3apeructpupoano B Munrocte Poccun 30 Hos6pst 2021 1. N 66124

MUHUCTEPCTBO 3IPABOOXPAHEHUSA
POCCHUICKOW ®EJIEPALIUUA

IHPUKA3
ot 24 Hosiops 2021 r. N 1094n

Ob YTBEPKAEHUU ITOPAAKA HASHAYEHUA
JIEKAPCTBEHHBIX ITPEITAPATOB, ®OPM
PELHHEIITYPHBIX BJIAHKOB HA JIEKAPCTBEHHDbIE
IIPEITAPATDIL, HOPAIKA O®@OPMJIEHUA YKAZAHHBIX
BJIAHKOB, UX YYETA U XPAHEHUS, ®DOPM
BJIAHKOB PELHENTOB, COAEPKALHINX HASHAYEHUE
HAPKOTUYECKHUX CPEACTB UJIN IICUXOTPOITHBIX
BEHIECTB, HOPAJAKA UX U3I'OTOBJIEHUA,
PACIIPEJEJEHUS, PETUCTPALIUUNU, YUETA U
XPAHEHUSA, A TAK/KE ITPABUJI O©POPMJIEHUA
BJIAHKOB PELEIITOB, B TOM YUCJIE B ®OPME
JJEKTPOHHBIX TOKYMEHTOB

B cootBeTcTBUM ¢ nyHKTOM 16 yactu 2 crathu 14 denepanbHoro 3akona ot 21 Hosops 2011 r. N
323-®3 "OO6 ocHOBax OXpaHbl 310pOBbsi TpaxkngaH B Poccuiickoit ®Depepanun" (Cobpanue
3akoHoaTenbcTBa Poccuiickoit @enepanuu, 2011, N 48, ct. 6724; 2017, N 31, ct. 4791), nyHKTOM
2 cratbu 26 ®enepansHoro 3akoHa oT 8 siHBapst 1998 r. N 3-@3 "O HapKOTHYECKUX CpPelCcTBax U
ncuxotponHbix BemectBax" (CoOpanue 3akoHoAaTenbeTBa Poccniickoit @eneparuu, 1998, N 2, cT.
219; 2017, N 31, cr. 4791), noamynkramu 5.2.177, 5.2.178 u 5.2.179 nynkra 5 Ilonoxenus: o
MunuctepcTBe 37paBooxpaHeHust Poccuiickoit ®enepaiivy, YTBEPKJIEHHOTO IOCTAHOBJIEHUEM
[TpaBuTtennsctBa Poccuiickoit deneparuu ot 19 utons 2012 r. N 608 (CobOpanne 3aKOHOIATEIbCTBA
Poccuiickoit ®denepanun, 2012, N 26, ct. 3526; 2015, N 23, ct. 3333; 2017, N 52, ct. 8131; 2021, N
43, ct. 7258), npukasbiBaro:

1. YTBEepauTs:
[Topsinok Ha3Hau€HHUs JEKAPCTBEHHBIX MTPENapaToB cOriaacHo mpuiioxeHuro N 1;
(OpMBI perenTypHBIX OJAHKOB Ha JICKAPCTBEHHBIE MPENapaThl COTIIACHO MPUIOKEHUIO N 2;

HOpS[I[OK 0(1)0pMJ'ICHI/I$[ PEUCITYPHBIX OJlaHKOB Ha JICKAPCTBCHHLBIC IIPCIIapaThbl, HUX Yy4€Ta H



XpaHEHUs COTJIacCHO MpuiiokeHuto N 3;

q)OpMBI 0JaHKOB peucuToB, COACPKAMUX HA3HAYCHNUC HAPKOTHUYCCKUX CPCACTB WU IICUXOTPOITHBIX
BCHICCTB, COIJIACHO IMMPHUIIOKCHHUIO N 4;

[Topsiiok U3roTOBIEHUS, PACTIPEIEIICHMS], PETUCTPALIMH, YUETA U XPAHEHUS PELIENITOB, COAEPKAIUX
HA3HAYEHUE HAPKOTHYECKHUX CPEICTB MM IICUXOTPOIHBIX BEIIECTB COTJACHO MPUIOkeHUIo N 5;

HpaBI/IJ'Ia Oq)OpMJ'ICHI/IH peucuToB, COACPIKAIINX HA3HAYCHUC HAPKOTHUYCCKHUX CPCACTB HIIN
MNCUXOTPOIIHBIX BCIICCTB, B TOM YHUCJIC B (bopMe SJICKTPOHHBIX TOKYMCHTOB COTJIACHO MPUJIOKCHHUIO
N 6.

2. Ilpu3Hath yTpaTUBIIMMHU CHUITY:

npuka3 Mun#cTepcTBa 3apaBooxpaneHusi Poccuiickoit @eneparuu ot 1 aBrycra 2012 r. N 541 "O6
yTBepXkAeHUU (POpMbI OJJAHKOB PELENTOB, COJEPIKAIMX Ha3HAYEHHWE HAPKOTUYECKHUX CPEJICTB WU
NICUXOTPOTIHBIX BELIECTB, IMOPSAJKA UX M3TOTOBJIECHUS, DPACIPENEICHUs, PETUCTPAllMH, YdeTa U
XpaHEeHUs, a Takke TmpaBwil odopmieHus" (3aperucTpupoBaH MHHHCTEPCTBOM FOCTHIIMHU
Poccuiickoit @enepanuu 15 aBrycra 2012 r., peructpanmonssiii N 25190);

npuka3 MunuctepctBa 3npaBooxpaHenusi Poccuiickoit deneparmn ot 30 wrons 2015 r. N 3851 "O
BHECEHUM M3MEHEHHMI B npuka3 MuHucrepcTBa 37paBooxpaneHust Poccuiickoit @enepanuu ot 1
aBrycra 2012 r. N 54un "O06 ytBepxaeHun (Hpopmbl OJIAHKOB PEIENTOB, COJIEPXKAIIUX HAa3HAUYCHHE
HapKOTUYECKHUX CPEJICTB MM IICUXOTPOIHBIX BEIIECTB, MOPSAIKA X U3TOTOBIIECHUS, paclpe/IesIeHus,
perucTpauuu, ydyera M XpaHEHUs, a Takke npaBuia odopmieHus"  (3aperucTpupoBaH
MunuctepctBoMm toctuiiuu Poccuiickoit ®@enepammu 27 HosiOpss 2015 1., peructpanuoHHbiii N
39868);

npuka3 MunucrepcTBa 31paBooxpanenust Poccuiickoit @enepannu ot 21 anpens 2016 r. N 2541 "O
BHECEHMH M3MEHEHUU B Npuka3 MuHuctepcTBa 31paBooxpanenust Poccuiickoit @enepauun ot 20
nexabps 2012 r. N 11751 "O0 yTBep>KIeHUN MOPsIIKA HA3HAUYCHUS U BBIUCHIBAHUS JICKAPCTBEHHBIX
MpernaparoB, a Takke (GOpM pEHenTypHbIX OJAHKOB Ha JICKAPCTBEHHBIC NpENaparthl, MOPsAKa
oopmiieHUsT yKa3aHHBIX OJIAHKOB, MX ydeTa W XpaHeHUs" W mpuwiokeHne N 2 K MpuKazy
MunucrepctBa 3apaBooxpanenust Poccuiickoit @enepauun ot 1 asrycra 2012 r. N 54 "O6
yTBepkAeHUU (HOPMBI OJTAHKOB PELENTOB, COJEPKAIIMX Ha3HAUYEHUE HAPKOTHYECKHUX CPEICTB WU
IICUXOTPOIHBIX BEIIECTB, MOPSAAKA WX H3FOTOBIEHUS, PACHPEIECICHMs, PETUCTPALUM, Yy4eTa H
XpaHEeHUs, a Takke TmpaBwil odopmieHus" (3aperucTpupoBaH MHHHCTEPCTBOM FOCTHIIMHU
Poccuiickoit @enepanuu 18 utomns 2016 r., peructparmonabiii N 42887);

NYHKT 4 U3BMEHEHHI, KOTOpPbIE BHOCATCA B HEKOTOPbIE MPHUKa3bl MUHUCTEPCTBA 3IpaBOOXPAHECHUS U
conuanpHOrO pasutus Poccuiickoit @enepaunn 1 MuHUCTEPCTBA 3apaBooXpaHeHust Poccuiickoi
denepanuu 1Mo Bompocam oOpaleHus! JIEKapCTBEHHBIX IMPENapaToB, COMEPKAIINX HAPKOTUYECKUE
CPEICTBA, IICUXOTPOIIHBIE BEIIECTBA U UX NPEKYPCOPBI, U JEKAPCTBEHHBIX CPEICTB, MOJICKAILINX
IIPEMETHO-KOJIMYECTBEHHOMY YYETY, YTBEP/KIEHHBIX ITPUKAa30M MHUHHCTEPCTBA 3ApaBOOXPAHECHHUS
Poccuiickoit ®@eneparmuu ot 31 okts6ps 2017 1. N 882H (3apeructpupoBaH MUHHCTEPCTBOM
toctuniuu Poccutickoit @enepanuu 9 suBaps 2018 r., peructpannonusiii N 49561);

npuka3 MuHUCTEpCTBa 3apaBooxpaneHus Poccuiickoit @eneparnuu ot 11 gekadps 2019 r. N 10211
"O BHeceHMM U3MeHEeHMH B npwiokeHus N 2 u 4 x npukasy MuHHCTEpCTBa 3/1paBOOXpPaHEHUS
Poccuiickoit ®enepanuu ot 1 aBrycra 2012 r. N 54u "O0 yrBepxkaeHuu (popmbl OJIaHKOB PELEHTOB,
COZIEpKAIllMX Ha3HAYEHHE HAPKOTHMYECKUX CPEJICTB WJIM ICUXOTPOIHBIX BEIIECTB, MOPSAKA HX
W3TOTOBJICHUS, pacTpeAesiCHHs], PETUCTPAIIH, yIeTa M XpaHEHHs, a TakKe MpaBuil odopmieHus"
(3apeructpupoBan MmuHHCcTepcTBOM tocTuiinM Poccuiickoir ®deneparmu 28 suBaps 2020 1.,




peructpanmorabiii N 57293);

npuka3z MunucrepceTBa 3apaBooxpaneHus Poccuiickoiit @enepamuu ot 8 okTsi6ps 2020 r. N 1076H
"O BHeceHuu u3MeHeHul B [lopsAok perucTpanuu, yueta u XpaHeHHs CIEHUATbHBIX PEUENTYPHBIX
OJTaHKOB HAa HAPKOTHUYECKHE CPEJCTBA WM TNCUXOTPOIHBIC BEIIECTBA, YTBEPKICHHBIA MPUKA30M
MunuctepctBa 3xapaBooxpaHenust Poccuiickoit ®enepaumu ot 1 asrycta 2012 r. N 54n"
(3apeructpupoBad MuHuctepctBoM roctunuu Poccuiickoit ®enepammu 13 wosiOpst 2020 .,
peructpannonnsiii N 60898);

npuka3z MuHHCcTepcTBa 37paBooxpanenus: Poccuiickoit @enepanuu ot 14 suBaps 2019 r. N 41 "O06
YTBEPXkKJACHUU TIOPSIKA Ha3HAYCHHsI JICKApPCTBEHHBIX MpenaparoB, (GopM penentypHbIx OJAaHKOB Ha
JIEKapCTBEHHBIC TpemnapaTsl, Nopsiaka ohOpMIICHHS YKa3aHHBIX OJIaHKOB, UX ydeTa W XpaHeHHA"
(3apeructpupoBad MunuctepctBoMm toctuiuu Poccuiickorr ®enepanuun 26 mapra 2019 1.,
peructpannonssiii N 54173);

npuka3 MunuctepcTBa 3apaBooxpanenus Poccuiickoit @eneparuum ot 11 mexadps 2019 r. N 10221
"O BHeCEeHMHM M3MEHEHUI B MpuKa3 MuHHCTEpCTBa 3/paBooxpaHeHus: Poccuiickoit denepanun oT
14 suBaps 2019 r. N 41 "OO6 yTBep)KIeHUU TOPAJIKA Ha3HAYCHHS JIEKAPCTBEHHBIX IMPENapaTosB,
(¢bopM pelenTypHbIX OJIAHKOB Ha JIEKAPCTBEHHBIE TperapaThl, mopsaka ohopMIIeHUs YKa3aHHBIX
OJlaHKOB, WX ydeTra W XpaHeHus" (3apeructpupoBaH MuHuCTEpCTBOM OCTHIMHM Poccuiickoi
Oenepanuu 28 ssuBaps 2020 r., peructpanmoHHsiii N 57292);

npuka3 MunucrepcTBa 3apaBooxpanenus Poccuiickoit @enepanuu ot 8 okrsaops 2020 r. N 10751
"O BHECEHMM WM3MEHEHUH B TOPSIOK HAa3HAYEHUsS JICKAPCTBEHHBIX IPEMapaToB, YTBEPKICHHBIN
npukazoM MuHucTepcTBa 3/ipaBooxpaneHust Poccuiickoit ®eaepanuu ot 14 ssuBaps 2019 r. N 41"
(3apeructpupoBan MunHucTepcTBOM foctuitu Poccuiickoit ®Penepanuu 22 nexabps 2020 1.,
peructparmorabiii N 61695);

nyHKT 3.8 VHCTPYKIMM O TMOPSIKE BBIMHUCHIBAHHS JICKAPCTBEHHBIX NpENapaTtoB W OPOPMIICHUS
pelenToB 1 TpeOOBaHUI-HAKIIAIHBIX, YTBEPKICHHON MpUKa30M MUHHCTEPCTBA 3IPaBOOXPAHECHUS U
counanbHoro pasButust Poccuiickoit ®enepanmu ot 12 ¢espans 2007 r. N 110 "O mnopsake
HA3HAYEHUS U BBINKUCHIBAHUS JIEKAPCTBEHHBIX MPENapaToB, U3ACIUNA MEIUIUHCKOIO Ha3HAYCHUS U
CHEIHUATM3UPOBAHHBIX TMPOIYKTOB JIeYeOHOr0 muTaHus" (3aperucTpupoBaH MUHHCTEPCTBOM
toctunn Poccuiickoii @enepammu 27 anpens 2007 1., peructpanronusii N 9364);

npuka3 MuHUCTEPCTBA 3IpaBOOXPAHEHHs U coluanbHOro passutus Poccuiickoit denepanuu ot 17
Mas 2012 r. N 5621 "O6 yrBepxknenun [lopsnka oTmycka (pU3MUECKMM JHIIAM JIEKAPCTBEHHBIX
npenaparoB Uil MEIUUMHCKOIO MPUMEHEHHS, COJEpKallUX KpPOME MajblX KOJIMYECTB
HapKOTUYECKHUX CPEACTB, TICUXOTPOITHBIX BEIIECTB U MX MPEKYPCOPOB Apyrue GpapMaKkoIOrHIecKue
aKTUBHbIE BellecTBa" (3apeructpupoBaH MuHucTepcTBOM tocTulinu Poccuiickoir ®@enepamuu 1
utons 2012 r., peructpaunonssiii N 24438);

IYHKT 2 U3MEHEHUI, KOTOpbIe BHOCATCS B HEKOTOpBIE NIPHUKa3bl MUHUCTEPCTBA 3{paBOOXPAHEHUS U
conmansHoro passutus Poccuiickoit depepanniu, yTBEpPKAEHHBIX MpPUKazoM MHUHUCTEpCTBA
3npaBooxpaneHust Poccuiickoit @enepanmu ot 10 wmrons 2013 r. N 369u (3apeructpupoBan
MunuctepctBoMm roctuiu Poccuiickoii @enepanvu 15 urons 2013 r., peructpannonusiii N 29064);

npuka3 MunucrepcTBa 37paBooxpanenust Poccuiickoit @egepanuu ot 21 aprycra 2014 r. N 4651
"O BHECEHUH U3MEHEHHH B MOPAIOK OTIyCKa (PU3NYECKUM JIMLAM JIeKapCTBEHHBIX MPENapaToB JUIs
MEMIMHCKOTO IMPUMEHEHHUs, COJEpKalIMX KpOME MajbIX KOJMYECTB HAPKOTHYECKHUX CPEJICTB,
NICUXOTPOTHBIX BELIECTB U UX MPEKYPCOPOB Jpyrue ¢apMakoJOrHuecKue aKTHUBHBbIE BEIIECTBA,
YTBEP>KJIEHHbIN MpHUKa3oM MUHHCTEPCTBA 37paBOOXPAHEHUS U COLIMAIBHOTO pa3BuTusl Poccuiickoit




®enepanuu ot 17 masg 2012 r. N 5621" (3apeructpupoBan MUHHCTEpCTBOM OCTUITMU Poccuiickoii
®enepanuu 10 centsiops 2014 r., peructpannonubiii N 34024);

INYHKT | U3BMEHEHHIA, KOTOpbIE BHOCATCA B HEKOTOPbIE PHUKa3bl MUHUCTEPCTBA 3PaBOOXPAHEHUS U
conuanpHOrO passutus Poccuiickoit @enepaunn 1 MuHUCTEPCTBA 3apaBooXpaHeHust Poccuiickoi
denepauuu, yTBEpKACHHBIX NMpHUKa3zoM MuHHCTEpPCTBa 31paBooxpaHenus Poccuiickorn denepannn
or 10 centsOps 2015 r. N 634n (3apeructpupoBaH MHHHUCTEPCTBOM IOCTULIMU Poccuiickoit
®enepanun 30 centsaops 2015 r., peructpanmonusiii N 39063);

IYHKT 3 U3MEHEHHI, KOTOpPbIE BHOCATCA B HEKOTOPbIE MPHUKa3bl MUHUCTEPCTBA 3PaBOOXPAHECHUS U
conuansHOro pasutus Poccuiickoit @enepaunn 1 MuHUCTEPCTBA 3apaBooXpaHeHus Poccuiickoi
denepanuu 1Mo Bompocam OOpaleHus! JIEKApCTBEHHBIX IMPEMapaToB, COMEPKAIINX HAPKOTUYECKUE
CpEelCTBa, MCUXOTPOIHBIE BEIIECTBA M MX MPEKYPCOPOB, U JIEKAPCTBEHHBIX CPEACTB, MOUIEKAIINX
MPEIMETHO-KOJIMYECTBEHHOMY YYETY, YTBEP)KJIEHHBIX MPUKa30M MHHUCTEPCTBA 3PaBOOXPAHECHUS
Poccuiickoit ®@enepamu ot 31 oktabdps 2017 r. N 882n (3apeructpupoBaH MHUHHCTEPCTBOM
octuiun Poccuiickoit @enepanuu 9 ssuaps 2018 r., peructpanmonnsiii N 49561).

3. Peuentypusie Omanku ¢opmbl N 107/y-HII, u3roToBieHHBIE 10 MHS BCTYIUICHHS B CHITY
HACTOSIIIIETO MPHKa3a, MOTYT ObITh MCIOIB30BaHbI 10 1 MapTa 2023 ropa.

4. Hacrosimuit mpuka3 BetymnaeT B cuity ¢ 1 mapta 2022 r. u aeiictyer o 1 mapra 2028 r.

Munucmp

M.A. MYPALIIKO

Tlpunooscenue N 1
K npuka3y Munucmepcmea 30pasooxpanenus
Poccuiickou @eoepayuu

om 24 nosops 2021 2. N 1094u

HOPAJOK HASHAYEHMUA JIEKAPCTBEHHDBIX
IHHPEITIAPATOB

I. O01mme mojiokeHUsA

1. Ha3naueHue JI€eKapCTBEHHBIX INPENapaTroB JUIsi MEIUIMHCKOTO IpUMEHeHus (naiee -
JIEeKapCTBEHHBIE IpemnapaThl) OCYILECTBISIETCS JIeHalluM BpadoM, (esbaAliepoM, akylulepkod B
cllyuae BO3JI0KEHHsI Ha HUX ITOJTHOMOYHI Jieyalero Bpaya, pu OKazaHUHM MEIUIMHCKON MOMOIIH B
MEIMIMHCKUX OpraHu3aimusx <I1>, B TOpsjaKe, YCTAaHOBJIEHHOM IpHKa3oM MuHUCTEpCTBa
3/IpaBOOXPaHEHUsl U collMajabHoro pa3putusi Poccuiickoit @eaepanuu ot 23 mapra 2012 . N 252H
"O0 yrBepxknenuu [lopsiaka Bo3nmokeHus Ha GenpAliepa, akylepKy pyKOBOJAUTEIEM METUITMHCKON
OpraHu3alid Npu OpPraHU3allMd OKa3aHUsl MEPBUYHON MEIMKO-CAHUTAPHON MOMOIIM U CKOPOM
MEIMIIMHCKON MOMOIIM OTJAEIbHBIX (PYHKIMH Jeyallero Bpaya 1o HENOCPEICTBEHHOMY OKa3aHHIO
MEMIIMHCKON MOMOIIM NAallMeHTy B MEpHO ] HAOMIOAEHUS 32 HUM M €ro JICUEeHHUs, B TOM YHCJE I10



Ha3HAYCHHI0O ¥ TPUMEHEHHWIO JIEKapCTBEHHBIX  IPENapaToB, BKIKOYas  HAPKOTHYECKHUE
JIEKapCTBEHHBIE TIPENapaThl ¥ ICHXOTPOITHBIC JIEKAPCTBEHHBIE Mperapatsl” <2>, HHANBHIYaTbHBIMU
NpeANPUHAMATEISIMH, OCYIIECTBISIONIMMIA MEIUIIMHCKYIO AEATENFHOCTh (Janee - METUIMHCKUE
pPabOTHUKH).

<1> [ynkr 11 crareu 2 ®enepanbHoro 3akoHa oT 21 nHosOps 2011 r. N 323-®3 "OO6 ocHOBax
OXpaHbI 3710pOBbsl TpaxkaaH B Poccuiickoit @enepanun" (Cobpanue 3axoHoaaTenbcTBa Poccuiickoit
Oenepanuu, 2011, N 48, cr. 6724, 2019, N 52, cT. 7796) (nanee - ®enepanbublii 3akoH N 323-03).

Oguyuanvnutii ucmouHuUK 31eKMPOHHO20 OOKYMEHMA COOEPIHCUN HEMOUHOCHIL: UMECHCA 6
euoy nynkm 11 wacmu 1 cmamou 2 @edepanvrozo 3akona om 21.11.2011 N 323-D3.

<2> 3apeructpupoBadn MunucrepctBoMm roctuiu Poccuiickoit ®enepanuun 28 ampens 2012 r.,
peructpaumonHsldi N 23971 ¢ uU3MEHEHHUsIMHM, BHECEHHbIMM MpUKa30oM MuUHHUCTEpCTBA
3npaBooxpanenusi Poccuiickoit ®enepanmu ot 31 okrsadps 2017 r. N 882H (3apeructpupoBaH
MunuctepctBoM toctuiiuu Poccuiickori ®@enepanun 9 sausapst 2018 1., perucrpauuoHsbii N
49561).

MemunuHckuii  paGOTHUK, OGOPMHBIIHMI pELENnT ¢ HapylmIeHHEM HACTOSIIEr0 MOpsSaKa, HWIN
PYKOBOAMTEIh MEIUIIMHCKOW OpraHu3allii O0ECIeYMBAIOT CBOEBPEMEHHOE MepeodopMIIeHHE
TpeOyeMoro s MalueHTa perenTa.

2. CaeneHus O Ha3HAYEHHOM JIEKapCTBEHHOM Iipenapare (HaHMMEHOBAaHHE JIEKAPCTBEHHOI'O
mpernapara,  J03UpOBKa, CIOCOO  BBEAEGHUS W INPUMEHEHMs, PEKUM  JI03UPOBaHUS,
MIPOAOJKUTENBHOCTD JIeYeHUs U 00OCHOBaHME HAa3HAUEHUS JIEKapCTBEHHOrO MpemnapaTra) BHOCATCS
MEIUIUHCKUM PAOOTHUKOM B MEIUIUHCKYIO JOKYMEHTAIUIO MallUeHTa.

