3apeructpupoBado B Muniocte Poccuu 30 Hos6pst 2021 1. N 66124

MUHUCTEPCTBO 3IPABOOXPAHEHUSI
POCCHUIMCKOUN ®EIEPALINU

ITPKA3
ot 24 nosiops 2021 r. N 1094nu

Ob YTBEPXXJIEHHWU ITOPAAIKA HASHAYEHU S
JIEKAPCTBEHHBIX ITPEITAPATOB, ®OPM
PELIEIITYPHbBIX BJIAHKOB HA JIEKAPCTBEHHBIE
ITPEITAPATDI, ITOPAAKA O®OPMJIEHUS
YKA3AHHBIX BJIAHKOB, UX YUETA U XPAHEHUS],
®OPM BJ/IAHKOB PELIEIITOB, COAEP>XALIINX
HA3ZHAYEHHWUE HAPKOTUYECKUX CPEACTB NJIN
IICUXOTPOIIHBIX BEHIECTB, ITOPAAKA NX
N3I'OTOBJIEHUS, PACIIPEAEJIEHUS,
PET'MCTPALINY, YUETA U XPAHEHUS, A TAKXE
ITPABJI O®OPMJIEHUS BJIAHKOB PELIEIITOB, B
TOM YUNCJIE B ®OPME DJIEKTPOHHbIX
HJOKYMEHTOB

B cootBercTBUM ¢ myHKTOM 16 yactu 2 cratbyu 14 MemepanbHoro 3akoHa oT 21 Hosiopst 2011 . N
323-®3 "O6 ocHOBax OXpaHbl 300pOBbsI rpaskgaH B Poccuiickoin @emeparun” (CobpaHue
3akoHomaTenbcTBa Poccuiickonr ®@epepauym, 2011, N 48, cr. 6724; 2017, N 31, ct. 4791),
OYHKTOM 2 cTaThy 26 @emepanbHoro 3akoHa oT 8 suBapst 1998 r. N 3-®3 "O HapKOTMYECKMUX
cpencTtBax M IcuxoTpomnHbix — BemlectBax' — (CobpaHme 3akoHOmareabCTBa  Poccmiickoii
®enepauyn, 1998, N 2, cr. 219; 2017, N 31, ct. 4791), mognyukramu 5.2.177, 5.2.178 u 5.2.179

nyukrta 5 Tlonoxkenuss o MunnucrepcrBe 3sapaBooxpaHeHust Poccuiickoit  ®Demeparin,
yTBepsKIeHHOro rnocraHoBeHueM [IpaBurenbctBa Poccuiickoin @enepatm ot 19 uions 2012 r.
N 608 (Cobpanne 3akoHomatesbcTBa Poccuiickoit @enmeparm, 2012, N 26, ct. 3526; 2015, N 23,
ct. 3333; 2017, N 52, ct. 8131; 2021, N 43, ct. 7258), npukasbiBao:

1. YrBepouTh:



[Topsimok HasHaueHMs JIeKapCTBEHHbBIX MpeIapaToB COIacHO mpuiaoskennio N 1;
(opMbI perenTypHbIX OIAHKOB Ha JIEKapCTBEHHbIE TTPerapaThl COIJIACHO MpuitoskeHnio N 2;

[Topsimok odopmIeHUsT pelenTypHbIX OJIAHKOB HA JIEKAPCTBEHHbIE ITperapaThbl, UX yuyeTa U
XpaHeHMs COIJIaCHO MpwIoKkeHnio N 3;

dbopmMbl  GJIAaHKOB ~ pEIEINTOB, COAEPXKAIMX Ha3HaueHWe HapKOTMYECKUX CPeNCcTB WA
TICUMXOTPOITHBIX BEIIECTB, COIIACHO MpWIoKeHuio N 4;

[TopsmoK M3rOTOBJIEHMSI, paclpeesieHusl, PEerucTpaluyu, ydera U XpaHeHMs pelerToB,
cofiepsKallMX HasHaueHMe HAPKOTUUYECKMUX CPENCTB WIM IICUMXOTPONHBIX BEIEeCTB COIVIACHO
npwiokennio N 5;

[IpaBuna odopmieHUsT peLenToB, comepyKalMX Ha3HAueHMe HAPKOTUYECKUX CPeNCTB WIn
MICUXOTPOITHBIX BEIIeCTB, B TOM uucjie B (opMe 3JIEKTPOHHBIX [TOKYMEHTOB COIJIACHO
npwioxkennio N 6.

2. IlpusHaTh yTpaTUBIIUMU CUITY:

npuka3s MunucrepcTBa 3apaBooxpaHenns Poccuiickoit @enepanmm ot 1 aBrycra 2012 . N 54u
"O6 yrBepkmeHuM GOpPMbI OJIAHKOB PEIENTOB, COAEpsKallMX HasHaueHue HAPKOTUYECKUX
CpeACTB WM TICUXOTPOIHBIX BEIEeCTB, TOPSIAKA UX M3TOTOBJIEHMS, paclipefeseHus,
perucTpainum, yuyeTra M XpaHeHMs, a Takxke TpaBwi odopmiaeHus’ (3aperucTpupoBaH
Munncrepctsom roctunyn Poccmiickoit ®@emepaumm 15 aBrycra 2012 r., perucrpanyonubii N
25190);

npuka3s Munmcrepcrsa sapaBooxpanenus Poccuiickorn @epeparmm or 30 mrons 2015 r. N 385u
"O BHeceHMM M3MEHeHMI B mpukas MuHucrepcTBa 3mpaBooxpaHeHus: Poccuiickoit Depepauyn
or 1 aBrycra 2012 r. N 54u "O6 ytBepskmeHuu GopMbl OJIAHKOB PEIENTOB, COAepKallyX
Ha3HaYeHMe HAPKOTUUYECKUX CPEACTB MM TICUXOTPOITHBIX BEIEeCTB, MOPSAKA UX M3TOTOBIEHMS,
pacrpeneseHusl, perucTpanuyu, ydyera ¥ XpaHeHMs, a Takke TmpaBua odopmIeHus"
(sapeructpupoBad MunucrepctBom toctuiinu Poccuiickoit ®@epepauyn 27 Hos6ps 2015 1,
peructpatmontbiii N 39868);

npukas MunHmucrepcTBa sgpaBooxpanenns Poccuiickoit ®egeparum ot 21 anpens 2016 r. N 254u
"O BHeceHUM M3MEHEeHMI B MpuKa3 MuHucrepcTBa 3mpaBooxpaHeHus Poccuiickoit Denepanym
or 20 mekabps 2012 r. N 11751 "OO6 yTBepskmeHUM IOpSAKAa HA3HAUEHMST M BBITMCHIBAHMS
JIEKApCTBEHHBIX TIPenapaToB, a Takke (OpPM pelenTypHbIX OJIAHKOB Ha JIeKapCTBEHHbIE
Iperaparsl, mopsaka opopMIeHNMsT YKa3aHHbIX OJIAaHKOB, X yueTa ¥ XpaHeHus' u npuwioskenne N
2 K mpukazy MuHuctepcTBa 3gpaBooxpanenust Poccuiickoit @emepanym ot 1 aBrycra 2012 . N
54u "O6 yrtBepskmeHun HopMbl 6JIaHKOB PEIEITOB, COAepsKallMX HasHaueHue HapKOTUYeCKUX
CPeACTB WIM TICUXOTPOIIHBIX BEIECTB, TMOPSIAKA WX M3TOTOBJIEHMS, pacIipeneseHus,
perucTpanuu, ydera M XpaHeHMs, a Takke TmpaBwi odopmieHus” (3aperucTpupoBaH
MunnctepctBoM 1octuiinu Poccuiickoin @epepaunmu 18 miona 2016 1., peructpaiioHHbIT N
42887);

IOYHKT 4 W3MeHeHU}, KOTOpble BHOCSTCSI B HEKOTOpble TpuKasbl MuHMUCTEpCTBa
3IpaBOOXpaHEHMS U COLMaJbHOrO pasButus Poccuiickoit Depmepaunun u  MuHUCTEpCTBA
3npaBooxpaHeHusi Poccuiickoir  @epmepaiivyu MO0 BompocaM oOpallleHMs  JIeKapCTBEHHbBIX
MpernapaToB, COAEPKAIIMX HAPKOTUMYECKUEe CpeNCTBa, IICUMXOTPOITHbIE BEIIeCTBA U WX



MIPEKypPCOPbI, M JIEKAPCTBEHHBIX CPEICTB, MOJIEXKAIIMNX ITPEIMETHO-KOJMYECTBEHHOMY YYeTy,
YTBEPKIEHHBIX MpuKazoM MuHucTepcTBa sapaBooxpaHenusi Poccuiickonn ®Denmepanym ot 31
okts6ps 2017 . N 882H (3apeructpupoBad MunnucrepcrBom roctuiiuy Poccuiickoir @emepariyin
9 suBapst 2018 r., perucrparyonnsiii N 49561);

npuka3 MuHucrepcrBa sgpaBooxpaHeHust Poccuiickoin @enmeparmm ot 11 nmekabpsa 2019 r. N
10211 "O BHeceHumu wu3MeHeHuit B mpwiokenus N 2 u 4 K mpukasy MuHMUCTEpCTBa
sapaBooxpanenus Poccuiickoit @emepanym or 1 aBrycra 2012 r. N 54u "O6 yTrBepskmeHumn
dbopmMbl  GJIAaHKOB ~ PEIEINTOB, COAEPXKAIMX Ha3HaueHWe HapKOTMYECKUMX CPeNCcTB WA
TICUXOTPOITHBIX BEIeCTB, MOPSAKA UX M3TOTOBJIEHUS, paclpelesieHusi, peructpauum, ydera u
XpaHeHusl, a Takke MpaBwi odopmieHns” (3aperucTpupoBaH MMHUCTEPCTBOM HOCTUIIAK
Poccuiickoit @epeparin 28 susapst 2020 1., peructpatimonnbiii N 57293);

npuka3z MunMcrepcTBa 3mpaBooxpaHenuss Poccuiickon @epepamym ot 8 okrabps 2020 r. N
10761 "O BHeceHuy usmeHeHMii B [TOpSIOK perucrpaimiu, ydyera M XpaHEeHMs CIelMaJbHbIX
pelenTypHbIX OJIAHKOB Ha HApPKOTMYECKMe CPEeACTBAa WIM IICUXOTPOITHbIE BEIEeCTBa,
YTBEpPKIEHHbII TpuKazoM MuHucTepcTBa 3mpaBooxpaHeHust Poccuiickonn @epeparmm ot 1
asrycra 2012 r. N 54u" (3aperucrpupoBad Munucrepctsom roctuumm Poccuiickon ®emepaiim
13 Hos16pst 2020 r., peructparyonsbii N 60898);

npukas MunucrepctBa 3apaBooxpaHenus Poccuiickoit @enepanyu ot 14 gusaps 2019 . N 4u
"O6 yTBepKIeHMM TOpsAKa Ha3HaueHMsl JIeKapCTBEHHBbIX IperapaToB, (OpM pelenTypHbIX
6JIaHKOB Ha JieKapCTBEHHbIE Tperaparhl, Mopsiika opopMIeHNsT YKa3aHHbIX OJIJaHKOB, X ydeTa U
xpaHeHus" (3apeructpupoBaH MuHuctepcTBoM roctuiimu Poccuiickoir @enepaiium 26 mapra
2019 r., peructpanyonnsiii N 54173);

npuka3z MuHnucrepcrBa sgpaBooxpaHenmnst Poccuiickoin ®@epmeparimm ot 11 mekabps 2019 r. N
10220 "O BHeceHMM M3MEHEHMII B TpMKas MMHMUCTEpCTBa 3ApaBOOXpaHeHMss Poccuiickoii
®enepatinu ot 14 gusaps 2019 r. N 4u "O6 yTBepsKaeHMM TOPSAKA Ha3HAUEHMST JIeKApCTBEHHbBIX
TpernapaToB, GOpPM pelenTypPHbIX 6JIaHKOB Ha JIEKapCTBEHHbIE MPeraparbl, IOpsaKa 0hOpMIIEHNS
yKa3aHHbIX OJIaHKOB, MX yueTa M XpaHeHus' (3aperucTpupoBaH MMHMCTEPCTBOM HOCTULIAU
Poccuiickont @eneparn 28 siuBapst 2020 1., peructpaionsbiii N 57292);

npukas MwuHucTepcTBa 3npaBooxpaHeHuss Poccuiickont @emepanmm ot 8 oktabps 2020 r. N
10758 "O BHeceHMM WM3MEHEHMI B TIIOPSJOK HasHAYEHMsI JIEKaPCTBEHHBIX IIperaparos,
YTBEpsKIeHHbI TTpuKazoM MuHuctepcTBa sapaBooxpaHenusi Poccuiickonn ®Demepauyu ot 14
suBaps 2019 r. N 4u" (3apeructpupoBad MunuctepctBom roctuninu Poccuiickoit @emeparinm 22
nekabps 2020 r., peructpaimontbiii N 61695);

OYHKT 3.8 MHCTPYKIMM O MOpSIAKE BBIMMCHIBAHMS JIEKAPCTBEHHBIX IMpenapaTtoB 1 oGopMIeHMs
pelenToB M TpeOOBaHMI-HAKJIAOHBIX,  YTBEPXKAEHHOM  IpuKazoM  MwuHMCTEepCTBa
3IpaBOOXpaHEHMS M cOLMaabHOTO pasButus Poccuiickon @enepauym ot 12 deppans 2007 r. N
110 "O nmnopsinke Ha3HaueHMs] ¥ BbIMMCHIBAHMS JIEKAPCTBEHHBIX TIPENapaToB, W3OeInii
MEAMIIMHCKOTO HasHAueHus ¥ CIelUaJM3UpPOBaHHBIX IPOMYKTOB JIe4e6GHOTO TMUTaHUS"
(sapeructpupoBan MmwunmctepctBoM toctuimm Poccuiickon @epepanmm 27 ampens 2007 r.,
perucrpaioHabin N 9364);

npuka3 MuHMCTepCTBA 3ApPaBOOXpaHEHNMS M COUMaIbHOTO pa3Butus Poccuiickoit @epepanym ot
17 mag 2012 r. N 5620 "O6 vyrBepskmenuu Ilopsinka oTmycka (uU3MUYeCKuM JUIam
JIEKApPCTBEHHBIX TIperaparoB [Jisi MEIUIIMHCKOTO TPUMEHEHMs, COOepsKalllMX KpPOMe MaJIbIX




KOJIMYECTB HAPKOTUUECKUX CPENCTB, ICUXOTPOMHBIX BEIIECTB M UX IMPEKyPCOPOB [Ipyrue
(dapmakosiornueckme axkTUMBHbIE BelecTBa'' (3aperMcTpupoBaH MMHMUCTEPCTBOM FOCTUIINU
Poccuiickon ®@eneparyu 1 uronst 2012 r., perucrpanyonnsii N 24438);

IOYHKT 2 W3MEHEeHWUM, KOTOpble BHOCSITCSI B HEKOTOpble TIpuKasbl MmuHMCTEpCTBA
3paBOOXpaHeHMsT U colMasbHOrO pasButus Poccuiickonn Denepaliyi, yTBepsKIEHHBIX MTPUKA30M
MunnucrepctBa 3mpaBooxpaHeHusi Poccuiickoit @epeparvmu or 10 wmionss 2013 r. N 369H
(3apeructpupoBan MunuctepcTBoM toctuiimu Poccuiickoit ®@emepanmm 15 uions 2013 .,
peructpatmonubiii N 29064);

npuka3s Munnucrepcrsa 3gpaBooxpanenns Poccurickoi ®@enepanmm ot 21 aBrycra 2014 1. N 4651
"O BHeCeHMM U3MEHEHUI B MOPSIOK OTIyCKa (PU3MUYECKUM JIMIIAM JIEKAPCTBEHHBIX MPeraparoB
IOJIST MEeOMIIMHCKOTO TPUMEHEHMsI, COAepsKalllMX KpOoMe MaJIbIX KOJIMYECTB HAPKOTUYECKUX
CPeNCTB, TICMXOTPOITHBIX BEIIECTB M MX MPEKYPCOPOB Apyrye GhapMaKkoJOorMyecKue aKTHUBHbIE
BEIlIeCTBA, YTBEPKIEHHBIM TMpMKa3oM MuHMUCTEpCTBA 3paBOOXPAaHEHUSI ¥  COIMAJIbHOTO
pasButus Poccuiickoir @emepaumu or 17 mag 2012 r. N 562" (3apeructpupoBaH
MunnuctepctBoM octuiiuy Poccuiickoit @epepatuy 10 centsops 2014 1., peructpaiioHHbIn N
34024);

OYHKT 1 W3MeHeHMu#, KOTOpble BHOCSTCSI B HEKOTOpble TIpuKasbl MmuHMCTEpCTBA
3MpaBOOXpaHeHus] U coluanbHoro passutus Poccuiickon @enmepany u  MwuHuCTepcTBa
3nmpaBooxpaHenusi Poccuiickonn  @Depeparuyu, YTBEpPKAEHHbIX TNpPHUKa3oM MuHMCTEpCTBA
sapaBooxpanenust Poccuiickoit ®@emepanym ot 10 centsbpst 2015 r. N 634H (3apernctTpupoBaH
MunncrepctBoM 1octuiium Poccuiickoit @enepatnn 30 centssops 2015 r., perucrpanyonnbiin N
39063);

IOYHKT 3 M3MEHeHU}, KOTOpble BHOCSTCSI B HEKOTOpble TpuKasbl MuHMUCTEpCTBa
3IpaBOOXpaHEHMS U COLMaJbHOrO pasButus Poccuiickoit ®epmepaunn u  MuHUCTEpCTBA
3nopaBooxpaHeHusi Poccuiickoir  @epmepaiivyu MO0 BompocaM oOOpallleHMs  JIeKapCTBEHHbBIX
MpernapaToB, COAEpPKAIIMX HAPKOTUMYECKUEe CpeNCTBa, IICUMXOTPOITHbIE BEIIeCTBA U WX
MPeKypCOPOB, U JIEKAPCTBEHHBIX CPENCTB, MOAJIEXKAIINX ITPeIMEeTHO-KOJMUYEeCTBEHHOMY YYeTy,
YTBEPKIEHHBIX MpuKazoM MuHucTtepcTBa sapaBooxpaHenusi Poccuiickonn ®@epmepanym ot 31
okts6ps 2017 . N 882H (3apeructpupoBad MunnucrepctBom roctuiiuy Poccniickoit @emepariyin
9 suBapst 2018 1., perucrparonnsiii N 49561).

3. Penentypubie 6maHku ¢opmbl N 107/y-HII, m3rorojieHHble OO AHS BCTYIUIEHUS B CUJTY
HACTOSIIIIETO MpUKa3a, MOTYT ObITh MCITOIb30BaHbI 10 1 mapra 2023 roma.

4. Hacrostiumii mpuka3s BctynaeT B cwty ¢ 1 mapra 2022 1. u gerictyet 1o 1 mapra 2028 r.

Munucmp

M.A. MYPAIIIKO

Ilpunoxcenue N 1
K npuxka3y Munucmepcmea 30pagooxpaHeHus

Poccuiickoii @edepauuu



om 24 nosabps 2021 2. N 1094u

ITOPSAIOK HASHAYEHV A1 IEKAPCTBEHHDBIX
IIPEITAPATOB

I. O61IMe 1o/I0KeHUs

1. HasHaueHme JieKapCTBEHHBIX IIperapaToB [JisI MEAUIIMHCKOrO IIpMMEHeHus1 (majiee -
JIeKapCTBEHHbIE TIpernapaThbl) OCYILIECTB/ISIETCS JieyallM BpauoM, (esbAIiepoM, akyIlIepKoiu B
cydae BO3JIOKEHMsS Ha HUX IIOJTHOMOUMIA Jieyalllero Bpadya, IpY OKa3aHUM MeOVIIMHCKOM
MOMOILYM B MEOVIMHCKMX OpraHusanusax <1>, B MOpSAKe, YCTAaHOBJEHHOM IIPUKAa30M
MuHucTepcTBa 34paBOOXpPaHEHMSI M COIMaJbHOro pasButus Poccuiickonn @epepatvnm ot 23
mapra 2012 r. N 252 "O6 yrBepkmenun Ilopsimka Bo3IOKeHMs Ha Gesbaiiepa, akyllepKy
PYKOBOAMTEIEM MEIMUIIVHCKOM OpraHM3alyy IIpY OpraHM3alyy OKa3aHMsI MEePBUYHON MeIVIKO-
CAHUTAPHOM MOMOIIM ¥ CKOPOM MEIMIIMHCKOM TOMOILM OTAeNbHbIX (YHKLMI Jieyalllero Bpaua
IO HEMOCPEeNCTBEHHOMY OKa3aHMIO MEIMIIHCKONM ITOMOIIM TAllMeHTy B Iepuo, Hab/IomeHns 3a
HMM U €rO JIeYeHMSI, B TOM UMCJIe 110 Ha3HAUEHUIO U IIPMMEHEHMIO JIEKAPCTBEHHBIX IPeraparos,
BKJIIOUAsl HAPKOTMUYECKME JIeKapCTBEHHbIe IIperapaTtbl ¥ IICUXOTPOITHbIE JIEKapCTBEHHbIE
mpernaparbl’ <2>, MHAMBUIYAJIbHBIMY IIPEANPUHIMMATE/ISIMY, OCYILECTB/ISIOIIMMY MEIUIMHCKYIO
IesTeIbHOCTD (Hajee - MeOUIIMHCKME PaOOTHUKM).

<1> Iyukr 11 cratbu 2 @epepanbHoro 3akoHa ot 21 Hos6ops 2011 . N 323-D3 "O6 ocHOoBax
OXpaHbl 3m0pOBbs rpaskmaH B Poccuiickoit @epmeparym” (CobpaHue 3aKOHOZATETbCTBA
Poccuiickoin @enpepanmn, 2011, N 48, ct. 6724, 2019, N 52, c1. 7796) (manee - ®emepabHblii
3akoH N 323-D3).

Oc¢uyuanvHwiil UCMOYH UK 3J1EKMPOHHO020 00KYMEHIMA CO0epHCcUM HEMOUHOCMb: UMeemcs 6
eudy nynkm 11 uacmu 1 cmamwvu 2 @edepanvrozo 3axona om 21.11.2011 N 323-d3.

<2> 3apeructpupoBaH MunuctepctBom toctuiimn Poccuiickonn @epeparmm 28 ampens 2012 1.,
peructpaiyonubii N 23971 ¢ wu3MeHeHMSIMM, BHECEHHbIMM MpMUKasoM MuHMUCTEpPCTBA
3apaBooxpaHenust Poccuiickon @eneparyy ot 31 okts6ps 2017 r. N 882 (3apeructpupoBaH
MunnucrepctBom 1octuiimu Poccuiickoin @emepauym 9 suBaps 2018 1., perucrpanyoHssiin N
49561).

MenguumHCKMI pabOTHUK, O(GOPMMBIIMIA PEHENT C HapylIIeHMeM HACTOSIIIEro IMopsaKa, WIn
PYKOBOAUTEIb MEAMUIIMHCKOM OpraHM3almy obOecreunBaloT CBOeBpeMeHHOe IepeodopMieHne
TpebyemMoro 151 malMeHTa perenTa.

