnerku 25 mr 50 TabieTok
Tpumenepuinx PactBop miia nHbeKME 20 aMITyIn

10 mr/mi 1 M (IIpHUI-TIOOUKOB)

20 mr/mi 1 Mo
Mopdun Tabnetku (kancynsl) {180 TabneTok (karmcy)

[TPOJIOHTUPOBAHHOTO
el cTBUS

10 mT

30 Mr

60 mT

100 mr

60 TabyeTok (Karcymn)
40 TabneTok (Karcyn)
20 TabeToK (Kamcyn)
20 TabneTok (Karcyn)




200 mr

0. Mopdun TabneTkn
S mr 100 Tabnerox
10 mr 100 tabyeTox
10. Mopdun Karum i1 npuema 4 prakona
BHYTpH 20 mr/mut 20 mi
11. Mopdun PacTBOp 114 IpremMa
BHYTPH (MOHOO3bI)
2 Mr/mMit 5 mit 100 amryi /3
6 Mr/MJ1 5 M 80 ammy /3
20 mr/mit 5 M 30 ammyn /3
12. OxcukonoH + Hamokcon Tabnerkn
[IPOJIOHTUPOBAHHOTO
ITeCTBUA
5 Mr + 2,5 Mr 100 TabneTok
10 Mr + 5 mr 60 TabneTok
20 mr + 10 mMr 40 TabneTok
40 mr + 20 Mr 20 TabneTox
13. [TponmonmndenmmTokcudTUINUIEepuaAnH| [ abnetku 3amednsie 20 (SO TabaeTox
M
14, DeHTaHnT [InacTeipb
12,5 Mkr/gac 20 macTeipeit
25 MKr/4ac 20 miacteipeit
50 MKr/49ac 10 nmacteipeit
75 MKr/4ac 10 mmacteipeit
100 Mkr/gac 10 mutacteipeit
15. DeHTaHnn Cripeil Ha3aJIbHBIN

dakon 50 MKr/mo3a
2,0 mi1 (10 no3)

3,2 mut (20 m03)

5,0 mi (40 103)
dakon 100 Mxr/mo3a
2,0 mi1 (10 no3)

3,2 mut (20 m03)

5,0 mi (40 103)
Ddakon 200 Mkr/mo3a
2,0 mi (10 no3)

3,2 Mt (20 m03)

5,0 M1 (40 103)

24 ¢rakoHa
12 ¢pnakoHOB
6 ¢1akoHOB

12 pnakoHoB
6 pakoHOB
3 (akona

12 pnakoHoB
6 pakoHOB

3 prmakona

IIpunoscenue N 2

k Ilopsaoky nasnauenus

JIEKAPCNMBEHHbIX npenapamaoe,

ym@epofcdeHHOJwy npuKasom

Munucmepcmea 30pasooxpanerus



Poccuiickoii @edepayuu

om 24 nosaops 2021 2. N 1094n

Cnpasouno

PEKOMEH/IOBAHHBIE K UCITIOJIB3OBAHHUIO

COKPALIEHUA ITPU O®OPMJIEHUMU PELIEIITOB

N | Coxkpaienue [TonHOE Hamucanue IlepeBon
n/n

1. J|aa ana 10, IOPOBHY

2. lac., acid. acidum KHCIIOTa

3. |aer. aerozolum A3p030J1b

4. jamp. ampulla amIryna

5. [aq. agua BOA

6. |ag. purif. aqua purificata BOJIA OUHIICHHAS

7. |but. butyrum Macyio (TBepoe)

8. |caps. capsula Karcysa

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

10. . Da (Detur, Dentur) Brinaii (Iycts Beigano, [lycts
OyJIeT BBIAHO)

11. [D.S. Da, Signa Detur, Signetur Brimaii, 0603Ha4b [TycTh Oyaer
BbITaHO, O003HAYEHO

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

13. (dil. dilutus a3BEJICHHBIN

14. |Div. in p. aeq. |[Divide in partes aequales Pa3nenu Ha paBHbBIC YacTH

15. |emuls. emulsio OMYIIBCHSI

16. [extr. extractum DKCTPAKT, BBITSDKKA

17. |in enem. in enemas B MUKPOKJIH3MaXx

18. |F. Fiat (fiant) [Tyctb 0Opasyercs (0OpaszyroTcs)

19. [gran. granulum rpaHyIbI

20. ot gtt gutta, guttae Karuisi, Karuid

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

22. |inf. infusum HacToH

23. |inamp. in ampullis B amMITyJax

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 ¢ MPOJOHTHPOBAHHBIM

obhd.

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




27. |in tubul. in tubulis B TIOOMKAx

28. |lin. linimentum ITHHUMEHT

29. [lig. liquor PKUJIKOCTD

30. [lot. lotion ITOCHOH

31. |m. pil. massa pilularum ITIOJbHAS Macca

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

33. M. Misce, Misceatur Cwmerait
(ITyctb Oyner cmeniaHo)

34. |mixt. mixtura MHUKCTYpa

35. |N. numero YHCIIOM

36. [ol. oleum MaciIo (GKUIKOE)

37. |past. pasta macra

38. |pil. pilula, pilulae MTVUITIONIS, TTAJTEOJIN

39. |p. aeq. partes aequales ABHBIC YACTH

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

41, |pulv. pulvis OPOIIOK

42. (q.s. quantum satis CKOJIBKO MOTpeOyeTcsi, CKOJIBLKO
HaJ10

43. Ir., rad. radix KOpEHb

44.  |Rp. Recipe Bo3bMu

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

46. |rhiz. rhizoma KOPHEBHIIE

A7. S Signa, Signetur 0O603nraub ([IycTh Oymer
0003HAYEHO)

48. [sem. semen cems

49, simpl. simplex pOCTOI

50. [sir. Sirupus cupon

51. sol. solutio acTBOp

52. [spr. spray crpeit

53. [spr. nas. spray nasale CIIpel Ha3aJbHbBIN

54. |supp. suppositorium CBEUa, CYMIO3UTOPHIA

55. |susp. Suspensio CYCIICH3HSI, B3BECh

56. [tab. tab(u)letta rabyeTKa

57. [t-ra, tinct. tinctura HacTOHKa

58. [tubulis tubulis TFOOUKH

59. |STT Systema Therapeutica TpancnepmanbHas

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

IIpunoscenue N 2

K npuxasy Munucmepcmea 30pagooxpaHenuisl

Poccuiickoii @edepayuu

om 24 noaops 2021 2. N 1094n



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

MMHMCTEPCTBO 3OPaBOOXPAHEHUI

Poccurickonm denmepaumnu

Kon ¢opmer mo OKVY]

Kon yupexpmeHma no OKIIO

MenmumMHCKada JOKYyMEeHTalnA

HamMeHOBaHMe (WITaMII)

MeIOMLMHCKOM OpIraHM3alnm

PEIEIT

(B3pPOCHH,

A A

dopma N 107-1/y

YTBepXOEeHa IIPMKa30M
MuHMCcTepCcTBa 3IOPaBOOXPAHEHUI
Poccunickom denmepaumum

or 24 HOs60psa 2021 . N 1094mu

OEeTCKUM — HYXHOE IMNOIOUEPKHYThH)

20 .

daMuMsa, MHMLUMAJE MMEHM UM OTUeCTBa

IIaueHTa

(mocyenHee - TNPU HaJIMUUU)

JaTa poxneHmd

daMmIiMda, MHMULMAJE MMEHM M OTUeCcTBa

Jledyamero Bpada (bernpmmepa, akylLepKu)

(mocyienHee — NpPM HaJIMUUM)




py©o. |komo. |Rp.

py0O. |kom. |Rp.

[Toonmuce

M IIedaTb JledalleI'o Bpauda M.II.

(nopnmuce Qespnuepa, aKyWEepKH)

PelienT meMcrBUTEeJIeH B TeueHme 60 pgHer, mo 1 roma ( )

(HyXHOEe MOOUEePKHYTH) (ykaszsarhb

KOJIMYUEeCTBO IHEM)

ObopoTHass CTOPOHA

OTMeTKa O Ha3HAUEeHUU
JIEKAPCTBEHHOTO IpernaparTa
10 PelleHM BpauebHOM KOMMCCUU

[ToproTOBMII [Iporepmi OrnycTmi




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

MyHMCTEPCTBO 3OPaBOOXPaHEHUH Kon ¢opmel nmo OKYI 3108805

Poccunickor Odenmepaluum MenuumHCKasa IOOKyMeHTalMsa
dopma N 148-1/y-88

HavmeHnoBaHMe (mTaMmiIl) YTBepXOeHa IPUKas30OM

MEeIMLMHCKOMN OpTraHM3alLUM MyHMCTEPCTBa 3OPaBOOXPaHEHUI
Poccurickom denmepaumum

HamMeHOBaHMe (wTami) orT 24 HOsOpsa 2021 . N 1094H

MHOVMBMIOYAJIEHOTO NPeANpPUHUMAaTEN

(ykazaTe ampec, HOMEep UM OaTy JIMULEeH3UMU,

HaVMMEeHOBAaHMe opraHa I'OCyIHapCTBEHHOM BJIACTH,

BHIOABLUIET'O JIMILIEH3UIO)

s L UL UL

PELEIT mo 20 .
(naTa odopMIIeHUS-pPellenTa)

(B3pOCJLM, IOeTCKUM — HYXHOEe IIOINUEPKHYTH
’ N PKHY

daMumMsa, MHMULMAJE MMEeHM UM OTUecTBa ([IocJieHee -— MIPUM HaJIUuuu)
rnanumMeHTa

DaTa poxnmeHUA

Ampec MecTa XUTeJbCTBa wiau N MEeIMUIMHCKOM KapTh aMOyJlaTOPHOTO
nauMeHTa, IOoJiydaonleI'o MeOMUMHCKYI [IOMOUbL B aMOyJIaTOPHEIX YCJIOBMAX

daMmnIMsa, MHULMAJE MMEHM M OT4UecTBa (IocjiemHee — IPU HaJIUUUM)



Jleyamero Bpada (besnpmmepa, axkylLepKu)

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

PellenT IOeMCTBUTEJIEH B TeueHMe 15 nHen

ObopoTHasas CTOPOHA

OTMeTKa O Has3HadeHUU
JIEKAPCTBEHHOTO IpernaparTa
10 PEelleHMI0 BpaduebHOM KOMMUCCUMU

[TpTroTOBMII [Iporepmi OrnycTumi

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

MMHMCTEPCTBO 3IOPaBOOXPaHEeHUA YTBEPXIEHA
Poccumickom demepaumum MECTO IJiA npukasoM MuHMCTepCcTBa
MTPUXKOIOA <*> 30PaBOOXPAaHEHNA

Poccuiickom demepaluun
or 24 Hosabpsa 2021 1.
N 1094n



Tamr

Konm MenoMUMHCKOM OpraHM3aluln

ITamn

Kon mMHIOMBMIOYyAaJIbBHOT'O IIpenlipmMHIMaTeJIA

Kon ¢opmer mo OKYI 3108805

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

Kon Korn ICTOUHMK OQMHAHCUPOBAHMA: |5 OILJIATH:
KaTeropun HO3O0JIOTUYECKOM |(IOOUYEPKHYThH) (IOOUEpPKHYTH)
TrpaxiaH dopmer (o MKE)
1. denepasibHBIM OROOXET 1. BecnnaTHO
2. BomxeT cybbekTa 2. 50%
Poccumickon denmepaumnm
3. MyHMUMIOAJNbHBENM OwlmxeT |3. MHOM $
PELEIIT Cepusa N IHaTa oQopMIIEHMU: 20 .