B cnyuasx, ykazanHeix B myHKTax 8 - 11 Hactosimero Ilopsiaka, METUIIMHCKHA paOOTHUK,
HA3HAYMBIIWHN JICKAPCTBEHHBIN mpemnapat, opopMIIsieT Ha3HaYeHHE JIEKAPCTBEHHBIX MpEnapaToB, B
TOM YHCIE TOJUICKAIIUX HW3TOTOBJICHUIO M OTIYCKY AanTeYHBIMH OpraHM3alusMH (Janee -
JICKapCTBEHHBIC TMpemnapaTbl WHAMBUIYAJILHOTO H3TOTOBICHHS), HA pELENTypHOM OJaHKe,
opopMIeHHOM Ha OyMa)KHOM HOCHTEJNE 3a CBOCH MOJNMUCHIO (Jajiee - pernent Ha OyMaKHOM
HOcHUTeNe), U (MIIM) ¢ cOoryiacus MalyeHTa WiIH ero 3aKOHHOTO MPeJCTaBUTeNs <3> Ha perenTypHOM
OyaHke B (popMe DJIEKTPOHHOTO JIOKYMEHTa C HCIOJIb30BAHUEM YCHJICHHOW KBaJU(PUIIMPOBAHHON
AJIEKTPOHHON TOAMUCH MEIUIIMHCKOrOo paboTHUKa (manee - peuent B ¢GopMe 3JIEKTPOHHOTO
JIOKYMEHTA).

<3> Ilyskr 2 cratbu 20 @enpepanpHoro 3akoHa N 323-03 (CobOpanue 3aKOHOJATENIHCTBA
Poccwuiickoit ®eneparuu, 2011, N 48, ct. 6724; 2021, N 27, ct1. 5159).

Penent B popme 371€KTPOHHOTO JOKYMEHTA, COJIEPKAIINA Ha3HAYeHHE HAPKOTUUYECKUX CPEJCTB WU
NICUXOTPOTHBIX BEIECTB, MOJMHCHIBAETCS C HCHOJb30BAaHHMEM YCWICHHON KBaJTM(PUIMPOBAHHOMN
JIEKTPOHHOM MOJNMCH JIeHallero Bpaya wid ¢enbliiepa, aKylmlepkd, Ha KOTOPBIX BO3JI0XKEHbI
(GyHKIIUM JIedaniero Bpava, i COOTBETCTBYIONIEH MEIUITMHCKON OpraHu3aiuu <4>.



<4> IlyskTt 1 ctathu 26 denepanbHoro 3akoHa oT 8 sHBaps 1998 r. N 3-®3 "O HapKOTHUECKUX
cpenctBax u mcuxotpornHbix BemiectBax" (CoOpanue 3akoHomarenbcTBa Poccuiickoit denepanum,
1998, N 2, c1. 219, 2017, N 31, cT. 4791) (nanee - denepanbubiii 3akoH N 3-D3).

Odopmienue peuentoB B GopMe dIEKTPOHHBIX JOKYMEHTOB OCYIIECTBIISICTCS B CIydae MPUHSATHS
YIOJTHOMOYEHHBIM OpPraHOM HCIIOJIHUTENbHOW BiacTu cyOwbekta Poccuiickoit ®enepanvu B
COOTBETCTBHUU C MYHKTOM 4 ctatbu 6 DenepanpHoro 3akona ot 12 ampens 2010 r. N 61-®3 "O6
oOpalIeHNH JIeKApCTBEHHBIX CpeACTB" <5> pemieHuss 00 MCIOIB30BAaHUH HA TEPPUTOPUU CYyOBEKTa
Poccuiickoii denepanuu HapsAy ¢ pelienTaMy Ha JIEKapCTBEHHBIC TMpenaparbl, 0(OPMICHHBIMHA Ha
OyMa)KHOM HOCHTEJEe, PEIENTOB Ha JICKApCTBEHHBIC Mpenaparthl, CHOPMHUPOBAHHBIX B (Hopme
ANIEKTPOHHBIX JOKYMEHTOB.

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

3. Ilpu BbINHCKE MalMEHTa W3 MEAUIIMHCKOW OpraHu3allid, B KOTOPOH €My OKa3bIBaiach
MEMIIMHCKAs TOMOIIb B CTAIMOHAPHBIX YCIOBUSAX, MPU HEOOXOAMMOCTH MPOJOJDKEHHS TpueMa
JICKapCTBEHHOTO TIpermapara B aMOyJNaTOPHBIX YCIOBUSIX JaHHOMY TMAIMEHTY [0 PEIICHUI0
PYKOBOAMTENsS] MEAMIMHCKOW OpraHu3allii Ha3HayaroTcs ¢ odopmiieHMeMm penenta B (opme
AJIEKTPOHHOTO JOKYMEHTa W (WiIM) Ha OyMa)XHOM HOCHUTeNe (32 HCKIIOYEHHEM OQOPMIICHUS
PELENTOB Ha JIEKApCTBEHHBIC MPemapaThl, MO UIekKAIINE OTITYCKY OECIIATHO WM CO CKHUJIKO) TNO0
BBIIAIOTCS (TTALIMEHTY WJIHM €r0 3aKOHHOMY TPEACTABUTEINI0) OJTHOBPEMEHHO C BBIMMUCKON M3 HCTOPUU
0oJIe3HH JIEKapCTBEHHBIC TMpenaparbl, B TOM YHUCJIE€ HAPKOTHYECKUE H  TCUXOTPOITHBIE
JIEKapCTBEHHbIE Mpenaparbl, BHeCeHHble B cnucku Il u Il mepeuHss HapKOTHYECKHX CPEICTB,
MICUXOTPONHBIX BEIIECTB M UX MPEKYPCOPOB, MOIeKaMNX KOHTpoto B Poccuiickont denepannuy,
yrBepxaeHHoro IlpaButensctBoM Poccuiickoit @enpepanmu  <6> (manee - Ilepeuens),
CWJIBHOJEHCTBYIOLINE JIEKAPCTBEHHBIE MIPENAPaThl, HA CPOK MpHEMa MAIUEHTOM JI0 5 THEM.

<6> Ilynkt 2 cratbu 2 @enepanpHoro 3akoHa N 3-O3 (Cobpanue 3akoHOmaTeIbcTBa Poccuiickoit
®eneparmu, 1998, N 2, ct. 219; 2016, N 27, ct. 4238).

4. Ha3naueHue JIEKapCTBEHHBIX IMpPENapaToB TMpPU OKa3aHUU MEJMUIIMHCKOM TMOMOIIA B
CTAllUOHAPHBIX YCJOBHUAX MOKET OCYILECTBIATHCS IOCPEACTBOM TpeOOBaHUN MEAULIMHCKOMN
OpraHu3alliy, HalpaB/sIEeMbIX B  allTE€YHble OpraHU3alUM, SBIIOLIUECS  CTPYKTYPHBIMHU
nojpa3ejeHUs MU MEAUIIMHCKON opranuzanuu. <7>

<7> IyHkT 54 crarbu 4 denepanpHoro 3akona ot 12 ampens 2010 r. N 61-®3 "O6 obpamennn
nekapcTBeHHbIX cpeacTB" (Cobpanue 3akoHomaTenbeTBa Poccuiickoit denepanuu, 2010, N 16, cT.
1815; 2019, N 31, ct. 4456) (nanee - ®eaepanpHbiii 3akoH N 61-D3).



5. Ha3naueHue J1eKapCTBEHHBIX IIPENapaTOB OCYIIECTBIIAETCS MEIULMHCKUM DPAOOTHUKOM IO
MEXYHapOJHOMY HENaTEHTOBAHHOMY HaUMEHOBAHHUIO, & IIPU €r0 OTCYTCTBHUHU - TPYINIIMPOBOYHOMY
WIN XMMHUYECKOMY HAaMMEHOBAaHUIO. B ciydae OTCyTCTBUS MEXIyHapOJHOI'O HENaTEHTOBAaHHOIO
HaMMEHOBAHUs U IPYNIHUPOBOYHOIO MM XMMUYECKOTO HAMMEHOBaHMsI JIEKAPCTBEHHOI'O IIpenapara
JIEKapCTBEHHBIN IpenapaT Ha3HayaeTCsl MEJAUIIMHCKUM PabOTHUKOM IO TOPrOBOMY HaUMEHOBAHHUIO.
IIpn HamuuMum MEAMUUHCKUX IOKa3aHUHM (MHAMBUIYallbHAasT HENEPEHOCUMOCTb, 10 >KU3HEHHBIM
MOKa3aHMsIM) 110 PEIICHUIO BpaueOHOM KOMUCCHH MEIUIIMHCKOW OpraHu3aIii <8> OCYIIECTBIISIETCS
Ha3HauUeHHE U O(OpMIIEHHE HAa3HAYEHUS JIEKAPCTBEHHBIX IIPENapaToB, HE BXOMAIIUX B CTaHAAPTHI
MEIUIMHCKOM MOMOIIH, pa3paboTaHHbIE B COOTBETCTBUM C MyHKTOM 14 ctathu 37 denepaibHOToO
3akoHa N 323-®3 <9>, wunM He NpPeayCMOTPEHHBIX COOTBETCTBYIOLIECH KJIMHUYECKOU
pexoMeHjanuen, Jnubo MO TOProBbIM HaWMEHOBaHMSM. PemieHue BpaueOHOM KoMuccun
MEIUIMHCKON opraHu3aniy (GUKCUPYETCS B MEIULMHCKON JTOKYMEHTAllMH MaleHTa U B JKypHale
BpaueOHONH KOMUCCHH.

<8> Ilpuka3z MuHucTepcTBa 3paBOOXPAHEHUS M COLMAIBLHOTO pa3Butusa Poccuiickoit denepanuun
or 5 masg 2012 r. N 502 "OO yTBep>KICHHH TOPSAKA CO3JAHHS U JESITEIBHOCTH BpaueOHOM
KOMHUCCHH MEIUIIMHCKOW opranu3anuu’ (3apeructprupoBad MuHHCTEPCTBOM HOCTULIMU Poccuiickoi
®enepanuu 9 uronst 2012 1., peructpanmonabiii N 24516) ¢ 3BMEHEHHUSIMU, BHECEHHBIMH TTPHKA30M
MunuctepctBa 3apaBooxpanenus Poccuiickoii ®enepammu ot 2 nekabps 2013 r. N 886H
(3apeructpupoBan MunucTepcTBOM foctuituu Poccuiickoit ®Penepanuu 23 nmexabps 2013 1.,
peructparmoHasii N 30714).

<9> CoOpanue 3akoHomaTeabcTBa Poccuiickoit @eneparum, 2011, N 48, ct. 6724.

Ecnu npu okazaHuu DalNMEeHTy MEIWIMHCKOW TOMOIIM B MEIUIMHCKONW OpraHu3aluud B
CTAllMOHAPHBIX YCJIOBHUAX IO PEIHICHHI0 BpaueOHOM KOMHCCHUHM OCYILECTBJISIIOTCS Ha3HauY€HUE U
NPUMEHEHHUE JIEKAPCTBEHHOTO Npernapara ¢ KOHKPETHbIM TOPrOBbIM HAaMMEHOBAaHUEM, TO IIpU
OKa3aHUM JIaHHOMY MAalUEHTY MEAMLIMHCKON MOMOIIM B MHOM MEIMLUHCKOM OpraHu3aliu B
CTAaIlMOHAPHBIX YCIIOBHSIX, a TaKKE€ B aMOYJIaTOPHBIX YCIOBHSAX OCYIIECTBIISIETCS HA3HAYCHUE €MY
JIEKapCTBEHHOT'O IIpenapara ¢ TEM K€ TOProBbIM HaMMEHOBaHuEM <10>.

<10> [ynkr 2 nocranoBieHus IlpasurensctBa Poccuiickoit ®@enepanuun ot 30.06.2020 N 965 "O
BHeceHNH u3MeHeHuil B [IpaBmia ¢GopMupoBaHUS TeEpedHs JIEKAPCTBEHHBIX CPEJICTB, 3aKyIKa
KOTOPBIX OCYIIECTBISIETCSI B COOTBETCTBUU C MX TOPTOBHIMH HAaWMEHOBAHHUSIMHU, U O NMPUMEHEHUU
JICKAPCTBEHHBIX TIPEMAapaTOB ¢ KOHKPETHBIMH TOProBeiMH HamMeHoBaHusMu" (CoOpaHue
3akoHoAaTenbcTBa Poccuiickoit ®enepanun, 2020, N 28, ct. 4422).

6. Ha3naueHue JiekapCTBEHHOIO IperapaTta B pelente Ha OyMa)XHOM HOCHUTEIEe WIH pelente B
(dopMe 3IEKTPOHHOIO JOKYMeHTa o(hopMIisieTcss Ha UMs MalueHTa, /Ul KOTOpPOro IpeaHa3Ha4YeH
JIEKapCTBEHHBIN MIpenapar.

Penent Ha OymakHOM HocuTene, odopMIIeHHBIN Ha peuentypHoM oOnanke dopm N 107/y-HII, N
107-1/y, N 148-1/y-88, N 148-1/y-04(;1), yTBEepKICHHBIX HACTOSIIUM IPUKA30M, MOXKET OBITH



MOJTyYeH MAIMeHTOM, €r0 3aKOHHBIM IpEACTaBUTEIEM WJIM JUIIOM, UMEIOUIMM O(QOPMIICHHYIO B
COOTBETCTBUM C TPAXKIAHCKHUM 3aKoHOJaTeabcTBOM Poccuiickoit dDezpepaliiu J0OBEPEHHOCTh OT
MaIyeHTa Ha MpaBo MOJIyYeHHUs TAKOTO peLenTa (Janee - yIoJIHOMOUYEHHOE JIULIO).

[IpencraBneHue MOBEpEHHOCTH HE TpeOyeTcs B CiIydae MOJTYYCHHs pelenTa Ha JIeKapCTBEHHBIN
mperapar Juii  MHKypaOelbHOro OOJFHOTO HAa 3aBEPIIAIONIEM JTale ero JKU3HH JIHIIOM,
OCYILIECTBIISIIOIIMM yXOJI 32 TaKUM WHKypaOelbHbIM OOJBHBIM. B Takom ciyyae MeIUITUHCKUI
pabOTHHUK BBIAET JIMIYy, OCYIIECTBISIONIEMY YXOJ 3a HHKYpaOelIbHBIM OOJBHBIM, JIOKYMEHT,
MOJITBEPKIAIOIINNA HHKYpaOeIbHOe COCTOSIHUE OOJIBHOTO, COJEP AWK CBEIEHUS O JIUIE, KOTOPOe
OyZeT moiy4arh JIEKapCTBEHHBIE MpenapaThl Mo penenty (pamuiausi, uMs, oT4ecTBO (TIOCIenHee -
MIPU HAJIMYKH), BUJ, Cepusl U (WIIM) HOMEP JOKYMEHTA, YIOCTOBEPSIOIIETO JIMYHOCTD), 3aBEPEHHBII
MOJMUCHI0 M TICUAThIO JAHHOTO MEJUIMHCKOTO pPa0OTHUKA, a TaKKe MEeYaThi0 MEIUIIMHCKON
OpraHu3aLuu.

I[OKYMCHT, HOI[TBCp)KILaI-OH_[I/Iﬁ I/IHKypa6€J'IBHOC COCTOAHHUC 60J'IBHOFO, OCTaeTcsl B aIlTCUHOU
OpraHu3aluu.

Peuent B (opMe 37€KTPOHHOrO JOKyMeHTa (OPMHUpPYETCsl C HCHOJIb30BAaHHEM TOCYAApCTBEHHON
nH(pOpPMAIIMOHHON cHucTeMbl B cdepe 3apaBooxpaHeHus cyoOwekra Poccuiickoit ®enepammm,
MEUITMHCKON MH(GOPMAIIMOHHON CUCTEMbl MEUITMHCKON opranu3anuu <11>.

<11> Crareu 91 u 91.1 ®epepampHoro 3akoHa N 323-O3 (Cobpanue 3aKOHOIATEIHCTBA
Poccuiickoit @eneparuu, 2011, N 48, ct. 6724; 2021, N 27, cT. 5141).

@akT BbJAYM peLenTa Ha JIEKAPCTBEHHBIM IpermapaT 3aKOHHOMY IIPEACTABUTENIO WU
YIOJIHOMOUYEHHOMY JIUIY (PUKCUPYETCS B MEIMIIMHCKON JJOKYMEHTAIUY NaIMeHTa.

7. MeauuuHCKMM pabOTHUKAM 3arpemmaeTcss opOpMIATh PEeNnThl NPU OTCYTCTBUHM y TAIMEHTa
MEIUIMHCKUX [IOKa3aHWi; Ha HE3aperuCTPUPOBAHHBIE JIEKAPCTBEHHBIE Mpenaparsl <12>; Ha
JIEKapCTBEHHbIE MpernapaThl, KOTOpPbIE B COOTBETCTBUM C HWHCTPYKUMEH MO MEIULUHCKOMY
MPUMEHEHUIO TMpeAHa3HAYEHbl [JIs NPUMEHEHHS TOJbKO B MEIMLUMHCKUX OpraHu3alusax; Ha
HapKOTUYECKUE CpEJICTBA M TICUXOTPOIHBIE BelllecTBa, BHeceHHble B cmucok Il Tlepeuns,
3aperucTPUPOBAHHBIE B KAYECTBE JIEKAPCTBEHHBIX IPENapaToB, B LEJSIX MPUMEHEHUs JUIsl JICUeHUs
HapKOMaHUHU.

<12> Pemenne CoBeta EBpasmiickoil sxoHOMHUYecKON Komuccuu oT 3 Hosa0ps 2016 r. N 78 "O
[IpaBunax perucTpanuu M 3KCIEPTU3bI JIEKAPCTBEHHBIX CPEACTB I MEAULIMHCKOTO NMpUMEHEHUs"
(oummaneHeIil cailT EBpa3uiickoro sSKOHOMHUYECKOTO coro3a http://www.eaeunion.org/, 21 HOsIOps
2016 r.). Cratbsa 13 ®enepanpHoro 3akoHa N 61-d3 (Cobpanue 3akoHomateabcTBa Poccuiickoit
®enepanun, 2010, N 16, cr. 1815; 2020, N 14, cT. 2028).

WnauBunyanbHbIM — OPEINPUHUMATENSIM,  OCYLIECTBIISIONIUM  MEIUIMHCKYIO  J€STebHOCTb,
JIONIOJIHUTENIBHO K TpeOOBAaHUSM, yKa3aHHBIM B a03alle MEepBOM HACTOSIIETO MyHKTA, 3alperiaeTcs
opopMIIITh pelenTbl Ha HAPKOTHUYECKHE CPEACTBA M ICUXOTPOIHBIC BEIIECTBA, BHECCHHbBIE B
cucku Il u III Tlepeuns (manee - HapKOTHYECKHE M TICHXOTPOITHBIE JIEKAPCTBEHHBIE MpenapaThl



cnuckoB I u III [Tepeunst).

8. Ilpy Ha3HAUYEGHWU HAPKOTUYECKHX W TICHUXOTPOMHBIX JIEKAPCTBEHHBIX NpernapatoB coucka Il
[lepeuns, 3a UCKIIOYEHHEM JIEKAPCTBEHHBIX MpPENaparoB B  BHUJAE  TPAHCACPMAIbHBIX
TEPareBTUYECKUX CHCTEM U JIEKAPCTBEHHBIX MPENapaToB, COJACPKAMIUX HAPKOTHIECKOE CPEJICTBO B
COYETAHWU C AHTArOHHCTOM ONHOWJHBIX PELENTOPOB, peUenThl Ha OyMa)XHOM HOCHUTEIE
odopmisitorest Ha perientypHom 6anke popmbet N 107/y-HIL

9. Penentypusiii 61ank Gopmsl N 148-1/y-88 odopmitsiercss npu Ha3HAYCHUU:

1) HapKOTHYECKHX M TNCHUXOTPOIHBIX JIEKAPCTBEHHbIX mpemnapaToB cnucka Il Ilepeuns B Bune
TpaHCAEPMaJIbHBIX TE€PANEBTUYECKUX CHUCTEM, HAPKOTHMUYECKUX JIEKAPCTBEHHBIX MpEnapaToB CIUCKA
II Ilepeuns, comepkalMx HAPKOTHUYECKOE CPEJICTBO B COYETAHWU C AHTATOHUCTOM OIMOUIHBIX
pELEenTOPOB, ICUXOTPOITHBIX JIEKAPCTBEHHBIX NpenapaToB ciucka I [Tepeuns;

2) KOMOMHUPOBAHHBIX JIEKAPCTBEHHBIX MPETIAPATOB, COACPIKAIUX:

a) KOJIEMH WJIM €ro COJH (B IepecueTe Ha YUCTOE BEUIECTBO) B KosiMdecTBe /10 20 MI' BKIIFOUUTENIBHO
(Ha 1 mo3y TBepmoii ekapcTBeHHOU (hopMbl) uiu B kosandecTBe 10 200 mr BimountensHo (Ha 100
i win 100 T KuaKo# JIeKapCcTBEHHON (hOPMBI U1 BHYTPEHHETO TIPUMEHEHHUS );

0) nceBnoddeaprHa THAPOXIIOPUT] B KOJTUUECTBE, npeBbimaromnieM 30 mr, u 10 60 MT BKIIOYUTEIBHO
(a1 mo3y TBEpAOH JeKapCTBEHHOU (POPMBI);

B) TICeBI0A(eIPHHA THAPOXIOPH]] B KOJIMYECTBE, MpeBbiiaromeM 30 Mr, u 10 60 MI BKIFOUUTEIBHO
B COUCTAHHH C JEKCTPOMETOP(PAHOM THIPOOPOMHIIOM B KOJWYECTBE, NpeBblmatomemM 10 mr, u 10
30 Mr BKITIOYUTENHHO (Ha 1 103y TBEpIOi IeKapCTBEHHOM (DOPMEI);

r) JexkcTpomeTopdana ruapodpomua B komudectse 10 200 mr BrimtountensHo (Ha 100 mi wm 100 ¢
KHUJIKOH JIGKAPCTBEHHOH (POPMBI JJIsi BHYTPEHHETO MTPUMEHEHUS);

1) 3¢eapruHa THAPOXJIOPH B KoaudecTse, npeBbimatonieM 100 mr, u 10 300 Mr BKIIFOUHTEIHLHO (HA
100 mut w100 1 kUKo JeKapcTBEHHOW (POPMBI ISl BHYTPEHHETO MTPUMEHEHUS);

e) adeapuHa TUAPOXJOPUA B KommdecTBe 10 S50 Mr BiiIrounmTenbHO (Ha | 103y TBepmoit
JICKapCTBEHHOH (hOPMBI);

*) (GEeHWINpoNmaHOJaMUH B KOJHMYECTBE JIO0 75 Mr BriIw4HTeNbHO (Ha 1 703y TBepaoi
nekapcTtBeHHON ¢opmbl) wian 1o 300 mr BrmrouutenbHo (Ha 100 v wnm 100 T Kuakoit
JIEKapCTBEHHOM (POPMBI /IJIsi BHYTPEHHETO MPUMEHEHNUS);

3) ¢deHobapOuTaN B KOJIMUECTBE O 15 MI BKJIIOYHTEIHHO B COYETAHWUH C KOJIECUHOM (WJIHM €ro
COJISIMU) HE3aBHCUMO OT KoJindecTBa (Ha 1 103y TBepA0H JeKapCTBEHHOM (POPMBI);

n) ¢eHobapburan B konmuecTBe A0 20 Mr BKIIOYHTEIBHO B COYETAaHUH C DPEIPHHOM
THIPOXJIOPUIOM HE3aBUCUMO OT KotruecTBa (Ha 1 103y TBep0i JIeKapCTBEHHON (OPMBI);

K) XJIOpJIMA3eTIOKCHI B KOJM4ecTBe, mpeBpimatomeM 10 mr, u g0 20 mr BximrountensHo (Ha 1 mo3y
TBEPJIOH JIEKapCTBEHHOU (POPMEI);

3) neKapCTBEHHBIX MpenapaToB MHAMBUAYAJIbHOTO HM3TOTOBJIEHUS, COJAEPKAILIUX HAPKOTHYECKOE
CPeICTBO WJM ICHXOTpornHoe BemecTBO cnucka [l Tlepeuns, u apyrue QapmakoIornyecKue
aKTHUBHbBIE BEIIECTBA B J103€, HE MPEBBILIAIONIEH BBICIIYIO Pa30BYIO /103y, U IIPU YCIOBUU, YTO ITOT
KOMOMHHPOBAHHBIM JIEKAPCTBEHHBIN Ipernapar He SBISETCS HAPKOTHUECKUM HWIIM MCUXOTPOIMHBIM
JieKapcTBEHHBIM MpernaparoM chucka Il [Tepeuns;



4) JexapCTBEHHBIX IIPENaparoB, BKJIIOUYEHHBIX B IMEPEYEHb JIEKAPCTBEHHBIX CPEJICTB IS
MEIMIMHCKOTO TPUMEHEHHUs, MOJUIeKAIUX NPEIMETHO-KOJUUYECTBEHHOMY YdeTy (Janee -
JIEKapCTBEHHBIE MpernapaTsl, BKIIIOUeHHbIE B epeueHs [IKY) <13>.