2. CBemeHusi O Ha3HAUEHHOM JIEKApCTBEHHOM Iiperapare (HaMMeHOBaHME JIeKapCTBEHHOTO
mpernapara, [JO3MPOBKa, CIOCOO BBeAeHMST U I[pPUMEHEHMs, pPeXUM JIO3MPOBaHMs,
MIPOIOJDKUTEIBHOCTD JieueHMsT ¥ OOOCHOBaHME HasHAYeHMsT JIEKApCTBEHHOTO IIperapara)



BHOCATCA MeAMIVHCK/M pa6OTHI/IKOM B MEAMIMHCKYIO JOKYMEHTAINMIO IMallMMEHTAa.

B cryuasx, ykasaHHbIx B myHKTaxX 8 - 11 Hacrosiero Ilopsimka, MeOUMIMHCKMII PabOOTHMK,
Ha3HAUMBIIINIA JIEKAPCTBEHHbIN Tpernapar, oGpopMmiiseT Ha3HaueHMe JIeKapCTBEeHHBIX Mperaparos,
B TOM 4YMC/Ie TOMJIeKAaIlIMX M3TOTOBJIEHUIO M OTITYCKY aIllTeUYHbIMM OpraHmsaiusiMu (maiee -
JIeKapCTBEHHbIEe TIperapaTrbl MHAVBUAYAJbHOTO W3TOTOBJIEHMS), Ha pelenTypHOM OJlaHKe,
obopMIEHHOM Ha OyMa>KHOM HOCHUTEJIe 3a CBOeM MOMAMMCHIO (Hajsiee - pelenT Ha OyMaskKHOM
HOocutene), u (WiM) C corjacus TalMeHTa WM ero 3aKOHHOTO TMpeAcTaBuTenst <3> Ha
perienTypHOM OsiaHKe B (GOpMe 3JIEKTPOHHOTO [OKYMEHTA C MCIIOJIb30BAaHMEM YCUJIEHHOMN
KBaJIMOUIIMPOBAHHOM 3JIEKTPOHHOM TOAIMCY MEIMIIMHCKOTO paboTHUKA (masee - pelenTt B
(bopme 371€KTPOHHOTO JOKYMEHTA).

<3> Ilysukr 2 crateu 20 @DepepanpHoro 3akoHa N 323-®3 (CobpaHme 3aKOHOIATENbCTBA
Poccuiickon Depeparinn, 2011, N 48, ct. 6724; 2021, N 27, ct. 5159).

Penient B hopMe 371€KTPOHHOTO TOKYMEHTA, COMepsKalllMii Ha3HaueHe HapKOTUUYECKUX CPEeNCTB
WIM  TICUXOTPOIHBIX  BEIeCTB,  IOMAMMCHIBAETCS  C  WCIOJIb30BaHMEM  YCWJIEHHOM
KBaJIMOUIIMPOBAHHOM 3JIEKTPOHHON TOAIIMCHU Jievalllero Bpaya wi desbaiiepa, akyliepku, Ha
KOTOPBIX BO3JIOKEHbI ~(YHKIMM JIEYalllero Bpaya, M COOTBETCTBYIOIIEN MeIMUIIMHCKOM
opraHmusanum <4>.

<4> TlyukT 1 crateu 26 @enepanbHoro 3akoHa ot 8 suBaps 1998 r. N 3-®3 "O HapKoTHMUECKUX
cpencTtBax M ICMXOTpornHbix  BemlectBax''  (CobGpaHmue 3akoHOmareabCTBa  Poccmiickoii
®eneparin, 1998, N 2, ct. 219, 2017, N 31, ct. 4791) (manee - ®enepanbubiil 3akoH N 3-D3).

Odopmiienne penentoB B ¢GopMe 3€KTPOHHBIX [TOKYMEHTOB OCYIIECTB/ISIETCSI B Ciydae
MIPUHATUSL  YTIOTHOMOUYEHHBIM OpraHOM MCIIOJIHUTEJbHOM BjacTM cyobekTa Poccuiickoi
@epnepanuyt B COOTBETCTBUM C MYHKTOM 4 ctatbu 6 @PenepanbHoro 3akoHa ot 12 ampesns 2010 r.
N 61-®3 "O6 obpaiiieHnn JieKapCTBEHHbIX CpeAcTB" <5> peiileHns o6 MCIOAb30BaHUM Ha
Tepputopun cyobekra Poccmiickon @Depmepaumy Hapsify C pelenTamy Ha JieKapCTBeHHbIE
npemnaparbl, 0bOpPMJIEHHBIMYM Ha OGYMaskKHOM HOCHTeJIe, pellelTOB Ha JieKapCTBEeHHbIe ITpernaparhl,
copMupOBaHHBIX B (GOpMeE JIEKTPOHHBIX JOKYMEHTOB.

<5> Co6panne s3akoHomaTesbcTBa Poccuiickoit ®eneparun, 2010, N 16, ct. 1815, 2019, N 52,
cT. 7793.

3. Ilpu BbIIMCKEe TalLMeHTa U3 MEIMUIIMHCKOM OpraHu3alyuyu, B KOTOPOV €My OKa3bIBajach
MeIUILINMHCKAsT IOMOIIb B CTAIlMOHAPHBIX YCIOBUSIX, IIPM HEOOXOAMMOCTH ITPONOJIKEHMS ITpUeMa
JIEKAPCTBEHHOTO TIperapata B aMOY/JIaTOPHBIX YCJIOBUSIX MaHHOMY TAIMEeHTY IO pelIeHUIO



pYKOBOAUTENS MEOUUIMHCKOM OpraHM3alMy HasHauvaloTcsl ¢ obopmiieHMeM pelienta B Qopme
JIEKTPOHHOTO AOKyMeHTa M (M) Ha OyMakHOM HocuTese (3a MCKIIOUeHreM OGOpMIEHMS
peleNiTOB Ha JieKapCTBEHHbIe Tperaparkl, mojexaliye OTIyCcKy OecIyIaTHO MJIM CO CKUJIKOM)
JIM6O BBIAAIOTCS (MTALMEHTY MJIM €r0 3aKOHHOMY IpeACTaBUTENI0) OHOBPEMEHHO C BBIMTMCKON U3
UCTOpUM OOJIe3HU JIeKapCTBEHHbIe MpenapaTbl, B TOM 4YMC/ie HapKOTUUYeCKMEe U TICUXOTPOIIHbIE
JIeKapCcTBeHHbIe Ipenaparbl, BHeceHHble B crcky II u III mepeunst HapKOTMUYECKUX CPENCTB,
MICUXOTPOITHBIX BEIIeCTB M UX IPEeKypCcopoB, TMOMAJIEeKAIIMX KOHTpoiao B Poccuiickoi
®eneparumu, yrBepkaeHHoro [IpaBurtenbctBom Poccmiickoin ®@epepanmm <6> (manee -
[Tepeuenb), CUIBHOMENCTBYIOIIIME JIEKAPCTBEHHbIE TIperaparhbl, Ha CPOK IpKeMa MalMeHToM A0 5
ITHEIA.

<6> Ilyukr 2 cratbu 2 @DepepanbHoro 3akoHa N 3-®3 (CobpaHme 3aKOHOMATENbCTBA
Poccuiickon ®@eneparym, 1998, N 2, ct. 219; 2016, N 27, cT. 4238).

4. HasHaueHue JieKapCTBEHHBbIX IIpenapaToB IMPM OKa3aHUM MEIMUIIMHCKOM TIOMOIIM B
CTallMOHAPHBIX YCIOBUSX MOYKET OCYIIECTBJSITbCS IMMOCPEACTBOM TpPeOOBaHMI MEAVIIMHCKOM
opraHmMsaliMy, HampapB/sieMbIX B amnTeyHble OpraHM3aluu, SBJSIONIMECS CTPYKTYPHBIMU
Mo/ipa3aesIeHnsIMY MeIUIIMHCKOM OpraHusamnmmn. <7>

<7> Ilyukt 54 cratbu 4 @enepanbHoro 3akoHa ot 12 ampesnsa 2010 . N 61-®D3 "O6 obpaitiennu
nexkapctBeHHbIX cpenctB’ (Cobpanne 3akoHomartesnbcTBa Poccuiickoit @epeparn, 2010, N 16,
ct. 1815; 2019, N 31, cT1. 4456) (manee - ®enepanbubiii 3akoH N 61-D3).

5. HasnaueHue JieKapCTBEHHBIX IIperapaToB OCYILECTBJISIETCS MEIMULMHCKUM PabOTHUKOM IIO
MEXIYHapOOHOMY  HeINaTeHTOBAaHHOMY HaMMEHOBaHMIO, a Tpu €ero OTCYTCTBUU -
I'PYIIIMPOBOYHOMY MJIM XMMMUUECKOMY HaIMEHOBaHMIO. B cirydyae OTCyTCTBUSI MeKIyHAapOIHOTO
HEMaTEeHTOBAHHOTO HAMMEHOBAaHMUSI ¥ TPYIIMPOBOYHOTO WJIM XMMMUYECKOTO HaMMEHOBaHUS
JIEKapCTBEHHOTI'O Iperapara JieKapCTBEeHHbIN Mpernapar HasHayaeTcss MeIUIIMHCKUM paGOTHUKOM
[0 TOPrOBOMY HauMeHOBaHMIO. [Ipy HamMumym MeOUIMHCKMX TOKa3aHui (MHOMBUAYaJIbHAS
HEIepeHOCUMMOCTb, 10 JKM3HEHHbIM IIOKa3aHMSIM) II0 peIIeHMI0 BpaueOHOM KOMMUCCUU
MEeIUIIMHCKOM OpraHusanuy <8> OocCylIecTBAsSeTCsl HasHaueHMe U odopMieHKue Ha3HauYeHUS
JIEKApCTBEHHBIX  IIperapaTtoB, He BXOOSIIMX B  CTaHAAPTbl MEOMIIMHCKON  ITOMOIIIH,
pa3paboTaHHbIEe B COOTBETCTBUM C OyHKTOM 14 cratbu 37 DenepanbHoro 3akoHa N 323-D3 <9>,
UIM He IPeayCMOTPEHHBbIX COOTBETCTBYIOIIEM KIMHUYECKOM peKoMeHpalluei, Jubo To
TOPrOBbIM HaMMEHOBaHMSIM. PellleHue BpauyeOHOV KOMUCCUM MEIUIMHCKOM OpraHu3aiun
(burcupyeTcs: B MEIUIIMHCKOM JOKYMEHTAIMM MalyieHTa U B JKypHaJie BpaueOHOM KOMUCCUNA.

<8> Ilpumkaz MuHKUCTEPCTBA 3OPAaBOOXPAaHEHMS U COLMAJBHOrO pasButusi Poccuiickon
®enepauym or 5 mag 2012 r. N 502u "O6 yTBepsKaeHMM MOPSIKA CO3MaHUS U eSTebHOCTU




BpauebHOM KOMMCCUM MEOUIMHCKOV opraHusaiuyu’ (3aperucTpupoBaH MUHMCTEPCTBOM
roctuimn  Poccuiickonn @epmeparn 9 umronst 2012 1., permcrpanmonsbni N 24516) ¢
M3MEHEeHMsIMM, BHECEHHbIMM TIpMKa3oM MuHMUCTepCTBa 3ApaBooxpaHeHus Poccuiickon
®eneparmu ot 2 gekabps 2013 . N 886H (3apeructpupoBaH MUHUCTEPCTBOM IOCTUIMU
Poccuiickon @eneparyn 23 gekabpst 2013 1., peructpaunonubii N 30714).

<9> Cobpanne 3akoHomaresnbcTBa Poccniickon @eneparn, 2011, N 48, ct. 6724.

Ecm mnpu okasaHuMM manyeHTy MEIUIIMHCKOM TIOMOIIY B MEOUIMHCKON OpraHusanuu B
CTalMOHAPHBIX YCJIOBUSIX IO PEIIeHNI0 BpauyeObHOM KOMMCCUM OCYILECTB/ISIIOTCS Ha3HauUeHMe U
MpMMeHeHMEe JIeKapCTBEHHOIO ITperapara C KOHKPETHBIM TOPrOBBIM HaMMEHOBaHMEM, TO IIpU
OKa3aHMM MNAHHOMY TAIMEeHTy MEeOUIIMHCKOM IOMOIIM B MHOM MEOUIIMHCKON OpraHu3aiuu B
CTaIlMIOHAPHBIX YCJIOBUSIX, @ TakKke B aMOYJIaTOPHBIX YCJIOBUSX OCYILIECTBJISIETCS Ha3HavYeHMe
eMy JIEKapCTBEHHOTO Tperapara C TeM Ke TOProBbIM HauMeHOBaHueM <10>.

<10> Ilyukr 2 nocraHosienus IIpaBurenbcTBa Poccuiickoit ®emepaumm ot 30.06.2020 N 965
"O BHecenun usmenenmii B I1paBuia hbopMupoBaHms mepeuHs JIeKapCTBEHHbIX CPeICTB, 3aKyIIKa
KOTOPBIX OCYIIECTBJIIETCA B COOTBETCTBUM C X TOPIrOBLIMM HAMMEHOBAHUAMMU, 1 O IIPDMMEHEHUN
JIEKAPCTBEHHBbIX IIPernapaTtoB C KOHKPETHbIMM TOProBbiMyu HauMeHoBauusmu' (CobpaHie
3akoHopaTenbcTBa Poccuiickon @eneparmm, 2020, N 28, ct. 4422).

6. HasHaueHue jileKapCTBEHHOTO Tperapara B pelenTte Ha 6yMa>kKHOM HOCHUTEJIE UM pellenTe B
(bopme 371IeKTPOHHOTO TOKYMeHTa OGOpMIISETCsl Ha MMS TalMeHTa, Jisi KOTOPOro IpeaHa3sHaueH
JIeKapCTBEHHBII MTperapar.

Penient Ha 6ymaskHOM HOcuTesie, oopMyIeHHbI Ha pernienTypHoMm 61anke dopm N 107/y-HII, N
107-1/y, N 148-1/y-88, N 148-1/y-04(;1), yTBep>KOeHHbIX HACTOSIILIMM ITPUKA30M, MOKET ObITb
MOJTyU€eH TMAIIeHTOM, €r0 3aKOHHBIM IPEeACTaBUTEIEM MU JIMIIOM, MMEIOIMM O()OpMJIEHHYIO B
COOTBETCTBUM C I'PaKIAHCKUM 3aKOHomatesbcTBoM Poccuiickoit Demepanyy JOBEPEHHOCTh OT
MalyeHTa Ha MMPaBo MMOJTyYeHNsT TaKOTro pelienTa (ajee - YIIoJTHOMOUEHHOE JIUIIO).

[IpencraBiieHne NOBEPEeHHOCTM He TpeOyeTcsl B c/ydyae MOJIyuyeHusl pelienTa Ha JieKapCTBEHHbIN
mpernapar [JiT MHKypabeJbHOrO OOJIbHOTO Ha 3aBepllIaloIeM 3Tale €ro >KM3HU JIUIIOM,
OCYIIECTBJIIONIMM YXO[ 32 TaKMM MHKypabeJbHbIM GOJIbHbIM. B TakoM ciiyyae MeOuMIIMHCKUI
pPabOTHMK BBIJAET JIMILY, OCYIIECTBJSIIOIIEMY YXOI 3a MHKYypaOeJbHbIM OOJbHBIM, JOKYMEHT,
MOATBEPXKAAIONINIT MHKYypabe/libHOe COCTOsiHMEe OOJbHOrO, COAepsKalllvii CBeleHUus] O JIMIIE,
KOTOpoe OymeT ToJydyaTh JIeKapCTBEHHbIE IIperaparhbl Mo perenty (pamuians, MMs, OTYECTBO
(mocnenHee - TWpM HadMuMM), BUO, cepust u (WIiM) HOMEpP IOOKYMEHTa, YIOOCTOBEpPSIOIIEro
JIMYHOCTDb), 3aBEPEHHBIN TMOAIMCHIO M TMeYaTbio JTaHHOTO MEIMIIMHCKOTO pabOTHMKA, a TaKXKe
MeYaTbio MEIUIIMHCKOM OpraHu3aIyn.

JIOKyMeHT, TOATBEPsKAAIOINI MHKYpabeabHOe COCTOsIHME OOJIbHOTO, OCTAaeTCsl B alTedHO
OpraHu3aIum.

PenienT B hopme 3/IEKTPOHHOIO JOKYMeHTa (POpMUPYETCS C MCIIOIb30BaHMEM TOCYIapCTBEHHOM
MH(pOPMaIMOHHON cucTeMbl B cdepe smpaBooxpaHeHms: cyobekra Poccuiickont @epepariun,



MeIVIMHCKOM MHOOPMAIMOHHON CUCTEMbI MEIVIIMHCKOM opranmsanym <11>.

<11> Crareu 91 u 91.1 ®epepanbHoro 3sakoHa N 323-O3 (CobpaHue 3aKOHOIATEILCTBA
Poccuiickon Depeparmn, 2011, N 48, ct. 6724; 2021, N 27, ct. 5141).

daxkTt BbIgaulM penerrTa Ha HEKapCTBEHHbIIZ npernapar 3aKOHHOMY IIpeaCTaBUTE/IIO WIN
YIIOJTHOMOYE€HHOMY JINITY (I)I/IKCI/IpyeTCH B MQHMHMHCKOﬁ JOKYMEHTalMM IIalilMeHTa.

7. MeguuMHCKMM pabOTHMKaM 3ampelaeTcsi obOpMIISTh pelleliThl TPY OTCYTCTBUM Y TallMeHTa
MEeIUIIMHCKUX ITIOKa3aHMii; Ha He3aperMcTpMpOBaHHbIE JIEKapCTBEHHbIe IpemapaThl <12>; Ha
JleKapCTBeHHbIe TIpernapaTbl, KOTOpPble B COOTBETCTBUM C MHCTPYKIMEM MO MeIULMHCKOMY
MIPMMEHEHUIO TIpeqHa3HavYeHbl IS TPUMEHEHMs] TOJIbKO B MEOUIIMHCKMUX OpraHM3alnusx; Ha
HapKOTUYeCKNe CpelCTBa M TICUXOTPOITHbIe BelllecTBa, BHeceHHble B cmucok II Ilepeuns,
3aperncCTpUpOBaHHbIE B KaueCTBe JIEKAPCTBEHHBIX ITPENapaToB, B LIEJSIX IIPUMEHEHUS Jist
Jle4eHs1 HapKOMaHUM.

<12> Pemenne CoBera EBpasmiickoii 5KOHOMMUYECKOM Komuccum OT 3 Hogbpsa 2016 r. N 78 "O
[IpaBwiax perucrpaumm U SKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB JJISI  MEIUIIMHCKOTO
npumeHeHus" (ouIMabHBIN canT EBpaswuitckoro SKOHOMMYECKOT'O coro3a
http://www.eaeunion.org/, 21 Hosi6pst 2016 r.). Craths 13 ®enmepasbHoro 3akoHa N 61-D3
(Cobpanne 3akoHopmarenbctBa Poccuiickoit ®emeparmm, 2010, N 16, cr. 1815; 2020, N 14, cT.
2028).

I/IH,[LI/IBI/IL[yaI[beIM npeanpmHumaresaM, OCYIIECTB/IAIOIIMM MEIMIIMHCKYIO OedaTe/IbHOCTD,
IOOIOJTHATEJIbHO K TpPeOOBaHMSIM, VYKa3aHHbIM B ab3alle IIepBOM HACTOSIIErO ITYHKTA,
3arpeliaeTcss oQOPMIISITD pellenTbl Ha HAPKOTMYECKME CPEeNCTBa M IICUMXOTPOITHbIE BEIeCTBa,
BHeceHHble B cmucku II u III Tlepeuns (manmee - HapKOTMYECKME U TICUXOTPOITHbIE
JlekapcTBeHHbIe Tipernapatsl criMckoB 11 u 111 TTepeuns).

8. Tlpu Ha3HaueHMM HAPKOTMYECKUX M TICUXOTPOIHBIX JIEKAPCTBEHHBIX IMpernaparoB cryucka I
[Tepeunst, 3a WMCKIIOUEHMEM JIEKapPCTBEHHBIX IIperapaToB B BUIE TpPaHCAEepPMaIbHbIX
TepaneBTUUYEeCKUX CUCTEM U JIeKapCTBEHHBIX MPenapaToB, COAEPIKAILMX HAPKOTUUECKOe CPECTBO
B COYETaHMM C AHTArOHMCTOM OIMOMIHBIX PELIeNTOpPOB, peleNTbhl Ha OyMa)kHOM HOCHUTesIe
obopMIIsSIIOTCS Ha perenTtypHoM 6;1anke dopmbr N 107/y-HIT.