Sammniusa,
IpY HaJIW4dMM)

MHULIMAJIE MMEHM M OTUueCTBa
malMeHTa

(mocynennee -
JaTa poxmoeHUd



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

CHIWJIC

N moJsirca
obg3aTeJIbHOTO
Me OMLIMHCKOTO
CTpaxOBaHUA :

HoMep MeIMUMHCKOM KapTH IIalMeHTa, [HOoJydallero MeIMLUMHCKYI [IOMOIb B
aMOyJIQTOPHEIX YCJIOBUSAX
damMmnmsa, MHULMAJE MMEHM M OTdUeCcTBa (IocjiemHee — IIPU HaJIWUUUK)
Jleyamero Bpada (Qernbpmmepa, akKylepKu)

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

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

(momnmuce Qespauepa, aKylepKu)

PelienT merMcTrBUTeJIeH B TedeHme 15 gHem, 30 muHem, 90 mHeml
(HyXHOe TMONUEePKHYTH)
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OrMeTKka O Ha3HadveHUM
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IO PEUIeHMI BpadebHOM KOMMUCCUU

[TourorToBmMII [lporepmi OrnycTmi

<*> B cinydyae MB3TOTOBJIEHMS pPeLeNTypHOT'o OJlaHKa C MCIOJIb30BaHUEM
KOMIIBIOTEPHEIX TEeXHOJIOTUN .

Ipunooicenue N 3
K npuxa3y Munucmepcmea 30pagooxpanenus
Poccuiickoii @edepayuu

om 24 noabpsa 2021 2. N 1094n

HOPAJOK O®OPMJIEHUSA PEHEIITYPHBIX BJIAHKOB
HA JJEKAPCTBEHHBIE IIPEITAPATDI, UX YUETA U
XPAHEHUASA

I. Odpopmiienne pernenta Ha OyMaKHOM HOCHUTeJIe

1. Ha penentypubix 6mankax gopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(i1) B 1€BOM BepXxHEM
YIIIy TIPOCTABIJIAETCA IITaMIT MEIULMHCKON OpraHU3aluyi ¢ YKa3aHUEM €€ HaUMEHOBAHHUs, aJipeca U
TesneoHa ¢ 1aTON BBIMUCKY (JaToi oopMIIeHHs ) peLienTa Ha JIeKapCTBEHHBIN npenapaT

JononuutenbHo Ha penentypHoM Omanke ¢opmel N 148-1/y-04(;1) mnpocrtaBisieTcss KOA
MEIUIIUHCKOW OpPTaHU3aIlMi B COOTBETCTBUU C OCHOBHBIM T'OCYJApCTBEHHBIM PETUCTPAITMOHHBIM



HoMmepoM (nanee - OI'PH).

Cepus penentypHoro Omanka ¢opmber N 148-1/y-04(;1) Bkmtodaer kon cyOwekta Poccuiickoit
ODenepanyivi, COOTBETCTBYIONIMI JBYM mepBbIM Iudpam OoOmepoccuiickoro kinaccudukaropa
00BEKTOB aJIMUHUCTPATUBHO-TEppUTOpUaIbHOrO nenenus (qaiee - OKATO).

Paspemaercs nzrorapnuBath penentypubie 0Omanku Gopmel N 107-1/y u popmsr N 148-1/y-04(m) ¢
MOMOIIHI0 KOMIIBIOTEPHBIX TEXHOJIOTHIA.

Peuentypusie Onanku ¢opmbl  Gopmbl N 148-1/y-88 HM3roTaBIMBAOTCA HUCKIIOYUTEIIBHO
TUTIOTPAPCKUM CITOCOOOM.

2. Ha peuentypHbsix OnaHkax, oGOpMISEMbIX HHIUBUAYAIbHBIMU MPEIIPUHUMATEISIMH,
UMEIOIMMH JIUICH3HIO Ha MEIUIMHCKYIO JEATEIbHOCTh, B BEPXHEM JIEBOM YIIy THHOTPadCKUM
CrocoOOM WJIM IyTeM IMPOCTaBICHHS IITaMmIa JOKEH ObITh yKa3aH aJpec WHIUBUAYAIbHOIO
OpeIlpUHUMATENsl, HOMEp U Jara JIMLEH3UM, HaUMEHOBAHWE OpraHa IOCyIapCTBEHHOW BJAcTH,
BBIJIaBLLIETO JINLIEH3HIO.

3. Peuentypusie Onmanku ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(x) 3amonHsroTCS
MEIUIIMHCKUM PaOOTHUKOM YEPHUIAMH WM HMIAPUKOBOM PYYKOI.

4. lommyckaeTcs oopMIIeHHE BCEX PEKBH3HMTOB (3a MCKIIOYeHHEeM pekBusuTa "[loamuce nedarnero
Bpaua (moamuchk (Qenpamepa, akymepku'") penentypHeix OmaHkoB ¢opmbl popmbr N 107-1/y,
dopmbr N 148-1/y-88 1 hopmbr N 148-1/y-04(11) ¢ ncrosib30BaHUEM TIEYATAIONIUX YCTPOMCTB.

5. Odopmrnenne peuentypHbix OnankoB ¢opmbl N 148-1/y-04(1) BriIodaer nudpoBoe
KOJIUPOBaHUE.

[Mu¢ppoBoe KoAMPOBaAHHUE YKA3aHHBIX PELIENTYPHBIX OJIAHKOB BKJIFOYAET:

1) xoxg menuuuHckod opranmzauuu (OI'PH) unu kox MHOMBUAYaJIbHOTO IpeINpUHUMATENS B
cooTBeTCTBUU ¢ OCHOBHBIM TOCYJapCTBEHHBIM PETUCTPALIMOHHBIM HOMEPOM WHJMBUIYaIbHOTO
npeanpunumarens (nanee - OI'PHUII), npocraBnseMbplii HpH HM3TOTOBICHMM PELENTYPHBIX
0JIaHKOB;

2) KOJI KaTeropu TpaxK/JaH, MMEIOIIMX IpaBO Ha IOJy4YeHHE JIEKAPCTBEHHBIX IpenapaToB B
COOTBETCTBUU cO cTaThed 6.1 denepanbHoro 3akoHa ot 17 wuroms 1999 r. N 178-®3 "O
roCyJapCTBEHHOM colaibHON nmomomu" <1>, u Ko Ho30J0rHuecKoi GpopMbl Mo MexxayHapoIHOM
CTaTHUCTUYECKOM Kkiaccubukanuu Oone3sHell u  mpobseM, CBs3aHHBIX cO 370poBbeM (10-it
nepecmotp) (nanee - MKDB), 3anonHseMble JiedaniuM BpadyoM IyTeM 3aHECEHHs KaxJoW Hupsl B
IIyCThIE AYEHKH, IPU ITOM TOUKA IIPOCTABIISIETCS B OTAEIBHON AUEHKE;

<1> Co0Opanue 3akoHomatenbcTBa Poccuiickoit deneparuu, 1999, N 29, c1. 3699; 2020, N 52, cr.
8577.

3) ormerky 00 wuctouHuke (uHaHcupoBaHus (PpenepanbHblii OrmKeT [1], OrOKET CyOBEKTa
Poccuiickoit ®enepauuu [2], MyHHIMMNANbHBINA OrojkeT [3]) U MpOLEHTE OMIATHI perenTa
(6ecrmatho [1], 50% [2], unoit % [3]);

4) mTpUX-KOA - JONOJHUTENIbHBIA PEKBU3UT (B CIy4yae M3TOTOBIEHHS HAa TEPPUTOPUU CYyObEKTa
Poccuiickoit @enepaninu perienTypHOro 6JaHKa ¢ UCIOIb30BaHUEM KOMIIBIOTEPHBIX TEXHOJIOTHI).
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6. B penentypubix 6mankax ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n1) B rpade "damunus,
UHHUIHAATBI UMEHH M OT4ecTBa (TIOCIEIHEee - MPU HAIMYMK) MAIlMeHTa" yKa3bIBalOTCA (PaMuivs,
MHUIMAJIb] MMEHU U OTYECTBA (IIOCIEAHEE - IIPU HAJIMYMK) MTaLIUEHTA.

7. B peuentypubix Omankax ¢opm N 148-1/y-88, N 107-1/y m N 148-1/y-04(:1) B rpacde "Ilata
poxieHus" yKa3bIBaeTCs JaTa POXKICHHs MalMeHTa (YMCiI0, MECSII, TOJI).

HonomauTtensHo B penentypHbix Onankax ¢opmbl N 148-1/y-88 u dopmer N 107-1/y nns nereit B
Bo3pacte 70 1 roga B rpade "Jlata poskaeHus" yKa3bpIBaeTCS KOJIHMYECTBO MOTHBIX MECSIICB.

8. B peuentypubix Omankax ¢opmbl N 148-1/y-04(;1) B rpadax "CHUIIC" m "N mnomwmca
0053aTeNIbHOTO MEIUIMHCKOTO CTPaXxOBaHUA'" YKa3bIBAIOTCS CTPAXOBOM HOMEP HMHJIMBUIYaJIbHOTO
nauneBoro cuera rpaxnanuHa B [lencuonnom ¢donae Poccuiickoit @enepannmu (CHUJIC) (mipu
HAJIMYUK) U HOMEP IoJIuca 0053aTeIbHOTO MEUIIMHCKOTO CTPaXOBaHUSI.

9. B penenrtypHubix Oankax ¢opmbl N 148-1/y-88 B rpade "Aapec Mecra KUTEIBCTBA WIH HOMED
MEIMIUHCKOW KapThl NalMeHTa, MOJYYaloLero MEAMIMHCKYI0 IOMOIIb B aMOyJaTOPHBIX
ycIoBUAX", yKa3bIBAa€TCSl IOYTOBBIM aJpec MECTa JKUTENbCTBA (MecTa IMpEeObIBAHUS WM MecTa
(akTHUECKOro MpOo>KUBaHUS) MAMEHTa WM HOMEP MEAMLIMHCKOM KapThl MAI[MEHTa, [10JyYaromero
MEIMIUHCKYIO OMOILb B aMOYyJIaTOPHBIX YCIOBUAX <2>.

<2> [lpuka3 MuHnucrepctBa 31paBooxpanenust Poccuiickoii @enepanuu ot 15 nexabpst 2014 r. N
8341 "OO yrBepx)aeHnH YHUPUIIUPOBAHHBIX (POPM MEIULIMHCKON JOKYMEHTAIMH, UCIIOIb3yEeMbIX B
MEIUIIUHCKIX OPTaHU3aIMIX, OKa3bIBAIOIINX MEAUIMHCKYIO TOMOIIb B aMOYJIaTOPHBIX YCIOBUSAX, U
MOpSIIKOB 10 MX 3amnoyiHeHuro" (nmanee - Ilpukas N 834H) (3apeructpupoBaH MUHHCTEPCTBOM
roctuiun  Poccuiickoit ®enepauun 20 ¢despans 2015 r., peructpanuonssii N 36160) c
W3MEHEHUSIMHU, BHECEHHBIMHU ITpHKa3aMu MuHuCTEpCTBa 34paBooxpaneHus Poccuiickoit @enepanyn
ot 9 suBaps 2018 r. N 2 (3apeructpupoBad MunucTepcTBOM toCcTHIIMU Poccuiickoit denepanuu 4
anpensa 2018 r., peructpaunonssiii N 50614), ot 2 Hos6ps 2020 r. N 1186H (3apeructpupoBan
MunuctepctBoM toctuiiuu Poccuiickoit ®@enepanun 27 Hos6ps 2020 r., peructpaniuoHHbIT N
61121).

Vka3zaHue U ajapeca MecTa KUTEIbCTBA M HOMEPAa MEIUIMHCKOW KAapThl MALMEHTA, MOJYyYaroIIero
MEAMIMHCKYIO ITOMOIIb B aMOYJIaTOPHBIX YCIOBUSX, HE ABISETCS OIIMOKOM.

B penentypusix 0nankax gopmsl N 148-1/y-04(x1) B rpadge "Homep MeqUIIMHCKOM KapThl MAallUEHTA,
MOJYYalOIEro MEIUIMHCKYI0 TOMOIIb B aMOYyJIaTOPHBIX YCIOBUSAX" yKa3bIBaeTcs HOMEp
MEAMIMHCKON KapThl MAllMeHTa, MOJIYYaoIEro MEAUIIMHCKYIO TTIOMOIIb B aMOYIaTOPHBIX YCIOBHIX
<3>,

<3> IIpuka3 N 834nH.

10. B rpade "damunus, THULIMAIBI MMEHU U OTYECTBa (ITOCIEAHEE - TP HAJUMYKHN) JIeYalllero Bpaya
(penpamepa, axymepku)" peuenTypHbix OmankoB ¢opm N 148-1/y-88, N 107-1/y u N
148-1/y-04(i1) yka3bIBarOTCS TOTHOCTHIO (DAMUITUS, HHUIIHMATIBI UMEHH, OTYeCcTBa (TIOCCIHEe - TIPH
HAJIMYUK) METUIIMHCKOTO pabOTHMKA, HA3HAUMBIIETO JIEKAPCTBEHHBIEC MpenapaTsl 1 0(hOpPMUBIIETO
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peLent.