<13> HoanyskT 5.2.171(1) mynkra 5 nocranoBnenus [IpaButensctBa Poccuiickoit degepanuu ot
19.06.2012 N 608 "OG6 yrBepxxaenuu [lomoxxenust o MunucrepcTse 3apaBooxpaneHus Poccuiickoit
Oenepanun" (nanee - Ilomoxkenue o Munucrepcrse) (CoOpanue 3akoHomaTenbcTBa Poccuiickoit
®eneparuu, 2012, N 26, ct. 3526; 2013, N 16, ct. 1970).

10. Peuentypubiii 6;ank dhopmbl N 148-1/y-04(;1) odbopmiisieTcs npy Ha3HAUCHUU JIEKAPCTBEHHBIX
npenapaToB rpaxkJaHaM, UMEIOIIUM MPaBo Ha OECIUIaTHOE MOTYYeHHUE JIEKapCTBEHHBIX MPErapaToB
WJIY TIOJTyY€HHE JIEKapCTBEHHBIX MPENapaToB CO CKUIKOM.

11. Peuentypnsriii 61ank hopmel N 107-1/y opopmisiercst mpu Ha3HAUCHUU:
1) nexapCTBEHHBIX MPEMapaToB, HE YKa3aHHBIX B MyHKTaX &, 9 HacTosmero [lopsiaka;
2) KOMOMHHUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB, CONEPKAIIHUX:

a) SproTaMMHa THUAPOTAPTPAT B KOJIMYECTBE A0 S5 Mr BKIHOUUTENBbHO (Ha | m03y TBepmoit
JIEKapCTBEHHOU (DOPMBI);

0) a¢enpuna ruapoxsnopus B konudectse A0 100 mr BrmtountenbHo (Ha 100 mut wmu 100 T sxuakoi
JIEKapCTBEHHOU (DOPMBI JIJIsl BHYTPEHHETO IPUMEHEHHS );

B) mceBnoddenpuHa TUAPOXIOPUA B KoindecTBe, He npesbimaromeM 30 mr (Ha 1 mo3y TtBepaoi
JIeKapCTBEHHOU (DOPMBI);

r) mceBaoddeapruHa THAPOXJIOPUJ B KOJUYECTBE, HE mpeBblmammeM 30 Mr, B COYETaHHH C
nexcTpomeropanoM ruApoOPOMUIOM B KoduuecTBe, mpeBbimmnatomem 10 mr, u go 30 wmr
BKIIFOYUTENHHO (Ha 1 103y TBEpO# JIeKapcTBEHHOH (POpMEI);

n) paekctpoMmeropdaHa THAPOOPOMHUA B KOJWYECTBE, MpeBblmarmeMm 10 mr, u mgo 30 wmr
BKJIFOUHMTENHHO (Ha 1 103y TBEp10# JieKapCTBEHHOU (HOPMBI);

e) genobapOutan B KonmuecTBe, npepbimatomem 20 mr, u 10 50 Mr BkItouuTeNnbHO (Ha 1 703y
TBEPJI0H JIEKAPCTBEHHOU (OpPMBI);

K) (enobapOuran B kommuyectBe a0 20 Mr BKIIOYHTEIBHO B COYETAHUM C JProTaMHUHOM
THIPOTApTPATOM HE3aBUCHMO OT KoJinyecTBa (Ha 1 103y TBEpAOii IekapCTBEHHOH (hopmbl);

3) XJOpAHa3enoKkcu B KosmuectBe 10 10 Mr BriarounTenbHO (Ha 1 703y TBEpIOM JeKapCTBEHHOM
dbopmpr).

12. HpI/I Ha3HA4YCHUU JICKAaPCTBCHHOI'O IIpCIiapaTa MHAWBUAYAJIbHOTO U3rOTOBJICHHUA B PCLCITEC HA
GYMa)KHOM HOCHUTCJIIC H (I/IJ'II/I) peucnre B q)opMe QJICKTPOHHOTO JOKYMCHTA HAWMCHOBAHUWA
JICKAPCTBCHHLIX CPCACTB (BGH_ICCTB), BKIIFOUCHHBIX B IICPCUCHDb HKV, YKa3bIBaOTCA B Ha4dalie
peuciiTa, 3aTCM - BCC OCTAJIbHBIC MHI'PCIUCHTHI.

13. Tlpu Ha3HAYEHWM JIEKApPCTBEHHOTO MperapaTa B pelenTe Ha OyMaKHOM HOcHUTele Hu (WIIN)
penenrte B popMe IEKTPOHHOTO JOKYMEHTA 3alpPelIaeTcsl MPEBBIIATh KOJIMYECTBO HAPKOTUIECKHIX
CPEICTB WJIM TICUXOTPOITHBIX BEIIECTB, KOTOPOE MOXET OBITh BBHIMHCAHO B OJHOM pEIICITE,



ycTaHoBiieHHOe npuiiokeHneM N 1 k HacrosimeMy Tlopsiiky, 3a HCKITIOYEHHEM CITy4aeB, YKa3aHHBIX
B nmyHkTax 15 u 24 Hacrosero opsaka.

14. Ilpn Ha3HAYEHHH JIEKAPCTBEHHBIX MpEnapaToB, BKIOYEHHbIX B nepeueHb [IKY, no3a koTopsix
MPEBBINIACT BHICIIMK OJHOKPATHBIA IMPHEM, MEAWIMHCKUNA PabOTHHK 00O3HAYaeT /03y 3TOTO
JIEKapCTBEHHOTO Tperapara B perente Ha OyMa)XHOM HOCHTENE MPOMHCHIO C TMPOCTaBICHHEM
BOCKJIMIIATEIFHOTO 3HAaKa U (MJIM) MPOCTABISIET BOCKIMIIATENBHBIN 3HAK TPH OPOPMIICHHH pelerTa
B (hopMe JIEKTPOHHOTO JOKYMEHTA.

15. KonmyecTBO Ha3HAYEHHBIX JIEKAPCTBEHHBIX MPENapaToB, BKIIOUEHHbIX B nepedyeHs [IKY, npu
OKa3aHWU TAlMEeHTaM, HYXIAIOUIMMCS B JJIMTEIbHOM JICUEHUH, NMEPBUYHONM MEIUKO-CAaHUTAPHOU
MOMOIIH ¥ NAJUTMATUBHON MEJUIIMHCKON MOMOIIM MOXKET OBITh YBEIMUYEHO C YUYETOM KIMHUYECKHX
pexoMeHaImii He OoJsiee 4eM B 2 pa3a MO CPAaBHEHHIO C KOJTHMYECTBOM HAPKOTHYECKUX CPEACTB WU
MICUXOTPOTIHBIX BEUIECTB, KOTOPOE MOXKET OBbITh BBITMCAHO B OJIHOM pEIENTe, yCTAaHOBICHHBIM
npuioxenreMm N 1 k Hacrosiemy [opsaky.

B caygasx, npeaycMOTpeHHbBIX ab3alleM MEepBbIM HACTOSILIEro MyHKTA, HA pelenTax Ha OyMaXHOM
HOocuTene mnpouzBoauTca Haanuch "llo cnernuanbHOMY Ha3HAYEHUIO", OT/AENIBHO 3aBEepeHHas
MOJANMUCHI0 MEIUIIMHCKOTO pa0OTHHUKA U TIeYaThl0 MEAUIIMHCKON opranu3anuu "Jljis perento", Ha
perientax B (opMe BIEKTPOHHOTO JOKYMeHTa mpousBoautcs oTmeTka '"[lo crnernuanbHOMY
Ha3HAYCHUIO" C TMPOCTABJICHHEM YCWJICHHOW KBAJTH(DUIIUPOBAHHOW JJIGKTPOHHOM TMOAMHMCH
MEUITUHCKOTO PabOTHHUKA.

16. CocraB jekapcTBEHHOrO Ipemnapara, JeKapcTBeHHas ¢dopma U oOpalieHHe MeIUIIUHCKOTO
paboTHHKa K (apmaleBTHUECKOMY paOOTHHKY 00 OTIYCKE JIEKapCTBEHHOIO TIperapara Ha
OyMa)XHOM HocuTese 0OpOpMIISIFOTCS Ha JATUHCKOM MJIM PYCCKOM S3BbIKE B POJAUTEIBHOM HaJIeXKe, 3a
UCKJIIOUeHHEM O(OpMIIEHHS PELENnToB B (opMe 3JIEKTPOHHOTO JIOKYMEHTA, OCYLIECTBISEMOrO Ha
PYCCKOM SI3BIKE.

[Tpu odhopmieHnn perenTypHbIX OJTaHKOB JIOIMYCKAETCsl UCTIOIh30BAHUE COKPAILICHUH (IPUIIOKEHUE
N 2 kx Hactosiemy Ilopsaaky).

HpI/I Ha3HA4YCHUU JICKAPCTBCHHOI'O IIpCIllapaTa HE JOOIMYCKACTCA COKpAIlCHUC HaNMMEHOBAaHUMI
HHI'PCAHUCHTOB, COCTABJIAIOIINX HCKapCTBCHHBIﬁ npernapar, HE IMO3BOJIAIONINX YCTAHOBHUTD, Kakoi
HUMCHHO HCKapCTBeHHBIﬁ npernapaTt Ha3HAYCH.

17. Cnoco6 mpuMeHeHHUsl JIEKapCTBEHHOTO Tpemnapara 0003HayaeTcsl C yKa3aHUeM ITyTH BBEICHMS,
J03bI, YaCTOTHI, BPEMEHH NpHUeMa OTHOCUTEIBHO CHA (YTPOM, Ha HOYb) U €r0 JUINTEIbHOCTH, a JJIs
JICKApCTBEHHBIX IPENapaToB, B3aUMOACUCTBYIOUIMX C TNHIIEH, - BPEeMEHH HUX YIOTpeOIeHuUs
OTHOCHUTEJIHHO MPHEMa IHIIH (10 €IbI, BO BPEMsI €/Ibl, IOCTIE ebl).

18. Ilpu HE0OXOAMMOCTH HEMEUICHHOTO I CPOYHOTO (B T€UEHHE JBYX pabodMx JHEW) OTITyCcKa
JICKApCTBEHHOT'O TMperapaTa MAaIeHTy B BepXHEW dYacTu perenrta Ha OyMa)KHOM HOCHTEIE
MPOCTaBIAOTCS 0Oo03HaueHust "cito" (cpoyHo) wimm "statim" (HeMeIJIeHHO). AHaJIOTHYHBIE
0003HaYeHUST TIPOCTABIISIOTCS B BUJIE OTMETOK Mpu 0hOopMIIEHUH perienta B (OpMe dJIEKTPOHHOTO
JIOKYMEHTA.

19. TIpu odopmieHnH Ha3HAUYEHUS TOTOBOTO JICKAPCTBEHHOTO Iperapara B peuentTe Ha OyMakKHOM
HOCUTENIC WM perente B (hopMe AJIEKTPOHHOTO JOKYMEHTa KOJMYECTBO ACHWCTBYIOIIMX BEIIECTB
YKa3bIBa€TCSI B COOTBETCTBUU C MHCTPYKUHUEH MO MEAUIIMHCKOMY MPUMEHEHHIO JIEKapCTBEHHOTO
npenapara. JlonmycTUMO yKa3blBaTh JI03UPOBKY JIEKAPCTBEHHBIX MPEMAPAaTOB CUCTEMHOTO JECUCTBHS
(st pe30opOTUBHOTO MPHEMa) B TBEP/ABIX JIEKApPCTBEHHBIX (hopMax (Hampumep, TabJIeTKH, TOPOIIKH,
KarCyJibl) KaK CO/ICpP)KaHUE OJHOTO WJIM HECKOJBKUX JCHCTBYIOIINUX BEIIECTB B €MHUIIAX MACCHI (B



rpaMMax, MWUIHrpamMmax). JlomycTumMo yKkas3plBaTh JIO3MPOBKY JIEKAPCTBEHHBIX IPENapaToB
CUCTEMHOTO JeWcTBUSA (11 Pe30pOTMBHOTO TPHUMEHEHMS) B KHUAKUX JIEKAPCTBEHHBIX (hopmax
(HampuMep, pacTBOPBI, CYCIIEH3MH) KaK COJEp)KaHWE OIHOTO WM HECKOJBKHX JEHCTBYIOIIMX
BEIIECTB B E€IMHUIIAX MAacChl Ha EIUHUILY O0Bbema (HampuMep, MILTUTPAMM/MIJUTHIATP) C
yKa3aHHeM 00IIero o0beMa JIEKapCTBEHHOU ()OPMBI.

[Ipu odopmneHnn Ha3Ha4YeHHs JIEKAPCTBEHHOTO Mperapara WHANBUAYAJILHOTO H3TOTOBIICHHS B
perenite Ha OyMa)XHOM HOCHTENE WM peuente B (opMe DIIEKTPOHHOTO JIOKYMEHTa KOJIMYECTBO
TBEPJABbIX U CHIMYYHX (hapMaleBTUYECKUX CyOcTaHIuil ykaseiBaetcst B rpammax (0,001; 0,5; 1,0),
KUJKUX - B MIJLTUIUTPaX, TpaMMax U Karisx.

20. Penenntel Ha OyMa)KHOM HOcHTENe, B (pOpMe HJIEKTPOHHOTO JOKYMEHTa, Oo(opMIIEHHBIE Ha
peuentypaom Onanke ¢opmbl N 148-1/y-88 u mpenHazHadeHHbIE Ui OTITYCKAa JIEKAPCTBEHHBIX
MpenaparoB, MPEAyCMOTPEHHbIX MNOAMyHKTamMHM 1 - 3 mnyHkra 9 wHactosmero Ilopsnka,
JIeCTBUTENBHEI B TeUeHHe 15 mHel co qHs 0opMIICHUSI.

21. Peuentbl Ha OyMa)kHOM HOCHTENE, B (POpME DJIEKTPOHHOTO JOKYMEHTa, OGOpMIIEHHBIE Ha
penentypHoMm Osanke ¢opmbl N 148-1/y-04(1) u mpeaHa3sHaAYeHHBIE ISl OTITYCKA JICKAPCTBEHHBIX
MpernapaToB rpaxjaaHam, ykaszaHHbiM B myHkTe 10 HacTosiiero Ilopsinka, 1eicTBUTENbHBI B TEUEHUE
30 mHe#t co mHs ohOpMIICHHS, 3a UCKIIOYCHUEM CiydaeB OQOpMIICHHUS pelenTa B COOTBETCTBUHU C
nyHktamu 38 u 39 Hacrosiiero [lopsiika, Tpu KOTOPBIX OH JIEMCTBUTENEH B TeueHue 15 jHel co
THS opopMITeHHMSL.

22. Penentel Ha OyMa)KHOM HOCHTENE, B (POpME DJIEKTPOHHOTO JOKYMEHTa, OhOpMIICHHBIE Ha
peuentypHoMm Osanke Gopmbl N 148-1/y-04(1) u mpeaHa3sHaAYeHHBIE ISl OTITYCKA JICKAPCTBEHHBIX
[pernapaToB TpakJaHaM, JOCTUTIIMM II€HCUMOHHOTO BO3pacTa, WHBAJIMJIAM IEpPBOM IpyIMIbI,
NEeTAM-UHBAIMJAM, a TaKKe TpaxkIaHaM, CTPaJalollMM XPOHHYECKHMMH 3a00JIEBAHUSMU,
TPeOYIOMUMH JJTUTEIHLHOTO KYpPCOBOTO JICUCHHWS, JCUCTBUTENbHBI B TedeHue 90 mHel co JHs
odopMIIeHHMsI, 32 UCKIIFOUEHUEM CIIy4aeB, ykazaHHbIX B MyHKTaX 38 u 39 nacrosmiero [lopsaka, mpu
KOTOPBIX OH JICCTBUTEIICH B TeUeHHE 15 mHei co nHsa opopMIIeHUS.

I[J'If[ JICUCHUA XPOHUYCCKHX 3a00/1€BaHUI YKa3aHHbIM KaTCTOpUAM TIpaXJdaH JICKAPCTBCHHBIC
npernaparsel C O(l)OpMJ'IeHI/ICM PEUCIITOB Ha 6YM3}KHOM HOCHUTCJIC WKW PCLCITOB B q)opMe
QJICKTPOHHOT'O JOKYMCHTA MOI'YT Ha3HA4YaTbCsl Ha KYpPC JICUCHUSA 1O 180 I[HCI\/’I.

23. Penenntel Ha OyMa)KHOM HOcHTENE, B (pOpMe HJIEKTPOHHOTO JOKYMEHTa, Oo(OopMIIEHHBbIE Ha
peuentypuom Onanke ¢opmbr N 107-1/y u mpeaHasHaueHHbIE Uil OTIYCKA JIEKAPCTBEHHBIX
MpenaparoB, NPeIyCMOTPEHHbIX MYHKTOM 11 Hactosmero [lopsiaka, neiicTBUTENbHBI B TeueHue 60
JHEH co THS 0(hOPMIICHHS.

[lpy Ha3HAueHWHM TOTOBBIX JIEKAPCTBEHHBIX NpPENapaToB U JIEKAPCTBEHHBIX IPETapaToB
WHIUBUAYabHOTO HW3TOTOBJICHUS MAaIlMeHTaM C 3a00JIeBaHUSAMHU, TPEOYIOIIUMH JIIUTEIHHOTO
KypcoBOro JjedeHus, ¢ opopmieHueM Ha peuentypHoM Onanke (Gopmer N 107-1/y penenrta Ha
OyMa)KHOM HOCHUTENe WU B (hopMe DJIEKTPOHHOTO NOKYMEHTA yCTaHABIMBAETCS CPOK JEHWCTBHS
perenTa B mpeaesax 10 0JHOTO To/a.

B cnyuyae ycraHoBieHMs cpoka JEHCTBHUsS pelenta B Ipejaenax [0 OJHOrO roja B peLernTe
npousBoauTca Haanuck: "[lo cnerumanbHOMY HazHaueHHIO", 0003HAYAETCSI CPOK JEHCTBUS perenTa
U TEpPUOJUYHOCTh OTIYCKA JIEKAPCTBEHHBIX IMIPEraparoB M3 anTeYHONW OpraHu3alud WU
WHAMBUIyaJIbHBIM  INpPEANpPUHMMATEIEM, HMEIOUIMM  JIMHIEH3UI0 Ha  (papMaleBTUYECKYIO
NesITeNbHOCTh <14> (eKeHe1eIbHO, eKEMECSIYHO U UHbIE MEPUObl). JJOOMHUTENBHO 3TO yKa3aHue
3aBepsieTCsl MOJANUCHI0 MEJIULIUHCKOTO pabOTHHMKA, a TAKXKE MEeYaThl0 MEIUIMHCKONW OpraHu3aluu



"Ilnst penenToB" (s perenita Ha OyMa)XHOM HOCHTENE) WM YCUJICHHOW KBaNM(DHUIIUPOBAHHOMN
DIIEKTPOHHOW TOJMHCHI0 MEIUIIMHCKOTO pa0OTHHKA U JIMIA, YIOJHOMOYEHHOTO 3aBepsTh
JOKYMEHTHl OT HMMEHH MEIWIMHCKOW opraHu3anuu (Uit pernenta B (opMe 3IIEKTPOHHOTO
JIOKYMEHTA).

<14> Ilynkr 47 yactu 1 crateum 12 ®PepepanbHoro 3akona ot 4 mas 2011 r. N 99-®3 "O
JUUEH3UPOBAaHUU OTHENIbHBIX BHUAOB JesaTenbHOCTH" (manee - denepanbHblii 3akoH N 99-D3)
(CobOpanue 3akoHomatenbcTBa Poccuiickoit ®denepanuu, 2011, N 19, cr. 2716; 2021, N 27, cr.
5177).

24. PeuenThl Ha JIEKapCTBEHHbIE Npemnaparbl, BKIOUeHHble B miepeueHb [IKY, nns neuenus
MAIMEHTOB C XPOHUYECKUMHU 3a00JI€BaHUSIMU MOTYT 0OPMIIATHCS Ha Kypc JiedeHus 10 60 nHe.

B ciyuae, korma kypc sedenust cocrtamiser Oonee 30 aHEH, JAOMOJHUTENHRHO B pelenTax Ha
OyMa)KHOM HocuTesne npousBoauTcs Haamuch "llo cnenumanbHOMY Ha3Ha4YeHHIO", 3aBepeHHas
MOJANMKUCHI0 MEUIIMHCKOTO pa0OTHHUKA U TIeYaThl0 MEAUIIMHCKOM opranu3anuu "Jljis perento", Ha
perientax B (opMe DBIEKTPOHHOTO JOKYMeHTa mpousBoautcs oTmeTka '"[lo crnernuanbHOMY
Ha3HAUYCHUIO" C TMPOCTABJICHHEM YCWICHHOW KBATM(DUIIUPOBAHHOW JJIGKTPOHHOM TMOAMHCH
MEIMIMHCKOTO paboTHMKA U JIMIA, YIOJHOMOYEHHOTO 3aBEpSATh JOKYMEHThl OT HMEHHU
MEJUIIMHCKOW OpTaHU3alliHy.

25. Peuent Ha OymaxxHOM HocuTesne B (hOpMe DIEKTPOHHOTO JOKYMEHTa, O(GOPMIICHHBIH C
HapyIICHUEM YCTAaHOBICHHBIX HACTOAIUM [lopsiikom TpeOoBaHUil, CUMTAETCS HEICHCTBUTEIILHBIM.

II. Haznauenmue JEKAPCTBCHHBLIX IIPEapaToB IIPU OKa3aHUU
MeTUIMHCKOM MOMOIIHU B CTAMMOHAPHBIX YCJIOBUAX

26. HpI/I OKa3aHWMU IMalUuCHTY MC,I[HI.II/IHCKOﬁ noMomur B CTAOHMOHAPHBIX YCJIIOBUAX HA3HAYCHUC
JICKAPCTBCHHLIX MPCIIApaTOB IIPOHU3BOAUTCA 6e3 O(i)OpMJ'ICHI/ISI peuciitTa MCIUINHCKUM pa6OTHI/IKOM
CAUHOJIMIHO, 3a UCKIITFOUYCHUCM CJIy4aCB, YKA3aHHBIX B ITYHKTC 27 HaCTOAIICTO Hopmea.

27. CormnacoBaHue Ha3HAYCHHs JICKAPCTBEHHBIX IPENApaToB C 3aBEAYIOIIUM OTIEICHHEM HIIH
OTBETCTBEHHBIM JISKYPHBIM BPauoM JHOO IPYTUM JIUIOM, YIOJTHOMOYEHHBIM MPHUKA30M TJIaBHOTO
Bpaya MEIWIMHCKOM OpraHW3alud, a TaKke, NpU HAIWYAHA, C BpPAaYOM - KIMHUYECKUM
(hapmakosI0roM HeOOXOAMMO B CITyUasiX:

1) otHOBpEeMEHHOI'0 Ha3HAYEHUS IATH U O0Jiee JeKapCTBEHHBIX NIPENapaToB 0JHOMY HalUEHTY;

2) Ha3HA4YCHH:A JICKAPCTBCHHBIX IIPLCIIapaTOB, HC BXOIAIIUX B IICPCUCHD JKU3HCHHO H€O6XO,Z[I/IMBIX u
BaXXKHEHIIINX JICKAaPCTBCHHBIX IIPCIIapaTOB <15>, Ipu HCTUITUNYHOM TCUCHHNU 33.60J'I€B3.HI/I${, HaJIn4nuun
OCJIOKHEHHH OCHOBHOI'O 3a00J€BaHUsd H (I/IJ'II/I) COITYTCTBYIOIHX 32160J'I€B3.HI/II71, IIpu Ha3HAYCHHUH
JICKAPCTBCHHLIX IIPCIIapaToB, 0COOEHHOCTH B3aHMOH€ﬁCTBHX U COBMCCTHUMOCTHU KOTOPBIX COTJIACHO
HHCTPYKIUAM II0 HMX IPUMCHCHHUIO IIPUBOIAT K CHUKCHHUIO 3(1)(1)€KTI/IBHOCTI/I n 0e30IMacHOCTH
q)apMaKOTCpaHI/II/I u (I/IJ'II/I) CO3Jar0T MNOTCHIUAJIBHYIO OIIACHOCTD JJIS 2KU3HU U 3J0POBbs IMAUCHTA.