9. Penenitypubiit 6;aHk dopmbl N 148-1/y-88 obopmiisieTcs mpyu Ha3HAYEHUMA:

1) HaprOTMYeCKUX U TCUXOTPOITHBIX JIeKapCTBEHHbIX MpernapatoB coucka Il Ilepeunst B Buge
TpaHCAepMa/IbHbIX TepaneBTUUeCKUX CUCTEeM, HApPKOTUMYECKUX JIeKapCTBEHHBbIX IIperaparoB
crucka Il Tlepeuns, copepykanyx HapKOTMUECKOE CPENCTBO B COUETAHUM C AHTArOHMUCTOM
OTMOUTHBIX PEIeNTOPOB, ICUMXOTPOIHBIX JleKapCTBeHHbIX TpenapaToB cuucka III [Tepeuns;

2) KOMOMHMPOBAHHbBIX JIEKAPCTBEHHBIX ITPENapaToB, CoAep KaIlnXx:



a) KomeuH wWiM ero coiu (B TepecyeTe Ha YMCTOe BeIeCTBO) B KoiauyectBe g0 20 mr
BKJIIOUMTENbHO (Ha 1 103y TBepmoii JieKapcTBeHHOV (opmbl) wim B koiamuectBe mo 200 mr
BrmountTeabHo (Ha 100 m1 mam 100 r >Kmugkou JieKapCTBEHHOM (OpMBI OJISI BHYTPEHHETO
TpUMeHeH!s);

6) rmceBmoadeapuHa TUAPOXJIOPUA B KoJMvecTBe, TmpeBbimawmem 30 mr, u go 60 mr
BKJTIOUMTEJILHO (Ha 1 103y TBEpaOi JIeKapCTBEHHOM (DOPMBI);

B) miceBmoadenpmHa TUAPOXJOPUI B KoJMuecTBe, mpeBbimatomemM 30 mr, u go 60 wmr
BK/IFOUMTEJIbHO B COYETaHUM C JeKCTpOMeTOophaHOM TIUAPOOPOMUAOM B KOJMUUYECTBE,
nipesbitatoriem 10 mr, u 7o 30 Mr BKIIOUMTEIBHO (Ha 1 103y TBEpON JIeKapCTBEHHOM (DOPMBI);

r) nekcrpomeropdaHa rumpobpomus B kommdectse A0 200 mr BrmountesnbHo (Ha 100 mut mmm
100 r >kMaKOM JIeKapCTBEHHOM (OPMBI JIJIsI BHYTPEHHErO MPUMEHEHNS]);

n) sadeapuHa TUAPOXJIOPHU, B KoymuecTBe, mpesbiiatoriem 100 mr, u 7o 300 Mr BKITIOUMUTETBHO
(1a 100 mi mim 100 1 skMaKoi JieKapCTBEHHOM (OPMBI [IJIST BHYTPEHHErO IIPUMMEHEHMS );

e) sdempuHa TUAPOXJIOpMA, B KomuuectBe no0 50 mr BkiaounTesnbHO (Ha 1 o3y TBepmoii
JileKapCTBEHHOM (PopMbl);

5K) (eHMIIpoNaHoJaMUH B KOJMYECTBEe OO 75 Mr BKIIOUMTENbHO (Ha 1 [g03y TBEpHOi
nekapctBeHHOM (opmbl) wm go 300 mr BrmountesnbHO (Ha 100 mur wim 100 r© skuakoi
JIeKapCTBEHHOV (POpMBI 11 BHYTPEHHEro IIpUMeHeHMs]);

3) ¢deHOGAPOUTAT B KOJIMUECTBE O 15 MI BK/IFOUMTEIILHO B COUETAHUM C KOOEMHOM (WM €ero
COJISIMM) HE3aBUCUMO OT KoJmdecTBa (Ha 1 J03y TBepAoil JieKapCTBEeHHOU (hOpMbI);

1) ¢eHobapbuTasm B KoymdecTBe 10 20 MI BKIIOUMTEIbHO B COYETAaHMM C 3DeIapuHOM
TUIPOXJIOPUIOM HE3aBUCUMO OT KomdecTBa (Ha 1 m03y TBepAoil JieKapCTBEHHOM (hOPMbI);

K) XJIOpAMAa3enoKCcu, B KosmuecTse, mpesbiiatonieMm 10 mr, u 1o 20 mr BrIounTesibHO (Ha 1
103y TBEPAO JIEKAPCTBEHHO! (OPMBbI);

3) sekapCTBEHHBIX TpernapaToB UHAMBUIYAIbHOTO M3TOTOBJIEHNS, COep KalMX HapKOTUUYeCKoe
CpeAcTBO WM TcuxoTpornHoe BellectBo cmucka Il Tlepeunsi, u apyrue dapmakosornveckue
aKTMBHbIE BellleCTBA B [103€, He IMPEBBIIIAIOIIE} BbICIIYIO PA30BYIO 03y, M IIPU YCJIOBUM, UTO
39TOT KOMOMHMPOBaHHbBI JIEKADCTBEHHbIM IIperapaT He SBASeTCS HapKOTUUECKUM WIN
TICUXOTPOITHBIM JIeKapCTBeHHbIM mpernaparom coucka Il [Tepeuns;

4) JleKapCTBEHHbIX ITpenapaToB, BKJIIOUEHHBIX B T€peueHb JIEKAaPCTBEHHBIX CPENCTB [Jis
MEIVIMHCKOTO TIpUMMEHEHMsI, MOAJIeXXallMX IIpPeaMeTHO-KOJMYEeCTBEHHOMY Yyuery (majiee -
JIeKapCTBEHHbIE Tperaparbl, BKIIOUeHHbIe B rmepedyeHb [TKY) <13>.

<13> HononyukTt 5.2.171(1) nyukra 5 nmocraHosienus: [IpaButenbctBa Poccuiickoit Demepatiym
or 19.06.2012 N 608 "O6 yrBepkmennuu IlojoskeHust 0 MMHMUCTEPCTBE 3apaBOOXPaHEHMS
Poccuiickont @enepaunn’ (manee - [Tonoskenne o Munncrepctse) (Cob6paHine 3aKOHOIATEIbCTBA
Poccuiickoit ®@emeparmn, 2012, N 26, ct. 3526; 2013, N 16, ct. 1970).




10. Peuentypubii 6maHk  ¢opmbl N 148-1/y-04(;1) odopmiasiercsi 1pM  Ha3HAYEHUU
JIEKAPCTBEHHBIX IIpenapaToB TpaskJaHaM, WMEIONMM IpaBO Ha OecIUlaTHOe IOJTyYeHue
JIEKaPCTBEHHBIX MPEIapaToB MU TIOTyYeHMe JIEKAPCTBEHHBIX MPENapaToB CO CKUIKOIA.

11. Penenrtypusiii 6;1auk ¢popmbl N 107-1/y oopmiisieTcst mpy HasHAYEHUM:
1) nekapcTBeHHBIX MpenaparoB, He YKa3aHHBIX B MyHKTax 8, 9 HacTtosiero Ilopsiika;
2) KOMOMHMPOBAHHbBIX JIEKAPCTBEHHBIX ITPENapaToB, CoAep KaInx:

a) sproTamMmuHa THIPOTApTpaT B KOJMYECTBe A0 5 Mr BrIounTesbHO (Ha 1 [O3y TBepmoii
JIeKapCTBEHHOM (POopMBbI);

6) sdenpuHa rumpoxsopua B KoamuectBe n0 100 mr BrmtounTtenbHo (Ha 100 mut wm 100 r
SKUIIKOM JIEKapCTBEHHOM (DOPMBI JIJIsI BHYTPEHHErO TIPUMEHEHMS]);

B) TnceBmo3denpuHa ruIpoxa0puI B KOIMYeCTBe, He TpesbiiiatoiieM 30 mr (Ha 1 gosy TBepmon
JIeKapCTBEHHOM (hOpPMBI);

r) 1ceBmosdenpuHa TUIPOXJIOPU], B KOJIMYECTBe, He TpeBbimaiomem 30 Mr, B cOYeTaHUU C
IeKCTpoMeToppaHoOM THUAPOOPOMMAOM B KoJudecTBe, mnpesbiammemM 10 mr, m mo 30 mr
BKJTIOUMTEJILHO (Ha 1 103y TBEpaOi JIeKapCTBEHHOM (DOPMBI);

) nekcrpoMmetropdaHa rumgpobpomua B KoimvecTBe, mpeBbimatomem 10 mr, m mo 30 mr
BKJTIOUNTEJIbHO (Ha 1 mo3y TBepaoi JIEKApCTBEHHON (hOPMBI);

e) deHobapbuTana B KoamuecTse, mpessbimaoiiem 20 mr, 1 1o 50 Mr BrIounTeabHO (Ha 1 103y
TBEPIOM JIeKapCTBEHHOM (HOPMBI);

3K) deHobapouTasm B KoymdecTBe g0 20 MI BKJIIOUMTEIBHO B COYETAHUM C 3ProTaMMHOM
TMAPOTapTPaTOM HE3aBMCUMO OT KoyimuecTBa (Ha 1 103y TBEpIOW JIeKapCTBEHHOM (hopMbl);

3) XJIopaMasenokcu B koamdectse 10 10 Mr BrIrounTebHO (Ha 1 103y TBepAoy JeKapCTBEHHOM
opmpbr).

12. TTpu Ha3HaUeHUM JIeKapCTBEHHOTO Iperapara MHANBUIYaIbHOTO U3TOTOBJIEHNS B PeIleNTe Ha
6yMaskHOM Hocutesne u (Mau) pelente B ¢GoOpme 37eKTPOHHOTO JOKYMEHTa HauMeHOBaHUS
JleKapCTBeHHbIX CpeliCTB (BellleCTB), BKIIOUeHHbIX B mnepeueHb [TKY, ykaspiBaloTCs B Hauaje
pelieriTa, 3aTeM - BCe OCTajIbHble€ MHTPEAVEHTHI.

13. TIpu HasHaueHMM JIEKapCTBEHHOTO IIperapaTra B pelernre Ha OyMaskHOM HocuTtese u (MJn)
perierite B ¢GopMe 3IEKTPOHHOTO [OKYMEHTa 3alpelaeTcs IIPeBbIIIaTh  KOJIUMYECTBO
HApPKOTUYECKNX CPEACTB MM TICUXOTPOITHBIX BEIIECTB, KOTOPOe MOXKET ObITh BBIMMCAHO B OJTHOM
peliernite, ycraHoBjieHHoe mpwioxkeHneM N 1 K Hacrosiuemy I[lopsimky, 3a MCKIIOYEHMEM
Cy4yaeB, YKa3aHHbIX B MyHKTax 15 u 24 Hactosiero [Topsaka.

14. TTpu Ha3HaUeHUM JIeKaPCTBEHHBIX MPEnapaToB, BKIOUEHHbIX B repeueHb [TKY, mo3a KoTopbix
MpeBbIllIaeT BbICIIMIA ONHOKPATHBIN TMpUeM, MEeIMIMHCKUIM pabOTHMK OOO3HauaeT 03y 3TOrO
JIEKapCTBEHHOTO Tperiapara B pellerTe Ha OyMaskHOM HOCHUTeJIe MPOMUCHIO C MPOCTaBIeHNEM
BOCKJIMIIATE@IbHOTO 3HakKa M (WIM) TPOCTaBjsieT BOCKJIMIIATENIbHBIM 3HAaK Mpu obOopMIeHUN
penernrta B opmMe 3/IeKTPOHHOTO JOKYMEHTA.

15. KonmuecTBO Ha3HaYEHHBIX JIEKAPCTBEHHBIX MpeIapaToB, BKIIOUEHHbIX B mepeueHb [TKY, mpu



OKa3aHMM TAIMeHTaM, HYXKIAIOIIVMCS B AJINTETLHOM JIEU€HUM, IEPBUYHON MEOVKO-CAaHUTAPHOM
MOMOIIYM ¥ TaA/UTMATUBHOVW MEOUIIMHCKOM IIOMOIIY MOKET OBbITh YBEJIMYEHO C YUYeTOM
KJIMHUYECKMX pEeKOMEeHZaIuii He Oojiee yeM B 2 pasa IO CPaBHEHUIO C KOJUYECTBOM
HapKOTUYECKUX CPENCTB MM IMICUXOTPOITHBIX BEIIECTB, KOTOPOE MOXKET ObITh BBIITMCAHO B OJTHOM
pelienTe, yCTaHOBIeHHbIM npuiioskeHneM N 1 k Hactosiemy [Topsiaky.

B cinyuasx, npemycMOTpeHHbIX ab3alieM IIepBbIM HACTOSINEro IyHKTAa, Ha pelentax Ha
OyMa>kHOM HOCHUTeJIe Mpou3BoguTcs Hammuch ''Tlo crmenmasbHOMY HasHAYeHMIO", OTOEIHLHO
3aBepeHHas MOMIMICHI0 MEIMUIMHCKOIO pabOTHMKA U MEeYaThbio MEAMIIMHCKON opraHmsanyu [
perienToB", Ha peuenTtax B (opMe 3IIEKTPOHHOIO JOKYMEHTa IpPOU3BOAUTCS oOTMeTka 'Ilo
CIelaJbHOMY Ha3HaueHMI0" ¢ MpOCTaB/IeHMEeM YCUIEHHOV KBaJIM(PUIMPOBAHHON 3JIEKTPOHHOMN
MOATNNCY MEIULIMHCKOTO PaOOTHMKA.

16. CocraB JieKapCTBEeHHOIO Ipernapara, JiekapcTBeHHast ¢hopma 1 obpalleHne MeAUIIMHCKOTO
paboTHMKA K (apmaleBTMIYeCcKoMy pPabOTHMKY 00 OTIyCKe JIeKapCTBEHHOTrO ITperapaTta Ha
6yMakHOM HOCHTeJIe ODOPMIISTFOTCST Ha JIATUHCKOM WJIM PYCCKOM SI3bIKE B POAUTEILHOM IaJiesKe,
3a MCK/TIOUeHreM odopMyIeHMs PelenToB B (hopMe 3JIeKTPOHHOTO IOKYMEHTA, OCYIIECTB/ISIEMOTO
Ha PYCCKOM SI3bIKe.

[Ipn odopmieHNM peLenTypHbIX OJAHKOB MAOIMYCKAeTCS MCIOAb30BaHME COKpAIleHUN
(mpunoskenue N 2 Kk Hacrosiiemy [Topsaxy).

[Ipy HasHaueHUM JIEKApCTBEHHOTO IpernapaTa He [IOIMYCKaeTCs COKpallleHue HauMeHOBaHMIA
VMHTPEIVEHTOB, COCTABJISTIONIMX JIEKAPCTBEHHbIN TTperapar, He TMO3BOJISIIONIMX YCTaHOBUTD, KaKOM
MMEHHO JIeKapCTBEeHHbI Mpernapar Ha3HayeH.

17. Croco6 mnpuMeHeHMs JIEKApCTBEHHOIO IIperapara OOO3HAayaeTcs C YyKasaHWeM ITyTHu
BBeleHMs, JO3bl, YaCTOThbl, BpeMeHU IpuemMa OTHOCUTESbHO CHa (YTpOM, Ha HOYb) U €ro
IJIUTETbHOCTH, a JJIs1 JIEKaPCTBEHHBIX IPEeraparoB, B3aMMOIECTBYIOIINX C IUIIEN, - BPEMEHU
UX yIoTpebsieHss OTHOCUTEJIBHO TpyemMa iy (IO elibl, BO BpeMs e/ibl, IT0CJIe eIbl).

18. IIpu Heo6XOAMMOCTM HEMEIJIEHHOTO WJIM CPOYHOTO (B TEUEHME ABYX PabOUMX JHEN) OTITYCKa
JIEKApCTBEHHOTO TIperapara IMalyeHTy B BepxHEel YacTy pellenTa Ha OyMa>kHOM HOCUTeJIe
MPOCTaB/IAIOTCS 0603HaueHus: 'cito" (cpouno) wmam "statim" (HememyieHHO). AHaIOTMYHbIE
0003HAUeHMsT TIPOCTABJSIIOTCSI B BUAE OTMETOK mTpu odOpMIeHuM pelenta B dopme
3JIEKTPOHHOTO JIOKYMEHTA.

19. Tlpun odopmiaeHuMyu Ha3HAuYeHMs] TOTOBOTO JIEKAPCTBEHHOrO IIpellapara B pelenTte Ha
OyMaskHOM HOCuTeJe WauM pelente B (GopMe 3JeKTPOHHOTO JIOKYMEHTa KOJIMYEeCTBO
IEeCTBYIOIIMX BEIeCTB YKa3bIBA€TCSI B COOTBETCTBUMM C WMHCTPYKIMENH IO MEIUIVTHCKOMY
MIpUMEHEHMIO JIEKAapCTBEHHOIO Iipemnapara. JomycTMMO yKa3bIBaTh JO3MPOBKY JIeKapCTBEHHbIX
MpernapaToB CUCTEMHOIO IeMCTBUS (IJjIs1 pe30pOTMBHOTO IpuemMa) B TBEPAbIX JIEKAPCTBEHHBIX
dbopmax (Harpumep, TabIETKM, TTOPOIIIKM, KalCy/bl) KaK COlepsKaHue OIHOTO MM HeCKOIbKUX
IEeVCTBYIOIIMX BEIIeCTB B eIMHUIIAX Macchl (B TIpaMmax, MuummMrpammax). Jlomyctumo
YKa3bIBaTh O3MPOBKY JIEKAPCTBEHHBIX ITPernapaToB CUCTEMHOTO AeMCTBUS (IJ1s1 pe30pOTUBHOTO
MpUMeHeHNMs) B SKUAKMX JIeKapCTBEHHBIX (opmax (HampuMep, PacTBOPbI, CYCIIEH3UM) Kak
copepskaHye OOHOIO WJIM HECKOJbKUX MEMCTBYIOIIMX BEIIECTB B €IVHUIAX MAacChl Ha €OUHUITY
obbema (HampuUMep, MWUIATPAMM/MUJUTMJIUTP) C yKasaHMeM OOIero oobema JieKapCTBEHHOM

dbopmbI.



[Tpu odbopmiieHMM Ha3HAYEHUS JIEKAPCTBEHHOTO Ipernapara MHAMBUIYAIbHOTO M3TOTOBJIEHMS B
perieniTe Ha OyMaskHOM HOCUTeJIe UM pelieniTe B popMe 3JIeKTPOHHOTO TOKYMEHTa KOJIMYeCTBO
TBEpIbIX U ChIMyunx (papMalieBTMUeCKMX cybcTaHumii ykasbiBaetcs B rpammax (0,001; 0,5; 1,0),
SKUIKUX - B MAUTWINTpPaX, TpaMMax U Karuisix.

20. PenieniTbl Ha OGyMakHOM HoOcuUTesie, B (hopMe 3JIeKTPOHHOTO JAOKyMeHTa, 0hOpMJIeHHble Ha
perentypHoM Oyanke Gopmbl N 148-1/y-88 u mpemgHa3HaueHHbIE IJISI OTITYCKA JIEKAPCTBEHHBIX
MpernapaToB, IMpPeAyCMOTPeHHbIX moAnyHkTammu 1 - 3 myHkrta 9 Hacrosmiero I[lopsigka,
IeViCTBUTE/IbHBI B TeueHue 15 gHelt co gHs ohopMIeHus.

21. Penienitbl Ha GyMakHOM HOCHUTese, B (hopMe 3IEeKTPOHHOTO JAOKYMeHTa, OhOpMJIEHHbIE Ha
petientypHom Omanke Gopmbr N 148-1/y-04(y1) ¥ mnpegHasHaueHHbIE [JISI  OTITYCKa
JIEKApCTBEHHBIX TIpernaparoB TpaskgaHaM, yKa3aHHbIM B myHkTe 10 Hactosmiero Ilopsimka,
IencTBuUTeNbHbI B TedeHne 30 1gHeM co mHA oOGOpMJIEHMSI, 3a MCKJIIOUEHMEM CJIy4yaeB
obopMIeHNS pelienTa B COOTBETCTBUM ¢ TyHKTamu 38 u 39 Hacrosiero ITopsiaka, mpy KOTOPbIX
OH [JIeJiICTBUTEJIEH B TeueHue 15 mHern co gus odopMIeHus.

22. Penentel Ha 6ymMa)kHOM HOcCHUTese, B (hopme 37eKTPOHHOTO JOKyMeHTa, OhOpMJIEHHbIe Ha
perienitrypHoM Omanke c¢opmbl N 148-1/y-04(y1) m mpegHa3HaueHHble [JISI  OTITyCKa
JIEKAPCTBEHHBIX TIPerapaToB TpakaaHaM, JOCTUTIIMM TIeHCMOHHOTO BO3pacTa, MHBAIMIAM
MepBOM TpYMIbI, [OEeTIM-MHBAIMAAM, a Takke TpakaaHaMm, CTpPajaloIM XPOHUYECKUMMU
3260/1eBaHUSIMU, TPEOYIOIMMM IJIUTETLHOTO KYPCOBOTO JIeUeHNsI, IeMCTBUTEIbHBI B TeueHne 90
oHeil co nOHS odopmiieHMs, 3a MCKIIOUEHMEM CJIyyaeB, yKas3aHHbIX B NyHKTax 38 u 39
Hacrosiero ITopska, mpy KOTOPBIX OH JIeMCTBUTE/IEH B TeueHue 15 mHelt co aHS opopmieHus.

Inst medeHusT XpOHMUECKMX 3a00JIeBaHMII yKa3aHHbIM KaTeropusM TrpakaaH JieKapCTBEHHbIE
nmpenapatbl ¢ odopmiieHMeM pelenToB Ha OyMakHOM HOCKUTeJIe WIM PelenToB B ¢opme
3JIEKTPOHHOT'O JOKYMEHTA MOTYT Ha3HavyaTbCs Ha Kypc jedeHust no 180 mHen.

23. PenieniTbl Ha OyMakHOM HoOcuUTesie, B (hopMe 3JIeKTPOHHOTO JAOKyMeHTa, OdhOopMyIeHHble Ha
perienitypHoMm 6sanke ¢opmbel N 107-1/y ¥ mpegHa3HaueHHbIE MJIT OTITYyCKa JIEKApCTBEHHBIX
MperapaToB, MPeayCMOTpeHHbIX MyHKTOM 11 Hacrosiero Ilopsika, neiiCTBUTENbHBI B TeUeHue
60 mueit co mHSI oopMIIeHMs.

Hp]/[ Ha3HaUe€HMM T'OTOBbLIX JIEKAPCTBEHHbBIX IIpeIriapaToB U JIEKapCTBEHHLIX IIperiapaTroB
VHAVBUIOYAJIbHOTO WM3TOTOBJIEHMS TAlMEeHTaM C 3abojeBaHusIMM, TPEOYIOIMMU IJIUTEbHOTO
KypCOBOTO JieueHusi, ¢ obopmieHrneM Ha perentypHoMm oymanke ¢opmbl N 107-1/y penienita Ha
6yMakHOM HOCHUTeJIe Wi B OopMe 3JIEKTPOHHOTO JTOKYMEHTA yYCTAaHABIMBAETCS CPOK IEVICTBUS
pelienTa B Ipejiesiax O OGHOTO rofa.

B ciyuae ycraHOB/IeHMSI CpoKa HEMCTBMSI pelLieliTa B Ipedesiax OO OOHOIO Irofa B pelenTe
MpoM3BOAUTCS Hammuch: "Tlo cmelMasbHOMY HasHaueHuio'", 00603HAUYaeTCsl CpPOK [IeiCTBUS
pelenTa 1 MepuogMYHOCTb OTITYCKA JIEKAPCTBEHHbIX IIPeraparoB U3 allTeYHO! OpraHu3alum uin
MHOVBUOYAJIbHBIM  IpeaNpuMHMMaTeieM, MMEIOIUMM JIMIEH3MI0O Ha (¢apMaleBTUUYeCcKyio
IesiTeIbHOCTh <14> (eskeHele/lIbHO, €KeMEeCSYHO M MHble Iepuobl). [[OMOJHUTETbHO 3TO
yKazaHue 3aBepseTcsl TMOAMMCHI0O MEIMUIIMHCKOrO pPaboTHMKA, a TakKe IedyaThi0 MeIMUIIMHCKOM
opraumsatu  "[Iys perienToB" (IS pelienta Ha OyMaskHOM HOCHUTENE) WM YCUTIEHHOM
KB/IMGULMPOBAHHOM  3J€KTPOHHOM  IOAIMCHIO  MEOMUIIMHCKOTO  paboTHMKA M JIMIIa,
YIIOJTHOMOYEHHOT'O 3aBePSITh JOKYMEHThI OT MMEHM MeAMIIMHCKONM opraHusaimu (OJis perernra B
(dbopme 37IeKTPOHHOTO JOKYMEHTA).



<14> Ilyukr 47 vactu 1 cratbu 12 depepanbHoro sakoHa or 4 mas 2011 r. N 99-®@3 "O
JIMIEH3UPOBaHMM OTHENbHbIX BUAOB AedaTesbHOCTH' (manee - Demepanbhbiii 3akoH N 99-D3)
(Cobpanne sakoHomaresibcTBa Poccuiickon @enepanyy, 2011, N 19, ct. 2716; 2021, N 27, ct.
5177).

24. PenenTbl Ha JIEKapCTBEHHbIE IIpelaparbl, BKIOUeHHble B mnepedeHb IIKY, mas yeuenus
MALMEHTOB C XPOHMYECKMMU 3a001€BaHUSIMM MOTYT OOPMIISITBCST Ha Kypc JiedueHus 1o 60 mHein.