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

1) HauMeHOBaHUE JIGKAPCTBEHHOTO Tpernapara (MeXIyHapOIHOE HEIaTeHTOBAHHOE HAMMEHOBAHHE,
TPYNIUPOBOYHOE WM XUMHYECKOE HAMMEHOBAaHUE, TOPrOBOE HANMEHOBAHUE) HA JIATUHCKOM SI3BIKE
WIA Ha PYCCKOM $3bIKe, (hopMa BBITYCKa, JO3UPOBKA, KOIMYECTBO (YKa3bIBACTCS IPOIMUCHIO HA
penentypaoM oanke hopmer N 107/y-HIT);

2) cnocod TPUMEHEHHs JIEKApCTBEHHOTO IMpernapara Ha TOCYyJapCTBEHHOM si3blke Poccuiickoii
@Denepalliil WIK Ha rocylapcTBEHHOM s3bike Poccuiickoit @Denepaliii 1 TOCYJapCTBEHHOM SI3bIKE
pecnyONuK M MHBIX sI3bIKax HapooB Poccuiickoit denepanun <4>,

<4> Yactb | crateu 15 3akona Poccuiickoit ®@enepanuu ot 25 oktsa6ps 1991 r. N 1807-1 "O
s3bIKax HaponoB Poccuiickoit deneparuun" (manee - 3akon N 1807-1). (BemomocTtu chesna
Haponubix nenyratoB PCOCP u Bepxosunoro Coera PCOCP, 1991, N 50, cr. 1740; Cobpanue
3akoHoaarenbcTBa Poccuniickoit deneparuu, 1998, N 31, ct. 3804).

13. IIpu opopmiieHnn pelienTypHbIX OJaHKOB 3aIllpellaeTCcsl OrPaHNYUBATHCA OOIIMMH YKa3aHHUIMH,
Harnpumep, "Buyrpennee", "U3BecTHO".

B snekmponnom 0oKkymenme nymepayus nyHKmoe coomeencmeyen ouuyuaibHomy
UCHIOYHUKY.

14. Penent, odopmieHHBIE Ha perentypHoM Oianke ¢opm N 148-1/y-88, N 107-1/y u N
148-1/y-04(11), mommuchIBaeTCA MEAUIIMHCKUAM PAaOOTHUKOM H 3aBEPSIETCS €T0 MeYaThIO.

Penent, oopmiieHHbIl Ha penentypHoM Onanke ¢opmbl N 148-1/y-88 u popmbr N 148-1/y-04(1),
JIOTIOJTHUTEIIBHO 3aBEPSETCs MeYaThio MEAMIMHCKON opranuzanuu "/l peuentos".

s penenta, odhopmieHHOro Ha perentypHoMm Onanke gopmel N 107-1/y, nanuuue nedaru "J{ns
penenToB" He SBISETCS 00sS3aTeIbHBIM.

15. Ha onnom penentypHom Osianke Gopmbl N 148-1/y-88 u dopmbr N 148-1/y-04(:m) pa3pemraercs
OCYIIIECTBIISATh HA3HAYCHHUE TOJLKO OJIHOTO HAMMEHOBAHUS JICKAPCTBEHHOTO Mperapara.

Ha omnom penentypnom Onanke ¢opmbl N 107-1/y paspermaercss OCyIIECTBISATh Ha3HAuYCHUE
TOJIBKO OJIHOTO HAaWMEHOBAaHUS JIEKapCTBEHHOIO mpemnapara, oTtHocsmerocs mno ATX k
aHTUncuxotnueckuM cpeactsam (kox N 05A), ankcuonutukam (koa N 05B), cHOTBOpHBIM H
cegatuBHbIM cpenactBaMm (kog N 05C), antupenpeccantam (kog N 06A) u He moasexkauiero
MPEeIMETHO-KOJIMYECTBEHHOMY YYETy, U JI0 TpeX HAaUMEHOBAaHUH JIEKAPCTBEHHBIX MPENapaToB - JUIs
WHBIX JIEKAPCTBEHHBIX MPENAPAaTOB, HE OTHECEHHBIX K BbIIeyKa3aHHbBIM ATX.

16. UcnpaBieHus B pelienTe He T0MyCKatoTCsl.

17. Tlpu opopmiennn perentypHbix 61ankoB popm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x1) Ha
JIeKapCTBEHHbIE MpernapaTrhl, Ha3HAYEHHbIE MO pEUICHHI0 BpayeOHOW KOMHMCCHUHM, Ha 000poTe
penenTypHoro OJaHKa CTABUTCS CIELMANbHAs OTMETKa (IITamIl).

18. Ha penientyprnom 6sanke ¢hopmel N 148-1/y-04(i1) BHU3Y UMEETCsI JIMHKS OTPBIBA, pa3AeIIIOIas
pelenTypHBIN OJIaHK ¥ KOPEIIOK.
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Kopemok ot peuenta, opopMICHHOTO Ha YKa3aHHOM pELENTYpHOM OJlaHKE, BBIJACTCS MallMEHTY
(ero 3aKOHHOMY MPEJICTABUTEINI0) B aNTEYHOW OpraHU3allMd, HA KOPEUIKE JelaeTcsi OTMETKAa O
HAaUMEHOBAHHH JICKAPCTBEHHOTO TIperapara, J03UPOBKe, KOJIMYECTBE, CIIOCO0E MPUMEHEHUS.

I1. Odopmirenue peuenrta B (popMe FJIEKTPOHHOI0 JOKYMEHTA

19. Peuent B (hopme DIIEKTPOHHOTO JOKYMEHTA, MOJIUCAHHOTO YCHJIICHHON KBATH(HIIMPOBAHHON
ANEKTPOHHOU MOAMUCHI0, POPMUPYETCS MEAULIMHCKUM paOOTHHUKOM, CBEJICHUSI O KOTOPOM BHECEHBI
B (efepanbHBI PErUCTp MEIMIIMHCKUX PAOOTHHUKOB <5>, a TakKe MPU YCIOBHH PETUCTPAIMH
MEAMIMHCKOW OpraHu3aluu, B KOTOpod odopmisieTcs peuent, B (¢eaepalbHOM peecTpe
MEAMIIMHCKUX OpTaHM3aluii <6> eIMHON TOoCyAapCTBEHHOW MH(OPMAIIMOHHOW CUCTEMBI B cdepe
3IpaBOOXPAHEHUs M TOJKIIOYEHHS TaKOM MEIMLIHUHCKOM OpraHu3alud K TOCyAapCTBEHHOMN
nH(pOpMaIMOHHOW cucTeMe B cdepe 3apaBooxpaHeHus cyorekra Poccuiickoit @eneparnun <7>.

<5> Yacte 4 crateu 91.1 ®enepanbHoro 3akoHa N 323-®3 (CoOpanue 3aKOHOIATEIHCTBA
Poccuiickoit deneparuu, 2011, N 48, ct. 6724; 2020, N 29, ct1. 4516).

<6> Yacte 4 cratem 91.1 ®enepanpHoro 3akona N 323-®3 (CoOpanue 3aKOHOJATEIHCTBA
Poccuiickoit deneparuu, 2011, N 48, ct. 6724; 2020, N 29, ct1. 4516).

<7> Cratbu 91 u 91.1 ®enepansHoro 3akona N 323-03 (Cobpanue 3akoHo1aTebcTBa Poccuiickoit
Oenepannm, 2011, N 48, c1. 6724).

20. Ilpu odopmiiennn perenta B (popme 37IEKTPOHHOTO JTOKYMEHTa Ha JIEKapCTBEHHBIC TIpemnaparhl,
ykazaHHble B yHKTax 9 u 11 Ilopsaka Ha3HaueHUs JEKapCTBEHHBIX MPENapaToB, YTBEPKIESHHOTO
HACTOSIIIAM TPHUKA30M, W OTIIyCKaeMble 3a TIIOJIHYID CTOMMOCTH, 3aIOJHSIOTCS CIIEAYIOIINe
PEKBU3HUTHI:

1) xon cyOwekta Poccuiickoit @enepann mo OKATO, omnpeaenstonuii rocyIapCTBEHHYIO
MH(OPMALIMOHHYIO CHUCTEMY B cdepe 3apaBooxpaHeHusi cyObekra Poccuiickoit ®Penepanuu, B
KOTOpOH chopMUpOBaH perenT B (popme JIeKTPOHHOTO JOKYMEHTA;

2) HaMMEHOBaHUE MEIUIIMHCKOW OpraHu3alluy, aapec, Teae@oH Win pamMuius, MHUIUAIbl UMEHU U
oTyecTBa (MOCJEAHEE - IPU HAIMYUN) MHIUBUAYAJIBHOTO MPEIPUHIMATEINS, UMEIOIIEro JIULEH3UI0
Ha MEIULHUHCKYIO JAESTEIBbHOCTb, €r0 aJpec;

3) OI'PH ropuanueckoro nuna (MeaunuHckoi opranuszanmu) win OI'PHUII mnausuayanbHOoro
NpeIIPUHIMATEIS,

4) nata ohopmiieHus perenta (yKa3blBaeTcsl YUCIIO, MECSIL, TO1);

5) nmata oOkoHYaHMS JeHcTBHUS perenta (PpopMUpyeTCs TOCYIapCTBEHHON WHOOPMAIIMOHHON
cucteMoil B cepe 3apaBooxpaHeHus cyOwnekta Poccmiickoit depepannyi B COOTBETCTBHHU CO
cpokamu AeicTBus perentoB: 15 queit, 30 gueit, 60 nueit, 90 quei, 1o 1 roga);

6) YHUKaIbHBI HOMEp perenta (hopMUpyeTcs TOCYIapCTBEHHON MH()OPMAIIMOHHONW CUCTEMOW B
chepe 3apaBooxpanenms cyObekTa Poccuiickoit ®dexepanuu ¥ 00eCeUMBACT OJHO3HAYHYIO
uaeHTU(GHUKAIMIO perenTa B ¢popMe dIeKTpoHHOTO qokyMmeHTa B coduetanuu ¢ OKATO, OI'PH unu
OI'PHUII);


https://normativ.kontur.ru/document?moduleid=1&documentid=396304#l1184
https://normativ.kontur.ru/document?moduleid=1&documentid=396304#l1184
https://normativ.kontur.ru/document?moduleid=1&documentid=396304#l465
https://normativ.kontur.ru/document?moduleid=1&documentid=396304#l1173
https://normativ.kontur.ru/document?moduleid=1&documentid=383493#l20653
https://normativ.kontur.ru/document?moduleid=1&documentid=383493#l20653

7) ormetku '"cito" (cpouHo) wim "statim" (HEMEMJIGHHO) MpU HEOOXOAMMOCTH CPOYHOTO WIIH
HEMEJUICHHOTO OTITyCKa JICKAPCTBEHHOTO Mperapara NarueHTy;

8) ampec mammeHTa (yKa3bIBaeTCs MOYTOBBIA aJpec MecTa >KUTENbCTBA (MecTa MpeObIBAaHUS WIIH
MecTa (DaKTHUEeCKOro NpOXKHBaHHUSA) C YKa3aHHEM HHJAEKCa, HAaMMEHOBAaHUSA Kpas, o00JacTy,
peciyOJIMKY, aBTOHOMHOTO OKpyra W MHOro cyOnekta Poccuiickoit ®@eneparuu, HauMEHOBAHHS
HACEJICHHOT0 IMyHKTa, HAMMEHOBaHUsS YIULbI (MpOCHeKTa, Mepeyika, Mmpoes3aa), Homepa goma (c
yKa3aHHeM KOpITyca, NPy HAJIMYMH ), HOMepa KBapTHUPHI);

9) HOMEp DJEKTPOHHON MEIUIMHCKON KapThl MallMeHTa B TOCYIapCTBEHHONW WH(MOpPMalMOHHON
cucreMe B cepe 3npaBooxpaneHus cyobekTa Poccutickoit denepanuu;