<15> Yactu 1 crarbu 60 denepampnoro 3akoHa N 61-O®3 (CoOpaHue 3aKOHOIATEIHCTBA
Poccwuiickoit ®eneparuu, 2010, N 16, ct. 1815; 2020, N 29, ct. 4516).

B YKa3aHHBbIX ClIydasaX HA3HAYCHUC JICKAPCTBCHHBLIX IIPCIIAPATOB (bHKCpreTCSI B MCHHHHHCKOﬁ
JAOKYMCHTAIIMH IMAOMCHTAa W 3aBCPsACTCA MOAINMUCBIO MCEIHULIMHCKOI'O pa6OTHI/IKa U 3aBCAYyHOHICro
OTACJICHUCM (OTBGTCTBCHHOFO ACXKYPHOI'O Bpada WJIN APYroro ynoJHOMOYCHHOT'O J'II/II_[a).

28. MemunuHCKH pabOTHUK MEIUIIMHCKOW OpraHu3anuu (€€ CTPYKTYPHOT'O MOJpa3/IeieHHs),
pPacHoJIO)KEHHOM B CEJIbCKOM HACEJIEHHOM HYHKTE, OCYHIECTBIISIET HA3HAUEHHUE JIEKapCTBEHHBIX
MpenaparoB B CIy4yasX, yka3aHHbIX B MyHKTax 27 u 29 nacrosmero [lopsiaka, e IMHOIUYHO.

29. Tlo pemeHuro BpaueOHOM KOMUCCHUU TAIMEHTAM TPU OKA3aHMHM UM MEIUIIMHCKOW MOMOIIH B
CTAllMOHAPHBIX YCIIOBUSX HA3HAYAIOTCS JIEKAPCTBEHHBIE IIpErapaThl, HE BKIIOUEHHBIE B MEPEUEHb
KU3HEHHO HEOOXOIUMBIX M BaXHEWMIINX JIEKAPCTBEHHBIX INPENapaToB, B CIydyae UX 3aMEHbl M3-3a
WHAMBU1yaJIbHOM HENEPEHOCUMOCTH, IO KU3HEHHBIM TOKA3aHUSM.

Pemenne BpaueOHON KoMHUCcCHU (PUKCUPYETCST B MEAUIIMHCKON TOKYMEHTAIUH MTAallMeHTa U XKypHaJIe
BpayeOHON KOMUCCHUH.

30. B ciyuasix oOcienoBaHus M JIEYEHMs TpakJaHMHA B CTAI[MOHAPHBIX YCJIOBUSAX B paMKax
MIPENOCTABIEHUS MEIUMLMHCKUX YCIYr Ha BO3ME3IHOM OCHOBE 3a CUET JINYHBIX CPEACTB IpaKIaH,
CPEICTB IOPUAMYECKUX JIMII U MHBIX CPEACTB HA OCHOBAHMM JOrOBOpA, B TOM YHCIE JIOrOBOpPA
JTOOPOBOJILHOTO MEAMIIMHCKOTO CTpaxoBaHHUs <16>, eMy MOTYT ObITh Ha3HAY€HBI JIEKAPCTBEHHBIC
npernaparbl, He BXOJASIIME B MEPEUEHb KU3HEHHO HEOOXOJUMBIX M BAKHEWIINX JIEKAPCTBEHHBIX
MPeraparoB, €CJIU UX Ha3HAUYCHUE U MPUMEHEHUE 00YCIOBICHO MEAUIIMHCKAMU TTOKA3aHUSMH.

<16> [locranosnenue [IpaButenscTBa Poccuiickoii @enepanuu ot 4 oktsaopst 2012 r. N 1006 "O6
yTBepkaeHun [lpaBun mpenocraBiaeHUs] MEAUIIMHCKUMH OPraHU3alUsIMU IUIAaTHBIX MEAUIIMHCKUX
yeayr" (Cobpanue 3akonogarensctBa Poccmiickoit @enepanuu, 2012, N 41, ct. 5628).

II1. HazHaueHue JIeKaPpCTBEHHBIX MPENapaToB NPU OKAZAHUM
NMEPBUYHOU METUKO-CAHUTAPHON NMOMOIIU, CKOPO MeIUIIUHCKOM
MOMOIIM M NMAJJIMATUBHOM MEAMIIUHCKON MOMOIIHU

31. Ilpu oka3zaHMM TEPBUYHON MEJIUKO-CAHUTAPHOM MOMOIIM M NAJUIMATUBHON MEIUIIMHCKON
MIOMOIIM B amMOyJIaTOPHBIX YCIIOBUSIX HA3HAUEHHE JIEKAPCTBEHHBIX MPENapaToB OCYIIECTBISETCS
MEIMIMHCKUM DPAOOTHHKOM B Cllydasx THUIIMYHOI'O TEUEHHUs 3a00JeBaHMs MAlUEHTa HCXOMIS W3
TSOKECTH U XapakTepa 3a00JIeBaHMs.

32. Ha3zHaueHue JICKQpCTBEHHBIX MPENapaToB MO PEIICHUIO BpauyeOHOW KOMHUCCHM MPH OKa3aHUU
MEPBUYHON MEIUKO-CAHUTAPHON IMOMOIIH, MAJTTHATUBHOM MEJIMIIMHCKOW TTOMOIIM B aMOyJIaTOPHBIX
YCIIOBUSIX ITPOU3BOJUTCS B CIIydasiX:

1) OAHOBPEMCHHOI'O HAa3HAYCHUA OAHOMY IMAIWUCHTY IISITU U 0oiee JICKAapCTBCHHLIX IIPCIIapaToOB B
TCYCHHUC OJHUX CYTOK HJIM CBBILIC NCCATHU HAUMCHOBAHUM B TCUCHUE TpuauoaTu ,I[Heﬁ;

2) Ha3HAYCHHA JICKAPCTBCHHLIX IIPCIIapaTOB IIPH HCTHUIIMYHOM TCUYCHHUU 3a60J’ICBaHI/I$I, HaJIM4YHUH
OCJIOKHEHHH OCHOBHOI'O 3a00j€BaHUd H (I/IJ'II/I) COIMYTCTBYIOIHX 32160J'I€B3.HI/II71, IIpu HAa3HAYCHHUH



JIEKapCTBEHHBIX IMPENapaToB, OCOOCHHOCTH B3aMMOJICHCTBHS I COBMECTHMOCTH KOTOPBIX COTJIACHO
WHCTPYKIUSM TI0 HMX TMPUMEHEHUIO TMPUBOAAT K CHIKEHHIO 3(P(EKTUBHOCTH W 0€30MacHOCTH
JICUSHHS AMEHTAa U (WJIN) CO3A0T MOTCHIIMAIBHYIO OMTACHOCTD IS )KU3HU U 37I0POBBS ITALIUCHTA;

3) NepBHYHOTO HA3HAYCHHS TMALMEHTY HAPKOTUYECKMX U TICUXOTPOIHBIX JIEKApCTBEHHBIX
npenaparoB crnuckoB II m II Ilepeuns (B ciy4yae NPUHATHS PYKOBOJUTEIEM MEIUIIMHCKON
OpPraHM3alliM PEHICHHS O HEOOXOJUMOCTH COTJIACOBAHMS HA3HAYCHHUS TAKUX JIEKApCTBEHHBIX
MperaparoB ¢ BpauyeOHOM KOMUCCHUEH).

33. TloBTOpHOE€ Ha3HAYCHHWE HAPKOTHYECKUX M IICHXOTPONHBIX JICKAPCTBEHHBIX IPEIapaToB
ciuckoB Il w III TlepeyHss mpOM3BOIUTCS MEAMIIMHCKUM PAaOOTHHUKOM CaMOCTOSITCIIBHO WIIH
€IMHOJIMYHO 0e3 ydacTHsi BpaueOHOW KOMHCCHU MAIIMEHTaM C BBIPA)KCHHBIM OOJIEBBIM CHHIPOMOM
M000Tr0 TeHe3a, HapYIICHHWEM CHA, CYJOpPOKHBIMH COCTOSHHSIMH, TPEBOXHBIMU PACCTPONCTBAMH,
(dhoOusiMU, TICHXOMOTOPHBIM BO30YKICHUEM.

34. Tlpu oka3aHWHU CKOpPOM MEIMIMHCKOM IOMOIIM JIEKAPCTBEHHbIE Mpenaparbl Ha3HAYaIOTCS
MEJMIMHCKUM DPAOOTHUKOM BBIE3THOM Opurajpl CKOpOH IMOMOIIY, MEAUIMHCKUM pPaOOTHUKOM
MEIMIMHCKON OpraHu3aliy Ipy OKa3aHUKM MEJIULMHCKOM MOMOIIM TpakJaHaM IpU 3a00JIeBaHMSX,
HECUACTHBIX CJydasX, TpaBMax, OTPABICHHUAX M JAPYIrUX COCTOSHHUAX, TPEOYIOIIUX CPOYHOTO
MEMIIMHCKOTO BMEIIATEeIbCTBA.

IV. HaznavyeHue JieKAPCTBEHHBIX MPENapaToB rpaskaaHaM, MMe M
NMPaBo Ha 0eCIIaTHOE MOJIyYeHHe JIEKAPCTBEHHbBIX MPenapaToB Win
MOJIyYeHHUe JIeKAPCTBEHHBIX NMPENapaToB CO CKUAKOI, NPHU OKA3aHUHU

NMEPBUYHOM MEAUKO-CAHUTAPHON MOMOIIU

35. Ilpu oka3aHuM TEPBUYHOM MEJAUKO-CAHUTAPHON MOMOIIM Ha3HAYEHUE MEIUIMHCKUM
pabOTHUKOM Ha OCHOBE KJIMHMYECKMX PEKOMEHJAIMA M C y4eTOM CTaHJapTOB MEIUIIMHCKON
nomoi  <17> JeKapCTBEHHBIX IMPEMapaToB, OTIYCKA€MbIX OECIUIaTHO WM CO CKHUIKOM,
rpaxaaHaM, UMMM IpaBo Ha oOecliedeHHue JEeKapCTBEHHBIMU IpernapaTtaMy 3a CYeT CPeJICTB
OIO/DKETHBIX acCUTHOBaHUU (enepanpHOro Oropkera U OHOKETOB CyOBEeKTOB Poccuiickoii
®denepanuu, ocylecTBiIseTcs Ha perentypHom 6manke N 148-1/y-04(i).

<17> Crarba 37 PenepanpHoro 3axkona N 323-03 (Cobpanue 3akoHomatenbcTBa Poccuiickoi
®eneparuu, 2011, N 48, ct. 6724; 2021, N 27, ct. 5186).

IIpu odopmnennn penenta Ha Onanke Qopmbr N 148-1/y-04(;1) Ha OymakHOM HOCHUTEIE
o(opMIISIOTCST 1B AK3EMIUISIPA, OJUH U3 KOTOPHIX OCTAeTCS B alTEUHOW OpraHM3allH, BTOPOU - B
MEIMIUHCKON TOKyMEHTAIUH MTallUeHTA.

36. IlpaBo Ha3HAuaTh JICKAPCTBEHHBIC TpEMapaThl rpakJaHaM, UMEIOIIMM IPaBO Ha OecIIaTHOE
MIOJIyYEHHE JIEKAPCTBEHHBIX IIPENApaTOB WIM MOJTYYEHHUE JIEKAPCTBEHHBIX NIPENApATOB CO CKUAKOM,
TaKXe UMEIOT:

1) MmenumHCKUEe pabOTHHUKH, pabOTalOIIMEe B MEAUIIMHCKON OpraHU3aluyi 10 COBMECTUTEILCTBY (B
npejenax CBoei KOMIICTCHITUN );



2) MEIWIMHCKHE paOOTHUKU CTAIlMOHAPHBIX OpPraHU3alMi COIUATBHOTO OOCIY)XHBAHUS MPHU
HaJIMYUU JIMIIEH3UU HA OCYIIECTBIEHHUE MEIUIIMHCKOHN JiedaTesibHOCTH <18>, mpemycMarpuBaroiiei
BBITIOJIHEHHE PaboT (OKa3aHWE YCIIYT) MO OKa3aHHWIO MEPBUYHONW MEIMKO-CAaHUTAPHOW IMOMOIIU B
aMOyJaTOPHBIX YCIOBUAX (HE3aBUCHMO OT BEIOMCTBEHHOM MPUHAIICKHOCTH);

<18> IlyskT 46 vactu 1 crateu 12 ®enepanbHoro 3akoHa N 99-03 (CobpaHre 3aKOHOIATEILCTBA
Poccniickoit @eneparuu, 2011, N 19, ct. 2716; 2021, N 27, cT. 5159).

3) MemuuuHCKME pPaOOTHUKM MEAMIMHCKUX  OpraHM3alfif, OKa3bIBAIOIIUX IEPBUYHYIO
MEMKO-CaHUTAPHYI0 TIOMOILb, I10/IBEJOMCTBEHHBIX (ellepabHbIM OpraHaM HCHOJHUTEIbHON
BJIACTH WJIM OpraHaM MCIOJHUTEIHHOM BlacTh CyOBekToB Poccuiickoit deneparumy;

4) WHIAUBUAYAJIBbHBIC MPCANPUHUMATEIIM, OCYHICCTBIAIOIMIUMEC MCIUIHWHCKYIO OCATCIIBHOCTH H
BKJIFOUCHHBIC B PCCCTp MCIAUMIHUHCKHUX opraHmauHﬁ, OCYHICCTBJLIOINUX ACATCIBHOCTD B C(bepe
00513aTEJILHOr0 MCOUIMHCKOT'O CTpaxXOBaHUs.

37. llpu Ha3Ha4YeHHMH JIEKAPCTBEHHBIX IMPEMapaToB IpakAaHaM, UMEIOIINM IMPaBo Ha OecriaTHOE
MOJTyYeHHE JIEKApPCTBEHHBIX MPENapaToB WM MOJIy4YeHHUE JIEKAPCTBEHHBIX MPENapaToB CO CKHJIKOMH,
B pelenTe yKa3bIBaeTCsi HOMEp TejeoHa, MO0 KOTOpPOMY pabOTHMK anTeYyHOM OpraHu3alUH Ipu
HEOOXOJMMOCTH MOXET COTJIacoBaTh C MEAMIMHCKUM pPabOTHUKOM 3aMEHYy JIEKapCTBEHHOTO
npenapara.

38. HazHaueHne HApKOTHUUECKUX M TICUXOTPOITHBIX JIEKAPCTBEHHBIX MpenapaToB cuucka Il [Tepeuns
(32 HMCKJIIOUEHHWEM JIEKapCTBEHHBIX IIperapaToB B BHJIE TPAHCACPMAIBHBIX TEPaeBTUUECKUX
CHCTEM, a TaK)Ke JICKapCTBEHHBIX MPENapaToB, COAEPKAIINX HAPKOTHUECKOE CPEJCTBO B COYCTAHHH
C AHTarOHHCTOM OINMOWIHBIX PELENTOPOB) TpakIaHaM, HMEIONIMM TIpaBO Ha OecriaTHoe
MOJTyYeHHE JICKAPCTBEHHBIX MPENapaToB WM MOJyYEHUs JIEKAPCTBEHHBIX MPENapaToB CO CKUAKOM,
ocylecTBiIsieTcss Ha peuentypHom Omanke ¢opmbel N 107/y-HII, k KOTOpOMYy JOMOIHUTEIHHO
odopmisieTcst perient Ha peuentypHoM Omanke Gopmbl N 148-1/y-04(11) (B ABYX dK3eMILISIpax Mpu
oopmiieHNHE Ha OYMa)KHOM HOCHUTEIIE).

39. HaznaueHue HapKOTHUECKUX M TICUXOTPOITHBIX JIEKAPCTBEHHBIX MpenapaToB cuucka Il [Tepeuns
B BUJIE TPAHCAEPMAJIbHBIX TEPANEeBTUUECKUX CHCTEM, HAPKOTHUYECKUX JIEKAPCTBEHHBIX IpPENapaToB
ciuucka Il IlepeuHs, cojepXalmMx HApPKOTUYECKOE CPEJACTBO B COYETAHUM C AHTarOHUCTOM
OMMOUWIHBIX PELENTOPOB, TCUXOTPOIHBIX JIEKAPCTBEHHbIX mpenapatoB cnucka [II Ilepeuns,
JIEKapCTBEHHBIX TMpENaparoB, BKIOYEHHbIX B mnepedeHb IIKY, conepxkammxcss B moamyHkre 2
nyHkta 11 nacrosimero Ilopsiika, npeqHa3sHaueHHbIE JUI JIEYCHUS Tpak[JaH, UMEIOIUX IpPaBoO Ha
OecIuiaTHOE MOJTY4YeHHE JIEKApPCTBEHHBIX IPENapaToB WM IOJIyUYE€HHUE JIEKAPCTBEHHBIX MpenapaToB
CO CKHUJKOM, OCYyIIECTBIsETCS Ha penenTypHbix Omankax Gopm N 107-1/y u N 148-1/y-88, k
KOTOPBIM JIOMOJIHUTEIILHO odopMiIsieTcs perenT Ha perentypHoM Onanke dopmbl N 148-1/y-04(m)
(B IBYX 2K3eMIUIsIpax npu opopMiIeHHUH Ha OyMaKHOM HOCHUTEIE).

Ipunoowcenue N 1
K Ilopaoky nasnauenus
JIeKapcmeeHHblX npenapamoe,

VMBEPHCOEHHOMY NPUKAZOM



Munucmepcmea 30pagooxpanerus

Poccuiickout @eoepayuu

om 24 nosopa 2021 . N 1094n

KOJINYECTBO HAPKOTHYECKHUX CPEACTB WIHN
HCUXOTPOIHbLIX BEHIECTB, KOTOPOE MOXET
BbITbh BBIIIMCAHO B OJHOM PELEIITE

N /o

MexayHapoJHOEe HEaTEeHTOBAHHOE

®opma BhINTYCKA U

KomnuectBo

HaMMEHOBaHHE HAPKOTUYECKOTO U TO3UPOBKA
IICUXOTPOTHOTO JIEKAPCTBEHHOTO
npenapara
1. bynpenopdun + Hamokcon TabneTku 60 TabneTox

cyOuHTBasibHbIE 0,2 MT
+ 0,2 mr

(yrmakoBka, kpaTHast N
20)

2. bynpenopbun PacTBop miist uHbEKIMH, 30 ammyn
0,3 mr/mut 1 M (ImpuII-TIOOMKOB)
3. bynpenophun TpaHcepMalibHbIN
[U1aCTBIPh
35 MKr/4ac 20 ruacTeIpeit
52,5 MKr/uac 10 mmacteipeit
70 MKr/9ac S TuracTeipeit
4. Mopdun PacTBop miist uHbEKIMMH, [20 ammyn
[pacTBOp IS (IImpUII-TIOOUKOB)
MO/IKO’KHOTO BBE/ICHUS
10 mr/ma 1 mn
5. Koneun + Mopdun + Hockanun + PacTBop mist 20 amtyn
[ManmaBepun + Tebann MOJTKO’KHOTO BBE/ICHUS
0,72 + 5,75+ 2,7+ 0,36
+ 0,05 mr/ma 1 ma
1,44 +11,5+5,4+0,72
+ 0,1 mr/ma 1 M
6. Tpumenepuaut Tabnetku 25 mMr 50 TabneToK
7. Tpumenepuna PactBop nns uabekuuit 20 amnyn
10 mr/mn 1 m (IImpUI-TIOOUKOB)
20 mr/mot 1 mut
3. Mopduna Tabnetku (karcynsl)  |180 Tabnerok (karcyi)

MIPOJIOHTUPOBAHHOTO
meicTBHS

10 mr

30 mMr

60 Mr

100 mr

60 TabneTox (Karcy.)
40 TabeTok (Karcym)
20 TabeTox (Karcy.)
20 TabeTox (Karcy.)




200 mr

dDaaxon 50 Mkr/mosa
2,0 M (10 o3)

3,2 M (20 103)

5,0 M1 (40 1o3)
daaxon 100 Mkr/mosa
2,0 mut (10 1o3)

3,2 M (20 1o3)

5,0 mut (40 103)
Daxon 200 MKr/mo3a
2,0 M1 (10 103)

9. Mopduna TabneTku
S Mr 100 TabneTok
10 mr 100 tabieTok
10. Mopduna Karmmu i mpuema 4 dakona
BHYTpPb 20 Mr/mi 20 mu
11. Mopduna PacTBop 1151 mpruema
BHYTPb (MOHOJIO3bI)
2 Mr/Mi 5 Mo 100 ammyn />
6 Mr/Mi 5 M 80 ammyn /3
20 mr/mit 5 Mt 30 ammyn 11/
12. OxcukoznoH + Hanokcon TabneTku
[POJIOHTHPOBAHHOTO
eNCTBUS
S Mr + 2,5 Mr 100 TabieTok
10 Mr + 5 Mr 60 TabyieTok
20 mr + 10 mr 40 TabneTok
40 mr + 20 mMr 20 TabneTok
13. [TponronundenmmTokcuITUINUNEpUAnH|[abnetku 3ameunsie 20 |50 TabmeTox
MT
14. DeHTaHu [LnacTeipb
12,5 Mkr/49ac 20 ruracTeipei
25 mkr/gac 20 mnacTeipei
50 MKr/49ac 10 mnacteipeit
75 MKr/49ac 10 macteipeit
100 Mkr/4ac 10 nacteIpeit
15. DeHTaHWIT Crpeil Ha3aIbHBIN

24 ¢nakona
12 ¢akoHOB
6 pakoHOB

12 ¢akoHOB
6 pakoHOB

3 ¢uakona

12 dpnakoHoB

3,2 M1 (20 103) 6 pmakoHOB
5,0 mut (40 103) 3 ¢urakona
Ipunoorcenue N 2

K Ilopaoky nasnauenus

JIeKapCmeeHHblX npenapamaoe,

VMBEPHCOEHHOMY NPUKAZOM

Munucmepcmea 30pasooxpanenus



Poccuiickou @eoepayuu

om 24 nosops 2021 2. N 1094n

Cnpasouno

PEKOMEH/IOBAHHBIE K UCITOJIB3OBAHUIO
COKPALIEHUA ITPU O®OPMJIEHHUHU PELIEIITOB

N | Coxkpamenue [TonHoe HanucaHnue ITepeBon
n/m

1. J|aa ana 10, IOPOBHY

2. lac., acid. acidum KHCJIOTa

3. J|aer. aerozolum A3p030J1b

4. |amp. ampulla aMITyJia

5. Jaq. aqua BOJIA

6. [aq. purif. aqua purificata BOJIa OYMIIICHHAS

7. |but. butyrum MacJio (TBepaoe)

8. |caps. capsula Karcysa

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

10. [D. Da (Detur, Dentur) Briait (Ilycts Beimano, Ilyctsb
OyIIeT BBIJIAHO)

11. [D.S. Da, Signa Detur, Signetur Brinaii, o6o3naus [Iycts Oyner
BuIgaHo, O003HAYEHO

12. [D.td. Da (Dentur) tales doses Broinaii (Ilycte OymyT BbIIaHBI)
TaKue J103bl

13. |dil. dilutus a3BEIEHHBIN

14. [Div. inp.aeq. [Divide in partes aequales Paznmenu Ha paBHBIE YacTH

15. |emuls. emulsio PMYIIbCHS

16. |extr. extractum PKCTPAKT, BBITSKKA

17. [in enem. in enemas B MUKPOKJITU3MaxX

18. [F. Fiat (fiant) [Tycts 06pazyercs (00pa3yrorcs)