B ciyuae, xorma Kypc jedeHus cocrapiser 6osee 30 mHel, OOMOJIHUTENIBHO B PeEIENTax Ha
OyMakHOM HOCHUTeJIe MPOU3BOAMUTCS Hammuch 'Tlo crelmaabHOMY HasHaueHuio', 3aBepeHHast
MOJIChI0 MEIMUIIMHCKOTO PabOTHMKA M IMeUaThi0 MEAMIIMHCKONM opranusaimmu "[Ijs perentos”,
Ha perenTax B ¢opMe 3JeKTPOHHOIO JOKYMEHTa MpOM3BOAMTCS OoTMeTKa ''[lo crenyajbHOMY
HasHaueHMi0'"' C IMPOCTaB/IEHMEM YCUJIEHHON KBaJU(PUIMPOBAHHON 3JIEKTPOHHOM IOMIMACH
MeOUILIMMTHCKOI'O pa6OTHI/IKa n Jmia, YIIOJJHOMOYEHHOI'O 3aBepsaTb JOKYMEHTbl OT WMMEHU
MEAMUIIMHCKOM OpraHms3aiuiu.

25. Peuent Ha G6GymMa)kHOM HocuTesle B (OpPMe 3JIEKTPOHHOTO JOKYMeHTa, O(GOpMIIeHHbI C
HapyIIeHueM YCTaHOBJIEHHBIX HACTOSILLIMM [Topsimkom TpebGOoBaHMIA, CUMTAETCS
HEeIeVICTBUTETbHBIM.

I1. HazHaueHMe JIeKapCTBEHHBIX MIpeNnapaToB Py OKa3aHUU
MEeIUIIMHCKOM IIOMOIIY B CTAIIMIOHAPHbBIX YCIOBUSIX

26. Ilpn okazaHuM MAIMEHTY MEOULIMHCKOM TMOMOIIYM B CTAl[MOHAPHBIX YCJIOBUSIX Ha3HAUEHMe
JIEKAPCTBEHHBIX IIpernapaTtoB IPOU3BOAUTCS 06e3 odopMIeHUs pelenta MeOUIMHCKUM
pabOTHMKOM €OVMHOJIMYHO, 33 MCKIIIOUEHMEM CJIyuyaeB, YKa3aHHBIX B ITyHKTe 27 HACTOSIIETO
IMopsnxa.

27. CornacoBaHue Ha3HAU€HMS JIEKapCTBEHHBIX ITPErapaToB C 3aBEOVIOIIMM OTIe/IeHUEeM WU
OTBETCTBEHHBIM JIEXKYPHbIM BpauoM JIMOO [PYTMM JIMI[OM, YIIOJIHOMOUYEHHBIM IPUKa30M
IJIaBHOTO Bpaya MeIUILIMHCKOM OpraHM3aluy, a TakkKe, Py HaJuuuiu, C BpauoM - KJIMHUYECKUM
(bapMakoI0roM HeEOOXOIMMO B CITYUasIX:

1) ogHOBpeMeHHOroO Ha3HAUYEHMSI TIATU U OoJiee JIeKapCTBEHHBIX ITPerapaToB OJHOMY MaIMeHTY;

2) Ha3HaUeHMsI JIeKapCTBEHHBIX IperaparoB, He BXOISILIMX B ITepeueHb JKM3HEHHO HeOOXOIMMbIX
M Ba)KHEMIIMX JIEKAPCTBEHHbIX IIpernaparoB <15>, mpu HeTummuHoM TedyeHmm 3a6OJI€BaHMS,
HaJIMIMM OCJIOKHEHUI OCHOBHOTO 3abosieBaHuUSI M (WIM) COMYTCTBYIOLIMX 3ab0JeBaHUM, MPU
Ha3HAUYeHUM JIEKapCTBEHHBIX IIperapaTtoB, OCOOEHHOCTM B3aMMOAENCTBUSI M COBMECTUMOCTHU
KOTOPBIX COIVIACHO MHCTPYKLMSIM I10 UX IMPUMEHEHUIO MIPUBOIST K CHISKEHNIO 9P GEeKTUBHOCTY U
6e3oracHocTM hapmakoTepanuy M (MJIM) CO3HAIOT MOTEHIMAIbHYIO OMACHOCTb IJIST SKU3HU U
30POBbS MalMeHTa.




<15> Yactu 1 cratbu 60 Depepanbuoro 3akoHa N 61-D3 (CobpaHue 3aKOHOLATE/THCTBA
Poccuiickoit @eneparn, 2010, N 16, ct. 1815; 2020, N 29, cT. 4516).

B ykazaHHBIX Cydasx HasHaAUYeHMe JIEKapCTBEHHBIX MperapaTroB GUKCUPYETCS B MEIMUIIMHCKOM
IOKyMEHTAaIMM TalMeHTa U 3aBepsieTCsl MOAMChI0 MeAUIIMHCKOrO pabOTHUKA M 3aBeHyIOIEero
oTnesneHneM (OTBETCTBEHHOTO JIeKYPHOTO Bpaua WM IPYTOro YIOJHOMOYEHHOTO JIUIIA).

28. MemuuyHCKUI pabOTHUK MEIUIIMHCKOV opraHmsaiuu (ee CTPYKTYPHOTO TMOApasfeseHus),
PACIIOJIO’KEHHONM B CEJIbCKOM HACeJIEHHOM ITYHKTE, OCYILECTBJISIeT Ha3HaueHue JIEKapCTBEHHbBIX
MperapaToB B CJIyYasix, yKa3aHHBIX B MyHKTax 27 u 29 Hacrosiero [Topsaka, emMHOIMYHO.

29. Ilo pellleHnio BpauebHOM KOMUCCUM TMTAllMEHTaM IIpU OKa3aHMM UM MEeOULIMHCKO ITOMOIIY B
CTallMOHAPHBIX VYCJIOBUSIX HA3HAYAIOTCSl JIEKAPCTBEHHbIE IIperaparbl, He BKJIOYEHHbIE B
IepeveHb KU3HEHHO HeOOXOMVIMBIX ¥ BayKHEMINMX JIEKaPCTBEHHBIX IIPEIaparoB, B CJiydyae UX
3aMeHbI 13-3a MHIMBUAYAIbHON HEIIEPEHOCUMOCTH, IO JKM3HEHHBIM ITOKa3aHMSIM.

Pelitenne BpaueOHOV KOMMCCUM (DUKCUPYETCSI B MEOMIIMHCKOM IOOKYMEHTAIlMM IalyeHTa U
SKypHasie BpauyeOHOV KOMUCCHMN.

30. B ciyyasx obGcnemoBaHusl M JieueHMsI TPaKIaHMHA B CTALMOHAPHBIX YCIOBUSIX B paMKax
MpeAoCTaBIeHNST MEOUIIMHCKMUX YCTYT Ha BO3ME3IHOM OCHOBE 3a CUeT JIMUHBIX CPEeICTB I'PasKIaH,
CPe[CTB IOPUANYECKMX JIUIL ¥ MHBIX CPEeINCTB HAa OCHOBAaHMM OTOBOPA, B TOM UMCJIe JOTOBOpa
IO6POBOJIBHOTO MEIMUIIMHCKOTO CTpaxoBaHus <16>, eMy MOTYT ObITh Ha3HAYeHbI JIeKAPCTBEHHbIE
Tpernaparbl, He BXOZSIIME B IepevyeHb KM3HEHHO HeOOXOMMMbBIX UM BayKHEMIIUX JIeKapCTBEHHBIX
MpernapaToB, eCIM UX Ha3HaueHue U MpuMeHeHre 00y CIOBIeHO MeAUIIMHCKUMY TTOKa3aHUSIMMU.

<16> Ilocranosnenue IlpaBurenbctBa Poccuiickoin @eneparmm ot 4 oktabps 2012 r. N 1006
"O6 vyrBepkaenunu I[IpaBua mpemocTaB/ieHMss MEIUIMHCKMMM OpraHM3alysIMyM  IIJIaTHBIX
MeaunyHckux yeayr” (Cobpanne sakoHomatesnbetBa Poccuiickoit ®epeparmn, 2012, N 41, crt.
5628).

II1. HazHaueHMe jIeKapCTBEHHBIX MIPENapaToB Py OKa3aHUU
NePBUYHOM MeAMKO-CAaHUTAPHOM IOMOIIM, CKOPO MeIUIIMHCKOM
IIoOMOIIIM U Na/IMaTUBHOM MEI[MI.[MHCKOﬁ IIOMOIIIAU
31. Ilpu oxkazaHMM TIEPBUYHON MEAVKO-CAHMUTAPHON TMOMOIIM U MA/UIMATUBHOM MeIMUIIHCKOM
MIOMOIIIM B aMOYJIaTOPHBIX YCJIOBUSIX Ha3HAUYeHMe JIEKAPCTBEHHBIX MPENapaToB OCYILECTBISIETCS

MEIUIMHCKMM PabOTHMKOM B CJIyYasiX TUIIMUYHOIO TeueHusl 3a6ojieBaHMs MalMieHTa MCXOOs U3
TSDKECTH U XapakTepa 3a00/IeBaHusI.

32. Ha3HaueHMe JIeKapCTBEHHBIX MPEraparoB IO peleHNI0 BpaueOHO KOMUCCHUM TIPU OKa3aHUMU
MEPBUYHON  MEOMKO-CAaHUTAPHOM TOMOIIM, MA/UTMAaTUBHOM  MEAMIIMHCKOVM TIOMOIIM B
aMOyJIaTOPHBIX YCJIOBUSIX TIPOU3BOAUTCS B CITYUasIX:

1) OOHOBPEMEHHOT'O Ha3HAY€HNMs OJHOMY IMallMMEHTYy IISITU U boinee JIEKapCTBEHHbIX ITPpEIapaToB B



TeueHre OAHMX CYTOK MJIN CBBIIIE OeCATU HaMMEeHOBaHMI1 B TeYeHue TpuauaTu ,ELHef;I;

2) Ha3HAUEHMs JIEKAPCTBEHHBIX IPENapaTroB NPy HETUIIMYHOM TeYeHUM 3a00JIeBaHMs, HaJIUUUU
OCJIO’KHEHUI OCHOBHOTO 3aboJieBaHMsI U (MJIM) COMYTCTBYIOIIMX 3a00/IeBaHMi, MpY Ha3HAUeHU!
JIEKApPCTBEHHBIX IIperaparoB, OCOOEHHOCTY B3aMMOIENCTBUS ¥ COBMECTMMOCTM KOTOPBIX
COIJIaCHO MHCTPYKIMSIM [0 MX TPUMEHEHMIO NPUBOAST K CHIDKeHUI0 3(GGdeKTUBHOCTU U
6e30IMacHOCTH JIeueHMs malMeHTa U (MaM) CO3MAal0T IMOTEHIMATbHYIO OMMaCHOCTDb AJISl SKU3HU U
3IOPOBbSI MAIMEHTa;

3) NepBMYHOTO Ha3HAueHMs MalUeHTy HapKOTMYEeCKUX M TICUXOTPOIHBIX JIeKapCTBEHHbIX
npernapatoB cruckoB Il m III Tlepeuns (B ciiyyae IpUHSITUSI PYKOBOLMUTENEM MeIUILIMHCKOMN
opraHM3alyy pelleHMss O HeOOXOAMMOCTM COIVIACOBaHMSI HasHaueHMs TaKUX JIeKapCTBEHHBIX
MperapaToB ¢ BpauyebHO KOMUCCHUEI).

33. IloBropHOe Ha3HaueHMe HAPKOTUMYECKUX U TICUXOTPOITHBIX JIEKaPCTBEHHBIX IIpernaparoB
crimckoB Il m III TlepeuHst MpOM3BOAMTCS MEOMIIMHCKMM PAOOTHMKOM CaMOCTOSITEJIBHO WIIN
eIVHOIMYHO 6e3 yuacTusi BpauyeOHOM KOMMCCUM TMallieHTaM C BbIpaXeHHbIM OOJIeBbIM
CMHJIPOMOM JIIOOOTO TeHe3a, HapylleHMeM CHa, CYIOPOKHBIMM COCTOSTHUSIMM, TPEBOKHBIMMU
paccTrponcTBamu, hob6MsIMM, TICUXOMOTOPHBIM BO30YKAEHMEM.

34. Tlpy okazaHMM CKOPOV MEIMIIMHCKOM ITOMOIIM JIeKapCTBEHHbIE Iperaparbl Ha3HaYaloTCs
MeIUIIMHCKUM PabGOTHMKOM BbI€3OHOM Opuragbl CKOpPOM MOMOIIM, MEIUIMHCKUM PabOTHUKOM
MEIMIIMHCKOM OpraHusalyuy TPy OKas3aHMM MEAMIIMHCKOM TIOMOIIM TpaxkgaHaM IIpu
3a00/1€BaHMSIX, HECUACTHBIX CTyYasX, TpaBMaX, OTPABJIEHUSIX U IPYTUX COCTOSIHUSIX, TPEOYIOIINX
CPOYHOT'O MEIUIITHCKOTO BMeIllaTe/IbCTBa.

IV. Hasnauenmne JIEKapCTBCHHBbIX ITPEIIapaToB I'Pa’KIaHaAM,
MMEIIIIMM IIPpaBO HA oecriaTHoe IMOJIY4€HME JICKaPCTBE€HHbIX
nmpemnaparToB MWiNM IOJIYUCHHUE JICKAPDCTBEHHBIX IIpermapaToB CO

CKMHKOﬁ, IIpU OKa3aHUU HepBMqHOﬁ Me,Z[MKO-CaHMTapHOﬁ ITOMOIIIHN

35. Ilpu oKasaHuM TIepPBUYHON MeIMKO-CAHMTAPHONM ITOMOIIYM HasHAUeHue MeIUIMHCKUM
pPabOTHMKOM HA OCHOBE KJIMHMYECKMX PEKOMEHAAIMA M C yYeTOM CTaHIAapTOB MeIMIIMHCKOM
nmomoI <17> JjileKapCTBEHHbIX TIperapaTroB, OTIYCKAaeMbIX OeCIIaTHO WM CO CKUAKOM,
rpaskgaHaM, UMMM IPaBo Ha obecrieueHne JIeKapCTBEHHbIMM TIperapaTaMi 3a CUeT CPeCTB
OIOMKeTHBIX aCCUTHOBaHUM GdelepasbHOro OiomkeTa ¥ OHOIKETOB CyObekToB Poccuiickoi
®denpeparuu, OCyIIeCTBISIETCST Ha perienTypHoM Gmanke N 148-1/y-04().

<17> Cratbs 37 DepepanbHoro 3akoHa N 323-®3 (Cobpanne 3akoHomareabcTBa Poccuiickon
®eneparnuu, 2011, N 48, ct. 6724; 2021, N 27, ct1. 5186).

IIpn odopmnennn perenta Ha Omanke dopmbl N 148-1/y-04(n1) Ha OGymMa)kHOM HOCUTeJIE
0ohOpMIISIOTCS IBa 9K3E€MIUISIPA, OOMH M3 KOTOPBIX OCTAeTCsl B allTE€YHOV OpraHm3aluiu, BTOPO -
B MEIOUIIMHCKONM TOKYMEHTalMM MalieHTa.



36. HpaBo Ha3Ha4aTb JIEKapCTBE€HHbIE ITpeIiapaThbl I'paKagaHaM, MMEIOIIMM IIPpaBO Ha GecriaTHoe
IoJiyyeHne JIeKapCTBEHHbIX IIpeIIapaToB WM IIOJYY€HME JIeKapCTBEHHbIX IIperaparoB CO
CKMﬂKOﬁ, TaK>Xe MMelOT.

1) meguimHCKMe paboTHMKM, paboTarolye B MeIUIIMHCKOM OPTaHU3aIMi 10 COBMECTUTETbCTBY
(B mpenenax cBOei KOMIIETEHIIUN);

2) MeOUIMHCKME DPaBOTHMKM CTAIMOHApHBIX OpraHM3allMii COLMAIbHOIO OOCTY)XKMBAHMS IIPU
HaJIM4UU JIMLEH3UU Ha OCyllleCTBJIeHE MeOULIMHCKOM IesaTeJIbHOCTU <18>,
IpeyCcMaTpuUBalolliell BbITIOTHeHe paboT (oKaszaHMe YCIYyT) M0 OKa3aHWIO TePBUYHON MeIVKO-
CaHMUTApHOM TIOMOIIM B aMOYJIATOPHBIX YCJAOBUSIX (HE3aBUCUMMO OT BeIOMCTBEHHOM
MIPUHAIJIESKHOCTH);

<18> Ilyukr 46 wactm 1 crateu 12 @epepanbHoro 3akoHa N 99-03 (Cobpanue
3akoHomarenbcTBa Poccuiickon ®enepanmn, 2011, N 19, cr. 2716; 2021, N 27, ct. 5159).

3) MeOUIIMHCKME PAaOOTHUKM MEOUIMHCKUX OPraHM3aliMi, OKa3bIBAIOIIMX MEPBUYHYIO MEIVKO-
CaHMUTApPHYIO IOMOIIb, MOABEIOMCTBEHHBIX (elepasibHbIM OpraHaM MCIIOJHUTEIbHOW BJIACTU
MJIM OpraHaM MCITOJTHUTEIbHOM BJIacT cyobekToB Poccuiickon ®@epepaiinu;

4) MHOVBUAYAJIbHBbIE TPENNPUHUMATEIN, OCYIIECTBISIONE MEIUIMHCKYIO IesITeJIbHOCTh U
BKJIIOUEHHbIE B PEECTP MEIMIIMHCKUX OpraHM3alyiA, OCYIIECTB/ISIIONINX NesITeIBHOCTh B cdepe
00613aTeJIbHOTO MEIULIMHCKOTO CTPaXOBaHMSI.

37. Ilpu HasHaAUeHUM JIeKapCTBEHHbBIX MpernaparoB I'paskJaHaM, MMeIoIIMM MTpaBo Ha GecriiaTHOe
MOJTy4YeHe JIeKapCTBEHHBIX IIPernapaTtoB WM IOJydYeHue JIeKApPCTBEHHBIX IIPernapaTroB Co
CKUJIKOJ, B pelleNnTe YyKasbIlBaeTcs HoMep TejedoHa, MO KOTOPOMY pPaOOTHMK amTeuHOM
OopraHM3aluy TMpyU HEOOXOAMMOCTM MOXKET COIJIaCOBaTh C MEIMUIIMHCKUMM pPabOTHMKOM 3aMeHY
JIeKapCTBEHHOTO Iperapara.

38. HasHaueHue HapKOTMUYECKMX M TICUXOTPOITHBIX JIEKAPCTBEHHBIX IpernapaToB cmycka Il
[Tepeunst (3a MCK/IIOYEHMEM JIEKAPCTBEHHBIX IIpernaparoB B BUle TPaHCAEPMaTbHbIX
TEPANeBTUYECKMUX CUCTEM, a TAKKe JIEKAPCTBEHHBIX IMPEenaparoB, COAepsKaluX HapKOTUUYECKOe
CPeCTBO B COUETAHUM C aHTArOHMCTOM OMMOMIHBIX PEIENTOPOB) IPaskaaHaM, MMEIOIIMM ITPaBO
Ha OecCIIaTHOe TIOJyYeHMe JIEKApCTBEHHBIX IIPErnapaTroB WM TIOTYUYEHUs JIeKapCTBEHHBIX
MpernapaToB CO CKMUIKOM, OCYILECTBJSIETCS Ha perentypHoMm Omanke dopmbl N 107/y-HII, x
KOTOPOMY [TOTIOJTHUTEIbHO O(OpMISIETCSI pellenT Ha pelenTtypHoMm OimaHke ¢opmbl N 148-1/y-
04(om) (B ABYX 3K3eMIUIsIpax Mmpu oopMieHnn Ha 6yMaskHOM HOCUTEJIE).

39. HasnaueHue HApKOTMYECKMX U IICMXOTPOIIHBIX JIEKAPCTBEHHBIX IIpernaparoB crucka Il
Ilepeuns B Buae TpaHCAepMaJbHBIX TePAlleBTUYECKUX CUCTEM, HAPKOTUYECKMUX JIEKAPCTBEHHbBIX
npemnapatoB crucka II Ilepeuns, comepsKaliMx HapKOTMUECKOE CPEeACTBO B COUETAHUU C
aHTaroOHMCTOM OINMOMIHBIX PELeNTOPOB, ICUXOTPOITHBIX JeKapCTBEHHbIX IpernaparoB coucka [11
Ilepeunsi, nekapCTBeHHBIX IIpelapaToB, BK/IIOUeHHbIX B IepeueHb IIKYVY, copepskaiimxcs B
noanmyHkte 2 myHkta 11 Hacrosmiero Ilopsiaka, mpemHasHayeHHbIe [JISI JIeUeHMs TPaKaaH,
UMEIOIIMX IIPpaBO Ha OecIUlaTHOe IIOjyYeHMe JIEKaPCTBEHHBIX IIPENaparoB WM IOJIydeHue
JIEKApPCTBEHHBIX IPENapaTroB CO CKUAKOM, OCYIIECTB/ISIETCS Ha pelenTypHbIX OiaHKax ¢opm N



107-1/y u N 148-1/y-88, K KOTOPBIM IOIOJHUTEILHO OGOPMIISIETCS PEIENT Ha pPelelTypHOM
omanke ¢opmbl N 148-1/y-04(;1) (B mByX 5K3eMIUIsipax mnpu OdOpMIeHMM Ha OyMasKHOM
HOCHUTeJe).