10) pamuinus, uMs, OTYECTBO (MIOCJIETHEE - IPU HAJTHYKHU) MAllMeHTa OJHOCTHIO;

11) nmata pokmeHusl TanuMeHTa (YKa3bIBaeTCsS YHCIO, MeECAI, TOA), JIia aered g0 1 roma
JIOTIOTHUTEIFHO YKA3bIBAETCSI KOTMYECTBO TOJTHBIX MECSIIEB;

12) bamunus, MTHULIMAIB UMEHHU U OTYECTBA (TIOCIIEHEE - TIPU HAJTMYMHU ) MEAUIIMHCKOTO pabOTHHKA
HOJHOCTBIO;

13) HaumeHOBaHWE  JIGKAPCTBEHHOro  mpemapara  (MEXAYHApOJAHOE  HEMaTEHTOBAHHOE
HAaUMEHOBAaHUE, TPYINIHUPOBOYHOE WM XUMHUYECKOE HAMMEHOBAaHUE, TOPrOBOE€ HaWMEHOBAHHE),
JI03UPOBKa, (hopMa BBIMYyCKa, KOJTHMYECTBO (BCE MO3UIMH YKa3bIBAIOTCS HA PYCCKOM SI3BIKE);

14) cmoco® mpuMeHEeHHs JIEKapCTBEHHOTO Ipernapara Ha TOCYAapCTBEHHOM s3bike Poccuiickoii
®denepanny WIM Ha TOCYIapCTBEHHOM si3blke Poccuiickoit denepannii U rocyAapCTBEHHOM SI3bIKE
pecmyOIIMK U UHBIX s3bIKax Hapon1oB Poccuiickoit denepannn <8>;

<8> Yactp 1 cratem 15 3akona N 1807-1 (Bemomoctu cwheszna Hapoasbix aemyratoB PCOCP u
BepxoBraoro Cosera PCOCP, 1991, N 50, ct. 1740; CoOpanue 3akoHOAaTenscTBa Poccuiickoii
®enepanun, 1998, N 31, ct. 3804).

15) nOoKyMeHT, TOATBEPKIAIOIMIMM HA3HAYEHHUE JIEKAPCTBEHHOTO IIpemapara 0 PEIICHUIO
BpaueOHOW KOMUCCUHU MEIUILIMHCKON OpraHu3aluu;

16) oTMeTka O Ha3HAYEHHUH JIGKAPCTBEHHOTO TMpernapara IO pEeIIeHUI0 BpadyeOHON KOMHUCCHH
MEJUIIMHCKOM OpraHu3aluk B CIydasX, YyKa3aHHbIX B a03arne BTopoMm miyHKTa 6 Ilopsiaka
Ha3HAYEHHUS JICKAPCTBEHHBIX MpenapaToB, yTBEPKACHHOTO HACTOSIIUM MIPUKA30M;

17) orMeTka O crenualbHOM Ha3HAYEHUH JIEKQpCTBEHHOTO Iperapara (3amojHseTcs B ciaydasx,
YKa3aHHBIX B NyHKTaXx 15 n 24 I[lopsiaka Ha3HAUYEHUs JIEKAPCTBEHHBIX IIPENIAPATOB, YTBEPKIAEHHOTO
HACTOALUM NPUKA30M);

18) oTMeTKa 0 crenuaJsbHOM Ha3HAUYE€HUH JIEKApCTBEHHOT'O Iperapara MalueHTy ¢ 3a00JIeBaHUEM,
TpeOYIOUIMM JUIUTEILHOTO KYPCOBOTO JICUEeHUs (3aloJIHsAETCsS B Cllydae, YKa3aHHOM B MYyHKTe 23
[Topsinka Ha3HAueHHUS JIEKAPCTBEHHBIX IPENapaToB, YTBEPXKAEHHOIO HACTOALIMM IIPUKA30M) C
MIPOCTaBJICHUEM MEPUOJNYHOCTH OTITYCKa JIEKapCTBEHHOTO Mpernapara;

19) npu odopmiiennn perenta B popMe IEKTPOHHOTO JOKYMEHTA Ha JICKapCTBEHHBIE MPETapaThl,
yKa3aHHble B MOAMYHKTax 2 - 5 myHkta 9 u nyHkre 11 Ilopsnka Ha3sHaueHHs JI€KApCTBEHHBIX
MpenapaToB, YTBEPKIACHHOTO HACTOSAIINM MPHUKA30M, Tpak/laHaM, UMEIONIUM TIPaBo Ha OecIIaTHOE
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MOJTyYeHHUE JIEKAPCTBEHHBIX MPENnapaTroB WK MOJydYeHHE JIEKapCTBEHHBIX MPEnapaToB CO CKUAKOM,
3aMOJIHAIOTCS. PEKBU3HUTHI, MPEyCMOTPEHHBIE MOANYHKTaMU | - 18 HacTosIero myHkTa, a Takxke
CJIEIYIOIINE PEKBU3UTHI:

a) Kareropusi TpaxJaH, HMEIOIIMX IPaBO Ha TMOJy4YEHHE JIeKApCTBEHHBIX IMPErnapaToB B
cooTBeTcTBUU cO crathed 6.1 denepanbHoro 3akoHa ot 17 wuronsgs 1999 r. N 178-®3 "O
roCyJapCTBEHHOM colMalibHON momotu" <9>;

<9> CobOpanue 3akoHoaarenbcTBa Poccuiickoit @eneparuu, 1999, N 29, cr. 3699; 2020, N 52, crT.
8577.

0) ko Ho3os0THYecKO# hopmbl o MKB;

B) ucTOUHUK (puHaHcupoBanus (1 - ¢enepanbHbIil OrOKET, 2 - OrOKET cyObekTa Poccuiickoii
®denepann, 3 - MyHULIUITAIBHBIA OIOTKET);

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

1) CTpaxoBOW HOMEpP HHIUBUAYAJIHHOTO JIMIEBOrO cueTa TpaxaanuHa B [leHcmoHHOM QoHzae
Poccuiickoit ®enepanuu (npu Hannuun) (CHUIIC);

e) HOMCD I10JI1MCa 00513aTeJILHOIO MCIUILUHCKOI'O CTpaXOBaHHA.

21. Ilpu npocTaBieHUH OTMETKM, yKazaHHOM B moamyHkre 16 myHkra 20 Hacrosuiero Ilopsiaka,
peuent B (opMe 3JIEKTPOHHOIO JOKYMEHTa IOJAIMUCHIBACTCS YCHUJIEHHOM KBalu(UIIMPOBAHHON
AIIEKTPOHHOM IMOJINUCKHIO TpEACenaTeNis WM CEeKpeTraps BpaueOHOM KOMMCCHU MEIUIIMHCKON
OpraHM3aly, TpU IPOCTABIEHUH OTMETOK, YKa3aHHbIX B mnoanyHkrax 17 wm 18 mynkra 20
Hactosawmero Ilopsnka, - yCHJIEHHBIMH KBaJIU(QUIMPOBAHHBIMU 3JEKTPOHHBIMHM MOJIHUCIMHU
COOTBETCTBYIOIIUX MEIULMHCKUX PaOOTHUKOB.

22. Ilo TpeOOBaHUIO MAIMEHTa WM €ro 3aKOHHOTO MpeACTaBUTENST O(OPMIISETCS 3K3EMILISp
peuenta B (GopMe 3JIEKTPOHHOI'O JOKYMEHTa Ha OyMakHOM HocuTene ¢ oTMeTkoi "JlyOmmkar
AJIEKTPOHHOIO JOKYMEHTa".

II1. Yyer peunentypHbIX 0JIAHKOB (32 HCKJIHYEHHEM pelenTyPHBbIX
01ankoB o popme N 107/y-HII "CneunajibHbINA pelenTypHbIH
0J1aHK'"")

23. Vwuer peuentypueix OmankoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(x),
M3TOTaBIMBAEMBIX TUIOTPAPCKUM cITocoOOM (J1anee - penenTypHble OJIaHKH, TIOJICKAIIHNE YIETY),
OCYILIECTBISCTCS B JKypHaJaX ydera, NPOHYMEPOBaHHBIX, MPOLUIHYPOBAHHBIX M CKPEIUICHHBIX

oAU CBHIO PYKOBOJUTEIIA n Ie4YaTbrO M@)II/IIII/IHCKOﬁ opraHusanuu U IOAIIUCHIO
HHIUWBUAYAJIBHOT'O MPCANPUHUMATEA, UMCIOIICTO JIMOCH3WIO HA MCIUITUHCKYIO ACATCIIBHOCTD.

24. Kypnan yuera perientypHbix 01ankoB Gopmel N 107-1/y cogepxkut cneayromue rpadsbr:
1) HoMep 1o opAIKY;

2) B paznene "[Ipuxon™:
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a) JlaTa perucTpanuy JOKyMeHTa, IOATBEPKIAIOIIET0 TOCTYIIIIEHUE;
0) HOMep U J1aTa JOKYMEHTA, TOATBEPKIAI0IIEr0 NOCTYINIEHNE, HAUMEHOBAHUE ITOCTAaBIIMKA;
B) 0011ee KOJIMYECTBO NMOCTYIHMBIIUX PELIENTYPHBIX OJIAaHKOB;

r) (aMums, HHUIMATBEI IMEHU U 0T4YecTBa (TIOCNIEAHEE - TP HAIWYHMH) U TIOAMKUCH OTBETCTBEHHOTO
MEIUIIUHCKOTO PAa0OTHHUKA, MOTYYHBILETrO PEIeNTypHbIe OJAaHKH OT MOCTABIINKA,

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

B) (baMI/IJ'II/ISI, nHunuajlbl MMCHH H OTYCCTBa (HOCJ’IC,Z[HCC - IIpHu Ha.]'II/ILII/II/I) OTBETCTBECHHOI'O
MCIULNHCKOI'O pa6OTHI/IKa, IMOJIYYHUBHIECTO PELCIITYPHBIC 6J'IaHKI/I;

I') IOJIIMCHh OTBETCTBEHHOTO MEMIIMHCKOTO paOOTHHKA, TIOYYMBIIETO PELENITYpPHbIE OJIaHKH;

4) (1)aMI/IJ'II/I$I, HHHUIIKNAaJIbl HMCHH U OTUCCTBA (HOCJ’ICI[HGG - [Ipu HaJ'II/I‘lI/II/I) H 110411 Ch OTBETCTBCHHOI'O
MCIULNHCKOI'O pa6OTHI/IKa, BbIIABHICT'O PCUCIITYPHDBIC 6HaHKI/I;

5) OCTaTOK penenTypHbIX OJIaHKOB.

25. Kypnan ydera penentypubix OmaHkoB ¢opm N 148-1/y-88 u N 148-1/y-04(1) comepxut
CIIeAyIOIIHe Tpadbl:

1) HoMep 1O OPAIKY;

2) B pazaene "[lpuxon":

a) JjaTa perucTpaluy JT0KyMeHTa, HOATBEPKIAIOIETO MOCTYIIICHUE;

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

T') CEpUU U HOMEpPA PELENTYPHBIX OJIAHKOB;

1) KOJIMYECTBO PELENITYPHBIX OJIAHKOB 110 CEPHSIM;

e) dhaMuius, MHUIMAJIBI UMEHU U OTYECTBA (MTOCJIEIHEE - IPU HAJTUYMH) U TIOJMKUCHh OTBETCTBEHHOTO
MEIUIIMHCKOTO pa0OTHUKA, TTOJIYYHBIIIETO PELENTYPHbIE OJJAHKH OT MOCTABIIHNKA;

3) B paznmene "Pacxon':

a) laTa BBIJJAYU PEIENTYPHBIX OJIAHKOB;

0) cepur U HOMEPA BBIJJTAHHBIX PEIENTYPHBIX OJJaHKOB;
B) KOJIMYECTBO BBIJJTAHHBIX PEIENTYPHBIX OJJaHKOB;

r) ¢amwinsg, HWHULOUAIB MMEHH W OTuecTBa (IOCieAHEee - MpPU HaJIMYMU) OTBETCTBEHHOI'O
MEAMIMHCKOTO PaOOTHHKA, MOTYYHUBILIETO PELENTYPHbIE OJaHKH;

1) TOANKCH OTBETCTBEHHOI'O0 MEJAUIIMHCKOTO paOOTHHKA, MOJTYYHUBILErO PeleNTypHble OJaHKY;

4) pamunus, HUIMAIBI UYMEHU U OTYecTBa (TIOCJeIHee - IPU HaJIMYKU) U MOJIICh OTBETCTBEHHOTO
MEAMIIMHCKOTO pabOTHHKA, BHIJIABIIETO PEIENTYPHbIE OJaHKU;



5) oCTaToOK perenTypHbIX OJIaHKOB.