19. |gran. granulum rpaHyJIbl

20. |gt., gtt gutta, guttae Karuisi, Kariu

21. |gtt. peror. guttae peroralis Karuiy 1)1 puemMa BHYTPb

22. |inf. infusum HACTOM

23. [in amp. in ampullis B aMITyJIax

24. |in tab. in tab(u)lettis B Ta0JIeTKax

25. [in tab. prolong. [in tab(u)lettis prolongatis B Ta0JIETKAaX C IPOJOHTUPOBAHHBIM
BBICBOOOXKICHUEM

26. [in tab. prolong, [in tab(u)lettis prolongatis obductis [B TabieTKax ¢ MPOJIOHTUPOBAHHBIM

obd. BBICBOOOKICHUEM, TTOKPBITHIX

000JI09KOH




27. |in tubul. in tubulis B TIOOMKaX

28. |lin. linimentum ITMHUMEHT

29. |liq. liquor PKUIKOCTh

30. |lot. lotion ITOCBOH

31. m. pil. massa pilularum MUII0JIbHAS Macca

32. |Jmembr. bucc. [membranulae buccales [UICHKH 3aIl[eYHbIC

33. M. Misce, Misceatur CmMmerai
(ITyctb Oyner cmeniano)

34. [mixt. mixtura MUKCTypa

35. IN. numero YHCIIOM

36. [ol. oleum Maci10 (KHIKOE)

37. |past. pasta nacra

38. pil. pilula, pilulae MTVJTEOJIS, TTAJTIOITN

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

40. ppt., praec. praccipitatus OCaXJICHHBIN

41. |pulv. pulvis [TOPOIIOK

42. |q. s. quantum satis CKOJIBKO TIOTPeOYeTCsl, CKOJIBKO
HaJ10

43. |r., rad. radix KOpPEHb

44. Rp. Recipe Bo3bmu

45. [Rep. Repete, Repetatur [ToTopu (ITycts Oyner
[MOBTOPEHO)

46. [rhiz. rhizoma KOPHEBUIIIE

47. |S. Signa, Signetur O603na4b (I1yctb Oyner
0003HAYEHO)

48. |sem. semen cemst

49.  [simpl. simplex MPOCTOI

50. [sir. sirupus CHPOIT

51. [sol. solutio acTBOp

52. |spr. spray cripeit

53. [spr. nas. spray nasale CIpeil Ha3aJIbHbIN

54. [supp. suppositorium CBEYa, CYNTO3UTOPUI

55. |susp. suspensio CyCIIEH3Usl, B3BECh

56. [tab. tab(u)letta ra0JieTKa

57. [t-ra, tinct. tinctura HACTOMKA

58. [tubulis tubulis TIOOMKHU

59. [STT Systema Therapeutica TpancnepmanbpHas

Transcutanea Tepaneptrueckas Cucrema
60. [ung. unguentum Ma3b
61. |vitr. vitrurn CKJISTHKA

Ipunoowcenue N 2

K npuxazy Munucmepcmea 30pasooxpanenus

Poccuiickou @eoepayuu

om 24 nosops 2021 2. N 1094u



®OPMA PEUEINTYPHOT'O BJIAHKA N 107-1/VY

MMHMCTEPCTBO 3OPaBOOXPAaHEHUA Kon dopmer o OKYI

Poccumickonm demepaumm Kon yupexnmenma no OKIIO

MemmumMHCKasa OOKyMeHTAalMd

HamMeHoBaHMe (LITaMII) dopma N 107-1/y

MEOMUMHCKOM OpTaHM3aluu YTBepXOeHa IpUKas30oM
MUHMCTEpPCTBA 3IPaBOOXPaHeHUH
Poccumnickonm denmepaunum

or 24 nHoabpsa 2021 r. N 1094H

PELEIT
(B3pOCIEIM, OEeTCKUM — HYXHOE MNOIOUEePKHYTH)
o 20 T.
daMunusdg, MHUMLMAJE MMEHM UM OTUeCTRBa (nocjiefHee -— MOIPU HAJUUUU)
naumMeHTa
JaTa poxmeHmsA
daMunMsa, MHMLMAJE MMEHM M OTUecTBa ([ocjiemHee - IIPM HaJIU4UMM)

Jeyamero Bpaua (desbpmmepa, akyllepku)




pyO. |xon. |Rp.

pyo. | kon. | Rp.

[Tognmuce

M IIedaThb Jleuallero Bpaua M.II.

(momnuce Genbrauepa, akKyNEePKMU)

PenlenT percrTBuUTesNeH B TeueHue 60 pgHem, mo 1 roma ( )

(HyXHOE MNOIOUYEPKHYTH) (yxasarb

KOJIMUEeCTBO IHEl)

OBbopoTHas CTOPOHA

OTmMeTKa O Ha3HAYEeHUM
JIEKAPCTBEHHOTI'O Ipernapara
10 peleHMn BpadedOHOM KOMMCCUU

[IpuroTOoBWMII [TpoBepwm Ornycrui




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

MyYHUCTEPCTBO 3IPaBOOXPaHEHUS Kon ¢opmer mo OKYI 3108805

Poccurickor demepalunu MemuiMHCKAsS OOKYMEeHTAalUMs
dopma N 148-1/y-88

HamuMeHoBaHMe (WTaMII) YTBEepXOeHa IPUKaB0OM

MEIMLUMHCKOM OpTaHM3aLmumn MUHMCTEPCTBa 3OPaBOOXPAaHEHUS
Poccurickom denmepaunum

HamMeHoBaHMe (WITaMII) oT 24 HOog6psa 2021 r. N 1094H

VHOVUBUOYAJBHOTO MNPEeONpUHMMATENS

(yxkazaTb ampec, HOMEP M HaTy JMLEH3UM,

HaMMEHOBaAHME OpTraHa TOCYHapCTBEHHOM BJACTH,

BEIIABRIETO JIMLIEH3UIO)

s | UL UL

PELEIIT "o 20 .
(mnaTa odopmileHUsA-pelenTa)

(B3pOCIHEDI, HOETCKMM — HYXHOE NOIOUEPKHYTH)

daMunusdg, MHUMLMAJE MMEHM M OTYeCTRBa (nocjiefHee -— MOPU HaAJUUUU)
naumMeHTa

JaTa poxmeHUs

Anmpec MecCcTa XuUTeJbCcTBa wuIM N MeIUMIIMHCKOM KapTH aMOyJ1aTOpHOTO
nanuMeHTa, OOoJydanlero MeIOUIMHCKYK IOMOIb B aMOyJIaTOPHBIX YCJIOBUSAX

daMMIIMAa, MHMLIMAJEL MMEHM M OTUeCTBa (mocnenHee - npn HaJIM4uumM)



Jeyamero Bpaua (desbpnmepa, akyllepku)

[lognmMce M HedaThb Jiedallero Bpaua M.II.
(momnuce Genbrauepa, akKyEePKMU)

PellenT memcTBUTEJIEH B TeueHue 15 nHenm

OBbopoTHasa CTOpPOHA

OTMeTKa O Ha3HAUYEHUU
JIeKapCTBEHHOT'O IIpelapaTa
[0 PEeleHVio BpadyebHOM KOMMCCUM

[IpuToTOBWMII [IpoBepmi OTnycTmil

®OPMA PEUEINTYPHOT'O BJIAHKA N 148-1/Y-04 (JI)

MMHMCTEPCTBO 3OPaBOOXPAaHEHUA YTBEPXIEHA
Poccumckonm demepaumm MECTO -OJIA IprKasoM MuHMUCTEepCTBa
MTPUXKOIOA <*> 30PaBOOXPAaHEHNUA

Poccumckom denmepaumu
or 24 Hoabpsa 2021 r.
N 1094=n



Tamr

Konm MemImMUMHCKOM OpTaHM3aluu

Tamr

Kon mMHOMBUIOYyaAJBLHOTO npenlnpmMHMaTesId

Kon dopmer mo OKYI 3108805

®opma N 148-1/y-04 (i)

Koz Kon lcTOUHMK OMHAHCUPOBAHMA: |3 OIJIATH :
KaTeropmumn HO3OJIOTMYECKOM |(IOOYEPKHYTH) (moOoYepKHYTH)
TrpaxiaH dopmer (o MKB)
1. denepaJsibHEM OHOOXET 1. BecnnaTHO
2. BomxeT cy®mekTa 2. 50%
Poccurickon demepanum
3. MyHMLUMNAJLHENM OlmkxeT |3. MHOM %
PEIEIT Cepusa N OaTa obopmieHMS : 20 T.

dammnmsa,
IpY HAJIUYUN)

IIanumMeHTa

MHVLIMAaJIBEl MMEHM M OTYeCTBa

(mocyenHee -
JaTa poxmeHMda




CHIWJIC

N roJsiuca
06a93aTeJILHOTO
MeOULMHCKOT'O
CTpaxoBaHU:

HoMep MeIMUMHCKOM KapTh HallMeHTa, [IoJydalnlero MeOUIMHCKYK IIOMOIbL B
aMOyJIaTOPHEIX YCJIOBUAX

daMmams, MHMLMAJL MMEHM M OTYecTBa (mocjenHee — NPM HaJMUUM)
Jeyamero Bpada (desnpmmepa, axkyuepkM)

Pyb. Korm. 2 -
5 o
SLOIMA L 4t e e e ot e o oot o oosesensesesssssssossnsseensseees

[lognmMce M HedaThb Jiedallero Bpaua M.II.

(momnuce Genbrauepa, akKyNEePKMU)

PeunenT memcTBUTEJeH B TeueHme 15 muem, 30 pgHen, 90 nHeml
(HyXxHOE MNOOUEPKHYTH)

———————— (BanoyHgeTCd CHEUMAaJMCTOM alTedYHOM OpraHM3aluM) ———————-

OTOymeHo [0 PelenTy: ToproBoe HaMMEHOBAHUE
1 OO3MPOBKA :

TaTa ornycka: " " 20 1. [KommuecTBO:

[[PMTOTOBWMII: [lpoBepMII: OrnycTui:

(IMHMS OTpPHEBA)

Kopemok peLenTypHOTO OJjlaHKa Crioco® NpMMEHEHU:
HamrMeHOBaHME [[POOOIXUTEJIEHOCTD oHen
JIeKapCTBEHHOT'O Ipenapara:




KonnuecTBO NPMEMOB B IEHb: pas
lO3MpPOBKaA: Ha 1 nopuem: exn.

OBbopoTHas CTOPOHA

OTMeTKa O Ha3HA4YEeHUU
JIEKapCTBEHHOT'O Ipenapara
10 peleHMn BpadebOHOM KOMMCCUU

[IpuroToBMII [IpoBepmi OTnycTmil

<*F> B ciiydae M3TOTOBJIECHUA peuernTypHOoITo OJlaHKa C MCIOJIb30BAaHUMEM
KOMIIBIOTEPHBIX TEeXHOJIOTUN .

Ipunoorcenue N 3
K npuka3y Munucmepcmea 30pasooxpanenus
Poccuiickou ®@eoepayuu

om 24 nosops 2021 2. N 1094u

HOPAJOK O®POPMJIEHUSA PELIEIITYPHbBIX BJIAHKOB
HA JIEKAPCTBEHHBIE ITIPEITAPATBI, UX YUETA U
XPAHEHUA

I. O¢popmiienue penenrta Ha OyMaKHOM HOCHUTEJIE

1. Ha peuentypnbix 6mankax ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(;1) B 1€BOM BepXHEM
YIIIy MPOCTABISIETCSl IITAMIT MEAUIIMHCKON OpraHU3aIllK C yKa3aHWEM €€ HaMMEHOBaHWUs, ajpeca U
TenedoHa ¢ JATOM BBHIMMCKH (IaTOW 0OopMIIEHHS) pellenTa Ha JIeKapCTBEHHBIN MTpemnapar.

JononautensHo Ha penentypHoM Onanke ¢opmbl N 148-1/y-04(;1) mpoctaBiseTcs Koj
MEJUIMHCKON OpraHu3ali B COOTBETCTBMH ¢ OCHOBHBIM T'OCYIapCTBEHHBIM DPErHCTPAIIOHHBIM



HomepoM (nmanee - OI'PH).

Cepust peuentypHoro Onanka ¢dopmbl N 148-1/y-04(x) BrumouaeT koj cyOwbekra Poccuiickoit
denepannu, COOTBETCTBYIOMIMHI JABYM TmepBbIM Iuppam OOmepoccHiickoro KiaccupukaTopa
00BEKTOB aJIMUHUCTPATUBHO-TEppUTOpHANIbHOTO fenenus (nanee - OKATO).

Paspemaercs uzroraBnuBath penentypusie 6manku Gopmbel N 107-1/y u popmsr N 148-1/y-04(11) ¢
MOMOIIIbEO KOMITBIOTEPHBIX TEXHOJIOTHH.

Peuentypusie Onanku  ¢opmbl  dopmbr N 148-1/y-88 H3roTaBIMBalOTCS HUCKIIOYHUTEIHHO
TUTIOTPA(CKUM CITOCOOOM.

2. Ha penentypHbix OnaHkax, O(QOPMIISIEMBIX HHIUBUAYAIBHBIMH MPEIIPUHAMATEISIMHY,
UMEIOMIMMH JIMIICH3UI0 Ha MEIUIIMHCKYIO JIESITeIbHOCTh, B BEPXHEM JIEBOM YIIIy THUIOTPaCKUM
crocoOOM WJIM TYTEM MPOCTABJICHUS IITaMmma JODKEH OBITh YKa3aH aApec WHIUBHAYaJILHOTO
MpeANpUHUMATENs,, HOMEpP M JaTa JIMIEH3UM, HAaUMEHOBAaHHE OpraHa TrOCyJapCTBEHHOM BJACTH,
BBIJABIIIETO JINLIEH3UIO.

3. Penentypusie Omanku ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(;1) 3amomHstoTcs
MEUITMHCKUM PAOOTHUKOM YEPHUIIAMHU WIJIH MIAPUKOBOU PYUKOH.

4. lommyckaetcst ohopmIiIeHHE BCEX PEKBU3HUTOB (3a MCKItoueHneM pekBusuta "[loamuck seyarniero
Bpaya (monamuchk Gemnpamepa, akymepku') peuentypHbix OnaHkoB ¢opmbel hopmbel N 107-11y,
¢dopmbl N 148-1/y-88 u popmbr N 148-1/y-04(11) ¢ HcoIb30BaHUEM MEYATAIOITUX YCTPOHCTB.

5. Odopminenue penentypHeix OmankoB ¢opmbl N 148-1/y-04(;) Briroyaer 1udpoBoe
KOJMPOBaHHE.

L[I/I(l)pOBOC KOAWPOBAHUC YKAa3aHHBIX PCHCUTYPHBIX OJIaHKOB BKJIIOYAET:

1) xon memunmuckoi opranmzanuu (OI'PH) wnim kol MHIMBUAYANIbHOTO MpEINpPUHAMATENS B
COOTBETCTBUU € (OCHOBHBIM TOCYAApPCTBEHHBIM PETUCTPALMOHHBIM HOMEPOM HHJWBHAYaJIbHOTO
npeanpuauMarens (mamee - OIPHUII), npocrtaBisieMblii TpH HM3TOTOBICHUH PELENTYPHBIX
0JIaHKOB;

2) KOA KAaTeropuM TpaKAaH, UMEIONIMX TMPaBO Ha TMOJyYEHHE JICKAPCTBEHHBIX NpENnapaTtoB B
COOTBETCTBMHM €O cTaThelr 6.1 DenepanbHoro 3akoHa ot 17 wumroms 1999 r. N 178-d3 "O
rOCyJITapCTBEHHOM COIMANbHOM momomu" <1>, 1 KOJ HO30JI0THYECKO# popMbI 10 MexIyHapOoTHOU
CTaTUCTUYECKON Kiaccubukaimu Oone3Heil u mpoOiem, CBS3aHHBIX cO 310poBbeM (10-it
nepecmotp) (manee - MKB), 3anonasempie jiedammuM BpauoM IMyTeM 3aHECEHHS KaKI0u IMUQPHI B
MyCThIE STYEHKH, IPU 3TOM TOUKA MPOCTABJISIETCA B OT/ICIIbHOMN STUEHKE;

<1> CoOpanue 3akononatenbcTBa Poccuiickoit @eneparuu, 1999, N 29, ct. 3699; 2020, N 52, cT.
85717.

3) ormerky 00 wucrounuke (uHaHcupoBaHus (QenepanpHbiii OromkeT [1], OomKeT cyOBeKTa
Poccuiickoit @enepanuu [2], MyHUIMDAIbHBIA Oro/pkeT [3]) W TpOIEHTE OIIaThl pelernTa
(6ecrmmatHo [1], 50% [2], unoit % [3]);

4) WTPUX-KOJ - JOTOJHUTEIBHBIN PEKBU3UT (B CIydyae M3TOTOBIICHUS HA TEPPUTOPUU CyOBEKTa
Poccuiickoit denepanuu penenTypHoOro 6JaHKa ¢ UCMOIb30BAHUEM KOMITBIOTEPHBIX TEXHOJIOTHI).



6. B penentypubix 61ankax Gopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(x1) B rpade "dammius,
WMHHIMAIB UMEHU U oT4ecTBa (TIOCIIEAHEEe - NPU HAIMYMHU) TanueHTta" yKasbIBaroTcs (amuus,
VMHHIIMAIBI MNMEHU ¥ OTYEeCTBA (TIOCIIeIHEE - IPY HAIWYHH) MAI[HEHTA.

7. B peuentypubix Omankax ¢gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(xn) B rpacde "larta
pOXKICHUA" YKa3bIBACTCS JIaTa POXKICHHS MalMeHTa (YUCII0, MECSIL, TO).

JlomomHuTensHO B penentypHbix Omankax ¢Gopmbl N 148-1/y-88 u ¢popmer N 107-1/y ans nereit B
Bo3pacte 10 1 roga B rpade "/laTa poxaeHus" yka3pIBaeTCsl KOJTUUECTBO MOJHBIX MECSIIEB.

8. B peunentrypubix Onankax ¢opmbr N 148-1/y-04(;1) B rpadax "CHWJIC" um "N mnommca
00513aTETTPHOTO MEIMIIMHCKOTO CTPaxOBaHUS'" yKa3bIBAIOTCS CTPAXOBOW HOMEp HHIMBHIYaJTbHOTO
muIeBoro cyera rpaxaannHa B I[lencuonnom ¢onme Poccuiickoit @enepamuu (CHUIIC) (mpu
HAJIMYMH) U HOMEP T0JIMca 0053aTeIbHOT0 METUIIMHCKOTO CTPAXOBAHUSI.

9. B peuentypHbix Onankax ¢opmber N 148-1/y-88 B rpade "Ampec MecTa KUTEILCTBA WM HOMED
MEIHMIIMHCKON KapThl MAlUEeHTa, MOJY4Yarollero MEIWIMHCKYI0 TIOMOIIb B aMOYJIaTOPHBIX
ycIoBUsX", yKa3bpIBae€TCs IMOYTOBBIA aJpec MecTa >KHTENbCTBA (MecTa NpeObIBaHUS WM MeECcTa
(aKTUUECKOro MPOKUBAHMUS) MMALMEHTa WIM HOMEpP MEIUIUHCKOM KapThl MallMeHTa, MOJyYaroiero
MEUITMHCKYIO ITOMOIIb B aMOYJIATOPHBIX YCIOBHSIX <2>.

<2> Tlpuka3z MunuctepctBa 3apaBooxpanenusi Poccuiickoit @enepammu ot 15 nexadps 2014 r. N
8341 "O06 yTBepKIeHUN YHUPHUITMPOBAHHBIX (JOPM MEIUIIMHCKON TOKYMEHTAINH, UCTIOJIB3YEMbIX B
MEIMIMHCKUX OPraHU3aIUsIX, OKa3bIBAIOIIUX MEIUIIMHCKYIO TOMOLIL B aMOYJIaTOPHBIX YCIOBUSX, U
nopskoB mo ux 3anonHeHuro" (manee - Ilpukaz N 834H) (3apeructpupoBaH MUHHCTEPCTBOM
toctuniun - Poccuiickort ®enepanmu 20 ¢epans 2015 1., peructpammonnsii N 36160) c
M3MEHEHUSIMU, BHECEHHBIMU NpUKa3aMu MuHHCTEpCTBa 3/ipaBooxpaneHust Poccuiickoit @enepanuu
ot 9 saBaps 2018 r. N 2 (3apeructpupoBan MunuctepctBoMm roctunuu Poccuiickoit @eneparyu 4
anpenst 2018 r., peructpaunonsasiii N 50614), ot 2 Hos0ps 2020 r. N 1186n (3apeructpupoBaH
MunucrepctBoM toctuin Poccuiickoit @enepamu 27 Hos6ps 2020 r., peructpanvoHHBIA N
61121).

VYka3zaHue U ajpeca MecTa JKUTEJIbCTBA U HOMEpa MEAULUHCKOM KapThl MAlMeHTa, MOJIy4atoliero
MEIMIMHCKYIO IOMOILb B aMOYJIaTOPHBIX YCIOBUAX, HE SBISIETCS OIINOKOIM.

B penentypubix 6mankax Gopmsl N 148-1/y-04(x) B rpade "Homep MeTUIIMHCKOW KapThl MAIIMEHTA,
MOJTyYAIOMIeT0 MEJUIMHCKYI0 TIOMOIb B aMOYJIATOPHBIX YCIOBHSX'" YKa3bIBa€TCs HOMEpP
MEIMIIMHCKON KapThl MAIlMEeHTa, OJYYaIOIero MeJIUIUHCKYIO TIOMOIIb B aMOyJIaTOPHBIX YCIOBHSIX
<3>,

<3> IIpuka3 N 834H.

10. B rpade "damunusi, THAULIHATB UMEHH U OTYECTBA (MIOCIIEIHEE - IPU HATMYMH) JICYAIIETO Bpaya
(penmpamepa, akymepku)" penentypHeix OmankoB ¢opm N 148-1/y-88, N 107-1/y u N
148-1/y-04(11) yka3pIBatOTCsl MOTHOCTBIO (haMUIIHS, WHUIIMAIBI UMEHH, OTYECTBa (IIOCIEAHEE - TPU
HAJIMYUH) MEAUIIMHCKOTO Pa0OTHUKA, HA3HAYMBIIETO JIEKAPCTBEHHBIEC MpenapaThl U 0(hOpMHUBIIETO



pelenT.

11. B rpade "Rp" penentypubix OnankoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(x)
YKa3bIBaCTCS:

1) HauMeHOBaHKE JIEKAPCTBEHHOTO Tpenapara (MeXyHapoIHOE HEeMaTeHTOBAaHHOE HAaUMEHOBAHUE,
TPYNIIAPOBOYHOE WM XUMUYECKOE€ HAUMEHOBAHHE, TOPIrOBOE HAUMEHOBAHHUE) HA JIATUHCKOM $SI3bIKE
WIH Ha PYCCKOM s3bIKe, (popMa BBITyCKa, JO3UPOBKA, KOJWYECTBO (YKa3bIBACTCS MPOMHCHIO Ha
peuentypaom Ganke Gopmbl N 107/y-HIT);

2) cnoco0 TpUMEHEHHs JIEKapCTBEHHOTO TMperapara Ha TOCYIapCTBEHHOM s3bike Poccuiickoit
®denepanuu UM Ha TocyJapcTBeHHOM si3bike Poccuiickoit denepaiii U rocy1apCTBEHHOM S3bIKE
pecnyOIMK U MHBIX s3bIKaxX HapoJoB Poccuiickoii Denepanun <4>.

<4> Yactp | crarbu 15 3akona Poccwuiickoit deneparuu ot 25 oxtsabps 1991 r. N 1807-1 "O
s3plkax HapozoB Poccuiickoit ®epepanun” (mamee - 3akon N 1807-1). (BemomocTtn che3na
Haponubeix aemytatoB PCOCP u BepxosHoro Cosera PCOCP, 1991, N 50, ct. 1740; CoGpanue
3akoHoaTenbcTBa Poccuiickoit @enepammu, 1998, N 31, ct. 3804).