Ilpunoscenue N 1

k Ilopadky nasHaueHus
JIeKapCmeeHHblx npenapamoas,
ymeepicOeHHOMY NPUKA30OM
Munucmepcmaa 30pasooxpareHus
Poccuiickoii @edepayuu

om 24 Hosbpsa 2021 2. N 1094n

KO/IMYECTBO HAPKOTUYECKUX CPEACTB UJIN
IICUXOTPOIIHBIX BEHLIECTB, KOTOPOE MOJXET
BbITbH BBIIIICAHO B OAHOM PELEIITE

N n/m MesxxmyHapomHoe @dopma BbIITyCKa U KonmnuecTtBo
HelaTeHTOBaHHOe IO3MPOBKa
HaMMeHOBaHMe
HapKOTUYEeCKOro U
MICUXOTPOITHOTO
JIeKapCTBEHHOTO
npenapara
1. bynpenopbun + 'TabneTku 60 TabneToK (YImakoBKa,
Hanokcon cyonuureanbhbie 0,2 mr + [kpaTHast N 20)
0,2 mr
2. bynpenopdun PactBop s uabekumii, (30 amrys (Impuir-
0,3 mr/mt 1 M TIOOMKOB)
3. bynpenopdun TpaHcIepMaTbHbIN
MJ1aCThIPh
35 MKr/uac 20 maacThipeit
52,5 Mkr/gac 10 mtacTeipeii
70 MKr/4ac 5 muIacThIpeit
4. Mopduu PactBop s mabekumii, (20 ammryst (Impuir-
PACTBOP [J1sI TIOJKOSKHOTO [TIOOVMKOB)
BBemeHusa 10 mr/v 1 mn
5. Komenn + Mopdun + PacTtBop 1111 mogkoskHoro |20 amITyi
Hockanuu + [TanaBepuH +BBefeHnst




Tebanu 0,72 + 5,75 + 2,7 + 0,36 +
0,05 mr/mit 1 M
1,44 +11,5+54+0,72 +
0,1 mr/mit 1 M
6. TpumenepuanH Ta6metkn 25 mr 50 TabeTok
7. Tpumenepuoux PactBop s uabekumin 1020 ammys (mmpuir-
vr/vut 1 vt TIOOVIKOB)
20 mr/mn 1 mn
8. Mopduu TabseTky (Karcysbl) 180 TabmeToxk (Karcysm)
MMPOJIOHT MPOBAHHOT'O 60 TabneToK (Karcym)
meiCTBUS 40 TabeToK (KarcyJn)
10 mr 20 TabneToK (Karcym)
30 mr 20 TabeToK (Karcyim)
60 mr
100 mr
200 mr
0. Mopduu TabmeTku
5 mr 100 Tabnerox
10 mr 100 TabyeTok
10. Mopduu Kannu gas npuema 4 makoHa
BHYTpb 20 mr/mi 20 M
11. Mopduu PacTBop 11J1g iprema
BHYTPb (MOHOZIO3bI)
2 Mr/Mj 5 mi 100 ammryn /3
6 Mr/MuT 5 Mt 80 amrrysn 11/
20 mr/mn 5 mn 30 amrmyn /3
12. OxkcukonoH + Hanokcou (Tabnetku
MTPOJIOHTMPOBAHHOT'O
necTBUsA
5 mr + 2,5 mr 100 TabmeTok
10 mr + 5 mr 60 TabeToK
20 mr + 10 mr 40 TabaeTok
40 mr + 20 mr 20 TabmeToK
13. [TpomonnndennnstTokeu [Tabnerku 3amieunsie 20 |50 TabmeTok
STUITTUTIEPUINH Mr
14. DeHTaHMT [1nacTeIpb
12,5 mKr/uac 20 miacThIpeii
25 MKr/yac 20 macThipeit
50 MKr/uac 10 nacTeipein
75 MKr/4ac 10 mmacTeipeit
100 mxr/uac 10 nracTeipein
15. DeHTaHMIT Crpelt Ha3aIbHbIN

drnakon 50 MKr/mosa
2,0 M1 (10 mo3)
3,2 mi (20 mo3)

24 dakoHa
12 ¢naxkoHoB

5,0 vt (40 mo3)

6 (h;1aKOHOB




diakon 100 mkr/mosa
2,0 vt (10 mo3)
3,2 mi (20 mo3)
5,0 vt (40 103)
diakon 200 Mkr/mosa
2,0 vt (10 mo3)
3,2 mut (20 mo3)
5,0 vt (40 103)

12 dbnakoHoB
6 (h;1aKOHOB
3 drakoHa

12 dbnakoHoB
6 (h;1aKOHOB
3 dyrakoHa

IIpunoscerue N 2
k Ilopsadky HazHaueHus
JIeKapCMmeeHHblX npenapamoas,

ymeepicoeHHOMY NPUKA30M

Munucmepcmea 30pasooxpaHeHus

Poccuiickoii @edepayuu

om 24 nosbps 2021 2. N 1094n

Cnpasouno

PEKOMEHIOBAHHBIE K UCIIO/JIb3OBAHNIO
COKPAILIEHUS ITPU O®OPMJIEHNVH PELIEIITOB

N | Cokpauienne ITonHoe Hanmucauue ITepeBon
/u
1. J|aa ana 110, TOPOBHY
2. lac., acid. acidum KICJIOTa
3. |aer aerozolum a3p03071b
4.  |lamp. ampulla aMITyJia
5. laq. aqua BOMA
6. |aq. purif. aqua purificata BOJA OUMIIIEHHAS
7. |but. butyrum Macso (TBepaoe)
8. |caps. capsula Karcysna
9. |comp., cps compositus (a, um) CJIO>KHBIN
10. |D. Da (Detur, Dentur) Beoimair (ITycts Bbimano, [TycTts
OyZmeT BbIJIAHO)
11. [D.S. Da, Signa Detur, Signetur Bboigait, 0603Haub [TycTb OymeT
BbITaHO, OO03HAYEHO
12. |D.t.d. Da (Dentur) tales doses Boigaii (ITyctb 6yayT BbIIaHbI)




TaKye 035l

13. [dil. dilutus pa3BeleHHbIN

14. |Div. in p. aeq. [Divide in partes aequales Pasnmenu Ha paBHbIE YaCTU

15. |emuls. emulsio OMYITbCUSI

16. |extr. extractum SKCTPAKT, BBITSIKKA

17. [in enem. in enemas B MUKPOKJIM3MaX

18. |F. Fiat (fiant) [TycTth 06pasyeTrcst (06pPa3yroTCs)

19. |gran. granulum paHYyJIbI

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

21. |gtt. peror. guttae peroralis KaIIu JJIs IIpyieMa BHYTPb

22. |inf. infusum HaCTOM

23. [in amp. in ampullis B aMITy/1ax

24. [in tab. in tab(u)lettis B TabJieTKax

25. |in tab. prolong. |[in tab(u)lettis prolongatis B TabJeTKaxX C MPOJIOHTMPOBAHHBIM
BbICBOOOKIeHMEM

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

obd. BBICBOOOXKIEHUEM, ITOKPBITHIX

060I0YKOI

27. |in tubul. in tubulis B TIOOMKaX

28. |lin. linimentum JIVHYIMEHT

29. |liq. liquor SKUJIKOCTD

30. |lot. lotion JIOCbOH

31. |m. pil. massa pilularum MJTIONIbHAST Macca

32. |membr. bucc. |membranulae buccales [JICHKM 3alllegHbIe

33. [M. Misce, Misceatur Cwmeliai
(ITycTb 6ymeT cmeriiaHo)

34. |mixt. mixtura MMUKCTYpa

35. |N. numero UNICJIOM

36. |ol. oleum Macyio (KUIKOE)

37. |past. pasta rmacra

38. |pil. pilula, pilulae MTAJTIOJIST, TIVUTIOJIA

39. |p. aeq. partes aequales paBHbBIE YaCTH

40. |ppt., praec. praecipitatus 0CaKIeHHBIN

41. |pulv. pulvis MOPOITIOK

42. |q. s. quantum satis CKOJIbKO ITOTPeBYeTCsI, CKOJIBKO
HaI0

43. |r., rad. radix KOpEHb

44. |Rp. Recipe Bosbmu

45. [Rep. Repete, Repetatur [TosTropu (ITycThb Gymet
[MOBTOPEHO)

46. |rhiz. rhizoma KOpHEBUIIIE

47. |S. Signa, Signetur O603Haub (I[TycTb Oymer
0603HauEeHO)

48. |sem. semen ceMst




49. |simpl. simplex MPOCTON

50. |sir. sirupus CUpOII

51. |sol. solutio pacTBOp

52. |spr. Spray cripeii

53. |spr. nas. spray nasale Cripey Ha3aJbHbIN

54. |supp. suppositorium CcBeYa, CYIITO3UTOPUIA

55. |[susp. suspensio CyCITeH3MsI, B3BECh

56. |[tab. tab(u)letta TabJieTKa

57. |t-ra, tinct. tinctura HaCTOMKa

58. [tubulis tubulis TIOOVIKM

59. |STT Systema Therapeutica TpaHcaepmaabHas
Transcutanea Tepanestuueckas Cucrema

60. [ung. unguentum Masb

61. |vitr. vitrurn CKJISTHKa

IIpunoscerue N 2
Kk npuka3zy Munucmepcmea 30pagooxpaHeHus
Poccuiickoii @edepayuu

om 24 nosbps 2021 2. N 1094n

®OPMA PELENTYPHOIO B/IAHKA N 107-1/Y

MUHUCTEPCTBO 34PaBOOXPaAHEHUS Koa ¢opmbl Mo OKY[
Poccuiickoit degepaunn Koa yupexaeHus no OK
no

MeauUUHCKAs AOKYMeHTauus

HanveHoBaHuMe (wTamn) dopma N 107-1/y
MeAUUMHCKOW opraHu3auunu yTBepxaeHa npukasom

MMHUcTepcTBa 34paBoOXpaHeH
na

Poccuiickon depepauunmn
OT 24 HoaAb6psa 2021 r. N 109



4H

PELENT
(B3pOC/bIii, AETCKUA - HYXHOE MNOAYEPKHYTb)
" 20___ 1.

damnnunsa, uHUUMANL UMEHW U oTyecTBa (NocrefHee - MpPU HaNMynm)

nauveHTa

[llaTa poxaeHus

damnnusa, MHUUMANL MUMEHW U oTyecTBa (NocrefHee - MpPU HanMyum)

nevawero Bpadva (¢enbpuepa, akKywepku)




Noanucek

N nedaTtb nedauero Bpada

(nognuchb denbpluepa, akywepku)

PeuenTt pgeinctBuTeneH B TedeHne 60 pgHeinr, po 1 ropga (

-)

(HYyXHOe MnoAYepKHYTb)

)

O6opoTHas cTopoHa

(ykazaTb

KO/in4ecTtBO [AHE

no

OTMeTKa 0 Ha3Ha4dyeHuu
NleKapCTBEHHOro npenapara
peweHnio BpavyebHON KoMUCCUU

MpurotoBun

NMpoBepwun

oTnycTun




®OPMA PELENTYPHOI0O BJIAHKA N 148-1/Y-88

MMHUCTEPCTBO 34paBOOXPaHEeHUd

Poccuiickon depepauunmn

HanveHoBaHue (wTamn)

MeANLUMHCKOI opraHu3aummn
ns

HaumeHoBaHue (wTamn)
4H

nHOnNBMAya/ibHOro npeanpuHnMaTensd

(ykasaTb agpec, HoMep W paTty uueH3uu,

Kog ¢opmbl no OKY[ 3108805
MeAnLUMHCKaa OOKYMeHTauus
dopma N 148-1/y-88
YTBEpXaeHa NpukKasom

MUHMUCTEepcTBa 34paBOOXpaHeH

Poccuiickon depepauunmn
OT 24 HosA6psa 2021 r. N 109

HanMeHoBaHMEe oOpraHa FOCyﬂapCTBeHHOM BnacTu,

BblAaBlero AMUeH3uo)

PELEENT "

20 r.

(paTta odopmneHusa-peuenTa)

(B3poOC/bIA, [ETCKWUIA - HYXHOEe MOAYEPKHYTb)

damnnunsa, uHUUMANL UMEHW U oTyecTBa (NocrefHee - MpPU HaNMunm)

nN=T OO




nauyneHTa

JaTta poxageHunsa

Alpec wmecTa xuTenbcTBa WAM N  MeAMUMHCKON KapTbhl aMGynaTOPHO
ro
nauueHTa, nosyyawuwero MeguMUMHCKYK MOMOWb B amMGy/iaTOPHbLIX YC/OBUSAX

dammnua, MHUUMaNL MMEeHM N oTyecTBa (nocnegHee - NpPU HaIN4yun)
nevawero Bpayva (¢enbpluepa, akywepku)

Noanucb M nevyaTb Jledawero Bpada M.M.
(nognuce denbawepa, akKywepku)

PeuenT AeicTBUTENEH B TeudyeHue 15 AHe

0O60opoTHass cTopoHa

OTMeTKa O Ha3Ha4dyeHuu
NleKkapCTBEHHOro npenapara
no peweHuio BpavyebHO Kommuccuu

MpuroToBUN MpoBepun oTnycTun




®OPMA PELENTYPHOIO B/IAHKA N 148-1/Y-04(N)

MWHUCTEPCTBO 34paBOOXPaHEHNA YTBEPXAEHA
Poccuiickoin depepaunu MECTO A/14 npukasom MMHUCTEPCTB
a

WTPUXKOOA <*> 34paBooxpaHeHus

Poccuiickoin depepauunmn
OT 24 HosaAb6psa 2021 r.
N 1094H

aumn

> ANpUuHMMaTeNA

Kog ¢opmbl no OKY/[ 31088
05

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

Koa ‘MCTOHH% onsa



Kog,
KaTeropum
rpaxgaH

HO30/10rN4YecKoii
dopmbl (no MKB)

MK OUH
aHcupo
BaHUA :
(nogue
PKHYTb

)

1. depq
epanbH
biin Gtog,
KeT

2. bog
KeT cy
obeKkTa
Poccui
cKon o
efepay,
nn

3. MyH
nunnan
bHbIi 6
loaxeT

PELLEN
T Cep

Ta oo
opmne
HUS :

Thl:
(no
PKH

)

1.

agdye
YTb

bec

naaTHO

2.

20_

50%

MHO










Homep MeAWUMHCKOI KapThl NauuMeHTa, nosydawllero MeauUMHCKY MoMOllb
B
aMbynaTOpPHbIX YC/IOBUAX




damMununsa, uHUUManibl MMEHW WU oTyecTBa (NnocnefgHee - MNpPWM HaANyUn)
nevawero Bpaya (¢enbawepa, akywepkun)

Py6. Kon. Rp:

Mognnucb M neyaTb nedawero Bpaya M.IM.
(nognucb denbawepa, akKywepkn)

PeuenTt pgencTtBuTteneH B TedyeHue 15 pHen, 30 gHen, 90 gHen
(HyXHOE MnoAYepKHYTb)

-------- (3anonHseTcs cneuynasncToM anTeyHol opraHusauumn) -------

OTnyweHo no peuenTy: ToproBoe HammMeHoBaHWe
N [O3UPOBKA:

fata otnycka: "__" 20_ |KonnyecTBO:
r.
MpurotoBun: MpoBepwun: oTnycTtun:

(nuHKUA oTpbiBa)

Kopewok peuenTypHoro 6naHka Cnoco6 npuMeHeHus :
HanmeHoBaHue




neKkapcTBEHHOr o npenapara: MpoJo/MKNTENBbHOCTb il
Hen

/l03npoBKa:
KonnyecTtBO npuemMoB B A€Hb: _
pas

Ha 1 npunem:

en.

O6opoTHas cTopoHa

OTMEeTKa 0 Ha3HayeHuu
NNeKapCTBEHHOro npenaparta
no peweHuio BpavyebHO Kommccuu

MpurotoBun MpoBepun oTnycTun

<*> B cniydyae WM3rortosJsieHNda peuenTypHOro 6naHka Cc Mcnonb3oBaHu
em
KOMMNbIOTEPHbIX TEXHOMOT UiA.

Ilpunoscerue N 3
K npuka3y MuHucmepcmea 30pagooxpaHeHus

Poccuiickoii @edepauyuu

om 24 Hosbpsa 2021 2. N 1094n

IOPAOOK O®POPMJIEHHUSA PELIEIITYPHBIX
BJIAHKOB HA JIEKAPCTBEHHBDIE ITPEITAPATBI, UX
YUYETA U XPAHEHUSA



I. OdopmiieHne penenTa Ha 6YyMa>KHOM HOCHUTeJIe

1. Ha peuentypubix 6imankax ¢dopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(;1) B sIeBOM
BepXHEM VIJIy TIPOCTaBJISIETCST IITAaMII MEOWUIMHCKOM OpraHusalyuy C yKa3aHMeM ee
HaMMEHOBaHMs, agpeca M TejedoHA C JATOM BBIMMUCKYU (maroil odopmieHus) pelenta Ha
JIeKapCTBEHHBII MTperapar.

HononHutesbHO Ha penentypHoMm Omanke ¢opmbl N 148-1/y-04(;1) mpocTaBiseTcsi Ko
MEeIUIITHCKOM OpraHu3anyy B cOOTBETCTBMM ¢ OCHOBHBIM I'OCYIapCTBEHHBIM PErMCTPalIOHHBIM
HoMmepoM (nasiee - OT'PH).

Cepust penentypHoro 6imanka ¢opmbel N 148-1/y-04(n1) Brimtouaer kom cybwbekra Poccuiickoi
®depepar, COOTBETCTBYIOIIMIA ABYM IepBbIM Imdpam O6iepoccuiickoro kiaaccuduraropa
OOBEKTOB aAMUHUCTPATUBHO-TEpPUTOpHAJIbHOTO neyieHns (manee - OKATO).

Pasperiaercs nsrorasauBarh penentypHbie 6anku ¢dopmbl N 107-1/y u dopmbr N 148-1/y-04(1)
C TTIOMOIIIbIO KOMITbIOTEPHBIX TEXHOJIOTUIA.

Peuentypuble 6maHku  (opmbl Gopmbl N 148-1/y-88 wu3roraBamBalOTCS MCKIIOUUTEHHO
TUIOrpadCcKMM CIIoCcoO60M.

2. Ha penentypHbix 6aHKaxX, OQOPM/ISIEMBbIX WHAVBUIYAJIbHBIMM IPEINPUHUMATEISIMMY,
VMMEIOIIVMM JIMIIEH3MIO Ha MEIULIMHCKYIO eSTeIbHOCTb, B BEPXHEM JIEBOM YIJTy TUITOTPadCKUM
Ccroco60oM WM MyTeM IMPOCTaBJEHMS IITaMIla JO/DKeH ObITh YKasaH afpec MHAVBUAYATbHOTO
MpeAIpyUHMMATesIsI, HOMep ¥ JaTa JIMIEH3UM, HaMeHOBaHMe OpraHa rOCyIapCTBEHHOW BJIACTH,
BbIZIABIIIETO JIUIIEH3UIO.

3. Penenrypubsie 6manku ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n1) 3amomHsAIOTCS
MEeIUIIMHCKYM PabOTHMKOM YepHWIAMY MU IIIaPUKOBOM PYUKOM.

4. [lomyckaercsi odopmiieHMe BCeX PEKBUSMTOB (3a MCKIOYeHMeM pekBusuta 'llogmmch
Jievaliero Bpava (mommmch ¢enbaiiepa, akyiiepku') pelenTypHbix 6;1aHKoB ¢opmbl Gopmbl N
107-1/y, dopmer N 148-1/y-88 u dopmbr N 148-1/y-04(1) ¢ mcrnonb3oBaHMEM IeyaTarOIINX
YCTPOJCTB.

5. Odopmnenne perentypHbix 6maHkoB ¢opmbl N 148-1/y-04(;1) Briarouaer 1M(ppPOBOE
KOV pPOBaHMeE.

LIndpoBoe KogupoBaHMe YKa3aHHBIX PEIIENTYPHBbIX 6JIAHKOB BKJIIOUAET:

1) xom memuimuckoi opraumsauyy (OI'PH) wim xom MHAMBMUIYaJbHOTO MpPENNpPUHUMATENS B
coorBeTcTBMM ¢ OCHOBHBIM TOCYIapCTBEHHBIM PETrMCTPALMOHHBIM HOMEPOM MHIMBUIYAJIHHOTO
npeanpunuMaresis (masee - OI'PHUII), mpocraBisieMbldt NPy M3TOTOBJIEHUM PEIENTYPHBIX
OJ1aHKOB;

2) KOI KaTeropuy TpaskgaH, MMEIOIIMX IIPaBO Ha ITOJTyYeHMe JIEKapCTBEHHBIX IIperapaToB B
COOTBETCTBUM CO cTaThen 6.1 DemepanbHoro sakoHa or 17 uions 1999 r. N 178-®3 "O
rOCyIapCTBEHHON coumasbHOM momoin' <1> U Koo HO30JOTMYeCcKoi (opmbl IO
MeXIyHapomHOM CTaTUCTMUYECKOM Kiaaccudukanuy ©OoJiesHell M IpobJieM, CBS3aHHBIX CO
s3mopoBbeM (10-11 mepecmotp) (masee - MKB), 3amosHsiemMblie jieyalliyM BpauoM ITyTeM 3aHeCEeHUsT




KayKAoM UMdpbl B MyCThbIE STUYEVKY, IIPY 3TOM TOYKA ITPOCTABIISIETCS B OTIE/IBHOM STUENIKE;

<1> Cob6panne 3akoHozmarenbcTBa Poccuiickoit @epepaunn, 1999, N 29, ct. 3699; 2020, N 52,
ct. 8577.

3) ormMeTky 06 mcrouHmke (uHaHcupoBaHus (denmepanbHbii Olomker [1], 6romskeT cyOGbekTa
Poccuiickoinn ®@epepatyu [2], MyHUUMIAAbHBIM OromkeT [3]) M MpOlEHTe OIIaThl pelienTa
(6ecrunaruo [1], 50% [2], unont % [3]);

4) mITPUX-KOJ, - NOTOJTHUTEbHBIN PEKBU3UT (B C/Ty4ae M3TOTOBJIEHUSI HA TEPPUTOPUM CyOBbEKTa
Poccuiickon @epepauyy  pelenTypHOro OjlaHKA C  MCHOJb30BAaHMEM  KOMITbIOTEPHbBIX
TEXHOJIOTUIA).

6. B penentypubix 6mankax ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n1) B rpade
"Mdamutiis, UHUIMAIbI MMEH! 1 OT4YecTBa (MocjeaHee - Py HaJaMuMK) malyeHTa’ yKa3biBalOTCS
dbamunus, MHUITMAIbI UMEHM U OTYeCTBa (TIoC/IeHee - IIPY HaJIM4YUM) TalMeHTa.

7. B peuentypubix 6;1ankax ¢dopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(n1) B rpacde "ara
POKIEeHMS" yKa3bIBaeTCS JaTa pOsKIeHMs malyenTa (U1cjIo, MecsIl, TOf).

JlonoTHUTeNIbHO B pelenTypHbIX 6ankax Gopmbl N 148-1/y-88 u dopmer N 107-1/y nnsa mneten
B Bo3pacrte 10 1 roma B rpade "JlaTa pokaeHus'" yKasbIBaeTCs KOJMUYECTBO MOTHBIX MECSIIEB.

8. B penentypubix 6sankax ¢opmbl N 148-1/y-04(n1) B rpadax "CHWJIC" um "N mosnmca
006s13aTe/TIbHOTO MEIMIIMHCKOTO CTPaxXOBaHMs' YKa3bIBAlOTCSI CTPAXOBOM HOMEp MHIAVBUILYaIbHOTO
muieBoro cuera rpaxkzaanuHa B Ilencuonnom donnme Poccuiickon @enepanyu (CHUJIC) (npu
HaJIMYUY) ¥ HOMep TIo1ca 06513aTeTbHOTO MEIUIIMHCKOTO CTPaxOBaHMSI.

9. B peuentypubix 6mankax ¢opmbl N 148-1/y-88 B rpade "Ampec mecra >KUTeNbCTBA WK
HOMEpP MEIVIIMHCKOM KapThl MMalMeHTa, ITOIYYaIoiero MeIUIMHCKYIO IIOMOIIb B aMOyIaTOPHbBIX
ycIoBUSX'', yKasbIBaeTCsl TMOYTOBBIN afipec MecTa KUTeJbCTBa (MecTa MpeObIBaHMs MM MecTa
(dakTMueckoro MpPOXMBAHMUSI) TAlMEHTa WJIM HOMep MeIMIIMHCKOM KapThl IMalyeHTa,
MTOJTYYaIOIIEro MeOUIIMHCKYIO TIOMOIIb B aMOY/IaTOPHBIX YCIOBUSIX <2>.