26. Yuer peuentoB, OQOPMICHHBIX B (OpME HJIEKTPOHHOIO JOKYMEHTA, OCYLIECTBISAETCS B
roCyJapCTBEHHON MH(OPMALMOHHON cucTteMe B cdepe 3apaBooXpaHeHHus cyObekra Poccuiickoii
@denepau  NOCPEJICTBOM BEICHMSI €IMHOIO peecTpa peuenToB, OQOpPMIIEHHBIX B (opme
3JIEKTPOHHBIX IOKYMEHTOB.

IV. XpaHeHne penentypHbiX 0JIaHKOB (32 HCKJIIOYEeHHEM
peuentypHbix 0ankoB 1o ¢gopme N 107/y-HII " CneunanbHbii
peuenTypHbIi 0J1aHK')

27. MenuuuHCKHE OpraHu3allii IMOJYYar0T HEOOXOIUMBIC pelenTypHbIe OJaHKH, OPOpPMIICHHBIC
TUTIOTPAPCKUM CIIOCOOOM, Yepe3 TePPUTOPHUATBHBIC OPTaHbl YIPABICHHS 3IPABOOXPAHECHUEM HWIIH
OpraHM3aly, YIOJHOMOYEHHbIE Ha O3TO OpraHaMH HCIIOJHUTENbHONH BJIACTH CYOBEKTOB
Poccuiickoit denepaiumu.

28. PenentypHble OnaHKU, MOAJIEKAIINE YUYETY, XPAHATCS OTBETCTBEHHBIM JIUIIOM, Ha3HAUYEHHBIM
PYKOBOJIUTEIIEM MEIUIIMHCKOW OpPTraHW3allid, B 3allPaeMOM MeTaJuTmuecKkoM Imkady (cerde) wmmm
METAJINYECKOM SIIIUKE.

29. UnnuBuayallbHBIA MPEIIPUHUMATENb, UMCIOIIHIA JTUIICH3UIO Ha MEIUIIMHCKYIO JCSTEIbHOCTD,
XPAHUT PEIeNTYpPHbIC OJaHKH, MOJICKAIUE YUETY, B 3aITUPAEMOM METAITHYecKOM mKkady (ceide)
NN METAJIJTIMYCCKOM SAIIIHUKE.

30. IIpoBepka COCTOSIHHMS XpaHEHHs, ydeTa, (PaKTHUECKOTOo HAJMYUS W Pacxoja pPeHenTypHBIX
OJaHKOB, MOJISKAIIUX YYETYy, OJUH pa3 B KBapTaJl OCYILECTBISIETCS KOMHCCHEH, CO3JaHHOW B
MEIUIUHCKON OpraHu3altH.

31. Penentypuble OnaHku, odopmisieMble Ha OyMa)XHOM HOCUTENIE U MOAJEXallue Yy4eTy,
BBIJJAIOTCSI  MEIUMIMHCKMM  pabOTHHKaM, MMEIOUIMM TpaBo O(OPMIECHHS pELEeNnToB, IO
pacropsLKEHUIO TIIABHOTO Bpaya MIIM €ro 3aMECTUTENS.

HonyquHHe PCUOCITYPHBIC OJlaHKM Ha 6YM3)KHBIX HOCUTCIIIX XPAHATCA MCEAULIMHCKUMU
pa6OTHI/IKaMI/I B IIOMCIICHHUAX, O6CCHC‘II/IBaIOH_II/IX HUX COXPAaHHOCTh.

32. IIporpaMMHO-TEXHHYECKHE CPEICTBAa T'OCYIAapPCTBEHHBIX HMH(OPMALIMOHHBIX CHUCTEM B cepe
3/paBOOXPAHEHMs, MEIUIMHCKUX HMH(DOPMAIIMOHHBIX CHCTEM MEIUIMHCKUX  OpraHu3alui
o0ecrieunBarOT XpaHEHHWE DJIIEKTPOHHBIX pELENTOB, O(QOPMIEHHBIX B (OpME DIIEKTPOHHBIX
JJOKYMEHTOB B TEUEHHE CPOKOB, YCTAaHOBJEHHBIX ISl XpaHEHUs PpELeNnToB, OPOPMIICHHBIX Ha
COOTBETCTBYIOLIMX (hopMax peLenTypHbIX OJaHKOB Ha OyMa)xxHOM Hocutene <10>.

<10> HoamyHkT 5.2.169 Tlonoxenus o Munucrepcree (CoOpanue 3akoHOIATeNIbeTBAa Poccuiickoi
Oeneparun, 2012, N 26, ct. 3526; 2021, N 43, cT. 7258).

IIpunoscenue N 4
K npuxasy Munucmepcmea 30pagooxpaHenuisl

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

®OPMA CIEIVAJIBHOTO PEUENTYPHOT'O BJIAHKA N 107/Y-HII

MMHMCTEPCTBO 3IOPaBOOXPaHEHMA Kon ¢opmer mo OKVY]

PoccunickoM Odenmepaluumn MenuumHCKasa IOOKyMeHTalMsa
dopma N 107/y-HII,
YyTBEpPXIEeHHAasa IIPMKa30M
MyHMCTEepCTBa 3OPaBOOXPaHEeHUHd

WTaMIl MeOMUMHCKOM OpTaHM3aluM Poccunickom denmepaumum

or 24.11.2021 N 1094H

PELEIT
Cepmusa N
\AJ \AJ 2 O i
(maTa BHIOMCKMU pelenTa)
(B3pPOCHE, IOeTCKMM — HYXHOE NOOUEPKHYTH)
damMmnmsa, mMsa, OTUECTBO ([IOCJedHee -— MIPUM HaJUuudumM)
naureHTa
BospactT

Cepmusa M HOMep NoJMca 0083aTeJIbHOTO MEeOMUIMHCKOTO CTPpaxoBaHUS
HomMep MeIMLMHCKOM KapTH

damMunusa, uMsa, OTUECTBO ([IOCJelHee -— MIPUM HaJIUuUM)

Jledyamero Bpada (bernpmmepa, akylLepKu)

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




damMmimus, wMs, OTUECTBO (IocyiengHee -— TIIPM  HaJMuMM) U IIOJANMUCH
YIIOJIHOMOUYEHHOTO JiMlla MEeOMUIIMHCKOM OpIlaHu3aluu

M.II.
OTMeTKa aNTEeuHOM opTraHM3auum OO OTIyCKe
dammnmsa, wmMsS, OTYECTBO (IocjenmHee — I[OPM  HaIMuMM) M HOANMCH
paboTHMKA ANTEYHOM OpTaHM3aLUu

M.II.

Cpok meMcTBMA pelenta 15 mHel

Ipunoowcenue N 5
K npuxasy Munucmepcmea 30pagooxpaHenuist
Poccuiickoi @edepayuu

om 24 noaops 2021 2. N 1094n

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

CPEACTB WM ICUXOTPOIIHBIX BEILIECTB

I. llopsinok M3roTOBJICHUS, pacipeae/ieHUs] CIIeHAIbHbBIX
peuentypHbix 01aHkoB 1o ¢gopme N 107/y-HII

1. OpraHu3anuo M3roTOBIECHUS U pacHpeieseHus pelenTypHbix OnaHkoB no ¢gopme N 107/y-HII
"CrneunanbHbI pelenTypHbIi OaHK" (Jlanee - crenuaabHbId PELEeNTYpHBIM 0JIaHK) OCYIIECTBISET
MunuctepcTBo 31paBooxpanenus Poccuiickoit denepanuu (anee - MUHHUCTEPCTBO).

2. CrneuunajibHble pelenTypHble OJaHKH SIBISIOTCS 3alMIEHHOM monurpaduyeckoil mpoaykuuei
ypoBHs "B", usroraBnuBaemoit Ha 6ymare po3oBoro 1sera pazmepom 10 cm X 15 cM, 10KHBI UMETh
CepUI0 M HOMEp, a TaKXKe COOTBETCTBOBATh TPEOOBaHMSM, YKa3aHHBIM B NpHUKaze MUHHUCTEpPCTBA
¢unancoB Poccuiickoit @enepanuu ot 29 centsOps 2020 r. N 2171 "OO yTBepkIeHUU
TexHuueckux TpeOOBaHUN U yCIOBUN M3TOTOBIICHHS 3AILMIIEHHON OT MOJIENIOK MOJUTpapuuecKont
nponykiuu" (3apeructpupoBan MunucrepctBoMm toctuiinu Poccuiickoit denepanuu 16 HOSIOps
2020 r., peructpanuonssiii N 60930).

3. B mensx opraHu3anuu M3rOTOBJICHUS W paclpe/esieHHs CIEeNHaIbHBIX PeLenTypHbIX OJaHKOB
MEJULMHCKUE OPraHHU3alU1, UMEIOIIUE NIPAaBO OCYILECTBIIATH BbIJa4y PELENTOB Ha HAPKOTHUYECKUE
CpencTBa WM NcuxoTpornHsle BenlecTBa cnucka Il [lepeuns u 3apeructpupoBanHsie B Poccuiickoin
@denepanul B KayecTBE JIEKAPCTBEHHBIX IPENapaTroB JUIsi MEAMLMHCKOrO MpUMEHeHHs (lanee
COOTBETCTBEHHO - MEJIUIIMHCKasl OpraHu3alus, HApKOTUYECKUH (IICUXOTPOIHBIN) JIeKapCTBEHHBIH
Ipernapar), COCTaBJISIOT 3a4BKU Ha pelenTypHble OJaHKU.
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4. B cpok 10 1 okTAOps TEKymIero rojaa 3asBKH MEIUIIMHCKHAX OpTaHHM3aIllii Ha CIICIHAIbHBIC
perenTypHble OJIAaHKU TIPEICTABIISIOTCS:

1) MEIUIMHCKUMHU OpraHW3alUsIMH, HAXOMAIIUMHUCS B BeACHUH (eACpATbHBIX OpPraHOB
WCTIOJTHUTEIILHOM BJIACTH, - B COOTBETCTBYIOIINE (heJiepaibHbIe OPTaHbl HCTIOTHUTEIHLHOU BIIACTH;

2) MEOUIIMHCKUMHU OpTraHM3AIMsIMH, HaxXOIAIIMMKCSI B BEACHHH CYOBEKTOB Poccuiickoii
Qdenepauny, MEIWLUHCKUMU  OpraHu3alMsMd ~ MYHULUIIQIBHOM M YacTHOM  CHCTEM
3/IpaBOOXPAHEHUS] - B OpraHbl HCIIOJHUTENBHON BiacTu cyObekToB Poccuiickoit denepanuu B
cdepe OXpaHbl 310pOBbs IPakJaH, HA TEPPUTOPUU KOTOPBHIX OHHU PACIIONOKEHBI (Jajiee - OpraHsl
HCITOJTHUTENIbHON BlIacTu cyObekToB Poccuiickoit deneparun).

5. B 3asBKe MEOMIMHCKON OpraHM3allMi Ha CIEHUAIbHBIC PEIENnTypHbIe ONaHKH YKa3bIBAIOTCS
CIIEYIOIINE CBEICHMS:

1) cBeneHWS O METUIIMHCKOW OpraHW3allid, MOJABIICH 3asBKY Ha CIHEIUAIBHBIC pElEnTypHbBIC
Os1aHku (TIOJTHOE HAMMEHOBAHUE, a/IpeC MECTa HAXOXKICHU);

2) KOJIMYCCTBO  CIICHUAIBHBIX  PCHCIITYPHBIX 6J'IaHKOB, H3PaCXO0JO0BAHHBIX MEJMIIMHCKOM
OpFaHI/ISaHHeﬁ Ha 1 SHBaps MpeACCTBYOMICTO I'oJa;

3) KOJIMYECTBO CHEIHAIBHBIX PEUENTYpPHBIX OJaHKOB, HEOOXOJMMBIX MEIUIMHCKON OpraHu3aluu
HAa CIIEAYIOUIUHI TO/.