13. IIpu odopmieHnn pelienTypHBIX OJIAHKOB 3alpellaeTcsi OrpaHUYMBATHCS OOIIUMHU YKa3aHUSAMU,
Hanpumep, "Buytpennee", "U3BecTHO".

B IIEKMPOHHOM 00Kymeume Hymepauusl nyHKmoe coomeemcmeyem o¢uuuaﬂbuomy
UCMOYHUK).

14. Penent, odopmiieHHBId Ha peuentypHoMm Omanke ¢dopm N 148-1/y-88, N 107-1/y u N
148-1/y-04(11), moanuceIBaeTCS MEAUIMHCKAM PaOOTHUKOM H 3aBEPSIETCS €T MeYaThio.

Penenit, obopmiiennsiit Ha penentypHoM Onanke ¢opmbl N 148-1/y-88 u popmbr N 148-1/y-04(1),
JIOTIOJIHUTEJIBHO 3aBepsieTcsl IevaThio MeIUIIMHCKOM opranu3anuu "ns penentos".

Jns peuenra, opopmieHHOro Ha peuentypHoM Onanke Gopmel N 107-1/y, nanuuune neuatu " s
penenToB" He SIBIAETCS 00s3aTEIbHBIM.

15. Ha omnom penientyprHom Osianke Gopmbl N 148-1/y-88 u dopmbr N 148-1/y-04(11) paspemaercs
OCYILIECTBIISITh HA3HAYCHHE TOJIBKO OJJHOTO HAUMEHOBAHUS JICKAPCTBEHHOTO IIperapaTa.

Ha omnom penentypuom Onanke dopmbl N 107-1/y paspemaercs OCyHIECTBISATh Ha3HAUCHHE
TOJILKO OJIHOTO HAauWMEHOBAaHUS JIEKAPCTBEHHOI0 Mpenapara, oTHocsuierocss no ATX k
anTuncuxotudeckuMm cpeactBam (kogq N 05A), ankcuonutukaM (koq N 05B), CHOTBOpHBIM H
cegatuBHbIM cpenctBaMm (ko N 05C), antupenpeccantam (kog N 06A) u He TOJJIEKAIIETO
MIPEIMETHO-KOJIMYECTBEHHOMY YYeTy, U IO TpeX HauMEHOBAaHUH JIEKapCTBEHHBIX MPENapaToB - JJIs
HHBIX JICKAPCTBEHHBIX MPENapaToB, HE OTHECEHHBIX K BbIlIeyKa3aHHbIM ATX.

16. McnpaBienus B peLenTte He A0MYCKatTCS.

17. Ilpu opopmiiennn peuentypHbix 6maHkoB ¢popm N 148-1/y-88, N 107-1/y u N 148-1/y-04(1) Ha
JICKapCTBEHHBIC TMpEraparbl, HAa3HAYCHHBIC [0 PEIICHUI0 BpaueOHONW KOMHCCHUH, Ha 00OpoTe
penentypHoro OJaHKa CTaBUTCS CIeMaTbHAs OTMETKA (IITaMI).

18. Ha penentyprom Ganke ¢popmbl N 148-1/y-04(;1) BHU3Y UMeeTCsl TUHUSL OTPBIBA, pa3AeIIsomas
pelenTypHBIi OJaHK U KOPEIIOK.



Kopemok ot penenrta, oOpMICHHOTO Ha yKa3aHHOM DPELENTYpHOM OJIaHKE, BBIACTCS MAlUEHTY
(ero 3aKOHHOMY MPEICTABUTENI0) B ATEYHOM OpraHU3alMM, HAa KOPEIIKE JeNaeTcs OTMETKa O
HaMMEHOBAaHUH JICKAPCTBEHHOT'O TIpemnapara, 103MpOBKe, KOJIIMIECTBE, CIIOCO0E MPUMEHEHUSI.

I1. O¢popmiienne peuenta B popme 3JIEKTPOHHOIO TOKYMEHTA

19. Peuent B ¢opMe 3JEKTPOHHOTO JOKYMEHTA, MOJAMUCAHHOTO YCHJIEHHOW KBaJHU(HUIIMPOBAHHOMN
AJIEKTPOHHOU TOMHUCHI0, POPMHUPYETCS METUITMHCKIM PaOOTHUKOM, CBEICHUSI O KOTOPOM BHECEHBI
B (eaepanbHblil PErucTp MEAMIMHCKAX PAOOTHHKOB <5>, a TakkKe MPHU YCIOBUH PETUCTPALUU
MEIHMIIMHCKON OpraHu3alui, B KOTOpoH odopmisieTcs penent, B (eaepaibHOM peecTpe
MEIHUIMHCKUX OpraHu3anuii <6> eaMHO# rocyAapCTBEHHON MH(OPMAIMOHHON CHCTEMBI B cdepe
3IpaBOOXPAHEHUS M TMOAKIIOYEHHS TaKOWM MEIWIHHCKOM OpTraHu3allid K TOCYJAapCTBEHHOU
nHPOPMAIIMOHHOM cucTeme B cepe 3apaBooxpanenus cyorekra Poccuiickoit deneparmn <7>.

<5> Yacte 4 crateu 91.1 denepanbnoro 3akona N 323-03 (CobOpaHue 3aKOHOIATEIHCTBA
Poccuiickoit ®eneparuu, 2011, N 48, ct. 6724; 2020, N 29, ct. 4516).

<6> Yacte 4 crateu 91.1 @DenmepampHoro 3akoHa N 323-®3 (CoOpaHme 3aKOHOIATEIHCTBA
Poccuiickoit @eneparuu, 2011, N 48, ct. 6724; 2020, N 29, cT. 4516).

<7> Cratpu 91 u 91.1 denepanbroro 3akoHa N 323-D3 (Cobpanue 3akoHOgaTeIbCTBa Poccuiickoit
®enepanuy, 2011, N 48, ct. 6724).

20. Ilpu odopmaenun perenta B hopme 31EKTPOHHOTO JTOKYMEHTA Ha JICKaPCTBEHHBIC MIpemapaThl,
ykazaHHble B TyHKTax 9 u 11 [lopsigka Ha3HAueHMs JIEKAPCTBEHHBIX MpPenapaToB, YTBEPKICHHOTO
HACTOSIIMM IPUKA30M, M OTIIyCKaeMmble 3a IOJHYIO CTOMMOCTb, 3alOJHAIOTCS CIEIYoLue
PEKBU3UTHI:

1) xon cyowekra Poccuiickoit ®enepaumn no OKATO, ompenensiomuid ToCyIapCTBEHHYIO
nHPOPMAIIMOHHYIO cUCTEMY B cdepe 3apaBooxpaHeHHs cyOwbekra Poccuiickoit @enepanmu, B
KOTOpOU c(hOpPMUPOBAH perentT B (hopMe AIEKTPOHHOTO IOKYMEHTA;

2) HanMCHOBAHUC MGHHHHHCKOﬁ OopraHnusanuu, aapec, TCJ'IG(l)OH niIn (baMI/IJ'II/ISI, HMHHIKMAaJIbl HMCHH U
OT4YCCTBA (HOCJ’ICI[HCC - I[IpH HaJ'II/I‘-II/II/I) WHIANBUAYAJIBHOTO MPCANPUHUMATECIIA, UMCIOLICTO JIMICH3UIO
Ha MCAUIUHCKYIO ACATCIIbHOCTD, €0 aApeC,

3) OI'PH ropunnyeckoro muma (MeaumuHckod opranuzaruu) win OI'PHUII unnuBumyanbHOTO
npeanpUHAMATETIS,

4) nata opopmieHus perenta (yKa3bIBaeTCs YUCII0, MECSIL, TO);

5) nmata oxoHuaHuWs JedcTBUS perenrta (Gopmupyercss rocyaapcTBEHHOHW HH(DOPMAMOHHON
cucteMoii B cdepe 3apaBooxpaHeHus cyobekra Poccuiickoir @Denepanuu B COOTBETCTBHH CO
cpokaMu JieicTBuUs penentoB: 15 aaent, 30 guel, 60 queit, 90 nuei, 1o 1 roma);

6) yHHKaIbHBIA HOMEp perenta (hopMHUPYETCsl TOCYyIapCTBEHHOM MH(OPMAIIMOHHON CHCTEMOW B
cbhepe 3mpaBooxpaHeHus cyOwbekra Poccuiickoit ®enepanmu u oOeCreYMBAET OJHO3HAYHYIO
uaeHTUUKAIMIO perenTta B popMme 3JieKTpoHHOTo JokyMeHTa B couetanuu ¢ OKATO, OT'PH wnn
OI'PHUII);



7) ormetku "cito" (cpouyHo) wim "statim" (HEMEUIEHHO) MpPU HEOOXOJUMOCTH CPOYHOTO HIIU
HEMEUIEHHOTO OTITYCKa JISKApCTBEHHOTO Mpenapara NanyueHTy;

8) ampec mammeHTa (yKas3bIBaeTCsl TOYTOBBIM aJpec MecTa KUTEIbCTBA (MecTa NMpeObIBaHUS WIIH
MecTa (HaKTUYECKOTOo MPOXKHMBAHMSA) C YKa3aHUEM WHJEKCA, HAaWMEHOBaHHUS Kpas, o0macTu,
peciyOIuKy, aBTOHOMHOTO OKpyra ¥ umHOro cyowekra Poccuiickoit denepanuu, HauMeHOBaHUS
HACEJICHHOTO ITYHKTa, HAMMEHOBAHUS yIUIBl (ITPOCHEKTa, MepeyiKa, mpoesaa), Homepa aoma (c
yYKa3aHHUEM KOpITyca, IPpU HAIMYNH), HOMEpa KBapTUPHI);

9) HOMEp SJEKTPOHHON MEIUIIMHCKOW KapThl MAIMEHTa B TOCYIApPCTBEHHOW WH(MOPMAIMOHHOM
cucteMe B cdepe 3apaBooxpaneHus cyobekra Poccuiickoit denepanuy;

10) damumnus, uMsi, OTIECTBO (TIOCIETHEE - TPU HAIUYUH) MMAIIMEHTa TTOJTHOCTHIO;

11) pmara poxaeHuss manueHTa (yKasbIBaeTCsl YHCIO, MECSI, rox), Aas aered mo 1 roma
JIOTIOTHUTENIBHO YKa3bIBAETCSl KOJIMYECTBO MOJIHBIX MECSIIEB;

12) dbaMumnus, THUITHAIBI UMEHU U 0TYeCTBa (TIOCJIEHEE - PU HAJIMYUN) METUITMHCKOTO pabOTHHUKA
MOJTHOCTHIO;

13) HamMeHOBaHWE  JICKAPCTBEHHOro  TpemapaTta  (MeXIyHapoOAHOE  HEMaTeHTOBAaHHOE
HaMMEHOBaHUE, TPYINIHUPOBOYHOE WM XHMHUYECKOE HAaUMEHOBAHHE, TOProBOEC HAMMEHOBaHUE),
JI03UPOBKa, (popMa BhIMycKa, KOJIUYECTBO (BCE MO3UIIMH YKA3bIBAIOTCS HA PYCCKOM SI3BIKE);

14) cmoco0 mpuMeHeHHs JIEKapCTBEHHOTO Ipenapara Ha TOCyAapCTBEHHOM si3bike Poccuiickoit
denepauuy WIA Ha TOCYIAapCTBEHHOM s3blke Poccuiickoii denepanny U rocy1apCTBEHHOM S3bIKE
peciyOsIuK U MHBIX A3bIKax Hapos1oB Poccuiickoii @enepanmu <8>;

<8> Yactp 1 crateu 15 3akona N 1807-1 (Begomoctu cbe3nga Hapoassix aenytatoB PCOCP u
BepxoBnoro Cosera PCOCP, 1991, N 50, cr. 1740; CoOpanue 3akoHOmaTenbcTBa Poccuiickoit
®enepanuu, 1998, N 31, ct. 3804).

15) HAOKYMCHT, HO):[TBCp)K,I[aIOH_II/Iﬁ Ha3HA4YCHUC JICKAPCTBCHHOI'O IIpfliapaTta II0 PCUHICHHUIO
Bpaqe6Hoﬁ KOMHNCCHHU MC,I[I/II_II/IHCKOI‘/'I OpraHu3aluu;

16) oTMeTKka O Ha3HAYEHWHW JIEKAPCTBEHHOTO IIpernapara MO PEHICHHI0 BpadyeOHOW KOMHCCHH
MEIUIIMHCKON OpraHu3alii B Cclydasx, YKa3aHHbIX B ab3arne BTopoM myHkta 6 Ilopsmoka
Ha3HAYEHHUs JIEKapCTBEHHBIX MPENapaToB, YTBEPHKIEHHOI'O HACTOSIIMM IIPUKA30M;

17) orMeTka O crnenMaJbHOM HA3HAYEHMM JIEKAPCTBEHHOTO Iperapara (3amoJiHseTcsl B ciydasx,
yKa3aHHbIX B MyHKTax 15 u 24 Tlopsaka Ha3HaueHUsl JIEKAPCTBEHHBIX MPENapaToB, YTBEPKIEHHOTO
HACTOSIIIIUM MPUKA30M);

18) OTMCTKA O CIICHUAJIbBHOM HA3HAYCHHUU JICKAPCTBCHHOT'O IIPCIiapaTa MAallhuCHTY C 3a60J’I€BaHI/ICM,
Tp€6y1-OH_II/IM JUIATCIIBHOTO KYPCOBOTI'O JICUCHUA (321HOJ'IH5[€TC5[ B CJIy4ac, YKa3aHHOM B ITYHKTC 23
HopsmKa Ha3Ha4YCHUA JICKAPCTBCHHBIX IIPENApaTOB, YTBCPKIACHHOTO HACTOAIIUM HpI/IKaSOM) C
MMPOCTABJICHUCM IMEPUOANIHOCTH OTITYCKA JICKAPCTBCHHOTO IIPCIIapaTa,

19) opu O(l)OpMJ'IeHI/II/I peuciiTa B (1)OpM€ QJICKTPOHHOTO AOKYMCHTA Ha JICKAPCTBCHHBIC ITpeHapaThl,
YKa3aHHbIC B HNOAIYHKTax 2-5 ITYHKTAa 9u ITYHKTC 11 Hop;mKa Ha3sHA4YCHHA JICKAPCTBCHHBIX
npemnapaTtoB, YTBEPKACHHOI'O HACTOAIINUM IMIPUKA30M, I'paXKJaHaM, UMCIOIIIUM IIPpAaBO Ha OecruiaTHoE



MIOJIyYEHHE JIEKAPCTBEHHBIX IIPENApaTOB WIH MOIYYEHHUE JIEKAPCTBEHHBIX MPENApaToOB CO CKUAKOM,
3aMOJIHAOTCA PEKBU3UTHI, NPEYCMOTPEHHbIE MOANYHKTaMu 1 - 18 HacTosAlIero myHKTa, a TaKxke
CJIEIyIOLIUE PEKBU3UTHI:

a) Kareropus TpaXkJaH, HMEIONIMX TPaBO Ha TMOJY4YCHHE JIEKAPCTBEHHBIX NpPENapaTtoB B
COOTBETCTBUU cO cTaThedl 6.1 PenepanbHoro 3akona ot 17 wmrons 1999 r. N 178-®3 "O
rOCYapCTBEHHOM COLIMAJIBHON moMoIu" <9>;

<9> CoOpanue 3akononatenbcTBa Poccuiickoit @eneparuu, 1999, N 29, ct. 3699; 2020, N 52, cT.
85717.

0) ko Ho3omoruueckoit popmsl o MKB;

B) uctouHuk (purancupoBanusi (1 - denepanbHblii OrOKET, 2 - OrOMKET cyObekTa Poccuiickoii
®denepanuu, 3 - MyHUIIUTTATIBHBIN OFOKET);

r) pasmep omnatsl (1 - 6ecratho, 2 - 50%, 3 - uno# %);

J) CTpaxOBOH HOMEp HHIMBUIYaJbHOTO JIMIEBOTO cyeTa TpaxkaaHuHa B [leHcrmoHHOM doHIe
Poccuiickoit ®enepanuu (npu Hammuun) (CHUIIC);

€) HOMep MoJjuca 0053aTeTbHOTO MEAUIIMHCKOTO CTPAaXxOBaHUSI.

21. Ilpu mpocTaBieHMM OTMETKH, yKa3aHHOM B moamyHkTe 16 mynkra 20 Hactosmiero Ilopsika,
peuent B (opMe 3IEKTPOHHOTO JIOKYMEHTA IOAINUCHIBACTCS YCHUIEHHON KBaIM(UIMPOBAHHON
9JIEKTPOHHOM MOJNMCHIO MpeacenaTeass WIM ceKkperaps BpayeOHOW KOMHUCCHM MEAUIIUHCKOM
OpraHu3alliy, IMpU MPOCTABICHUH OTMETOK, YKa3aHHBIX B mNoAmyHkTax 17 m 18 mynkra 20
Hacrosiero [lopsiaka, - YCWJICHHBIMM KBAaJU(DHUIUPOBAHHBIMU AJIEKTPOHHBIMHU  HOJIHUCAMU
COOTBETCTBYIOIIUX MEAUIMHCKUX PAOOTHUKOB.

22. Tlo TpeOOBaHMIO TAIMEHTAa WM €r0 3aKOHHOTO TMPEACTaBUTENsE O(POPMIIIETCS DK3EMIUISP
perenta B (opMe SJIEKTPOHHOTO JOKYMEHTa Ha OyMaKHOM HOcuTele ¢ oTMeTkoi "JlyOmukar
AJIEKTPOHHOTO JOKYMEHTa".

II1. Yyer peuentypHbIX 0JIaHKOB (32 HCKJIIOYEHHUEM PelenTyPHbIX
0sankoB mo popme N 107/y-HII "CnenuanbHbIi peuentTypHbIil
0J1aHK'"')

23. Vuer peunentypubix OmankoB ¢opm N 107-1/y, N 148-1/y-88 um N 148-1/y-04(x),
M3TOTABIMBAEMBIX THUIOTPAPCKUM CIIOCOOOM (J1ajiee - pelenTypHble OJaHKH, MOAIeKAIINE YIETY),
OCYIIECTBIISIETCSl B JKypHaJaX Yydera, MPOHYMEPOBAHHBIX, IMPOIIHYPOBAaHHBIX M CKPEIUICHHBIX
NOJMHUCHI0  PYKOBOTUTENS] W  MEYaThbl0  MEIWIIMHCKOM  OpraHu3aldd  WIH  TOJAIMHUCHIO
MHIMBUAYaJIBHOTO TPEANPUHUMATEIS, HMEIOLIETO JIMIICH3UIO HA MEUIINHCKYIO JIeITEIbHOCTb.

24. Kypnan ydera peuentypHbsix 01aHkoB popmbl N 107-1/y conepkut crneayromiue rpadsi:
1) HomMep 1o NOPAIKY;

2) B paznene "[lpuxon':



a) AaTa perucTpamnuy J0KyMEHTa, TIOATBEPKAAIOIIETO MOCTYIUICHHE;
0) HOMep U JaTa JOKYMEHTA, OITBEPKAAIOMIET0 MOCTYIJICHHE, HANMEHOBAaHUE MTOCTABIINKA;
B) o0II1ee KOJIMYECTBO MOCTYMUBIINX PEIENTYPHBIX OJIAHKOB;

F) q)aMI/IJ'H/IS[, HMHHUIYaJIbl HMCHHU U OTYCCTBA (HOCJ’IGI[HGC - [Ipu HaJ'II/I‘II/II/I) " IoJ1IMuCh OTBETCTBCHHOI'O
MCOAUIIMHCKOI'O pa6OTHI/IKa, MOJIYYHUBHICTO PCUCIITYPHBIC OJaHKH OT IIOCTaBIIHMKaA,

3) B pa3nene "Pacxon':
a) JlaTa BbIIayu PELENTYPHBIX OJaHKOB;
0) KOJIMYECTBO BBIJIAHHBIX PEIETITYPHBIX OJAHKOB;

B) (amwinsg, WHUIMAIBI WMEHH U OT4YecTBa (TOCHeAHee - TPU HAIWYUH) OTBETCTBEHHOTO
MEIUIITHCKOTO pabOTHUKA, TOTYYHBILIETO PEENTYpPHbIC OJIaHKH;

I') HOJIUCH OTBETCTBEHHOI'O MEIMIIMHCKOr0 pabOTHHKA, OJIyYUBIIETO PELeNTypHbIE OJaHKH;

4) (1)3.MI/IJ'II/I$I, HMHHUIIKMAJIbl UMCHH U OTYCCTBA (HOCJ’ICI{HCC - IIpH HaJ'II/I‘{I/II/I) U IIoJIHCh OTBECTCTBCHHOT'O
MCOAUIIMHCKOI'O pa6OTHI/IKa, BbLIABHICTO PCUCIITYPHBIC 6J'IaHKI/I;

5) OCTaToOK penenTypHbIX OJIAHKOB.

25. Kypnan yuera peuentypHeix OmankoB (opm N 148-1/y-88 u N 148-1/y-04(;1) conmepxut
cienyromue rpadol:

1) HomMep 1o NOPAIKY;

2) B paznene "[lpuxon':

a) JaTa PeTUCTPAIlUH TIOKYMEHTA, MOATBEPIKIAOIETO MMOCTYIUICHHUE;

6) HOMep U AaTa JOKYMEHTA, OATBEPKIAAIOIIEro NOCTYIJICHHE, HAMMEHOBAaHHUE MTOCTABILHKA;
B) oOI11ee KOJIMYECTBO MOCTYMUBIINX PEIENTYPHBIX OJIAHKOB;

T') CEpUU U HOMEPA PELENTYPHBIX OJaHKOB;

1) KOJIMYECTBO PEIENTYPHBIX OJIAHKOB 110 CEPHSIM;

6) (baMI/IJ'II/ISI, HMHHIAaJIbl HMCHHU U OTYCCTBA (HOCJ’ICZ{HCC - [IpH HaJ'II/I‘-II/II/I) 1 NOAIIMCh OTBETCTBCHHOI'O
MCAUIIMHCKOI'O pa6OTHI/IKa, MOJIYYHUBHICTO PCUCIITYPHBIC OJaHKH OT IIOCTaBIIHMKaA,

3) B pazaene "Pacxon':

a) JlaTa BbIIayu PELENTYPHBIX OJaHKOB;

0) cepuu 1 HOMEpa BBIITAHHBIX PEIENTYPHBIX OJIAHKOB;
B) KOJIMYECTBO BBIJAHHBIX PEIENTYPHBIX OJIAHKOB;

r) damMuius, WHUIUMAIBI MUMEHH W OTdecTBa (TMOCIEAHEE - TPU HAIWYUU) OTBETCTBEHHOTO
MEIUIITHCKOTO pabOTHUKA, TOTYYHBILIETO PEEeNTypPHbIC OJIaHKH;

,I[) oANKUCHh OTBECTCTBCHHOI'O MCIUIITMHCKOI'O pa6OTHI/IKa, MOJIYYHUBHICTO PECLCIITYPHBIC 6J'IaHKI/I;

4) Gamwunysi, THUIIMAIB UMEHU U 0TYeCTBa (TIOCIEHEE - PU HAJMYKK) U MOANMUCH OTBETCTBEHHOTO
MEIUIITHCKOTO pabOTHUKA, BBIIABIIETO PEeNTypHbIE ONaHKH;



5) OCTaToOK penenTypHbIX OJIAHKOB.

26. Ydyer peunentoB, oGOPMICHHBIX B (DOpMe 3JIEKTPOHHOTO JOKYMEHTAa, OCYIIECTBISICTCS B
roCyJIlapCTBEHHOW MH(OPMAIMOHHON cucteme B cepe 3apaBooxpaHeHus cyowbekra Poccuiickoit
denepanii  MOCPEJICTBOM BEACHUS €IWHOTO pEecTpa peuenToB, o(GopMIeHHBIX B Qdopme
ANEKTPOHHBIX JOKYMEHTOB.