<2> INpukas Munuctepctsa 3apaBooxpaHenus: Poccuiickor @emepaiim ot 15 nekabpsa 2014 . N
834u "O6 yTBepKAeHMM YHUODMUIMPOBAHHBIX (GOPM  MEIUIIMHCKON  JOKYMEHTAIUH,
MCIIONIb3YEMbIX B MEOUIMHCKMX OPraHM3alMsIX, OKa3bIBAIOIIMX MEOUIIMHCKYIO IIOMOIb B
aMOy/IaTOPHBIX YCJAOBUSIX, M IOPSOKOB IO ux 3amonHeHuio" (manee - Ilpukas N 834H)
(sapeructpupoBad MunuctepctBoMm toctunyumu Poccuiickoit ®@epepauym 20 despans 2015 r.,
peructpaimonubii N 36160) ¢ wusMeHeHUsSIMM, BHECEHHbIMM TIpuKazamMy MMHUCTEPCTBA
snpaBooxpaHenust Poccuiickonn ®Demepauym ot 9 sauBaps 2018 r. N 2 (3apeructpmpoBaH
MunnucrtepctBom toctuiium Poccuiickoin @epeparivm 4 amnpenst 2018 r., perucrpanmoHsbiini N
50614), ot 2 Hosi6ps 2020 1. N 11861 (3apeructprpoBad MuHUCTEPCTBOM IOCTULIMM Poccuiickoii
®eneparnyuu 27 Host6pst 2020 r., peructpanyonHbini N 61121).




VYkasaHue u ajpeca MecCTa >XMUTeJbCTBa 1 HOMeEpa MG,Z[I/ILU/IHCKOI‘/JI KapThbl MMalIlMeHTa, IMMOJJIYy4YalOIllIero
MeOUIIMHCKYIO ITOMOIIIb B aM6y.TIaTOprIX YCJIOBUSX, HE ABJISIETCA OILIMOKOJA.

B penentypubix 6mankax ¢opmbl N 148-1/y-04(n1) B rpade "Homep MemuIMHCKON KapThbl
maiyeHTa, IMOJyYarolero MeIMIMHCKYI0 IIOMOIb B aMOY/JIaTOPHBIX YCIOBMSIX' YKas3bIBA€TCS
HOMEep MeIMIMHCKOM KapThl MalleHTa, TOyYaollero MeIuIMHCKYIO TOMOIb B aMOy/1aTOPHBIX
YCJIOBUSIX <3>.

<3> [Ipuka3z N 834H.

10. B rpade "damwmins, vHUIMAIbBI MMEHM U OTYecTBa (MTOC/AeNHee - MPY HaJIMUMM) JIeUaliero
Bpaua (desbmiiepa, akyiiepkn)" perentypHbix 6maHkoB gopm N 148-1/y-88, N 107-1/y u N
148-1/y-04(;1) yka3pIBalOTCSI MOJHOCTbIO (pamumnsi, MHUIIMAIbBI MMEHM, OTYecTBa (TocienHee -
Mpy  HaJIM4MKM) MEOUIIMHCKOTO pabOTHMKA, HA3HAUMBIIIETO JIEKAPCTBEHHbIE IIpernaparbl U
O0(OPMMBILIETO PEILIEINT.

11. B rpade "Rp" peuenrtypubix 6mankoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n)
yKa3bIBaeTCS:

1) HaumeHOBaHMe JIeKapCTBEHHOTO  Ipermapara (MeXIYyHapOmHOe  HelaTeHTOBaHHOe
HaMMEeHOBaHMe, IPYIIMPOBOYHOE WM XMMUYECKOe HaMMeHOBaHMe, TOProBOe HaMMeHOBaHMe) Ha
JIATUHCKOM SI3bIKE WJIM Ha PYCCKOM $3bIKe, ¢opmMa BBITyCKa, OO3MPOBKA, KOJMUECTBO
(YKaspIBaeTCs IIPONMChIO Ha pelientypHoM 61anke ¢popmbl N 107/y-HIT);

2) cnocob6 TpUMEHEHMsI JIeKapCTBEHHOTO Iperapara Ha TOCYJapCTBEHHOM si3bike PoccuiicKoi
denmepalny UM Ha TOCYIapCTBEHHOM si3bike Poccumiickon @enepaliui 1 rocygapCTBEHHOM SI3bIKE
pecITyo/IMK U MHBIX s13bIKax HapomoB Poccuiickon epeparn <4>.

<4> Yactp 1 crarbu 15 3axona Poccuiickoit ®emepanum ot 25 okrsabps 1991 r. N 1807-1 "O
s3pIkax HapomoB Poccmiickoit Depeparmn” (mamee - 3akon N 1807-1). (BemomocTtu cbhesma
Haponubix genytatoB PCOCP u BepxosHoro Cosera PCOCP, 1991, N 50, ct. 1740; Cobpanne
3akoHopaTenbcTBa Poccuiickon @eneparinn, 1998, N 31, ct. 3804).

13. TIpu odopvmyieHnn pelenTypHbIX OJIAHKOB 3ampeliaeTcss OrpaHMYMBATBCS —OOIIMMM
yKasaHusamu, Harpumep, "'Buyrpennee”, "M3BectHo".

B anekmponHom 0okKyMeHIme Hymepayus NyHKmMoe coomeemcmayem o uyuaibHomy
UCMOYH UKY.

14. PeuenTt, odopmienHbli Ha petentypHom Omanke ¢opm N 148-1/y-88, N 107-1/y u N
148-1/y-04(;1), nopmuchiBaeTCsl MEAUIIMHCKMM PaOOTHMKOM U 3aBepsIeTCSI ero 1evyarbio.

Penient, obopmiieHHbIn Ha perentypHom Osanke dopmbl N 148-1/y-88 u dopmbr N 148-1/y-



04(1), DOTIOTHUTEIBHO 3aBEPSIETCS IeUaThbio MeIULIMHCKOM opranusauyy "I perientoB'.

Insa petierita, obOpMIEHHOTO Ha penenTypHoM 6maHke ¢dopmbl N 107-1/y, Hannune neuatut " [Ijst
perienToB" He SIBJISIETCS 00SI3aTeIbHbIM.

15. Ha omuom penentypHom O6ymanke ¢opmbl N 148-1/y-88 u dopmer N 148-1/y-04(n)
paspeliaeTcsi OCYIIECTB/SITh Ha3HaueHMe TOJbKO OJHOrO HaMMeHOBaHMS JIeKapCTBEHHOT'O
mpenapara.

Ha ognom penentypHom 6Gianke ¢gopmbl N 107-1/y paspeliaeTcsi OCyIIECTBJISATh HasHAYeHMe
TOJIbKO ONHOTO HauMMEHOBaHMUsSI JIEKApCTBEHHOrO IIperapara, oTHocsierocs mo ATX k
anTumncuxotnyeckum cpeacrtsam (kom N 05A), ankcuomutukam (kog N 05B), cCHOTBOpHBIM U
cemaruBubiM cpenctBam (kom N 05C), antupenpeccantam (kog N 06A) u He Momjeskaliero
MIpeAMEeTHO-KOJIMUYECTBEHHOMY YYeTy, ¥ OO TpeX HauMeHOBaHMIi JIeKapCTBEHHBIX IperaparoB -
IJIS1 VHBIX JIEKAPCTBEHHBIX MTPeraparoB, He OTHECEHHBIX K BblllleyKazaHHbIM ATX.

16. UcipaBiieHus B pellenTe He TOMTYCKATCS.

17. TIpn odbopmnenun perentypHbix 61aHkoB popm N 148-1/y-88, N 107-1/y u N 148-1/y-04(n)
Ha JIeKapCTBeHHbIe Ipernaparbl, Ha3HaueHHbIe MO pellleHNI0 BpaueOHOM KOMUCCUU, Ha 000pOTe
perenTypHOTo 6/1aHKa CTABUTCS CIelMaIbHAsi OTMeTKA (IIITaMII).

18. Ha penentypHom Osianke ¢opmbl N 148-1/y-04(;1) BHM3Y wuMeeTCs JMHUS OTPbIBA,
paszesiolias pelenTypHblii 6/IaHK ¥ KOPEIIOK.

Koperiok ot petienra, 0hOpMJIEHHOTO Ha YKa3aHHOM pelIeNTYpHOM OJIaHKe, BbIIAeTCS MalleHTy
(ero 3aKOHHOMY TIPEJICTAaBUTEJII0) B allTEUHOM OpraHM3alMy, Ha KOpeIKe JeaeTcss OTMeTKa O
HaMMEeHOBaHMM JIEKAPCTBEHHOTO IIpernapara, J03MpoBKe, KOJIMYeCTBe, CIIocobe MpyMeHeHMs.

I1. Odopmiaenue penenra B opMe 3/IeKTPOHHOTO JOKYMEHTaA

19. PenieniT B opMe 3/IEKTPOHHOTO TOKYMEHTA, MOAMMCAHHOTO YCWIEHHO KBaIMMUIIMPOBAHHOM
JIEKTPOHHOM TOAMNUCHIO, (GOpMUPYETCS MEOMUIIMHCKMM pabOTHUKOM, CBEIEHUS O KOTOPOM
BHeCEeHbl B (efepasbHblii PErucTp MEeAMIMHCKMX PabOTHUKOB <5>; a Takke Mpu yCJIOBUM
perucTpanuu MeIUIMHCKOM OpraHm3alum, B KOTOpoM o(OopMIIIeTcsl pelenT, B demepaJbHOM
peecTpe MEAUIIMHCKUX OpraHM3anmii <6> eIMHOI rocyapCTBEHHOM MHMDOPMAIIOHHOW CUCTEMBbI
B cdepe 30paBOOXpPAaHEHMS U MOJK/IIOUEHMSI TaKOM MEOUIIMHCKOM OpraHus3aluu K
roCygapCTBeHHOM MH(OPMAIMOHHOI cucTeMe B cdepe 3mpaBooxpaHeHust cyobekra Poccuiickon
Denmepauyn <7>.

<5> Yactb 4 crareu 91.1 ®epepanbHoro sakoHa N 323-®3 (Cobpanme 3aKOHOIATEIbCTBA
Poccuiickoit ®emeparn, 2011, N 48, ct. 6724; 2020, N 29, cT. 4516).

<6> Yactb 4 cratbu 91.1 ®epepanpHoro 3akoHa N 323-D3 (CobpaHme 3aKOHOmATETbCTBA
Poccuiickon @epeparinn, 2011, N 48, ct. 6724; 2020, N 29, ct. 4516).

<7> Crareu 91 u 91.1 ®epepanbHoro 3akoHa N 323-®3 (CobpaHme 3aKOHOIATEIHCTBA
Poccuiickon @eneparin, 2011, N 48, cT. 6724).



20. Tlpu odopmiaenun perenta B (opMe 3JIEKTPOHHOTO JTOKYMEHTa Ha JieKapCTBEHHbIE
mpernaparbl, yKa3aHHble B myHKTax 9 u 11 ITopsaka HasHaueHMsl JeKapCTBEHHBIX ITperaparos,
YTBEP)KIEHHOTO HACTOSIIMM IPUKA30M, ¥ OTIYCKaeMble 3a IMOJHYIO CTOMMOCTD, 3aIlOJIHSIOTCS
CJIeIYIOLIe PEKBUSUTHI:

1) xom cyowekta Poccuiickoit ®@emepanym mo OKATQO, ompenmensionmii TOCyIapCTBEHHYIO
MHpopMalMOHHYIO cucTeMy B cdepe smpaBooxpaHeHusi cyobekra Poccuiickon ®Demepanyu, B
KOTOpO} chopMMpoBaH pelienT B opMe 37IeKTPOHHOTO JOKYMEHTa;

2) HauMMeHOBaHME MEIUIMHCKOM oOpraHmusaumu, aapec, TeaedoH wm GaMmins, VHUIMAIbI
MMeHM ¥ oOTdyecTBa (TOCjaegHee - TMPpU HAJIMYMM) MHIMBUAYAJIbHOTO IpeAIpyUHMUMATeIs,
MMEIOIIETO JIMUIIEH3MIO Ha MEUIIMHCKYIO IeSITeJTbHOCTb, €0 ajipec;

3) OI'PH ropunnueckoro nuia (MeguuyHckon opranmusauyu) wiu OI'PHUIT unnuBumgyaabHOTrO
NpeanpuHuMaTes;

4) nata odopmieHus perernTa (yKasbIBaeTCsl YMCII0, MECSIL, TO1);

5) mara okoHuaHust meiicTBMsI perienrta ((GopMuUpyeTcs rOCymapCTBEHHOV MWHGOPMAaIYIOHHOM
cucTtemMoil B cdepe 3mpaBooxpaHeHus cyobekta Poccuiickont ®epmepaiimy B COOTBETCTBUM CO
CpoKaMu JieiicTBus perienToB: 15 nueit, 30 nueit, 60 nueit, 90 nueit, mo 1 romga);

6) yHMKaJIbHBIM HOMeD pelernTa (GopMupyeTcs: roCcyIapCTBEeHHOM MHAOOPMAIIMOHHON CUCTEMOM B
cthepe 3mpaBooxpaHeHust cyobekta Poccuiickonn ®Demepanyy u obecreunBaeT OJHO3HAUHYIO
ugeHTUGUKAIIMIO pellenTa B GopMe 3JeKTpOHHOro mokyMmeHTa B couetanunm ¢ OKATO, OI'PH
um OI'PHUI);

7) ormetku "cito" (cpouno) mam "statim" (HemenieHHO) TIPUM HEOOGXOOUMOCTU CPOYHOTO WM
HeMe/IJIEHHOTO OTITYCKa JIEKAPCTBEHHOTO TIperapara MmaiueHTy;

8) agpec manmenTa (yKas3bIBaeTCsI ITOUTOBBIN afpec MeCTa KUTeIbCTBA (MecTa MpeObIBaHMST MU
MecTa (aKTMYEeCKOro MpOXKMBAaHMS) C yKazaHMEM WMHIeKca, HauMMeHOBaHMSI Kpasi, 006JyacTy,
pecITyo/nKM, aBTOHOMHOTO OKpyra 1 uMHOTo cyobekTa Poccuiickon @eneparivn, HauMeHOBaHMS
HaceJIeHHOTO MyHKTa, HAaMMEeHOBaHUS yulibl (ITPOCIIeKTa, Mepeyska, rmpoesnaa), Homepa aoma (C
yKaszaHMeM KOpITyca, TPy HaJIMUuK), HoMepa KBapTUphbI);

9) HOMep 37IeKTPOHHOM MEeAVIIMHCKOM KapThl MalieHTa B TOCyJapCTBeHHOM MHGbOPMAaIMOHHOM
cucteMe B cdepe 3gpaBooxpaHeHus: cyobekTa Poccuiickon @enmeparnyin;

10) dbammns, umst, oT4eCTBO (MTOCIeAHEe - TPY HATUUMMA) TTAlEHTA MOTHOCTDIO;

11) nmara poskmeHmst manmeHTa (yKasbIBaeTCsl 4YMCJIO, Mecsll, Tom), Ajis getei no 1 roma
IOTIOJTHUTEIbHO YKa3bIBAETCSI KOJMUYECTBO IMOJTHBIX MECSIIEB;

12) dammwims, uHULIMAIBI MMEHM ¥ OTuecTBa (TOCjaegHee - TIPU HaJUUMM) MEOUIIMHCKOTO
paboTHMKA MOTHOCTHIO;

13) HaMMeHOBaHMe JIEKAPCTBEHHOTO TMperapata (MeKOyHapOmZHOe  HeNaTeHTOBAaHHOe
HaMMeHOBaHMe, TPYNIMPOBOUYHOE MM XMMMUUYECKOe HauMeHOBaHMe, TOProBoe HauMeHOBaHMeE),
IO3MPOBKA, (OpMa BBIITYCKa, KOJTMYECTBO (BCE TIO3UIMYM YKA3bIBAIOTCS HA PYCCKOM SI3BIKE);

14) croco6 mpuMeHeHMSs JIEKAapCTBEHHOTO Iperapara Ha TOCyapCTBEHHOM si3bike Poccuiickoin



denmepaly UM Ha TOCYIapCTBEHHOM s13biKe Poccumiickon deneparinm 1 rocygapCTBEHHOM SI3bIKE
pecITyOymK ¥ MHBIX si3bIKax HapogoB Poccuiickon Deneparm <8>;

<8> Yactb 1 cratbu 15 3akona N 1807-1 (Bemomoctn cbesma Hapomubix aenytatoB PCOCP u
Bepxosuoro Cosera PC®CP, 1991, N 50, ct. 1740; Cobpanne 3akoHomaTeabcTBa Poccuiickoi
®eneparun, 1998, N 31, ct. 3804).

15) mOKyMeHT, MOATBepKIAIOIIMii Ha3HaueHue JIeKApCTBEHHOrO IIperapara [0 peLIeHMUIO
BpaueOHOV KOMUCCUYM MEIVIIMHCKOM OpraHu3aIyu;

16) ormMeTka O Ha3HaueHMM JIEKAPCTBEHHOTO IIpernapaTa IO pelleHuI0 BpaueOHOM KOMUCCUU
MeIMIIMHCKOM OpraHu3alyuy B CIydyasX, yKasaHHbIX B ab3ame BtopoM myHkTa 6 Ilopsimka
Ha3HaueHMsI JIeKapCTBEHHBIX ITPenapaToB, YTBEPKIEHHOTO HACTOSIIIUM MTPUKA30M;

17) otmeTka o clienMa/JibHOM HasHAYe€HMM JIEKapCTBEHHOTO IIperapara (3aroJHsIeTcs B CJIyJasx,
yKa3aHHbIX B IMyHKTax 15 u 24 [Tlopgmka HasHaueHMs JIEKQPCTBEHHBIX IIpeIapaTos,
YTBEPKAEHHOTO HACTOSIIMM IIPUKA30M);

18) ormerka o cHenuaJbHOM Ha3HAUEHUM JIEKAPCTBEHHOTO TIIperapara TMAalMeHTy C
3a0oneBaHMeM, TpPeOYIOIIMM [JIUTEJIbBHOTO KypCOBOTO JiedeHusl (3arojiHsIeTcsl B Ciydae,
yKazaHHOM B IyHKTe 23 Ilopsinka Ha3HaueHMs! JIEKAPCTBEHHBIX IIPEIapaToB, YTBEPSKIEHHOTO
HACTOSIIMM ITPUKA30M) C TPOCTaBJI€HNEM MMEPUOAUIHOCTU OTIYCKa JIEKAPCTBEHHOTO Mpenapara;

19) npu odopmienun penenta B (Gopme 3JIEKTPOHHOTO [OKYMEHTa Ha JieKapCTBEHHbIE
mperaparbl, yKasaHHble B IMOAMyHKTaxX 2 - 5 myHkta 9 u nyHkre 11 Tlopspgka HasHaueHus
JIeKapCTBEHHbBIX IIPENaparoB, YTBEPKAEHHOTO HACTOSIIMM MPUKa3oM, TpaskgaHaM, MMeEeIOINM
MpaBoO Ha OecIuiaTHOe IMOJyuyeHye JieKapCTBEHHBIX MperapaTroB WiK MoyvYeHyue JeKapCTBEHHbIX
MpernapaToB CO CKUAKOW, 3aTOJIHSIOTCS PEKBU3UTBI, MPEeTyCMOTpPEHHble MommyHkTammu 1 - 18
HACTOSIIEro MyHKTa, a TakKe CJIeyIolne PeKBU3UTDI:

a) KaTteropusl TpakgaH, MMEIOIIMX IIpaBO Ha IIOJyYeHue JIeKapCTBEHHbIX IIpernapaTtoB B
COOTBETCTBUM CO cTaTheyr 6.1 DemepanbHoro 3akona or 17 wuions 1999 r. N 178-®3 "O
rOCyIapCTBEHHOM COIMaIbHOM roMoIy" <9>;

<9> Cob6panne 3akoHozmarenbcTBa Poccuiickoit @epepaunn, 1999, N 29, ct. 3699; 2020, N 52,
ct. 8577.

6) Kop, Ho3oormnueckoii popmsl Mo MKB;

B) ucTouHMK (puHaHcupoBanust (1 - demepanbHbIN OIOIKeET, 2 - OIOMKET cyobekTa Poccuiickoii
®dengepanyn, 3 - MYHUIIUITAIbHBIN OIOMKET);

r) pasmep omiathl (1 - 6ecriatho, 2 - 50%, 3 - nHoM %);

1) CTPaxXxOBOW HOMEp MHAMBUIYAJIbHOTO JIMIIEBOTO cueTa TpaskgaHuHa B [leHcumoHHOM (oHe



Poccuiickon @eneparyu (mpu Hammanmn) (CHUJIC);
€) HoMep ToJMca 06513aTesTbHOTO MEAUIIMHCKOTO CTPaXOBaHMS.

21. Ilpu mpocTaBaeHU OTMETKM, YKa3aHHOM B roanyHKkTe 16 myHkra 20 Hactosiero Ilopsika,
perienT B (opMe 3JeKTPOHHOTO ITOKYMEHTA IMOMMMCHIBAETCS YCUIEHHON KBaIM(DUIIMPOBAHHOM
SJIEKTPOHHOM IOAIIMCHIO TpeacenaTesiss MUIM CeKpeTaps BpauyeOHOM KOMUCCUU MEIVUIIMHCKOM
opraHmMsanyyu, Mpy IPOCTABJIEHMM OTMETOK, yKasaHHbIX B moamyHKTax 17 m 18 mynkra 20
Hacrosiiiero Ilopsimka, - yCUMIEHHBIMM KBIMGUIMPOBAHHBIMM 3JIEKTPOHHBIMM  TTOAMUCSIMMA
COOTBETCTBYIOIIMX MEAUIIMHCKUX PAOOTHUKOB.

22. Tlo TpebGoBaHMIO TAllMEHTA WIM €r0 3aKOHHOTO IpeACTaBUTENST OQOPMIISIETCS 3K3EMILISP
perierita B ¢opMe 3JIeKTPOHHOrO JOKyMeHTa Ha OGyMaskHOM HoOcuTesie ¢ OTMeTkoi 'lybiaukar
9JIEKTPOHHOTO IOKyMeHTa' .

II1. YueT penienTypHBIX 0/IAHKOB (32 MCK/IIOUEHUEM PEIENTYPHbIX
os1ankoB 1o ¢opme N 107/y-HII " Crienma/IbHbIN pelenTyPHbIN
omauKk")

23. Vyer peuentypHbix OmaHkoB dopm N 107-1/y, N 148-1/y-88 m N 148-1/y-04(n),
M3TOTaBIMBAEMbIX TUIOTPAPCKUM CIMOCOOOM (fajiee - pelenTypHble OJaHKM, TMOMJIeXale
y4eTy), OCYIIeCTB/ISIETCSI B JKypHajaxX YydyeTa, IPOHYMEPOBAHHbBIX, IIPOIIHYPOBAaHHBIX U
CKpeIJIEHHBIX MOAIMMChIO PYKOBOAUTEIS U TeUaThbi0 MEOUIIMHCKOM OpraHu3alini Uy MOAMICHIO
VHAVBUIYAJIbHOTO MTPEeANPUHMMATEJIS, UMEIOIIETO JIMIIEH3MIO Ha MEIUIIMHCKYIO IeSTeIbHOCTD.