3asgBKa MGHHHHHCKOﬁ opraHu3ali Ha CIHCHHUAIBHBIC PCUCITYPHBIC OnaHku OO CBIBACTCA
PYKOBOAUTCIIEM MCHHHHHCKOﬁ OopraHu3anuu, KOTOpHﬁ HECCT NCPCOHAJIBHYHO OTBETCTBCHHOCTDL 3a
000CHOBAHHOCTD U AOCTOBCPHOCTDb YKa3aHHBIX CBGHCHHﬁ.

6. denepanbHble OPraHbl UCIIOIHUTENBHONW BJIACTH, B BEJICHUU KOTOPBIX HAXOIATCS MEAUIMHCKHE
opraHu3anuu (nanee - ¢peaepanbHble OPraHbl UCIIOIHUTEIBHOM BIIACTH), U OpraHbl UCIIOJHUTEIbHOM
BJacTH cyObekToB Poccuiickoit denepanuy Ha OCHOBAHUU 3asBOK MEAMLMHCKUX OpraHu3alluil Ha
CHelHalibHble pelenTypHble OJaHKU (POPMHUPYIOT CBOJHBIE 3asiBKU Ha CHEIMaJIbHbIE pElENTypHbIE
OJ1aHKM U B CpOK 710 1 1ekaOpsi TEKYyLIero rojia NpeacTaBistoT uX B MUHUCTEPCTBO.

7.B CBOI[HOfI 3as4BKC Ha CIICIUAJIBHBIC PCUCIITYPHBIC OnaHKH YKa3bIBaOTCA CIACAYIOINE CBECACHUA:

1) cBenenust o eneparbHOM OpraHe MCIOJHUTEIHLHON BIACTH (OpraHe HCIOJHUTEIBHOW BIACTH
cyonrekta Poccuiickoit ®epeparnuu), TpeNCTaBUBIIEM CBOAHYIO 3asiBKy Ha CI€lUaJIbHbIC
penientypHble OJaHKH (MTOJTHOE HAMMEHOBAHUE, aJ[pec MeCcTa HaXOXKIEHUS);

2) KOJUYECTBO CIEIHAIBHBIX PEIENTYPHBIX OJaHKOB, paclpeeleHHBIX (eaepalbHbIM OpraHOM
UCTIOJIHUTENIHOW BJIacTH (OpraHOM MCIIOJHUTEIbHOH BiacT cyobekTa Poccuiickoit denepannn) Ha
| sHBaps NpPEIIECTBYIOLIETO I01a MEX1Y MEAULIUHCKUMH OpraHU3alUsiIMu;

3) KOJMYECTBO CHEUUANbHBIX PELENTYpHBIX OJaHKOB, HEOOXOIUMBIX (elepallbHOMY OpraHy
MCIIOJTHUTENIbHOM BJIacTH (OpraHy MCHOJHUTENbHOM BiacTH cyobekTa Poccuiickoit denepanun) Ha
CIIEYIOIINN TOJ] 11 paclpeieleHHs] MeXAY MEAUIIMHCKUMU OpraHu3alusIMu;

4) cBemeHuss O TMOJBEJIOMCTBEHHOW OpraHU3aIllMM, YIOJHOMOYEHHON (enepalbHbIM OpPraHoOM
MCIIOJTHUTENIbHOM BJIacTH (OpraHoM MCIIOJIHUTENbHOM BiacTu cyonbekta Poccuiickoit denepannn)
OCYILECTBIIATH MOJIYYEHHE CIEUATbHBIX PELENTYPHBIX OJaHKOB 0T MUHHCTEPCTBA, UX XpaHEHHUE U
BbIIayy MEIUIMHCKUM OpraHu3auusM (IIOJJHO€ HaWMEHOBaHHWE, aJ[pec MecTa HaxOXKJIeHus,
WHH/KTIIT, OKTMO opranuszainuu, pakTHYeCKHd apec TOCTaBKH).

8. Ha ocHOBanmnmu IMOJIYYCHHBIX CBOJHBIX 3asdBOK Ha CIHCHUAIBHBIC PEHCITYPHBIC OJaHKH



MUHHCTEPCTBO €KEr0THO B CPOK 10 15 ssHBaps ciemyroniero roga GopMupyeT u yTBEpKIaeT TUIaH
pacnpeacicHud CICHUAJIBHBIX PCHCHTYPHBIX 6JIaHKOB, B KOTOPOM OTpaXacTCsa roaoBad
notpedbHocts Poccuiickoit @enepanu B CHENMAIbHBIX PELENTYPHBIX OJlaHKax (nqajiee - IUIaH
pacnpezneneHuss MUHHCTEPCTBA).

9. B nnane pacrpenesneHuss MUHUCTEPCTBA YKa3bIBAIOTCS CIEAYIOIINE CBEICHUS:
1) nopsiAKOBBIM HOMEDP 3aINCH;

2) HauMEHOBaHUE (enepalbHOTO OpraHa MCIOJHUTEIBHOW BIAcTH (OpraHa MCIOJHUTEIHHON
Bractu cyowekra Poccuiickoit denepanun), mpeACTaBUBIIETO CBOAHYIO 3asBKY Ha CIICIHATIbHBIC
perentypHbie OJIaHKH;

3) HE0OXO0AMMOE KOJMUYECTBO CIEIUANBHBIX PEIENTYPHBIX OJIaHKOB.

10. HampaBneHue crieuaibHBIX PELENTYPHBIX OJAHKOB (eiepaabHbIM OpraHaM HCIIOJHUTEIbHON
BJIACTH, OpraHaM HCHOJHMUTENbHON BiacTu cyObekToB Poccuiickoit denepanuu ocyliecTBIseTCs
MUHHCTEPCTBOM B KOJIUYECTBE, IPELYCMOTPEHHOM IIJIaHOM paclpezeiieHuss MuHucTepcrsa.

11. MuHHCTEPCTBOM JOMOJHUTEIBHO K KOJIMYECTBY CHEIMAIBHBIX PEIEeNTYpPHbIX OJaHKOB,
MPEAYCMOTPEHHOMY IUTAHOM pachpeneneHuss MunucrepcTBa, (OpMHUPYETCS pE3epBHBIM 3amac
CHEIHAlIbHBIX PElENTYPHbIX OJNIAaHKOB B KoymyecTBe, He mpeBbimatomeM 150 000 cnenuanbHbIX
pELeNnTyPHBIX OJIaHKOB.

12. B cnyuyae yBenuueHMsI MOTPEOHOCTU B CIELMAIBHBIX pPELENTYpHbIX OnaHkax (enepaibHbie
OpraHbl HCIHOJHMUTEIBHOW BIacTu (OpraHbl HCIOJHHUTEIbHOM BIACTH CyObEeKkTOB Poccuiickoit
@®enepanyii) HaNpaBIsIlOT B MHUHHUCTEPCTBO CBOJHBIE 3asBKM HA JIONOJHHUTEJIBHOE KOJIMYECTBO
CHeLHaIbHbBIX PEleNTypHbIX OJIaHKOB (C 000CHOBaHMEM YBEJIMYEHHUS MOTPEOHOCTH B CIELMATIbHBIX
peuenTypHbIx OJlaHKax), KOTOPBIE MPEAOCTaBIAIOTCS MUHUCTEPCTBOM M3 PE3EPBHOrO 3amaca
CHEIHaJIbHBIX PELENTYPHBIX OJIAHKOB.

13. ®enepanbHble OpraHbl UCHOJHUTENIBLHON BIAacTU (OpraHbl UCIOJHUTENIBHOIN BJIacTU CyOBEKTOB
Poccuiickoii ®eneparnun) pacupeAessoT MOJydYeHHbIE CIeIMaIbHble PEleNTypHbIE OJIaHKU MEXIY
MEAMIMHCKUMHM OpraHu3alMsIMd Ha OCHOBAaHMM IUIAHOB pacrpezeneHus, cHopMHpOBaHHBIX B
COOTBETCTBUHU C 3asiBKAMU MEIUIIMHCKUX OpraHU3aluil Ha ClieUalIbHbIE pEeleNTYpHbIE OJaHKU.

I1. ITopsinok perucTpaumu, y4eTa U XpaHeHHUs CleMAJIbHbIX
peuentypHbix 01aHkoB 1o ¢gopme N 107/y-HII

14. MuHuctepcTBO, HHble (eaepaTbHble OpraHbl HCHOJHUTENbHOM BJIaCTH U OpraHbl
UCIIOJTHUTENIbHOM BiacTu cyobekToB Poccuiickoil denepanny opraHu3yloT XpaHeHUe CleualbHbIX
pelenTypHbIX OJaHKOB B TOBEIOMCTBEHHBIX OPraHU3AIMsIX, YIMOJHOMOUYEHHBIX OCYLIECTBIAThH
MOJIyYEHUE CIEeUUATbHBIX PEHEeNTYpHbIX OJIaHKOB OT MMHHCTEpPCTBA, UX XpaHEHUE U BbIIAdy
MEAMIMHCKUM OpraHu3alusaM (J1ajee - yIoJIHOMOYEHHas: OpraHu3alius).

15. B ynoJlHOMO4YEeHHOW OpraHU3alMi W MEAMIIMHCKON OpraHU3alliH, MOJYYHBILIEH CIEHHAIbHbIE
peuenTypHble OJaHKH, OPraHU3yeTCsl PEruCTpalys, y4eT U XpaHeHHE CHEeIHAIbHBIX PelenTypHbIX
OJIaHKOB.

Perucrpamusi, y4er M XpaHEHHE pE3EpBHOIO 3araca CIENMATbHBIX pPELENTYpHBIX OJIaHKOB
MunucTepcTBa OCyllecTBIseTcs (efepalbHbIM TOCYAapCTBEHHBIM OIO/KETHBIM YUPEkKACHUEM,
HaxXoJsIIMMCA B BeleHUH MuHuUCTepcTBa (Jajee COOTBETCTBEHHO - DPE3EpBHBIM  3arac,



MOABEIOMCTBEHHOE YUPEKICHHUE).

16. PaboTHWK, Ha3HAYEHHBIH TPHUKA30M PYKOBOJUTENS  YIIOJHOMOYCHHOW OpTraHU3aIlf
(YIOJTHOMOYEHHOW  OpraHu3aluu, [OJBEJIOMCTBEHHOTO  YUPEXICHHUS) OTBETCTBEHHBIM  3a
PETrUCTpalMI0, XPAaHEHHE M Y4YeT CHELMabHBIX PELEeNTypHbIX OJaHKOB (/ajee - OTBETCTBEHHBIN
pabOTHUK), HA OCHOBAaHWU JIOBEPEHHOCTH, OGMOPMIICHHOW B TMOPSJKE, YCTAaHOBICHHOM
3aKOoHOIaTeLCTBOM Poccuiickoit ®Denepannu (C TOANMHUCHIO PYKOBOAMTENS YIOJTHOMOUYCHHOU
opraHu3anuu (yrnoJIHOMOYEHHOM OpraHu3alid, I0JIBEJIOMCTBEHHOTO YUPEKJEHHUS), TJIABHOTO
Oyxrajirepa, 3aBepEHHBIX KPYIJION MEYaThio), MOJNYy4aeT CIelualbHbIe pelenTypHble OJaHKU U
OCYIIECTBIISIET BEJICHUE KypHaJla PErHCTpAllUd U Y4eTa CHEIHUAIbHBIX PELEeNTYPHBIX ONaHKOB, K
KoTopoMy TmpuoOmaer (Horo- u (WIM) BUAEOMATEepUaAbl, MOATBEpKIaroImue GakT odopMiIcHUs
pelenTypHbIX O0JJaHKOB Ha oMY (TTPY HAJIMYHWH).