IV. XpaHeHue peuentypHbIX 0JIAaHKOB (32 HCKJIKYEHUEM
peuentypHbIx 01aHKOB 10 popme N 107/y-HII "CnenunanbHbii
peuenTypHbId 01aHK'")

27. MenuuuHCKUE OpPraHM3alliy MOJy4yaloT HeoOXOAWMbIE pelenTypHble OJaHKH, Oo(opMIIeHHbIE
TunorpackuM crnocobom, yepe3 TeppUTOpHAlIbHBIE OpPTraHbl YIpaBJIEHUsS 3PAaBOOXPAHEHUEM WU
OpraHu3alliy, YIOJHOMOYEHHbIE Ha JTO OpraHaMHU HCIHOJHUTEIbHOM BJAacTh CYOBEKTOB
Poccuiickoiit @enepanuu.

28. PenenrtypHble ONaHKH, MOJUICKAIINE YUYETy, XPAHATCS OTBETCTBEHHBIM JIUIIOM, Ha3HAUYCHHBIM
PYKOBOJUTEIEM MEIUITMHCKON OpraHU3allid, B 3allMPacMOM MeTajndeckoM Imkady (cerde) mim
METaJUTNYECKOM SIIIHKE.

29. MuauBuAyalbHBIA NpEeANPUHUMATENb, UMEIOIIUN JIMIIEH3UI0 HAa MEJAUIIMHCKYIO JIeSITeIbHOCTD,
XPaHUT pelenTypHbIe OJIAHKH, TOJUIekKAIINE YUETy, B 3aIMPaeMOM MeTalInieckoM mkady (ceide)
WM METAJTTIMYECKOM SILIHKE.

30. IIpoBepka COCTOSIHHS XpaHEHHs, ydeTa, (PaKTUYECKOTO Halu4Msl U pacxojia pelenTypHBIX
OJIaHKOB, MOJUIEKAIIUX YYETy, OJMH pa3 B KBapTal OCYIIECTBISIETCS KOMHCCHEH, CO3JaHHON B
MEIUIIMHCKOW OpTaHU3alliHy.

31. PCLICHTypHBIC 6J'IaHKI/I, O(l)OpMJ'ISIGMBIC Ha 6YM3.)KHOM HOCHUTCJIC W TMOMJIC)KAIUC Yy4eTy,
BbIAAKOTCA  MCIUIIMHCKHUM pa6OTHI/IKaM, HMCHOIIMM  IIpaBO O(I)OpMJ'IeHI/IH peuenToB, 110
PACOPSKCHUIO ITTIABHOT'O Bpada WK €0 3aMCCTUTCIIA.

HOHy‘ICHHBIC PCLCIITYPHBIC OJaHKH Ha 6YMa)KHBIX HOCUTCIIX XPaHATCA MCAWIHUHCKHUMU
pa6OTHI/IKaMI/I B IOMCIICHHUAX, O6CCH€‘II/IB3.IOH_[I/IX HX COXPAaHHOCTD.

32. TlporpaMMHO-TEXHUYECKHUE CPEICTBA TOCYAApCTBEHHBIX HH(OPMAIMOHHBIX CHCTEM B cdepe
3IpABOOXPAHEHUs, MEIUIMHCKUX HH(MOPMAIMOHHBIX CHUCTEM MEIUIMHCKUX OpraHu3auui
00ecreynBalOT XpaHEHHE OJJIEKTPOHHBIX PEIeNnToB, OQOPMIEHHBIX B (OPME IIEKTPOHHBIX
JOKYMEHTOB B TEUEHHE CPOKOB, YCTAHOBJIEHHBIX Uil XPaHEHUs PpELEenToB, O(QOPMIIEHHBIX Ha
COOTBETCTBYIOIIUX (popMax pelenTypHbIX OJIaHKOB Ha OymMakHOM HocuTene <10>.

<10> IoamyskT 5.2.169 Ionoxxenust o Munuctepcrse (Cobpanue 3akoHOAaTenbcTBa Poccuiickoi
®eneparuu, 2012, N 26, ct. 3526; 2021, N 43, ct. 7258).

Ipunoowcenue N 4
K npuka3y Munucmepcmea 30pasooxpanenus

Poccuiickout @eoepayuu



om 24 nosopsa 2021 . N 1094n

®OPMA CIHEUIMVAJIBHOTO PELOEINTYPHOI'O BJIAHKA N 107/Y-HII

MMHMCTEPCTBO 3OPaBOOXPAaHEHUA Kon dopmer o OKYI

Poccumckonm demepaumm MemuumHCKkasad OOKYMEHTALUA
dopma N 107/y-HII,
YTBEPXIOEHHAS [IPUKA30M
MuHucTepCcTBa 3IPaBOOXPAaHEHUS

MTaMII MEOUIMHCKOM OpTaHM3alLuu Poccumckom demepaumm

or 24.11.2021 N 1094u

PEIEIT
Cepusa N
" " 2 O I‘
(maTa BHEIMNMCKM pelenTa)
(B3pOCIHEDI, HOETCKMM — HYXHOE NOIOUEPKHYTH)

damMunusg, MMa, OTUECTBO (MIOocCjiemHee — TPY HaJIUUuUM)

naumMeHTa

BoszpactT

Cepusa M HOMep IHOJMCa 0043aTejIbHOTO MEIMLUMHCKOTO CTPpaxOBaHMUS
HomMep MeIMUMHCKOVM KapThl

damvMmnusg, mMMa, OTUECTBO (IOCJiemHee — IIPM HaJIMduM)

Jeyamero Bpada (desnpmmepa, axkyuLepkM)

[loanmucek M JMUHAA IIedaTb Bpauda
(momnmuce GenbOuepa, akKyLEPKM)




dammiimng, M4, OTUeCTBO (nocnennee - Inpmn HaJIMUUM) n IIOOIIVIChb
YIIOJIHOMOYEHHOI'O JIMILa MEeIOULIMHCKOM OopTraHMzalumm

M.II.
OTMeTka alTeuHOM opTraHmMs3auum o0 OoTIyckKe
daMmnms, ¥MMsa, OTUECTBO (IIocjienHee — I[OPM HaJUuMM) U IIOONUCH
paboTHMKA ANTEeYHOM OpITaHM3aLuM
M.II.
Cpok meMcTBUSA pelenTa 15 mHen
Ipunoorcenue N 5

K npuxazy Munucmepcmea 30pasooxpamnenust
Poccuiickout @eoepayuu

om 24 nosopsa 2021 . N 1094n

HOPAIOK U3I'OTOBJIEHUSA, PACITPEJAEJEHUSA,
PEI'MCTPAIIUU, YHETA U XPAHEHUSA PELHEIITOB,
COAEPKALHINUX HASBHAYEHUE HAPKOTUYECKHUX

CPEACTB WM IICUXOTPOIIHBIX BEHLIECTB

I. IlopsiiOK U3rOTOBJICHMS, PAacpeIe/IeHU CleHATbHbIX
peuentypHbix 01aHkoB 1o popme N 107/y-HII

1. Opranu3zanyio U3roTOBJIEHUS U paclpelnesieHus] perenTypHbix OiankoB mo ¢opme N 107/y-HIIT
"CnenuanbHbIi pelenTypHbId OJaHk" (nanee - crenuanbHbIA PelenTypHbIA OJIaHK) OCYIIECTBISET
MunuctepctBo 3apaBooxpaneHus Poccuiickoit deneparun (nanee - MUHUCTEPCTBO).

2. CnenuanbpHble PEleNTypHbIC OJAHKH SBISIOTCS 3alIMIICHHONW MOJUTrpadUuecKod MpoayKuuen
ypoBHs "B", u3roraBnuBaeMoii Ha Gymare po3oBoro msera pazmepom 10 cM X 15 cM, TOTKHBI HIMETh
CepUI0 M HOMEp, a TaKXKe COOTBETCTBOBATH TPEOOBAaHUSM, YKa3aHHBIM B NpHKa3ze MUHUCTEPCTBA
¢unancoB Poccuiickori ®Depepammn ot 29 centsaops 2020 r. N 2171 "OO6 yTBepkIeHUH
TexHn4yeckux TpeOOBaHMIA M YCIOBUN M3TOTOBJICHUS 3AIUIICHHON OT MOAICIIOK MOJUTrpadhuIecKon
npoaykiuu" (3apeructpupoBaH MunuctepctBoM roctunmu Poccuiickoit @enepamu 16 HOAOps
2020 r., peructparmonssiii N 60930).

3. B memsx opraHu3anvy U3rOTOBIICHUS M pacHpeesieHUs CICHUAIbHBIX PEIEeNTypHBIX OJaHKOB
MEIULMHCKUE OPTaHU3alMH, UMEIOIME NPaBO OCYIIECTBISATH BBIAYy PELENTOB HA HAPKOTUUECKHE
CpeJICTBa WU NCUXOTPOIHbIE BemnlecTBa crrcka Il [Tepeunsa u 3apeructpupoBaHHble B Poccuiickoit
@denepaniui B KauecTBE JIEKAPCTBEHHBIX IMpenapaTroB Uil MEAMIIMHCKOTO NPUMEHEHHUs (nanee
COOTBETCTBEHHO - MEIUIIMHCKAs OpraHu3allvs, HAPKOTHYECKHH (TICMXOTPOMHBIN) JeKapCTBEHHBIM
mpenapar), COCTaBISIOT 3asBKH Ha PEIENTypHbIC OJaHKU.



4. B cpok 10 1 oktga0psi TeKyimiero rojia 3asBKH MEIUIMHCKUX OpraHW3aluid Ha CIEeIHaIbHBIE
penenTypHele OJIaHKU MPEICTaBISIOTCS:

1 ) MCAWULIMHCKHUMH  OpraHu3alusiMH, HaXOoAAINMMHUCA B BCIACHHUH Q)CHCpaHBHBIX OpraHoB
HUCIIOJTHUTEILHOM BJIaCTH, - B COOTBETCTBYIOIIIUC (beﬂepaHBHHe OpraHbl UCHOJHUTEILHOMN BJIACTH,

2) MEOWIMHCKUMH OpTaHM3alMsAMH, HAXOAAIIUMHUCS B BeACHUU CyOBbekTOoB Poccuiickoi
Qenepauuy, MEIWLWHCKHUMH  OPraHH3alUsAMHA  MYHULOHMNAIBHOM W YacTHOM  CHUCTEM
3paBOOXPAHEHUSI - B OpPraHbl UCIOJIHHUTEIBHOW Biacth cyOwbekToB Poccuiickoit denepamuu B
chepe oxpaHbl 30POBbS TPaXKJIaH, HA TEPPUTOPHUH KOTOPBIX OHU PACIOJIOKEHBI (Jlaee - OpraHbl
WCTIIOJTHUTEIHLHOU BiacTu cyobekToB Poccuiickoit denepanun).

5. B 3asgBKe MEIMIMHCKON OpraHu3aliy Ha CIelHajIbHbIE pPElEeNTypHble OJIaHKH YKa3bIBarOTCS
CJIEIYIOLIUE CBEIACHUS:

1) CBCIACHHA O MCI[I/II_II/IHCKOﬁ opraHusanuu, HOI[B.BIHCIZ 3a5BKY Ha CIICHUAJIbHBIC PCLCIITYPHBIC
OlaHKu (HOJ'IHOC HanMMCHOBAHHC, aAPCC MECTa HaXO)KI[CHI/ISI);

2) KOJMYECTBO CHEUMAJbHBIX PELUENTYPHbIX OJAHKOB, M3PACXOJOBAHHBIX MEIUIIMHCKON
opraHuzalven Ha 1 ssHBapsi mpeAlIecTBYOUIEro roja;

3) KOJIMYECTBO CHEIHAIBHBIX PEHENTYpPHBIX OJIAHKOB, HEOOXOAUMBIX MEIUIIMHCKOW OpraHu3aluu
Ha CIEYIOUUNA roI.

3asBKa MGHHHHHCKOﬁ OopraHv3allii Ha CIICHUAJIbHBIC PCLCITYPHBIC OaHKu IO AIMMCBIBACTCA
PYKOBOAUTCIIEM MCI[I/II.IHHCKOﬁ OpraHusanuu, KOTOpBIﬁ HECCT NECPCOHAIIbBHYIO OTBETCTBCHHOCTH 3a
000CHOBaHHOCTh U JAOCTOBCPHOCTh YKA3dHHBIX CBCHCHHﬁ.

6. (DeﬂepaJ'IBHBIG OpraHbl HCIIOJIHUTEIILHOM BJIaCTH, B BCACHHUU KOTOPBLIX HAXOAATCA MCIUIMHCKUC
OopraHu3anuu (;(anee - Q)enepanLHHe OpraHbl HUCHOJIHUTECILHOU BJ'IaCTI/I), " OpraHbl HUCIIOJIHUTEIILHOM
BJIaCTHU CYG’BCKTOB Poccuiickoit cDGI[GpaL[I/II/I Ha OCHOBAHHH 3as1BOK MCIHMIMHCKHX OpFaHI/ISaI_II/Iﬁ Ha
CIieUaJIbHbIC PEUCHITYPHBIC OJaHKH (1)0pMI/Ipy10T CBOJHBIC 3adBKU HaA CIICHUAJIBHBIC PCHCIITYPHBIC
OJIaHKU U B CPOK o0 1 ):[CKa6p$I TCKYLICT'o roJa npeACTaBJIAIIOT UX B MI/IHI/ICTCpCTBO.

7. B cBOZIHOI 3asiBKE Ha ClieIMaJIbHBIE PELENITYpHbIE OJIAHKU YKa3bIBAIOTCS CJIEIYIOIINE CBEACHUS:

1) CBCACHUA O (beﬂepaHBHOM OopraHe HUCIIOJIHUTEIILHON BJIACTH (opraHe HUCIIOJIHUTEIILHON BJIACTH
CY6’b€KTa Poccuiickoit (DCZ[CpaL[I/II/I), NpeACTaBUBIICM CBOJHYIO 3asBKY Ha CIICHUAJIBHBIC
PELCITYPHBIC OaHKu (HOJ'IHOC HauMMCHOBAHUC, aJpCC MCCTa HaXO)KZ[CHI/ISI);

2) KOJIMYECTBO CIEUHUAIBHBIX PELENTYPHBIX OJAHKOB, paclpejeieHHbIX (eaepalbHbIM OpraHOM
WCIIOJIHUTEIILHOU BJ1acTU (OpraHOM HMCIIOJIHUTENLHOM BiacTH cyobekTa Poccuiickoit deneparumn) Ha
1 ssHBaps MpeECTBYIOUIEro ro/1a MEX 1y METUIIMHCKUMH OpraHU3alusIMH;

3) KOJMYECTBO CIECNMUAIBHBIX PEHENTYpPHBIX OJAaHKOB, HEOOXOIUMBIX (enepasbHOMy OpraHy
WCIIOJIHUTETILHOW BJIacTH (OpraHy MCIOJIHUTEIbHOU BiacTu cyowekra Poccuiickoit denepainn) Ha
CJIEIYIOLIUI roJ1 AJIs pacipeieIeHusl MeX/ly METUIIMHCKUMH OpraHU3alusIMH;

4) cBeneHHs O TOJBEAOMCTBEHHOW OpraHM3allid, YMOJHOMOYEHHOH (QenepalbHbIM OpraHOM
WCTIOJTHUTEILHON BJiAacTU (OPraHOM HCHOJHHUTENIBHOW BiacTu cyobekTta Poccuiickoit denepanun)
OCYILIECTBIISATH MOJTYYCHHUE CIICIUATBHBIX PEHENITYPHBIX OJIAHKOB OT MUHHUCTEPCTBA, X XPaHEHUE U
BblJJa4y MEIUIMHCKUM OpraHu3auusM (IOJIHO€ HAaMMEHOBAaHUE, aJpec MECTa HaXOXKICHMUS,
WHH/KIIIT, OKTMO opranu3anuu, (akKTHIECKHi aapec TOCTaBKH).

8. Ha ocHoBanuu MNOJIYYCHHBIX CBOJAHBIX 3asdBOK Ha CIICHHUAJIBHBIC PCHCUTYPHBIC OaHKu



MuHUCTEPCTBO €XKETOAHO B CPOK 110 15 stHBaps ciemyromiero rojaa GopMupyeT v yTBepKIaeT MiiaH
pacnpesiefieHus]  CIEUMAlbHBIX PpELEeNTypHbIX OJaHKOB, B KOTOPOM OTpa)kaeTcs TrojoBas
notpedHocTh Poccuiickoit denmepanuu B crenuaibHBIX PEUENTYPHBIX ONaHkax (danee - IUTaH
pacnpeneneHuss MUHUCTEPCTBA).

9. B mnane pacnpenenenns MUHUCTEPCTBA YKA3bIBAIOTCA CIAEAYIOIINE CBEICHUS:
1) mopsIKOBBIN HOMEp 3aMHCH;

2) HamMeHOBaHHE (eJepalbHOrO OpraHa HCIOJHUTENBHOW BIACTH (OpraHa WCHOJHUTEIbHOU
Binactu cyOwekta Poccuiickoit deneparun), npeICTaBUBIIETO CBOJHYIO 3asBKY Ha CIELHAIbHBIC
perenTypHbie OJIaHKH;

3) H€06XOI[I/IMO€ KOJMYCCTBO CIICHHAJIbHBIX PCHCIITYPHBIX 0JIaHKOB.

10. HampaBnenue crienuaibHBIX pElENTypHBIX OJaHKOB (epepaibHbIM OpraHaM MCHOJHUTEIBHOM
BJIACTH, OpraHaM HCIOJIHUTEIBHOW BiacTH cyObekToB Poccuiickoit denepamun OCyIIECTBISAECTCS
MuHHCTEPCTBOM B KOJIMYECTBE, IPEYCMOTPEHHOM IUIAHOM pacnpezesneHus MUHUCTepCTBa.

11. MuUHUCTEpCTBOM JIOTIOJIHUTENBHO K KOJMYECTBY CHELMAJIbHBIX PELENTYPHBIX OJIaHKOB,
NPEelyCMOTPEHHOMY IIJIaHOM pacnpeseneHuss MuHucTepcTBa, (OpMUpPYETCsl pe3epBHBIN 3arac
CHEIMATBbHBIX PEIEeNTYPHBIX OJAaHKOB B KoJM4yecTBe, He mpesbimaroniemM 150 000 crenuambHBIX
pelenTypHBIX OJIAHKOB.

12. B cnyyae yBenuyeHHsI MOTPEOHOCTH B CHEIMAIBHBIX PEIENTYPHBIX ONaHKaxX (eaepanbHbIe
OpraHbl HCIIOJIHUTEIILHOW BIACTH (OpPraHbl HCIIOJHUTENBHON BIACTH CyOBeKTOB Poccuiickoit
denepanuu) HampapIslOT B MUHUCTEPCTBO CBOJHBIC 3asBKM Ha JOMOJHHUTEIHFHOE KOJIUYECTBO
CHENHATBHBIX PELENTYPHBIX OJIAHKOB (C 00OCHOBAaHHMEM YBEIUYEHHUS MOTPEOHOCTH B CHEIIMAIBHBIX
penentypHeix OJaHKax), KOTOpbIE MNPEAOCTABIAIOTCS MHHUCTEPCTBOM H3 PE3EpBHOTO 3araca
CHEIHUATBHBIX PEIETNITYPHBIX OJIAHKOB.

13. CDGI[CpaJ'IBHBIC OpraHbl HWCHOJIHUTEILHON BIACTU (OpFaHBI HUCIIOJIHUTEIILHON BIIACTH CY6T:€KTOB
Poccuiickoi d)ez[epam/m) pacipeaciiiioT MOJTYYCHHBIC CIICHHUAJIIbHBIC PCHCIITYPHBIC OaHKHu MCXKIAY
MCIANINUHCKHUMH OpraHu3alusaMMU Ha OCHOBAHHMU INIAHOB PpPacCIpCACIICHUA, C(l)OpMHpOBaHHBIX B
COOTBCTCTBHUHU C 3adBKaMH MCIUITMHCKHUX OpFaHH3aL[HI>’I Ha CIICaJIbHBIC PCHCUTYPHbIC OJIaHKHU.

I1. Ilopsaiok perucTpannu, yuera U XpaHeHHs CleNNAJIbHbBIX
peuentypHbix 0aHkoB mo ¢popme N 107/y-HII

14. MI/IHI/ICTep CTBO, HHBIC (1)6):[ CpaJIbHBIC  OpPraHbI WUCIIOJIHUTEIILHON  BJacTd MU OpraHbl
HUCIIOJTHUTEIILHOM BIACTU CY6T:€KTOB Poccuiickoit (DCI[CpaI_II/II/I OpPraHU3YIOT XPAHCHUEC CIICIIUAJIbHBIX
PCLCIITYPHBIX 0JaHKOB B MMOABCAOMCTBCHHBIX OpraHHU3alUAX, YIIOJHOMOYCHHBIX OCYHICCTBIISATH
MOJIYYCHHEC CIICHUAJIBHBIX PCHCIITYPHBIX 0JaHKOB OT MI/IHI/ICTCpCTBa, HUX XPAaHCHUC U BbIAAYY
MCANLNHUHCKHUM OpraHu3alusM (J:[anee - YIOJITHOMOYCHHAaA opraHnsauI/m).

15. B ymoysHOMOYEHHO# OpraHM3alMd U MEAUIMHCKOW OpraHW3alliu, MOJyYUBIICH CrelHraIbHbIe
pelenTypHeie OJaHKH, OPTraHU3yeTCs] PETUCTPAIMs, YUET U XpaHEHUE CIECIUATbHBIX PEIEeNTYPHBIX
OJIAaHKOB.

Peructpanus, ydeT M XpaHEHHE pE3EpPBHOrO 3araca CHEUHAJIbHBIX pELEeNTypHBIX OJIaHKOB
MunucTepcTBa OCyIIECTBIsIETCS (PellepalbHbIM T'OCYJapCTBEHHBIM OIO/KETHBIM YUPEXKJACHUEM,
HaxoAsIuMcsl B BeAeHMH MuHHCTEepcTBa (Jajiee COOTBETCTBEHHO - pE3EepBHBIM 3amac,



10JIBEIOMCTBEHHOE YUPEKIICHHE).

16. PaboTHuK, Ha3HAUYEHHBIH TNPUKA30M PYKOBOJMTES  YHIOJHOMOUYEHHOW OpTaHU3aluu
(YNOJTHOMOYEHHOW  OpraHU3allid, TOJBEAOMCTBEHHOTO  YYpEXKICHHUS) OTBETCTBEHHBIM 32
PETUCTpALINIO, XpaHEHHE M y4YeT CIENHATbHBIX PEHENTYPHBIX OJAHKOB (Jajiee - OTBETCTBEHHBIN
pabOTHHMK), Ha OCHOBAHWU JOBEPEHHOCTH, O(GOPMIIEHHOW B TOpPSAKE, YCTAHOBICHHOM
3aKoHOJaTeNbcTBOM Poccuiickoit ®denepanuu (¢ MOANHMCHIO PYKOBOJAUTENS YHOJHOMOYEHHOM
opranuzanuu (yImOJHOMOUYEHHOW OpraHM3allid, TOABEIOMCTBEHHOTO YYPEXKICHUsS), TJIABHOTO
Oyxranrepa, 3aBEpEeHHBIX KPYIJIOM TMeuYaThlo), MOIYy4aeT CIEIUalbHbIe pEIeNnTypHble OJaHKU M
OCYILIECTBIISIET BEJICHHE XypHAJIa PETHUCTPAIlMH U y4YeTa CICLUATBHBIX PELENTYpHBIX OJaHKOB, K
KoTOopoMy mnpuoOmaer Gorto- ¥ (WIM) BHIECOMATEpHAIbl, MOATBEpX)AaromuUe (akT oPOpMIICHUS
PELENTYpPHBIX OJAHKOB HA AOMY (IIPU HAJIWYHH).

17. }KypHan perucTpau MW yudceTa CICHUAJIBHBIX PCLCIITYPHBIX 0JaHKOB JOJI2KCH OLITE
MNPOHYMEPOBAH, NPOIIHYPOBAaH, UMCTh Ha HOCHGI[HCfI CTpaHHUILIC 3aIllUCh, COACPIKALIYIO KOJIMICCTBO
CTpaHUl, IIOJIHOC HAMMCHOBAHHC ynOJIHOMO‘ICHHOﬁ OopraHu3anuyu (MeﬂHHHHCKOﬁ OopraHusanuu,
nHoaABCAOMCTBCHHOI'O y‘IpC}KI[CHI/IH), a TakKXXeE€ CKpPCIUICH MNOAINMUCBIO PYKOBOIUTCIII U II€HATBIO
ynOHHOMOquHOﬁ OopraHu3aluu (MCHHHHHCKOﬁ OopraHusanuu, rmoaBcIJ0OMCTBCHHOI'O yqu)KI[CHI/IH).