24. JKypHan ydeta penienTypHbix 6;1aHKOB ¢opmbl N 107-1/y comepskuT ciiemyoiie rpadai:
1) HoMep o OPSAKY;

2) B pasgesne "[Ipuxon':

a) JaTa perucTpalym JOKyMeHTa, MOATBEePsKIAI0IIero MOCTYIIIEHNE;

6) HOMep U JjaTa JOKYMEHTa, MOATBEP KAAIOIIETO TTOCTYIJIEHe, HAaMEHOBaHMe MOCTaBIIMKa;
B) 00I1Iee KOJIMYECTBO MOCTYIMBIINX PELENTYPHbIX OJIaHKOB;

r) dammwius, WHUIMAIBI MMEHM U oTyecTBa (TOcCjaegHee - TIPUM HAAUUMK) WU TIOATIUCH
OTBETCTBEHHOTO MEIMIIMHCKOTO pabOTHMKA, TIOJYYMBIIErO pelenTypHble OJaHKUM  OT
MOCTaBIIMKA;

3) B pasmene "Pacxon':
a) JlaTa BbIJAuM PeleNTyPHbIX 61aHKOB;
6) KOJIMUYECTBO BbIIAHHBIX PEIIENTYPHBIX OJIAHKOB;

B) damuausi, MHMIMAIbI MMEHM U OTYecTBa (MOC/eqHEee - TIPU HAJUUMM) OTBETCTBEHHOTO
MeIMUIIMHCKOTO pabOTHMKA, MOTYUMBIIIETO pelleNTypHble OJIaHKU;

1") MoAINMChb OTBETCTBEHHOIO MeAMIIMHCKOI'O pa6OTHI/IKa, IMOJIYUMBIIETO peleInTypHbIe 6)'[3.HKI/I;

4) damuams, MHMIMQIBI MMEHM M OTYecTBa (MOCAefHee - TIPU HaAMIMM) U TOAIMUCH



OTBETCTBEHHOT'O MEIMIIMHCKOTO pabOTHMKA, BbIAABIIIETO PeleNTypHbIe OIaHKN;
5) ocTarok perenTypHbIX GIaHKOB.

25. JKypHan yuera penentypHbix 61aHkoB ¢popm N 148-1/y-88 m N 148-1/y-04(s1) comepskut
cienytoiye rpadmi:

1) HoMep Mo OPSAKY;

2) B pasgene "[Ipuxon':

a) JaTa perucTpaiym JOKyMeHTa, MO TBEePsKIAIOIIero MOCTYIIIEHNE;

6) HOMeD U JjaTa JOKYMEeHTa, MOATBePsKIAIoIIero MoCTyIieH e, HaMeHOBaHye TTOCTaBIIMKa;
B) 00I1Iee KOJIMUECTBO MOCTYIMBIINX PELIENTYPHbIX OJIaHKOB;

') CEpUM ¥ HOMepa PeleNTyPHbIX OJIaHKOB;

1) KOJIMUECTBO PeleNTypPHbIX OJIaHKOB IO CEPUSIM;

E) (baMI/IJII/IH, MHNIIMAJIbl MMEHM WM OT4YeCTBa (HocnenHee - IIpu HaJ'II/I‘{I/II/I) n 1oaImncCb
OTBETCTBEHHOI'O MeIMIMHCKOI'O pa6OTHI/IKa, IIOJIYyYMBIIETO  pELEIITYPHbIE OG/JIaHKM  OT
ITOCTaBIIIMKa,

3) B pasgesne "Pacxon':

a) JIaTa BbIAuM peleNTyPHbIX OJIaHKOB;

6) cepum 1 HOMepa BbIIAHHBIX PEIENTYPHbIX GIaHKOB,;
B) KOJIMYECTBO BbIZAHHBIX PELENTYPHbIX 6JIaHKOB;

r) dbamuaus, MHUIMAIbI MMEHM M OTdecTBa (MOCjegHee - MPY HaJIMUIMM) OTBETCTBEHHOTO
MeIMUIIMHCKOTO PabOTHMKA, ITOTYUMBIIIETO PeleNTypHbIe OJIaHKH;

,H,) IMOAIINCHb OTBETCTBEHHOI'O MEIUIIMMHCKOI'O pa6OTHI/IKa, MOJIyUMBLIET'O pelernTypHbIe 6J'IaHKI/I;

4) damwms, MHUIMAIBI MMEHM M oOTuecTBa (MOcjegHee - TPU HaJIMIMM) U TIOAINUCH
OTBETCTBEHHOT'O MEIUIIMHCKOTO pabOTHMKA, BbIABIIIETO PelleNTypHble OJIaHKH;

5) ocTarok perenTypHbIX GIaHKOB.

26. Vder penenrtoB, oGOpPMJIEHHBIX B (GopMe 3JeKTPOHHOIO JOKYMEHTA, OCYIIECTB/ISIETCS B
rocymapCcTBeHHOM MHMOpPMaIMOHHOM cucTeMe B cdepe 3mpaBooxpaHeHus: cyobekTa Poccuiickoit
@denmepany MOCPENCTBOM BeIeHMS €OVHOTO peecTpa pelenTtoB, odopmieHHbBIX B (dopme
3JIEKTPOHHBIX IOKYMEHTOB.

IV. XpaHeHue penenTypHbIX 0JIaHKOB (3a UCK/IIOYEHUEM
penenTypHbIX 6;1aHKOB 110 hopme N 107/y-HII " CrieniuaibHbIN
pelenTypHbINi OJIaHK ")

27. MenuiHCKye opraHm3aliiy MoJy4yaloT HeoOXoauMble pelenTypHble 6J1aHKM, oopMIeHHbIe
TUIOrpadCKUM CII0OCOO0M, Yepe3 TepPUTOPMAJIbHBIE OPraHbl YIIPaBJIEHMS 34 pPaBOOXPaHEHVEM



MM OpraHusalim, YIOJHOMOYEHHbIe Ha 3TO OpraHaMy MCIIOJHUTEIbHONM BJIACTU CYOBEKTOB
Poccuiickoin ®emepariyin.

28. PenentypHble 6y1aHKM, TOAJIeXKaIle YUeTy, XpPaHITCs OTBETCTBEHHBIM JIUIIOM, HAa3HAYE€HHbIM
PYKOBOAMTEJIEM MEOUIIMHCKOM OpraHmsaliuiu, B 3alMpaeMoM MeTaummyeckoM Imkady (cende)
MU METAJTMYECKOM SITITVKE.

29. UVHpuBupyaJbHbIM  MpemIpMHUMATENb, MMEIOIMI  JIMIEH3MIO HAa  MEIMUIIMHCKYIO
IeATeIbHOCTb, XPaHUT pelenTypHble OjlaHKM, [OMJIeKallle y4YeTy, B  3alMpaeMoM
MeTaJuTn4eckoM IKkady (cevide) mim MeTayInueCcKoM SILMKe.

30. ITpoBepka cocCTOSTHUSI XpaHEeHMs, ydeTa, (PaKTMUeCKOTrO HaJIMUMS M Pacxofa pelenTypHbIX
OJIaHKOB, TOAJIEKAIIMX YUYeTy, OOMH pa3 B KBapTaJl OCYIIECTBJISIETCS KOMMUCCUEN, CO3OAHHON B
MeIUIIMHCKOJ OpraHu3aliiin.

31. PenentypHbie GnaHKM, odopmiisseMble Ha OyMa>kHOM HOCHUTeNe U TOJeXKallue YYeTy,
BBIJAIOTCSI MEIMLIMHCKMM pabOTHMKaM, MMEIOIMM IIpaBO OQGOPMJIEHUSI pPeleNnToB, IO
PaCIOPSIKEHNMIO TJIAaBHOTO Bpaya MJIM ero 3aMeCTUTEIS.

[TonyueHHble pelienTypHble OJaHKM Ha OyMaXXHbIX HOCUTENISIX XPaHSITCS MeIUIMHCKUMMU
pPabOTHMKAMM B TTOMEIIEHMSIX, 00eCITeUMBAIOIINX UX COXPAHHOCTb.

32. IIporpaMMHO-TEXHMYECKME CPENCTBA FOCYIaPCTBEHHBIX MH(POPMAIIMOHHBIX CUCTEM B cdepe
37 PaBOOXPAaHEHMSI, MEOUIMHCKUX WHGOPMAIMOHHBIX CUCTEM MEIUIIMHCKUX OpraHu3aiuin
obecreunBalOT XpaHeHNe 3SJEeKTPOHHBIX pelenToB, OGOPMJIEHHBIX B (opMe 3JeKTPOHHBIX
IOKYMEHTOB B TeueHMe CPOKOB, YCTAHOBJIEHHBIX MJI XpaHEHMs pelenToB, OpOPMIIEHHBbIX Ha
COOTBETCTBYIONIMX (hOpMaxX peleNTypPHbIX 6JJaHKOB Ha GymMakHOM HocuTese <10>.

<10> MommyHkr 5.2.169 Tlonoxkenuss o MunucrtepctBe (CobGpaHue 3aKOHOOATEIbCTBA
Poccuiickon ®egeparmn, 2012, N 26, ct. 3526; 2021, N 43, c1. 7258).

Ilpunos+cenue N 4
Kk npuka3zy Munucmepcmea 30pagooxpaHeHus
Poccuiickoii @edepayuu

om 24 nosbps 2021 2. N 1094u

®OPMA CMNELUWANBHOIO PELENTYPHOIO BNAHKA N 107/Y-HN

MUHUCTEPCTBO 34PaBOOXPaAHEHUS Koa ¢opmbl Mo OKY[



Poccuiickoin depepauun MeaUUMHCKaa AOKYMeHTauus
dopma N 107/y-HN,
yTBEpPXAEHHasA MpuUKasom

MUHUCTepcTBa 34paBoOXpaHeH
na

wTtamn MeauUUMHCKOW opraHu3auunu Poccuiickoin depepaunu
OT 24.11.2021 N 1094H

PELEENT

n n 20_

(paTa BbLIMUCKK peuenTa)
(B3poChnblii, AETCKWUIA - HYXHOE MNOoAYEPKHYTb)

damnina, KMMA, OT4YecTBO (nocnegHee - MNPU HaAN4yum)
nauneHTa

BospacT

Cepua n Homep nosuca o6a3aTeNnbHOro MEOANLUMNHCKOIro CTpaxXxoBaHUA



Homep MeAUUMHCKOW KapThl

damMunusa, uMA, OT4YEeCTBO (nocnegHee - NpU HanM4uumn)
nevawero Bpaya (¢enbawepa, akywepkun)

O

Mognucb M NMYHaA neyaTb Bpava
(nognucb denbawepa, akKywepkn)

M. N
damunna, wUMmA, OT4YecTBO (nocnegHee - MNpU  HanMuuMn) ©“ Noanu
Cb
YNO/IHOMOYEHHOr 0 finua MeuLMHCKON opraHnsaymn
M.N
OTMeTKa anTeyHol opraHumsauyum 06 oTnycKe
damunna, uUMA, OT4yecTBO (nocregHee - MNpU HanMuuMn) ©“ Noanu
Cb
paboTHUKa anTeyHOW opraHu3auunmu
M.N
Cpok peictBua peuenta 15 pgHen
Ipunoscenue N 5

Kk npuka3zy Munucmepcmea 30pagooxpaHeHus
Poccuiickoii @edepayuu

om 24 nosbps 2021 2. N 1094n

INOPANOK N3I'OTOBJIEHN S, PACIIPEJEJIEHNSA,
PEI''MCTPALIVIU, YUETA U XPAHEHUS PELIEIITOB,
COAEPKAIIVIX HASHAYEHUE HAPKOTHUYECKHUX



CPEJACTB NJIN IICUXOTPOIIHbIX BEHLIECTB

I. IlopsiAOK M3roTOBJIeHMS, pacupeaeeHus CrienuaJIbHbIX
perenTypHbIX 0/1aHKOB 110 ¢opme N 107/y-HII

1. Opranmszanyio M3roToBJEHMSI M pacIipenesieHus pelenTypHbix 6jaHkoB 1o ¢opme N 107/y-
HIT "CneumanbHblii peleNnTypHbIi OnaHK" (majee - CHelMaJbHbIM pelenTypHbli 6J1aHK)
ocyulectBisgser MuHUCTEPCTBO  3ApaBooxpaHenuss Poccuiickonn  @Depepauym  (manee -
MuHUCTEPCTBO).

2. CrienyasbHble pelienTypHble OJIaHKY SBJISIIOTCS 3alUIIEHHOM MOaUrpaduuecKoi MpoayKIyen
ypoBHs "B", usrorasnuBaemoii Ha Gymare po3oBoro isera pasmepom 10 cm x 15 cM, JOKHBI
MMETb CEpMIO UM HOMEp, a TaKKe COOTBETCTBOBATb TPEOOBAHMUAM, yKa3aHHbIM B IIpMKase
MunncrepctBa ¢uHaHcoB Poccuiickoir @emepanyu ot 29 centsbps 2020 r. N 2171 "O6
yTBepsKaeHn TexXHUu4YeCcKuxX TpeboBaHMIA U YCIOBUM U3TOTOBJIEHMS 3AIMUIIEHHON OT IOJIeJIOK
nonurpabuyeckon mnpomyKuuu' (3aperucTpupoBaH MuHUCTepcTBOM IocTuliMM  Poccuiickon
®eneparum 16 HostO6pst 2020 r., peructpanyonsbiii N 60930).

3. B messax opraHusanuy M3roTOBJIEHNS U PACIIpefesIeHNs] CIIelMaIbHbIX PEeNTYPHbIX 6JIaHKOB
MeOUIMHCK/E OpraHusaluu, MMeMIye TPaBO OCYIIeCTB/ISITh BbIAAYy peLenToB Ha
HAapKOTMYECKMEe CpeACcTBAa WIM TIICUMXOTpONHble BemiecTBa cmucka Il Tlepeuns wu
3apeructpupoBaHHbie B Poccuiickoit @emepanyy B KauecTBe JIEKAPCTBEHHbBIX IMPENapaToB JJIst
MEIOUIIMHCKOTO TpUMEHeHMs] (Jajiee COOTBETCTBEHHO - MEOMIMHCKasi —OpraHusanys,
HapKOTUYECKU (TICUXOTPOITHBIN) JIEKAPCTBEHHBI TIpemapar), COCTaB/SIOT 3asiBKM  Ha
pelenTypHbie GIaHKMU.

4. B cpok 1o 1 OKTSI6pS TEKYIIero roja 3asBKY MeIMIIMHCKMX OpPraHu3alyil Ha CIelyajbHble
pelLienTypHbIe GJIaHKY MPeICTaB/ISIOTCS:

1) MeguUMHCKUMMM OpraHM3alMsSIMM, HaXOOAIIMMUCSI B BedeHUM GefepabHbIX OpPraHoB
VCIIOJTHUTEJIbHOM BJIACTY, - B COOTBETCTBYIOIME deaepaabHble OpraHbl VCIIOJTHUTEILHON
BJIACTY;

2) MeAMUIMHCKMMM OpTraHM3alMsSIMM, HaXOOALMMUCI B BeJeHUM CYObeKTOB Poccuiickoi
®denmepaliy, MEOUIMHCKMMM  OPraHM3alMSIMM  MYHMIMIQIbHOW ¥  YacCTHOW  CUCTEM
3 paBOOXPAaHEHNsSI - B OpraHbl MCIIOJIHUTEIBHOM BiIacTU cyobekToB Poccuiickon Depepaiyy B
chepe oxpaHbl 3M0POBbS TPaskIaH, Ha TEPPUTOPUYM KOTOPBIX OHYM PACIIOIOKEHBI ([1aiee - OpPraHbI
MCIIOJTHUTEJIbHOM ByIacTu cyobekToB Poccuiickoin @enepariun).

5. B 3asBKe MeIOMIMHCKONM OpraHu3aluy Ha CHelyasbHble PelenTypHble 6IaHKM YKa3bIBaIOTCS
cJenyIoIe CBeIeHNs:

1) cBemeHuss 0 MeAMIIMHCKOV OpraHM3alyy, MOJaBIIIel 3asiBKy Ha CHelMaJibHble peleNnTypHbIe
6siaHKM (MTOJTHOE HaMMeHOBaHMe, aJjpeC MeCTa HaXOKIeHMS]);

2) KOJIMYECTBO CIELMaJbHBIX pPeLEeNTypPHbIX OJIaHKOB, M3PAaCXOMOBAHHBIX MeIUIMHCKOM
opraHmusanyen Ha 1 STHBaps MpeIIeCTBYIOIIEro roja;



3) KOJIMUECTBO CITeLMAIbHbIX PeleNTyPHbIX 6JJaHKOB, HEOOXOAMMBIX MEIMUIIMHCKOM OpraHm3aiymn
Ha CJIeAYIOLINIA TOI.

3asiBKa MeOMIIMHCKOM OpraHmsalMy Ha CIieliajbHble pelleNnTypHble OJaHKMU TOMAMMCHIBAETCS
PYKOBOIMTEIEM MEOULIMHCKOM OpPraHM3allMi, KOTOPBIM HECeT MepPCOHATbHYI0 OTBETCTBEHHOCTD
3a 000CHOBAHHOCTD ¥ IOCTOBEPHOCTh YKa3aHHbIX CBEIEeHMUIA.

6. ®denmepasbHble OpraHbl MCIOJIHUTENBHOM BJACTM, B BEIEHMM KOTOPBIX HAXOISITCS
MeIUIIMHCKYE opraHu3anum (aasee - dhenepaabHble OPraHbl MCIIOJTHUTEIbHOM BJIACTH), ¥ OPraHbl
VCTIOJIHUTEJIbHOM BJIaCcTM CyobekToB Poccuiickoit @epmepauimy Ha OCHOBAaHUM — 3asIBOK
MEIUIIMHCKUX OpraHM3alMii Ha CIeluaJbHble peleNnTypHble OMIaHKM (GOPMUPYIOT CBOIHBIE
3a5IBKM Ha CHelyajbHble peleNnTypHble OJaHKM M B CpOK A0 1 [Oekabpsl TeKyllero roma
MPEeCTaBJISIIOT UX B MUHUCTEPCTBO.

7. B cBomHONM 3asiBKe Ha CIeLMajbHbIE pelLeNnTypHble OJaHKM YKa3bIBAIOTCH CJIEAYIOII/e
CBeIIeHMS:

1) cBemenus o dbemepasbHOM OpraHe MCIIOJTHUTEILHOM BIACTU (OpraHe MCIOJHUTEIbHON BJIACTU
cyobekta Poccuiickon ®@epmeparun), mIpeAcTaBMBIIEM CBOOHYIO 3asBKy Ha CHelMaJIbHbIE
pelrenTypHbie 6J1aHKY (TTOJITHOe HaMMEHOBaHME, aipec MeCTa HaXOKAEHNs);

2) KOJIMYECTBO CIIeIMATbHBIX PeleNTyPHbIX GJaHKOB, pacIpeeeHHbIX (emepaabHbIM OPraHOM
MCITOJTHATETbHOM BIaCTV (OPraHOM MCITOJIHUTENbHON BaacTu cyobekTa Poccuiickoi dengeparym)
Ha 1 SHBaps MpealeCcTBYIONIEro roa MeKIy MeAUIIMHCKUMY OPraHu3alusIMu;

3) KOJIMUYECTBO CHEIMaJbHBbIX PEIENTYPHbIX OJaHKOB, HEOOXOOMMBIX (emepasibHOMY OpraHy
MCITIOJTHUTEJIbHOM BIacT (OpraHy MCIIOJHUTENIbHOM BiacTu cyobekta Poccuiickon Deneparinmn)
Ha CJIeTYIOUIMIA TO, OIS paclpefesieHy sl MeXIy MeIUIIMHCKMMM OpPTraHU3aIMsIMIA;

4) cBemeHUS O TOABENOMCTBEHHON OpraHu3aluu, YIOJHOMOUYEHHOM GenepasibHbIM OpPraHOM
VCIIOJTHUTEJIbHOM BJIaCTy (OpraHoM MCIIOMHUTENIbHOM BiacTu cyobekta Poccuiickon Denepartinmn)
OCYILLIECTBJIATh TIOJMyYeHNMe CIelMaTbHbIX PpEeLEeNTypHbIX OJIAHKOB OT MuHKUCTepCTBa, UX
XpaHeHMe M BblJauy MeOUIIMHCKMM opraHmsaimsm (IoJHOe HauMeHOBaHMue, aapec MecTa
Haxoxxaenuss, THH/KIIIT, OKTMO oprauusanyu, ¢hbakTMIeCcKuii agpec MoCTaBKM).

8. Ha ocHOBaHUM TOJIy4YEHHBIX CBOJHBIX 3asBOK Ha CIElMa/bHbIe pelenTypHble OJIaHKU
MUHICTEPCTBO €KErofHO B CPOK 1o 15 sgHBapst ciemyroiiero roga GopMupyeT M YTBEPKIAET
IJIaH pacIpenesieHus] CIelMalbHbIX PEHEeNTyPHbIX OJIAHKOB, B KOTOPOM OTPa’KaeTCsl TOAOBast
rorpebHocTb Poccuiickon @emepanuy B CENMaJIbHBIX PELENTYPHbIX OnaHKax (dajee - IIaH
pacrnpenenenus MuHuCTepCcTBa).

9. B niaHe pacrnpenenennuss MyHUCTEpCTBa YKa3bIBAIOTCS CIeAYIOIIE CBeIeHNS:
1) mopsimKOBBIV HOMED 3aIICH;

2) HauMeHOBaHMe (enepaJbHOrO OpraHa MCIIOJHUTEIbHOM BJIACTU (OpraHa MCIOTHUTETbHOM
Biactu cyowbekra Poccuiickon @enepaiinn), rpefcTaBuBIIEro CBOAHYIO 3asIBKY Ha CrelMaibHbie
pelenTypHbie 6J1aHKH;

3) HeoOXOmMMMOe KOJIMUECTBO CIEMATIbHBIX PEIENTYPHBIX O6JITaHKOB.

10. HanpaBneHMe CIienqmaibHbIX penenTypHbIX OJIaHKOB (benepaanbIM OopraHam



MICTIOJTHUTEJIbHOM BJIACTHM, OpraHaM MCIIOJHUTEIbHOM BiIacTu cyobeKkToB Poccuiickon Denmepaiivn
ocymiecTBsgeTcss MUHUCTEPCTBOM B KOJMUYECTBE, ITPENyCMOTPEHHOM IJIAHOM pacIipenesieHust
Munucrepcraa.

11. MuHKUCTEpCTBOM MOTOTHUTENBHO K KOJMUYECTBY CITELMAIbHBIX DPELeNTypPHbIX OJIAHKOB,
MpeayCMOTPeHHOMY TIJIaHOM pacripefeneHus MuHuctepcTBa, GOpMUpPYeTCsl pe3epBHBIN 3arac
CrelMaJbHbIX PelenTypHbIX GJIaHKOB B KouuecTBe, He mpebiiaoiem 150 000 creryaabHbIX
pelenTypHbIX O6JIaHKOB.