17. XKypHan perucrtpalud U yuyeTa CHELUAIbHBIX pPELENTYpPHbIX OJaHKOB JOJDKEH ObITh
IIPOHYMEPOBaH, MPOILIHYPOBaH, UMETh Ha MOCJIEIHEN CTPAHULE 3aIMCh, COAEPKAILYI KOJIMYECTBO
CTpaHMIl, OJHOE HAaUMEHOBAaHME YIOJIHOMOYEHHOM OpraHu3anuu (MEIUIMHCKOM OpraHu3aluH,
[IOJIBEJOMCTBEHHOI'O YUpEXJEHHUSA), a TaKK€ CKpEIUIEH MOJAIUChI0 PYKOBOJAUTENS M II€YAThIO
YIIOJTHOMOYEHHOM Opranu3anuu (MeIUUUHCKON OpraHu3alyi, I0ABEOMCTBEHHOIO YUPEKACHMUS).

Kypuan peructpauud © y4yeTa CHEIHAIbHBIX PELENTYpPHBIX OJaHKOB pPE3EpPBHOIO 3amaca
MuHnucTepcTBa CKPEIUISIETCS TAK)KE MOAMUCHIO JUPEKTOpa (B CIIydae €ro OTCYTCTBHS - 3aMECTUTENS
nupekTopa) JlemapraMeHTa peryiupoBaHUs OOpalleHUs JIEKAPCTBEHHBIX CPEACTB U MEIUIIUHCKUX
uzzenuiit MuHuCTepCTBa U neuaTbio MUHUCTEPCTBA.

18. B kypHane perucrpalyu ¥ Yydera CIHEHUATbHBIX PEHENTYpHBIX OJAHKOB YKa3bIBAIOTCS
CIIEIyIOIINE CBEICHHUS:

1) mopsIAKOBBIN HOMEp 3aIKCH;

2) Npux0/ CHEUAIbHBIX PELENITYPHBIX OJIaHKOB:

a) PEKBU3UTHI U J1aTa PErUCTPALlUU IPUXOIHOTO TIOKYMEHTA;

0) o0111ee KOJTMYECTBO MOCTYMUBIINX CIIEHUATBHBIX PELENITYPHBIX OJIAHKOB,

B) cepHs U HOMEpP CHELHaIbHOTO PeeNnTypHOro OJaHKa;

I') KOJIMYECTBO CIELHAIbHBIX PELENTYPHBIX OJAaHKOB MO KaXKAOW CEpUU;

1) haMumusi, UMsi, 0TYECTBO (TIOCTIEIHEE - IPU HAJTUYHMH) U MOITUCh OTBETCTBEHHOTO PabOTHHUKA;
3) pacxo/ cienuanbHbIX pelenTypHbIX OJaHKOB:

a) JlaTa BbIJauy CIIEHUAIBHBIX PEleNTypHBIX OJIaHKOB;

0) cepuu 1 HOMEpa BBIJAHHBIX CIIELUATIBHBIX PEUENTYPHBIX OJaHKOB;

B) KOJMYCCTBO BBIJAHHBIX CICHOUAJIBHBIX PCHCIITYPHBIX OJIaHKOB C YKa3aHueM B cKkoOKax
KOJIMYCCTBA CIICHUAJIBHBIX PCUCITYPHBIX 6HaHKOB, BbIJAaHHBIX IJIA O(I)OpMJ'ICHI/IH Ha 10MY;

1") (I)aMI/IJ'II/ISI, numMs, OTYCCTBO (HOCJ'IeI[HCC - Hpu HaJ'II/I‘-II/II/I) U HOOAIHWCH JIMIA, MTOJYUYHUBLIICTO
CIICIUAJIbHBIC PCUCTITYPHLIC 6J'IaHKI/I;

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

C) (baMI/IJ'II/Iﬂ, HMs, OTYCCTBO (HOCJ’ICI{Hee - IIpu HaJ'II/I‘-II/II/I) n noamnuch JIMIa, O(I)OpMI/IBI_HCFO
CIICIUAJIbHBIC PCUCTITYPHLIC OJaHKH Ha AOMY;



4) bamunust, UM, OTYECTBO (TIOCJIEHEE - TPH HAIWYHMH) U MTOAMUCH OTBETCTBEHHOT'O paOOTHHKA,
5) ocTaToK CrelMaIbHBIX PELENTYPHBIX OJAHKOB.

19. CneumaneHbplii penenTypHbId OJaHK SBISETCA JOKYMEHTOM CTPOTOW OTYETHOCTH. 3arac
CHELMANbHbIX pELEeNTypHbIX OJAHKOB B MEIUIMHCKONH OpraHM3alud [JOJDKEH XpaHUTbCA B
CHELMATbHBIX IOMEUICHUAX, celdax WIM B CIEHUATBFHO H3TOTOBICHHBIX MIKadax, OOUTHIX
OLIMHKOBAHHBIM KEJIE30M, C HaJI)KHBIM BHYTPEHHUM WJIM HABECHBIM 3aMKOM.

[Tomemenus, ceiidml, mKadpl, B KOTOPBIX XPaHITCA CIIEHUATbHbIC PELENTYpHbIE OJTaHKU, JTOJKHBI
OBITh 3aKpPBITHl HA 3aMKH W IIOCJI€ OKOHYAaHUs PabOThl OIeYaTaHbl MEYATHIO YIIOJHOMOUYEHHOM
opranu3anuy (MEIUIIMHCKONW OpTraHU3aIiH ) WIH OTUIOMOUPOBAHBL.

20. B MCIUIHUHCKUX OpraHu3alnugax 3alac CICHUAJIbHBIX PCUCITYPHBIX OJIaHKOB HE JOJDKCH
IPEBBIIIATH [OJJOBOI MOTPEOHOCTH.

21. Paspemaercst BbIaBaTh MEIUIMHCKOMY pPa0OTHUKY, MMEIOLIEMY IpaBO Ha3HA4aTh
HapKOTHYECKUE (IICHXOTPOIHBIE) JIEKAPCTBEHHBIEC NIpenapaThl, €AMHOBPEMEHHO He OoJiee aBaalaTH
CIEIHAJIbHBIX PELIETITYPHBIX OJIAHKOB.

MeaunuHckue paOOTHUKM, BBIIMCHIBAIOIIME PELENThl Ha HApKOTUYECKUE (IICUXOTPOIIHBIE)
JIEKapCTBEHHBIE IIpenaparbl, HA OCHOBAaHMM IIPUKAa3a PYKOBOIUTENS MEIULMHCKOW OpraHU3aluy
HECYT JIMYHYIO OTBETCTBEHHOCTb 3@ COXPAHHOCTb IIOJYYEHHBIX CIELUAJIbHBIX PELENTYPHBIX
6sankoB. CriennanbHble pelenTypHble OJaHKH, MOJIyYeHHbIE MEIULUHCKIM PAaOOTHUKOM, XPaHITCS
I0J] 3aMKOM B cel(pax, MeTaJuIMYeCKHX IKadax Wik METAJUIMYECKHUX SIIUKaX.

22. B MEIUIIMHCKOM OpraHu3alliy CO3/a€TCsl MOCTOSIHHO JEHWCTBYIOIIAsi KOMHCCHS, KOTopas He
pexxe 1 pasa kBaprai (MO PEIICHUI0 PYKOBOIUTENS MEIULMHCKON OpraHU3allMi BO3MOKHO Yallle)
OCYIIECTBIISIET MPOBEPKY COCTOSHUSA PETUCTPAIIUU U yUeTa CICIHAIBHBIX PEIENTYPHBIX OJIAHKOB, B
TOM YHCIIE IIYTEM CBEPKHU 3aIMCEU KypHAJIa PETMCTpPAlMU M ydeTa CIEUUAIBHBIX PELENTYpPHBIX
0J1aHKOB, C (DaKTHYECKUM HAJUYHEM CHEIUATBHBIX PEIENTYpPHBIX OJAaHKOB, a TaKKe MPOBEPKY
COCTOSIHUSI XpPaHEHHUS CTICIIMAIIBHBIX PELENTYPHBIX OJIAHKOB.

[To pe3ynpTaTam MpOBEPKH B )KypHAJIE PETUCTPAIIMU M YU€Ta CHEIUaIbHBIX PEIENTYPHBIX OJIAHKOB
JIETIaeTCs 3alMCh O pe3yJbTaraXx NPOBENEHUs CBEPKU JAHHBIX, 3aKpEIUICHHAs IOMIHUCIMU BCEX
YIEHOB KOMHUCCUH, WIIA CO3/1AETCS CIIELIUATIbHBIN aKT IIPOBEPKH.

23. ®epnepanbHble OpraHbl UCIOIHUTEIBHOM BJIACTU M OpraHbl UCIIOJIHUTEIBHON BIACTH CYOBEKTOB
Poccuiickoit ®enepanuy OCYHIECTBIISIIOT KOHTPOJIb 3@ OpraHU3allied perucrpanu, ydera H
XPaHEHUsl CHEUUAIbHBIX pELENTYpHbIX OJaHKOB B  YINOJHOMOYEHHBIX OpraHu3alusx H
MEAMIMHCKUX OpraHU3alHsX.

24. Bplgaua crnenuanbHBIX PEHEenTypHBIX OJIAHKOB W3 pe3epBHOroO 3amaca MHHHCTEpCTBa
denepanbHBIM OpraHaM HCIIOJIHUTENBHON BIIACTH W OpraHaM HCIOJHUTEIHHOW BIIACTH CYOBEKTOB
Poccuiickoit denmeparuu  OCYIIECTBISETCS OTBETCTBEHHBIM PAOOTHUKOM TOJABEIOMCTBEHHOTO
VUpPEXKJIEHUST HAa OCHOBAaHWUU pEIIeHHs OO0 OTHyCKe CHEIHAlbHBIX peleNnTypHBIX OJIaHKOB,
0hOpMIIEHHOTO B BHJE NHCbMa, TOJINKUCAHHOTO JUPEKTOPOM (B cCllydae €ro OTCYTCTBHS -
3aMecTuTeNneM aupekTopa) JlemaprameHTa peryiaupoBaHUs OOpaIleHHs JIEKAPCTBEHHBIX CPEJICTB U
MEIUIMHCKUX U3enuii MuHucrepcTBa.

[IpoBepka AESATENBHOCTH MOABEAOMCTBEHHOIO YUYPEKJIEHHUS 10 PETUCTPALMHU, YUETYy U XPAaHEHHUIO
pE3epBHOrO 3amaca OCylecTBiIseTcs JlemapTaMeHTOM PerylupoBaHUs OOpaIleHHs JIEKapCTBEHHBIX
CpPEACTB M MEIUUMHCKHX u3aenuii MuHuctepcTtBa 2 pa3a B roj He mosaHee 20 yucia mecdila,
CJIEAYIOUIETO 33 UCTEKIINUM MOJYTOJIUEM.



Ilpunooicenue N 6
K npuxasy Munucmepcmea 30pagooxpaHenus.
Poccuiickoii @edepayuu

om 24 nosaops 2021 2. N 1094n

ITPABUJIA O®OPMJIEHHUA PELEIITOB,
COAEP/KALINX HASBHAYEHUE HAPKOTUYECKHX
CPEACTB WM ICUXOTPOIIHBIX BEILIECTB, B TOM
YUCJIE B ®OPME 2JIEKTPOHHBIX JOKYMEHTOB

I. Odopmiienue penenta Ha OyMaKHOM HOCHUTeJIE

1. Ha penentypusix 6mankax ¢opmsl N 107/y-HII B 1eBoM BepxHEM YTy MPOCTABISETCS IITAMII
MEIMIUHCKON OpraHu3alliy ¢ yKa3aHHEM ee IOJHOr0 HaMMEHOBaHUs, ajpeca U TenedoHa ¢ JaToi
BBINUCKH (J1aTOM 0hopMIIeHUs) pelieniTa Ha JIEKapCTBEHHBIN Ipenapar.

Peuentypusie Onanku ¢opmbel N 107/y-HII u3roraBamBaroTCs HCKIIOUUTENBHO TUMOTPa(CKUM
CrocoooM.

2. Ha peuentypusix OnaHkax, O(GOPMIISEMbIX HWHIUBUAYAJIbHBIMH IPEIIPUHUMATEISIMHA,
UMEIOIMMH JIUIEH3HI0 Ha MEIUIMHCKYIO JEATeNIbHOCTh, B BEPXHEM JIEBOM YITy THUHOIpadCKUM
CIOCOOOM MJIM IYTEM IMPOCTaBJIEHHS ILITaMmIma JOKEH ObITh yKa3aH aJpec HWHIUBUAYAIbHOIO
IpEeANpPUHUMATEIL, HOMEP M Jara JIULEH3UHM, HaUMEHOBAHME OpraHa roCyJapCTBEHHON BIACTH,
BBIJIABLICTO JIMLICH3HUIO.