XKypHnan peructpauud M yd4eTa CIEUUAIbHBIX pELENTYpPHbIX OJAaHKOB pPE3EpBHOrO 3araca
MuHucTepCcTBa CKpEIUIsIETCs TaKKe MOAMUCHI0 JUPEKTOpa (B CIydyae ero OTCYTCTBUS - 3aMECTUTENS
nupekTopa) JlemapTaMeHTa peryiMpoBaHusl OOpalleHus JIEKAPCTBEHHBIX CPEACTB M MEAUIIMHCKUX
u3aenuit MuHuctepcTBa U nevyarbto MUHUCTEPCTBA.

18. B kypHanme perucrpalMid M YyueTa CHEUMAJbHBIX PELENTYpPHbIX OJIAaHKOB YyKa3bIBarOTCS
CIIEIYIOLIUE CBEIACHUS:

1) mopsIKOBBIN HOMEp 3aMHCH;

2) mpuxoJ CHEeIHAIbHBIX PEIENTYPHBIX OJIAHKOB:

a) PEKBU3UTHI U JaTa PETUCTPAIMH ITPUXOJIHOTO IOKYMEHTA;

0) o01Iee KOJIMYECTBO MOCTYMHUBIIUX CHEIHABHBIX PEUENTYPHBIX OJIAHKOB;

B) CEpHsl © HOMEP CIEeIMAILHOTO PEIEeNTYPHOTO OIaHKa;

T') KOJIMYECTBO CHEIMATbHBIX PEIENTYPHBIX OJIAHKOB 1O KaX/I0i CepuH;

1) hamuins, uMs, 0T4ECTBO (TIOCTIEAHEE - P HAJTMYHUH) U TIOANMUCH OTBETCTBEHHOTO Pa0OTHHKA;
3) pacxoa crienuaibHBIX PEIENTYPHBIX OJAHKOB:

a) laTa BbIIaYM CIICIUABHBIX PELENTYPHBIX OJaHKOB;

0) cepuu 1 HOMEpa BBIJJAHHBIX CIIEIUATBHBIX PELENTYPHBIX OJaHKOB;

B) KOJIMYCCTBO BbIAAHHBIX CIICHUAJIBHBIX PCHCIITYPHBIX O0JaHKOB C YKa3zaHueM B CKOOKax
KOJNYECTBA CIICHUAJIBHBIX PCUHCITYPHBIX 6J'IaHKOB, BbIJAHHBIX JJIA Oq)OpMJ'IeHI/ISI Ha 1O0MY,

r) damwims, uMsA, OT4YECTBO (MOCIEAHEE - NP HAIUMYMKA) U TOINKNCH JIHMIA, TMOJYYHUBILIETO
CrielMaIbHbIE PEeHENTYPHbBIE OJaHKH;

1) KOJIMYECTBO CIECUATLHBIX PEIENTYPHBIX OJJaHKOB, 0()OPMJIICHHBIX Ha JIOMY;

€) Qamwiusi, UMs, OTYeCTBO (TOCIEJHEE - MPH HAJIWYHMK) W TOANUCH JHIA, O(OPMHUBIIETO
CrelMaIbHbIE pelenTypHbIe OJaHKH Ha JOMY;



4) hamunus, uMs, 0TYECTBO (TTOCIIEAHEE - IPU HAJTMYHUH) U TIOJINMMCh OTBETCTBEHHOTO pa0OTHHKA;
5) OCTaTOK CIEIUABHBIX PEUENTYPHBIX OJIAHKOB.

19. CneunanbpHbI penenTypHbI OJaHK SBJISAETCA JOKYMEHTOM CTPOTOM OTYETHOCTH. 3arac
CHELMAJIbHBIX PELENTYpHbIX OJaHKOB B MEIUIMHCKOM OpraHM3allid JIOJDKEH XPaHUThCS B
CHENMaIbHBIX TOMEIICHHAX, ceidaxXx WIM B CIECNUAJIbHO H3TOTOBJICHHBIX INKadax, OOUTHIX
OLIMHKOBAHHBIM €JI€30M, C HaJIe’KHbIM BHYTPEHHUM HJIM HABECHBIM 3aMKOM.

[Tomemenust, ceidpl, mKadbl, B KOTOPBIX XPAHATCS CICUUANbHBIC PEHENTYPHbIC OJaHKH, JTOJKHBI
OBITh 3aKPBITBI HA 3aMKH M TOCJIE OKOHYAaHHs PabOTHl OMeYaTaHbl MEYaThiO YIOJIHOMOYECHHOM
opraHu3anu (MeAUIIMHCKOW OpraHu3aIiK) WU OIJIOMOUPOBAaHBI.

20. B MCIUIMHCKUX OpraHru3anuiax 3arac CICHUAIbHBIX PCHCHTYPHBIX OJIaHKOB HE JOJIDKCH
MNPCBBIIIATH FO):[OBOﬁ HOTpCGHOCTI/I.

21. Paspemaercs BbIZaBaTh MEIWIMHCKOMY pabOOTHUKY, HWMEIOIIEMYy TIpaBO Ha3HAYaTh
HapKOTHYeCKHe (TICUXOTPOIIHBIE) JIEKAPCTBEHHbIE MpenapaThl, €IMHOBPEMEHHO He Oojiee qBaalaTu
CHELMAJIbHBIX PEIENTYPHBIX OJAHKOB.

MenunuHcKkue paOOTHUKHM, BBHIMHCHIBAIONINE pEHENThl Ha HAPKOTHYECKUE (TICHXOTPOIHBIE)
JICKapCTBEHHBIE Tpenaparbl, HA OCHOBAaHHWU IPHKa3a PYKOBOJHUTENS MEIUIIMHCKOW OpraHH3aluu
HECYT JIMYHYIO OTBETCTBEHHOCTh 32 COXPAHHOCTH IOJYYEHHBIX CIICIHAJBHBIX PELEHTYPHBIX
6nankoB. CrienuaabHbIe pelenTypHbIE OJIaHKH, TTOJIYYCHHbIE METUITUHCKUM PAaOOTHUKOM, XPaHATCS
T0J] 3aMKOM B ceii(ax, MeTAIUTMIECKUX MIKa(ax MM METAJUIMIECKUX SITHKAX.

22. B MCI[PII.II/IHCKOﬁ opraHu3anuyu CO3JacTCsd IOCTOAHHO Z[CP’ICTBYIOILIB.H KOMHUCCHUA, KOTOpas HC
PEKE 1 pa3a KBapTal (HO PCHICHUIO PYKOBOJUTCIIA MGHHHHHCKOﬁ OpraHu3anuu BO3MOXHO qame)
OCYIICCTBJEICT NPOBEPKY COCTOAHHA PETUCTPAllMU U yUC€TA CIICHIUAJIBHBIX PCHCUTYPHBIX 6J'IaHKOB, B
TOM YHUCJIC IIYTEM CBCPKU 3amnucen JKypHaJia perucrpaiun U y4de€Ta CICHHUAJIbHBIX PCUCIITYPHBIX
6J'IaHKOB, C q)aKTI/I‘IeCKI/IM HAJIMIUCM CIICHHUAJIBHBIX PCUCIITYPHBIX 6J'IaHKOB, a TaKiKC IIPOBCPKY
COCTOSHUA XpaHCHUs CIICHUAJIBHBIX PCHCIITYPHBIX OJIaHKOB.

ITo pe3yjibTaTaM IPOBEPKU B KXYPHAJIC PETUCTPAllUU U yUC€TA CHCHUAJIbHBIX PCUCITYPHBIX 0J1aHKOB
ACJIACTCA 3allUChb O pPE3yJibTaTaX IMPOBCACHHUA CBCPKU HAdHHBIX, 3aKPCIUICHHASA ITOAINHNCIAMHU BCECX
YJICHOB KOMUCCHUHU, UJIK CO30aCTCA CHGL{I/IaHLHIJﬁ aKT IIPOBCPKHU.

23. denepanbHbIE OPTaHbl UCTIOJTHUTEILHON BJIACTH M OpraHbl UCTIOJHUTEIHLHOW BIACTH CYOBEKTOB
Poccuiickoit ®@enepanuu OCYHIECTBISIIOT KOHTPOJb 32 OpraHM3alMeld perucTpanud, ydera Hu
XpaHEHMsI CIELUAIbHBIX pEHEeNTypHbIX OJIAHKOB B  YIOJHOMOYEHHBIX OpraHu3alusx u
MEIMLIUHCKUX OpPraHU3aLUsIX.

24. Bpmaua cHenUalbHBIX PEIEeNTYpHBIX OJaHKOB M3 pe3epBHOro 3amaca MUHUCTEPCTBA
(denepabHBIM OpraHaM MCIIOJHUTENIHOW BJIACTH M OpraHaM HCHOJHHUTEIbHOU BIIACTH CYOBEKTOB
Poccuiickoit ®Denepanun  OCYIIECTBISETCS OTBETCTBEHHBIM PAOOTHUKOM TOJBEIOMCTBEHHOTO
YUPEXJIEHUs] Ha OCHOBAHHUHU pEIIeHUS 00 OTIYCKE CIHEIUAIbHBIX pEleNnTypHbIX OJaHKOB,
oopmMJIeHHOTO B BHJAE MHUCbMA, MOJIIUCAHHOTO JUPEKTOPOM (B Cllydyae €ro OTCYTCTBUS -
3aMecTuTeneM Jaupekropa) JlemaprameHnTta peryaupoBaHusl OOpallleHus! JEKapCTBEHHBIX CPEJICTB U
MEIUIMHCKUX K3euii MuHucTepcTBa.

HpOBCpKa ACATCIIbHOCTU NOABCAOMCTBCHHOI'O YUPCIKACHUSA IO PECTUCTPALUA, YUCTY U XPAHCHHIO
PE3CPBHOTO 3araca OCYHICCTBILICTCS I[CHapTaMCHTOM peryjivupoBaHus1 O6paIl[€HI/15[ JICKAPCTBCHHBIX
CpeaACTB U MCAWIUHCKHX I/I3):[€.TII/II71 MI/IHI/ICTepCTBa 2 pasa B 1o HC MO3AHCC 20 uymcna MEcina,
CJICAYIOHICTO 3a UCTCKIINM ITOJIYTOJUCM.



Ipunoocenue N 6
K npuka3y Munucmepcmea 30pasooxpanenus
Poccuiickou @eoepayuu

om 24 nosops 2021 2. N 1094u

INPABUJIA O®OPMJIEHUA PELIEIITOB,
COAEPKALINUX HABHAYEHUE HAPKOTUYECKHUX
CPEACTB WJIN HCUXOTPOIIHBIX BEIHIIECTB, B TOM
YUCJIE B POPME JIEKTPOHHbBIX TOKYMEHTOB

I. Odpopmiienue penenrta Ha OyMaKHOM HOCHUTEJIE

1. Ha peuentypubix 6mankax ¢opmsl N 107/y-HIT B neBoM BepxHEM YTiIy MPOCTABIACTCS IITAMIT
MEMIIMHCKON OpraHu3aliy ¢ yKa3aHHEeM €€ IOJIHOTO HaMMEHOBaHMs, ajipeca U TejaedoHa ¢ JaTou
BBITTUCKH (HaTOW 0(OpMIIEHHS ) pelierniTa Ha JISKapCTBEHHBIN Tperapar.

Peuentypusie Omanku ¢dopmbl N 107/y-HII wusroraBnmBaroTcss MCKIIOUUTEIHHO THUHOTPAPCKUM
CrocoOoM.

2. Ha penentypHbix OnaHkax, oO(QOPMISIEMBIX HHIUBUAYAIBHBIMH MPEIIPUHAMATEISIMHY,
UMEIOMIMMH JIMIICH3UI0 Ha MEIUIIMHCKYIO JIESITeIbHOCTh, B BEPXHEM JIEBOM YIIIy THUIOTPaCKUM
crocoOOM WJIM TYTEM MPOCTABJICHUS INTaMMa JODKEH OBITh YKa3aH aApec WHIUBHAYAJILHOTO
MpeANpUHUMATENsl, HOMEpP M JaTa JIMIEH3UM, HAaUMEHOBAHHE OpraHa TroCyJapCTBEHHOM BJACTH,
BBIJABIIIETO JINLIEH3UIO.

3. Penentypubie Onanku Gopmbl N 107/y-HII 3anonHstoTcss MeAMIIMHCKAM paOOTHUKOM YEpHHIIIAMU
WJIY IapUKOBOW PYUYKOM.

4. lomyckaetcsi opOpMIIEHUE BCEX PEKBH3UTOB (3a HCKiMoueHHeM pekBusura "[loanuce sevamiero
Bpaya (monmuchk denpamepa, akymepku)') penentypHsix OmaHkoB ¢opmer N 107/y-HIT ¢
MCTIOJIb30BAaHHUEM I1€YATAIOMINX YCTPOHCTB.

5. B peuentypaom 6manke ¢opmbl N 107/y-HIT B cTpokax "®amwuiusi, umsi, 0T4ecTBO (TOCTIEIHEE -
npu Hanmunu) nanueHTa" u "Bospact" yKkas3pIBalOTCS IMOJHOCTHIO (haMuiusi, UMs, OTYECTBO
(mocneqHee - Mpy HAJIMYKK) TAIMEHTA, €0 BO3pacT (KOJIMYECTBO MOIHBIX JIET).

JlomycTHMO yKa3aHHe JaThl POKICHUS MallUeHTA.
6. B penentypnom 6manke popmsl N 107/y-HIT:

1) B ctpoke "Cepust 1 HOMEp ToJiMca 00s3aTEIILHOTO MEIUITMHCKOTO CTPaxoBaHMs'" yKa3bIBaeTCS
HOMeEp MoJIMca 00s13aTEIHLHOT0 METUITMHCKOTO CTPaxOBaHus MalyenTa (Mpy HaJIUYUHn);

2) B ctpoke "Homep MemuimHCKONW KapThl" yKa3bIBae€TCsi HOMEpP MEIUIIMHCKON KapThl MaIlMEeHTA,
MOJTyYAIOMIeT0 MEJUIUHCKYI0 TOMOIIb B aMOYJIAaTOPHBIX YCIOBUSIX, WM HMCTOpPUU OOJIE3HU
MalMEHTa, BBIMUCHIBAEMOT'0 U3 METMLIMHCKON OpraHu3aluu;



3) B cTpoke "damunus, ums, OTYECTBO (TOCIEHEE - IPU HAJUYMK) Jieyalero Bpaya (Qenpamepa,
aKylIepKku)" yKa3bIBaeTCs MOJHOCTHIO (haMmivs, UMsi, OTYECTBO (TIOCTEAHEE - MPU HAIMYNH) Bpadya
(dpenpamiepa, aKkymepku), BBIMHMCABIIETO PELENT Ha  HAPKOTHYECKUH  (TICHXOTPOITHBIN)
JIEKapCTBEHHBIN MIpenapar.

7. B rpade "Rp" penenrypuoro 6manka popmser N 107/y-HII yka3siBaercs:

1) HauMeHOBaHKE JIEKAPCTBEHHOTO Mpemnapara (MeXIyHapoIHOEe HEMAaTEeHTOBAHHOE HauMEHOBAHUE,
TPYNIIAPOBOYHOE WIIM XUMUYECKOE€ HAUMEHOBAHHE, TOPrOBOE HAUMEHOBAHHUE) HA JIATUHCKOM SI3bIKE
WIM Ha PYCCKOM s3bIKe, (popMa BBITyCKa, JO3UPOBKA, KOJWYECTBO (YKa3bIBACTCS MPOMHCHIO Ha
peuentypaom Ganke Gopmbl N 107/y-HIT);

2) croco0 TpUMEHEHHs JIEKApCTBEHHOTO TMpernapara Ha TrOoCyJapCTBEHHOM si3bike Poccuiickoit
®denepanuu WIK Ha rocyJapcTBEeHHOM si3bike Poccuiickoit denepanii U rocy1apCTBEHHOM SA3bIKE
pecnyOJIMK U MHBIX s3bIKaxX HapoaoB Poccuiickoit @enepanun <1>.

<1> Yactp 1| crarbu 15 3akona Poccwuiickoit deneparuu ot 25 oxtsabps 1991 r. N 1807-1 "O
s3plkaXx HaposoB Poccuiickoit ®epepanun” (mamee - 3akon N 1807-1). (BemomocTtn che3na
HaponHbX genytatoB PCOCP u Bepxosaoro Cosetra PCOCP, 1991, N 50, ct. 1740).

8. Ilpu odopmileHuHN perenTypHbIX OJIAHKOB 3aIlpeliacTcsl OrPaHUYMBATHCS OOIIMMHU yKa3aHUSIMHU,
Hanpumep, "Buytpennee", "U3BecTHO".

9. IIpu odopmiennn mammeHty peuentyproro Omanka ¢gopmsl N 107/y-HII Ha Hapkotuyeckuit
(TICUXOTPOIHBINA) JIEKAPCTBEHHBIA IMpermapar B paMKax OKa3aHUS MEIMIMHCKON MOMOIIM TpHU
OTIpE/ICJICHHOM 3a00JICBAaHUU TAKOW PEIICTIT 3aBEPSICTCS:

1) moanuChIo ¥ TMYHOM MeYaThio Bpava Ju00 MoAnUcho (enpamepa (aKymepKn);

2) me4yaThl0 MEIUIIMHCKOW OpraHu3anuy, 00 CTPYKTYPHOTO TMOJApA3IEICHUS MEIUIIUHCKOMN
opranuzanuu "Jlns perenToB”, KOTOpasi NPOCTABIISIETCS JIMIIOM, YIIOJJHOMOYEHHBIM PYKOBOJIUTENIEM
MEIMIIMHCKON OpraHu3alyu ¢ yKazaHueM (aMWInu, UMEHH, OTYecTBa (IOCIeIHee - IPU HAJTMYMU)
U MPOCTABJICHUEM €I0 JIMYHOU MOIHUCH.

B caywasx HeoOxogumocTH oOGOpMIICHHs pelenta Ha HAPKOTHYECKUH (TICUXOTPOIHBIN)
JIEKapCTBEHHBIM Mpernapar Ha JOMY B paMKaX OKa3aHMs MaJNIMATUBHONW MEIUIIMHCKOW MOMOIIU
JIONyCcKaeTcss IMpeJBapUTEIbHOE 3aBEpeHHE pelenTa IITaMIOM MEJWLIUHCKOM OpraHu3anuu,
MeYaThl0 MEJUIIMHCKOM OpraHu3alnuu JH0O0 CTPYKTYpPHOTO TMOApA3JEICHUs MEIULUHCKON
opranuzanuu "Jlns penenToB”, KOTOpas NPOCTABIISIETCS JIMIIOM, YIIOJIHOMOYEHHBIM PYKOBOJIUTENIEM
MEMIIMHCKON OpraHu3aluy, ¢ ykazaHueM (paMuiIny, UMEHH, OTYecTBa (IOCeIHee - IPU HAJTMUYUHN)
U [IPOCTABJIEHUEM €ro JU4HOM noanucu. [Ipu 3ToM B JKypHaje perucTpaluy U yueTa perenTypHbIX
OaHKOB B COOTBETCTBUM C llOpsiAKOM perucTpanuy, ydera M XpaHEHUs CHEeIHaIbHBIX
peLenTypHBIX OJJAHKOB HA HAPKOTUYECKUE CPEACTBA WM IICUXOTPOIHBIE BEIIECTBA, YTBEPIKICHHBIM
HACTOSIIMM IPHKA30M, JEJIaeTCsi OTMETKAa O €ro Bbljaue Juis OpOpMIIEHHS Ha JIOMY, a TakKxke
OTMETKa, YIOCTOBEPEHHAs MOAMKUCHIO Bpaya JInbo dempamepa (akymepku), opOpPMHUBIIETO PEIIETT,
o ¢akre ero ohopmIIeHUs, KOTOPHI MOKET OBITh JOMOJHUTEIBHO MOATBEPKIEH (HOTO- U (WIIH)
BUJIEOMaTEpUaATAMHU.

B crpoke "OTmerka anTeyHON opraHuzanuu 00 OTHycke" CTaBUTCSI OTMETKa AanTedHOM
opraHu3aldd 00 OTIYCKe HAapKOTHYECKOro (IMCHXOTPOIHOr0) JEKapCTBEHHOro Ipemnapara (cC



yKa3aHWeM HaMMEHOBAHMs, KOJHMYECTBA OTHYUICHHOIO HApKOTHYECKOro (TIICHXOTPOITHOIO)
JIEKapCTBEHHOT'0 Tpenapara W JaThl €ro OTIYCKa), KOTOpas 3aBepsieTcs MOANUCHIO pabOTHUKA
anTeYHOM OpraHu3alii, OTIYCTUBIIETO0 HAPKOTHUYECKUA (TICHXOTPOIHBIN) JIeKapCTBEHHBIN
npenapar (¢ ykazaHuem ero ¢GaMuiInM, UMEHH, OTYecTBa (MOCJIENHEE - MPU HAJIMYHMH), a TaKXKe
KpYTJION MevyaThlo alTeYHOW OpraHU3allii, B OTTHCKE KOTOPOM JTOJKHO OBITh MJIEHTHU(PHUIIMPOBAHO
MI0JIHO€ HAUMEHOBAHUE AlTeYHON OpraHu3aluy.

10. Ha ognom penenitypaom 6sanke ¢opmbl N 107/y-HII paspemaercs ocymecTBisTh Ha3HAUCHUE
TOJIBKO OJHOTO HAUMEHOBAHUS JIEKAPCTBEHHOIO Mpemnapara.

11. UcnpaBnenus B peLente He A0MYCKatTCs.

I1. Odopmiienne peuenta B popme JJIEKTPOHHOT0 TOKYMEHTA

12. Peuent B ¢opMe 3IEKTPOHHOTO JTOKYMEHTA, MOJAMUCAHHOTO YCHJIEHHOW KBaJHU(PHIIMPOBAHHOMN
AJIEKTPOHHOU TOMHUCHI0, POPMHUPYETCS METUITMHCKIM PaOOTHUKOM, CBEICHUS O KOTOPOM BHECEHBI
B (enepanbHblil perucTp MEAMLMHCKUX PAOOTHUKOB <2>, a TakXkKe IpH YCIOBUHM PETUCTPALUU
MEIMIIMHCKON OpraHu3aluy, B KOTOpoil odopmisieTcs penent, B (eaepalbHOM peecTpe
MEIUIIMHCKUX OpraHu3anuii <3> eAuHON ToCyAapCTBEHHOW MH(POPMAIMOHHON CHCTeMBbI B cdepe
3/IpaBOOXPAHEHUsT M TMOAKIIOUECHHUS TaKOW MEIUIMHCKONW OpraHu3alud K TOCYJapCTBEHHOU
nH(pOpMAIIMOHHOHK cucTeMe B cdepe 3apaBooxpaHeHus cyonrekra Poccuiickoit @enepanum <4>.

<2> Yacte 4 crateum 91.1 denepanbnoro 3akona N 323-03 (CobOpaHue 3aKOHOIATEIHCTBA
Poccuiickoit ®eneparuu, 2011, N 48, ct. 6724; 2020, N 29, ct. 4516).

<3> Yacte 4 crateum 91.1 denepanbnoro 3akona N 323-03 (CobOpaHue 3aKOHOIATEIHCTBA
Poccuiickoit ®eneparuu, 2011, N 48, ct. 6724; 2020, N 29, ct. 4516).

<4> Cratbu 91 u 91.1 denepansroro 3akoHa N 323-03 (CobOpanue 3akoHonaTenbcTBa Poccuiickoit
Oenepanuu, 2011, N 48, c1. 6724).

13. Tlo TpeboBaHWIO TAIMEHTa WM €ro 3aKOHHOTO MpPEJICTaBUTENS O(GOpPMIISETCS SK3EMILIIP
perenta B (opMe SJIEKTPOHHOTO JOKYMEHTa Ha OyMaKHOM HOcuTele ¢ oTMeTkoi "JlyOmukar
AJIEKTPOHHOTO JOKYMEHTa".