3. Peuentypnslie 6nanku popmel N 107/y-HIT 3anonHsroTcss MEAUIMHCKUM paOOTHUKOM YEpHUIAMHU
WJIH IIAPUKOBOU PYUYKOH.

4. Jlomyckaetcsi oopMIIEHHE BCEX PEKBU3UTOB (3a MCKIIIOYeHHEM pekBu3uTa "[loanuce neyariero
Bpaua (moamuch (¢enpauepa, akymepku)') penentypHsix OmankoB ¢opmer N 107/y-HIT ¢
UCIIOJIb30BaHUEM I1€YATAIOIINUX YCTPOUCTB.

5. B penentypHom 6sanke popmel N 107/y-HIT B ctpokax "®amumnust, uMs, 0TYECTBO (TIOCIIEAHEE -
npu Hanuuuu) nanueHta" u "Bo3pact" yka3pIBarOTCS TMOJHOCTBIO (QaMuIns, HUMs, OTYECTBO
(mocnenHee - MpyU HAJMYKK) TAIIMEHTa, €r0 BO3PacT (KOJUYECTBO MOJIHBIX JIET).

JlomycTUMO yKa3aHHe JaThl POXKICHHS MAICHTA.
6. B penentypnom 61anke ¢popmsr N 107/y-HIT:

1) B ctpoke "Cepust 1 HOMep MojdHca 0053aTENBHOIO0 MEIUIIMHCKOTO CTPAaXxOBaHUsS'" YKa3bIBaeTCA
HOMED MoJiuca 0053aTeIbHOr0 MEAUIIMHCKOTO CTPAXOBaHU MallUeHTa (MIPH HATUIHUHN);

2) B ctpoke "Homep mMeaunuHcKol KapThl" yKa3blBae€TCsi HOMEP MEIUIMHCKOM KapThl MalueHTa,
MOJYYalOIEro MEIUIIMHCKYI0 IOMOIIb B aMOyJaTOPHBIX YCIOBMSX, HWJIM HCTOpPUU OOJEe3HH
MALAEHTA, BBIITUCHIBAEMOTO U3 MEIULIMHCKON OpraHu3aluy;



3) B cTtpoke "®amumusi, UMs, OTYECTBO (ITOCIICAHEE - IPH HAJIIMYWH) JIeyaliero Bpada (¢enpamepa,
aKymepkn)" yKa3bplBaeTCsl HOJTHOCTBIO (haMuInst, UMsi, OTYECTBO (TIOCIIEHEE - IPU HAJIMYUHU) Bpaya
(enpamepa, aKymiepku), BBIMHCABIIETO PEIENT HAa  HAPKOTHYECKHH  (TICUXOTPOITHBIN)
JIeKapCTBEHHBIN Mpemnapar.

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

1) HanMeHOBaHUE JIGKAPCTBEHHOTO Tpernapata (MeXIyHapOIHOE HEMaTeHTOBAHHOE HAMMEHOBAHHE,
TPYNIUPOBOYHOE WIH XUMUYECKO€ HAMMEHOBAaHUE, TOPrOBOE HAMMEHOBAHKE) HA JIATUHCKOM SI3BIKE
WIA Ha PYCCKOM S3bIKe, (hopMa BBITYCKA, JTO3UPOBKA, KOJIMYECTBO (YKa3bIBACTCS IPOIUCHIO HA
penentypaoM oanke hopmer N 107/y-HIT);

2) cnocod TPUMEHEHHs JIEKApCTBEHHOTO IMpernapara Ha TOCYAapCTBEHHOM s3bike Poccuiickoii
@enepaliil WIK Ha roCcylapcTBEHHOM s3blke Poccuiickoit ®Denepaliii 1 TOCYJapCTBEHHOM SI3bIKE
pecnyOJuK M MHBIX sI3bIKax HapooB Poccuiickoit denepanun <1>,

<1> Yactb | crateu 15 3akona Poccuiickoit ®@enepanuu ot 25 oktsa6ps 1991 r. N 1807-1 "O
s3bIKax HapojoB Poccuiickoit ®eneparuun” (manee - 3akoH N 1807-1). (BemomocTtu chesna
Hapoausix nenyratoB PCOCP u Bepxosuoro Cosera PCOCP, 1991, N 50, ct. 1740).

8. IIpu odopmiieHNH perenTypHbIX OJaHKOB 3alpENIaeTCs] OrpPaHMYUBATHCS OOIIMMHU yKa3aHHUSIMU,
Hanpumep, "Buyrpennee", "M3BecTHO".

9. Ilpu odopmnenun mauueHty peuentypHoro o6manka gopmbel N 107/y-HII Ha napkoTuueckwuii
(ICUXOTPOIHBIN) JIEKAPCTBEHHBIA MpernapaT B pPaMKax OKa3aHUs MEIUIIMHCKON IMOMOIINM TpH
orpezieIeHHOM 3a00JIEBAaHUN TaKOM pelenT 3aBepsieTcs:

1) moAnMChIO ¥ TMYHOM MeYaThio Bpada J100 MOAMUCHIO Qenpaepa (aKyIepKH);

2) mevarbl0 MEIUIMHCKOM OpraHu3aluu, Ju00 CTPYKTYpHOTO TOAPA3/IEICHHUS] METUIIMHCKOU
opranuszanuu "/{is penentos”, KOTOpast IPOCTABISIETCA JINLIOM, YIIOJIHOMOUYEHHBIM PYKOBOJIUTEIEM
MEAMIMHCKONW OpraHM3allMM ¢ yKa3aHueM (haMUINU, UMEHH, OTYeCTBa (TOCeIHee - IPU HAIUYUH)
Y IIPOCTABIICHUEM €0 JINYHOMN MOIHCH.

B cnyuasx HeoOxogumocTd oOQOpMIIEHHS pelenTta Ha HapKOTHYECKUH (TICUXOTPOIHBIN)
JIEKapCTBEHHBIN MpenapaT Ha JOMY B paMKax OKa3aHHs MaJUIMaTUBHOM METUIIMHCKOW MOMOIIH
JIOTIYCKaeTCsl IpEeABapUTEIbHOE 3aBEPEHHME peLeNTa IITaMIOM MEIWLIHUHCKON OpraHu3alud,
neyaTbl0 MEIUIMHCKOM OpraHM3aludyd JMOO CTPYKTYpPHOTO MOJPA3/EieHUs MEIUIIMHCKON
opranuzanuu "J{ns peuenToB", KOTOpas MPOCTABIAECTCS JIUIIOM, YIIOJITHOMOYEHHBIM PYKOBOJIUTEIIEM
MEIUIIUHCKON OpraHu3alluy, C yKa3aHueM (haMuIuu, UMEHH, OTYECTBa (TIOCIIeAHEee - IPU HAJTMYUH)
U MIPOCTaBJICHUEM €ro JMYHOU noanucH. [lpu sToMm B xKypHasle perucTpaiiy U yueTa pelenTypHbIX
OmaHKOB B COOTBETCTBUM C [lopsakoM perucrpanuu, ydera M XpaHEHHsS CHEIHMaIbHBIX
pelenTypHbIX OJTaHKOB Ha HAPKOTHUYECKHE CPEJICTBA WIIM IICUXOTPOIIHbIE BEIIECTBA, YTBEPKIAECHHBIM
HACTOSIIIUM TIPUKA30M, JETaeTcs OTMETKa O ero Bbliaue i opopMieHHs Ha JIOMY, a TaKxKe
OTMETKa, YJOCTOBEPEHHAs MOJIMUCKHIO Bpaya Ju00 Qenpamiepa (akymepku), 0pOpMUBIIETO PELENT,
0 daxrte ero opopmiieHHUs, KOTOPBIA MOXET OBITh JOMOJTHUTEIHHO MOATBEpPXkACH (poTo- M (Win)
BUJIEOMaTEpPHATIAMH.

B crpoke "OTmeTka anTeuyHOW oOpraHuzanud 00 OTIyCKe" CTaBUTCA OTMETKAa anTeyHOM
OpraHu3al 00 OTIYCKE HAPKOTHYECKOTO (TICHXOTPOMHOI0) JEKapCTBEHHOTO Tpemapara (¢
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yKa3aHHMEM HaMMEHOBAHMA, KOJUYECTBA OTIYIIEHHOIO HApKOTHYECKOro (TICHMXOTPOIHOIO)
JIEKapCTBEHHOI'0 Ipernapara M JaThl €ro OTIIYCKa), KOTOpasl 3aBepsieTcsl MOANUCHIO pabOTHHKA
anTeYyHOM OpraHu3aliM, OTIIYCTUBIIEr0 HAPKOTUYECKHH (IICMXOTPOIHBIN) JIEKapCTBEHHBIN
npenapat (¢ ykazaHuem ero (GpaMuiInH, UMEHH, OTYecTBa (IOCIEOHEE - MPU HAJUYMHU), a TaKXKe
KPYIJION IeYaThlo alTeYHOl OpraHMu3aluy, B OTTUCKE KOTOPOH JOKHO ObITh MACHTU(OUIUPOBAHO
IIOJTHO€ HAUMEHOBAHUE ANITEUHOW OpraHu3aluy.

10. Ha ogaoMm penientypHom Onanke ¢opmbl N 107/y-HII pa3pemiaeTcst OCyIIecTBIATh HA3HAYCHUE
TOJILKO OJIHOTO HAUMCHOBAHHUSI JICKAPCTBEHHOT'O Mperapara.

11. UcnpaBienus B pelienTe He T0MYyCKatTCsl.

I1. Odopmiienue perenta B (popme JJIEKTPOHHOI0 JIOKYMEHTA

12. Penenit B (hopMe 3IEKTPOHHOTO JTOKYMEHTA, MOANKUCAHHOIO YCUJICHHON KBaIM(HULIUPOBAHHON
AJIEKTPOHHOMN MOANHUCHI0, POPMHUpPYETCS MEIUIIMHCKUM PaOOTHUKOM, CBEJICHHUS O KOTOPOM BHECEHBI
B (enepaiabHbIil PEerucTp MEIUIMHCKUX paOOTHUKOB <2>, a TaKKe NpPHU YCIOBHM PErHCTpaluu
MEJWIIMHCKOW OpraHW3alui, B KOTOpPOW odopMisieTcss perent, B (QeaepaibHOM peecTpe
MEIUIUHCKUX OpraHuzanuii <3> eAMHOM rocynapcTBEHHON HMH(OpPMAIMOHHON cHcTeMbl B chepe
3APAaBOOXPAaHCHHUA HW IMOAKJIIIOYCHHA TaKoOM MGHHHHHCKOﬁ opranu3aliu K FOC}’I[leCTBGHHOfI
nH(pOpPMaLIMOHHOM cucTeMe B cdepe 31paBooxpaHeHus cyobekra Poccuiickoit denepaunn <4>.

<2> Yacte 4 cratbu 91.1 denepanpHoro 3akona N 323-®3 (CobpaHue 3aKOHOJATEIHCTBA
Poccutickoit ®enepamuu, 2011, N 48, ct. 6724; 2020, N 29, cT. 4516).

<3> Yacte 4 cratbu 91.1 denepanprHoro 3akona N 323-®3 (CobpaHue 3aKOHOJATENIHCTBA
Poccuiickoii ®eneparuu, 2011, N 48, ct. 6724; 2020, N 29, ct. 4516).

<4> Crarpu 91 n 91.1 denepansHoro 3akoHa N 323-03 (Cobpanue 3akoHOIaTeIbCTBA Poccuiickoit
Oeneparum, 2011, N 48, cr. 6724).

13. Tlo TpeOoBaHMIO TAIMEHTa WM €r0 3aKOHHOTO MPEICTaBUTENS OGOPMIISETCS SK3EMIUIIP
peuenta B ¢opMe 3JIEKTPOHHOTO TOKyMEHTa Ha OyMa)kHOM HocutTene ¢ oTMmeTkou "Jlyommkar
AJIEKTPOHHOTO JOKyMeHTaA".
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