12. B ciyuae yBemmueHus OTpeOHOCTM B CIIEIMAJIbHBIX PELENTYPHBIX OJlaHKaxX (emepaibHble
OpraHbl MCIOJHUTEIBHON BJIACTM (OpraHbl MCIOJHUTENBHON BJACTM CyOBeKTOB Poccuiickoii
®deneparui) HaMpaB/sTiOT B MUHUCTEPCTBO CBOAHbBIE 3asIBKM Ha JIOMOJIHUTETbHOE KOJIMYECTBO
CIlelMaJbHbIX  PEleNnTypHbIX OjaHKOB (C OOOCHOBaHMEM YBEIMYEHUS TIOTPEOHOCTM B
CIeIMATbHbIX PpEIEeNTypPHbIX 6JIaHKax), KOTOpble IPeJOCTaBISIOTCS MMHMUCTEPCTBOM U3
pe3epBHOTO 3araca ClelMaIbHbIX PeLeNTyPHbIX 6JIaHKOB.

13. ®enepasibHble OpraHbl MCIOJHUTEJBHOM BACTM (OpraHbl MCIIOJTHUTEIbHOM BJIACTU
cyopekToB Poccuiickoit @enmepanyi) pacrpenessiioT MOJyYeHHbIe CIelalbHble PerenTypHbIe
OJIaHKM MeXKOy MEOMIMHCKMMM OpPraHM3alysIMy Ha OCHOBaHMM IJIAHOB pacIIpeesieHus,
copMMpOBaHHBIX B COOTBETCTBUM C 3assBKaMM MEIMIIMHCKMX OPraHM3aluii Ha CIelaibHbIe
pelLienTypHbIe GIaHKMN.

I1. Ilopsimok perucTpanumu, yueTra M XpaHeHUS CIIenUaIbHbIX
penenTypHbIX 0/1aHKOB 110 ¢opme N 107/y-HII

14. MunnucrepcTtBo, uHble ¢denepasbHble OpraHbl MCIOJHUTEIbHOM BJACTM ¥ OpraHbl
VCIIOJTHUTENIbHOM  BJacTM CyObekTOB Poccuiickoit @Depmeparuy  OpraHm3yloT —XpaHeHUe
CIelMaJbHbIX PEeLEeNTYPHbIX OJIAHKOB B ITOJBEJOMCTBEHHBIX OpPraHM3aLMIX, YIOJHOMOYEHHBIX
OCYIIECTBJIATh TOJYYEHNE CHEIMATbHBIX PpEelenTypHbIX OJaHKOB OT MMHNUCTEPCTBA, WX
XpaHeHMe U BblIauy MeAUIIMHCKIM OpraHmsanusM (masee - yIoTHOMOUYeHHAast OpraHms3arius).

15. B yHOJHOMOYEHHOV OpraHusailuMyi ¥ MEOUIIMHCKOM OpraHm3aiyy, MOJyUMBIIIENH
crieiMajbHble  pelenTypHble OJlaHKM, OpPraHM3yeTcsl perucrpanus, YyueT WU XpaHeHue
CITelMaIbHbIX PeLieNTypPHbIX OJIAHKOB.

Peructpanusi, yueT M XpaHeHME pPe3epBHOTO 3araca CIelMaJbHbIX PeIeNTypPHbIX OJIaHKOB
MuHucTepcTBa OCyIIecTBIsIeTcsl heaepasbHbIM TOCYIAPCTBEHHBIM OIOIKETHBIM YUPEKIEHMEM,
HaxoOsIIMMCSI B BemeHuMM MuHNUCTEpPCTBA ([ajiee COOTBETCTBEHHO - pe3epBHBbIM 3arac,
MOJIBEJOMCTBEHHOE YUPEXKIEHNE).

16. PaboTHMK, Ha3HAYEHHbI TMPUKA30M PYKOBOOUTENSI YIIOJTHOMOYEHHOM OpraHM3alyn
(YTIOJTHOMOUEHHOM OpraHmM3aluy, TOABEJOMCTBEHHOTO VUpPEXIEeHUsI) OTBETCTBEHHbIM 34
perucTpanmio, XpaHeHue 1 yUeT CHelMaJIbHbIX PelenTypPHbIX OJIaHKOB ([ajiee - OTBETCTBEHHBIN
paboOTHMK), HA OCHOBAaHMM JOBEPEHHOCTY, O(OpPMJIEHHOV B TMOpPSAKe, YCTAHOBJIEHHOM
3akoHOmaTebcTBOM Poccuiickonn @epepaumn (C MOAMMUCHIO PYKOBOOUTENIST YIIOJTHOMOUEHHOM
opranusanyy (yImoJITHOMOYEHHOM OpraHm3aluu, IOABEIOMCTBEHHOTO YUYpeKIeHMsI), TJIaBHOTO
6yxranrepa, 3aBEpPeHHbBIX KPYIJION IMeYaTbhio), MOyYaeT CIlelMabHble PeLeNnTypHble OJaHKKM U
OCYIIIECTBJIIET BeJleHNe sKypHasla perucTpalyy U yuyeTa ClieliMaabHbIX PeleNnTypHbIX OJIAaHKOB, K



KOTOpoMYy IpuoOiaetT Goto- u (MiM) BuaeoMaTepuasbl, NMoATBepKaatouye Gakt opopmieHns
pelienTypHbIX GJIAHKOB Ha OMY (TIpY HAJIUUNN).

17. JKypHan perucrpauum ¥ yueTa CIeLMa/JbHBIX DeLeNTypHbIX OJIaHKOB JOJIKEH ObITb
IIPOHYMEepOBaH, MPOIIHYpPOBaH, MMeTb Ha I[OCJeJHel CTpaHulle 3alych, COIEpKallylo
KOJIMYECTBO CTPaHMlI, MOJHOe HaMMeHOBaHMe YIIOJIHOMOUYEHHOM OpraHmusauuu (MeIULIMHCKOM
opraHu3anyy, MoABeLOMCTBEHHOIO yUpeXAeHMs), a Tak)Ke CKpeIUIeH MOANNChI0 PYKOBOLUTEIS U
MevaTbio YIOJTHOMOUEHHOM oOpraHm3auyy (MeOULIMHCKOM OpraHu3alyy, IOABEeIOMCTBEHHOIO
YUpEXIEeHMs).

JKypHan perucrtpanmMyM ¥ yuyeTa CIeNVaJbHbIX PeIEeNTypPHbIX OJIAHKOB pe3epBHOTO 3araca
MuHucTepcTBa CKpeIvisieTcsl Takke TMOMMMCbIO AupekTopa (B Cyyae ero OTCYTCTBUS -
3amMecTuTeNs aupekropa) [lemnaprameHTa peryiMpoBaHus OOpaleHus JIEKapCTBEHHBIX CPENICTB U
MeIOUIIMHCKUX u3aenuit MuHucTepcTBa U evarbio MuHMCTEpCTBA.

18. B skypHasle peructpauuy ¥ ydeTa CIEUMaJIbHBIX PEIENTYPHbIX OJAHKOB YKa3bIBAIOTCS
clenyole CBeeHus:

1) mopsimKOBBIV HOMED 3aIICH;

2) mpuUXo[, CIIeIMaIbHbIX PEIeNTYPHbIX OJIaHKOB:

a) PEeKBU3UTHI U JTaTa PErMCTPaLMM TTPUXOIHOTO TOKYMEHTA;

6) oOl1iee KOJIMYECTBO MOCTYIMUBIINX CIEIMATbHBIX PelleNTYpPHbIX OJIAHKOB;

B) cepusi M HOMep CIEeIMaJIbHOTO PELeNTypPHOro GJIaHKa;

T') KOJIMYECTBO CIEIMATbHBIX PEeNTyPHbIX OJTAHKOB IO KasKIOl Cepuu;

n) bamunst, UMsl, OTYECTBO (TTOCJ/IeIHEE - TIPY HAJIMYMM) U TTOAIINCh OTBETCTBEHHOTO PabOTHMKA;
3) pacxop, crielMaibHbIX pelleNnTypPHbIX O6JIaHKOB:

a) JlaTa BbIAAUM CIEIMATbHBIX PEIENTYPHbIX OJIaHKOB;

6) cepuu 1 HOMepa BbIIAHHBIX CITEIIMABHBIX PEeNTyPHbIX OJaHKOB;

B) KOJIMYeCTBO BbIOAHHBIX CII€MAJIbHBIX PEUENTYPHbIX GJIaHKOB C YKa3aHnuem B CKOOKax
KOJInM4eCTBa CIieliMaJIbHbIX pelelITYPHbIX 6)'IaHKOB, BbIJAHHbBIX OJIA OCI)OpMJIeHI/IH Ha JOMY,

r) dammwinsa, MM, OTYeCTBO (MOcjegHee - IPUM HAJIUMUMM) U TOAMNUCH JIUIA, TMOYUYMBIIETO
crieliaabHble pelenTypHble OJIaHKU;

1) KOJIMYECTBO CITENMaIbHBIX PELeNTYPHbIX 6JIaHKOB, 0OPOPMIIEHHBIX Ha IOMY;

e) dammansg, MMs, OTYeCcTBO (TMOcCjaenHee - MPU HAJIWMYMU) M TOAINUCH JINIA, OPOPMMUBIIETO
crieliaabHble pelenTypHble 6JJaHKM Ha JOMY;

4) damuaust, Ms1, OTYECTBO (TIOC/IeTHEE - IPY HAJIMYMM) U MTOAMMUCh OTBETCTBEHHOTO pabOTHIUKA;
5) ocraToK crenyanbHbIX PelenTypPHbIX GJIaHKOB.

19. CnenmanbHblii pelenTypHbI OaHK SIBJISIETCS TOKYMEHTOM CTPOTOM OTYETHOCTM. 3ariac
CIleliajbHbIX PeleNTyPHbIX OJIaHKOB B MEIMIIMHCKOM OpraHmsaiyuy JO/DKEH XPaHUTbCS B
CllelMa/IbHbIX ITOMEIIEHUSIX, ceiidax WM B CIelUaJbHO M3TOTOBJIEHHBIX IIKadax, OOUTHIX



OLMHKOBAHHBIM J>KeJie30M, C HaJE€XKHbIM BHYTPEHHIUM MJIM HaBE€CHBIM 3aMKOM.

[Tomerennst, cendbl, 1IKadbl, B KOTOPHIX XPaHATCS CIlelMaJbHble pelenTypHble OJIaHKM,
IO/DKHBI OBITh 3aKpbIThI Ha 3aMKM M II0CJ€ OKOHYaHMS pabOThl OIlevyaTaHbl I1€YaThbio
YITOJTHOMOYEHHOM OpraHusanuy (MeOUIIMHCKOV OpraHm3aliiin) U OIJIOMOMPOBaHbI.

20. B mMeguuMHCKMX OpraHm3amysix 3arac CIelMaJbHbIX PeleNTypHbIX OJIAHKOB HE OJIKEH
MPEBBIIIATh FOJOBOM ITOTPEOHOCTH.

21. Paspemraercs BblZaBaTh MEIMIIMHCKOMY pPaOOTHMKY, MMEIOIEMY IIpaBO Ha3HauyaTh
HapKOTUYecKkue (TICMXOTPOIMHbIE) JieKapCTBEHHbIE ITperapaThbl, €AVMHOBPEMEHHO He Ooiee
IBaJILIATH CHEIMATbHBIX PEIeNTyPHbIX OJaHKOB.

MenuumHcKe pabOTHMKM, BBIMMCHIBAIOIIME pELEeNTbl Ha HapKOTMUYecKue (TICUXOTPOITHBIE)
JleKapCTBeHHbIe Tperaparbl, HA OCHOBaHUM MPUKa3a PYKOBOAUTENSI MEeIUIIMHCKOM OpraHu3auyumn
HEeCyT JIMUHYI0 OTBETCTBEHHOCTh 33 COXPAHHOCTb IMOJYUYEHHbIX CIelMaIbHbIX pPeleNnTypHbIX
6mankoB. CrenyanbHble peleNnTypHble OJlaHKYM, IOJyYeHHble MEeIULIMHCKUM pPabOTHUKOM,
XPaHSITCS O[T 3aMKOM B celdax, MeTA/UTMUECKMX ITKadax MM METALIMYECKUX SIIIMKaX.

22. B MemuIIMHCKOM OpraHm3aluy CO3OAeTCS MOCTOSIHHO AEMCTBYIONIAS KOMMUCCHS, KOTOpas He
peske 1 pasa KBapTas (TI0 pelIeHnIO0 PYKOBOIUTEJIST MEAVIIMHCKOV OpraHM3aliMy BO3MOXKHO Yallle)
OCYIIECTBJIIET IPOBEPKY COCTOSIHMSI PETUCTPAlMM M yYeTa CIeNUaJbHBIX pelenTypPHbIX
GJIaHKOB, B TOM YMCJIEe TTYTEM CBEpPKM 3amyceli >KypHajia PerucTpanuy U ydyeTa CHelMabHbIX
pellenTypPHbIX OJaHKOB, C (aKTUUECKUMM HAJIMYMEM CIIEHMAJIbHBIX PeLIeNTypPHbIX OJIaHKOB, a
TaKsKe MPOBEPKY COCTOSTHMS XpaHEeHMSI CITelYaIbHbIX PElleNTyPHbIX OJIAaHKOB.

[To pesynbTaTam MpOBEpKM B >KypHaje PerucTpaimu U yudeTa CIelMaJbHbIX pelenTypHbIX
OGJIaHKOB [leJlaeTCsl 3allUChb O pe3yJbTaTaXx IPOBeAeHUs CBEPKM MJaHHbIX, 3aKpervieHHas
MTOMTCSIMU BCEX WIEHOB KOMUCCUM, UJTM CO3[IaeTCs CITelMaIbHbIN aKT IIPOBEPKU.

23. @depepasibHble OpraHbl VCIOJHUTEIbHOM BJIACTYM M OpPraHbl MCIIOJHUTEIbHOM BJIACTU
cyopekToB Poccuiickont @epepaiiy OCyIIECTBIISIOT KOHTPOJIb 3a OpraHu3aliveil perucTpainm,
ydyeTa M XpaHEHUs] CIelMaIbHBIX PeIEeNTypHbIX GJJAaHKOB B YIIOJTHOMOYEHHBIX OPraHM3alysIx u
MEeOULIMHCKUX OpraHMn3alusiX.

24. Bpimaua crenyasbHbIX PENENTYPHbIX OJIAHKOB U3 pe3epBHOro 3amaca MuHMUCTepCTBa
(demepasbHBIM OpraHaM MCIIOJHMTEJIbHOM BJIACTM M OpraHaM MCIIOJHUTEJIbHOM BJIACTU
cyobekToB  Poccumiickoit  Demepanmy  OCYILIECTBISIETCSI  OTBETCTBEHHBIM  PAOOTHUKOM
MOBEIOMCTBEHHOTO YUPEXIEeHUsI Ha OCHOBAaHMM pelleHuss 00 OTIyCcKe CIelyaJlbHbIX
pelenTypHbIX 6J1aHKOB, OPOPMJIEHHOTO B BUIE MICbMA, IMOAIIMCAHHOTO AMPEKTOPOM (B CiTydyae
€ro OTCYTCTBMS - 3aMecCTUTeJieM JIupeKkTopa) JlemapraMeHTa peryaMpoBaHus OOpalleHus
JIEKAPCTBEHHBIX CPEICTB U MEIUIIMHCKUX usnennii MuHuctepcTsa.

[TpoBepka nesTeTbHOCTY TIOBEIOMCTBEHHOTO YUPEKIEHUS TI0 PErUCTpalli, YUETY U XpaHEeHUIO
pe3epBHOrO  3amaca  oOcCyulecTBiseTcs:  [lemapramMmeHTOM — peryamMpoBaHMs — OOpalleHus
JIEKApCTBEHHBIX CPEACTB M MEeIMUIIMHCKUX u3nennii MunucrepctBa 2 pasa B rof He mno3snHee 20
YycIa Mecsa, CIeIyoIero 3a MCTEKIIINM TTOTYTOAVEM.

IIpunosicenue N 6



Kk npuka3zy Munucmepcmea 30pagooxpaHeHus
Poccuiickoii @edepayuu

om 24 nosbps 2021 2. N 1094n

ITPABNJIA O®OPMJIEHHUS PELEIITOB,
COAEPXAIINX HABHAYEHUE HAPKOTHUYECKHUX
CPEACTB NJIN IICUXOTPOIIHBIX BEILIECTB, B TOM
YN CJIE B ®OPME DJIEKTPOHHbBIX TOKYMEHTOB

I. OdopmiieHne penenTa Ha 6yMa>KHOM HOCHUTeJIe

1. Ha peuentypsbix 61ankax ¢opmbl N 107/y-HII B ieBoM BepXHEM YIUIY IMPOCTABJISIETCS IITAMIT
MEeIUIIMHCKOM OpraHM3aluy C yKasaHMeM ee IOJIHOTO HauMMeHOBaHusl, ajgpeca u TenedoHa C
IaTOV BBITIMCKY (HaToi oOopMJIEHNST) pelienTa Ha JIeKapCTBEHHbIN Mpernapar.

Penentypubie 6manku ¢popmbl N 107/y-HIT M3roraBimBaioTCsl MCKIIOUUTEBHO TUIOTPAdCKUM
CII0COOOM.

2. Ha penentypHbix O61aHKaxX, O(GOPM/ISIEMBbIX WHAVMBUILYIbHBIMM IPEINPUHUMATESIMMU,
VMMEIOIIVMMM JIMIIEH3MIO Ha MEeIUILIMHCKYIO eSTeIbHOCTb, B BEPXHEM JIEBOM YIJTy TUITOrPadCKUM
Ccroco60oM WM IyTeM IMPOCTAaBJIEHMS IITaMIa AO/DKeH ObITh YKasaH afpec VMHAVBUAYAJTbHOTO
MpeAnpUHMMATesIsi, HOMep M JaTa JIMIeH3UM, HaMMeHOBaHMe OpraHa roCyJapCTBEHHOW BJIACTH,
BbIIABIIIETO JIULIEH3UIO.

3. Peunentypubie Omanku ¢dopmbl N 107/y-HII 3amonHSIOTCS MEOMIIMHCKUMM PabOTHMUKOM
YepHUIaMM WJIM 1IaPUKOBOM PYUKOM.

4. Jomyckaercs odopmieHne BCexX PeKBU3MTOB (3a MCKIIOUeHueM pekBusuta Tlomgmmch
Jievalero Bpava (mommuch ¢ebaiiepa, akyiiepkiu)") pelentypHbix 6;aHkoB ¢opmbl N 107/y-
HIIT ¢ ncnonb3oBaHMeEM IeyaTaromyX YCTPOMCTB.

5. B peuentypuom 6manke c¢dopmbi N 107/y-HIT B crpokax "®ammansi, ums, OTYECTBO
(mocnenuee - pu Haauumu) namnyenta’ u "Bospact” yKasbIBalOTCS MOJHOCTHIO amMuins, UM,
0T4eCcTBO (TToc/IenHee - MPY HAJIMUYMN) TIAlMEHTA, €r0 BO3pacT (KOJMYECTBO TOTHBIX JIET).

HomycTumo yKazaHue JaThl pOXKIEHNS MMalyeHTa.
6. B penenrypuom 6;1anke gopmbr N 107/y-HIT:

1) B cTpoke "Cepus 1 HoMep Mosuca 06s3aTeIbHOIO MeIMUIIMHCKOIO CTpaxOBaHus' YKa3bIBAeTCs
HOMep ToJica 00sI3aTeTbHOTO MEIUIIMHCKOTO CTPaxOBaHMS ManyeHTa (Ipy HAJIMUMN);

2) B cTpoke "HomMep MeaMIIMHCKOM KapThl' yKa3bIBae€TCS HOMEP MEIMIIMHCKOM KapThl TalyeHTa,
MOJTYYAIOIIEr0 MEIMLIMHCKYIO TIOMOIb B amMOyJaTOPHBIX YCJIOBUSX, WIM MCTOpUM OOJIe3HU
MaIMeHTa, BbITMCHIBAEMOTO U3 MEAUIIMHCKOM OpPraHu3aInu;



3) B crpoke "®amwius, uMms, OTUeCTBO (TOCAeqHee - TPU HaAMUMM) JIevalllero Bpaya
(benpauiepa, akyiepku)" yKa3blBae€TCsl MOJHOCTHIO GamMWInsI, UMsl, OTYECTBO (MTOC/IeTHEe - TIPU
Ha/mmuuy) Bpada (desbaiiepa, akyllepky), BBIMMCABILIETO peLENT Ha HapKOTUYeCKUN
(TICUXOTPOMHbIN) JIEKAPCTBEHHBIN ITpernapar.

7. B rpade "Rp" perentypHoro 6;anka ¢opmbt N 107/y-HIT ykasbiBaeTcst:

1) HaumeHOBaHMe JIEKAPCTBEHHOro  Ipemapara (MeXKOyHApOOHOe  HeNaTeHTOBaHHOE
HaMMeHOBaHMe, TPYIIMPOBOYHOE WM XMMIYECKOe HaMeHOBaHMe, TOProBOe HaMeHOBaHMe) Ha
JIATMHCKOM SI3bIKE WJIM Ha PYCCKOM s3bIke, (opma BbITyCKa, HO3MPOBKA, KOJMUYECTBO
(YKa3bIBaeTCs MPOIMMChIO Ha perienTypHoM 6iaHke dopmbl N 107/y-HIT);

2) cnocob6 TpuMeHeHMsl JIeKapCTBEHHOro IperapaTa Ha TrocygapCTBeHHOM si3bike Poccuiickon
deneparuy MM Ha TOCYapCTBEHHOM s13bIKe Poccuiickon @enepaiinm 1 rocygapCTBEHHOM SI3bIKE
pecIyoynK U MHBIX si3bIKax HapogoB Poccuiickon @epeparm <1>.

<1> Yactb 1 crartbu 15 3akona Poccuiickoit @epepaiimn ot 25 oktsg6ps 1991 r. N 1807-1 "O
si3bikax HapomoB Poccmiickoit @epepauyn” (manee - 3akon N 1807-1). (Bemomoctu cbesma
HaponHbix aernyratoB PCOCP u Bepxosuoro Cosera PCOCP, 1991, N 50, ct. 1740).

8. Tlpu odopmieHnM pelenTypHbIX OJIAHKOB 3arpeliaeTcss OrpaHMUYMBATBCSI — OOIIUMMU
yKasaHusamu, Harpumep, "'Buyrpennee”, "M3BectHo".

9. Ipu obopmieHun manyeHTy perentypHoro 6;manka ¢dopmbl N 107/y-HIT Ha HapKoTMuecKumii
(TICMXOTPOMHBIN) JIeKapCTBEHHbIN Tpernapar B paMKax OKa3aHWUSI MeOUIIMHCKOM TOMOIIM Tpu
ompeneeHHOM 3a60IeBaHNY TAKOI PEeIeNT 3aBepseTcs:

1) moxmmmchIo M JIMYHOM MTeYaThIo Bpaua MO0 MOAIMChIO (ebaliepa (aKyIIepKi);

2) mevaThl0 MEIMIIMHCKONM OpraHmsaluu, JiMOO CTPYKTYPHOTO IOApaseseHnsT MeIUIMHCKOM
opraumsanuyu "[Ijg  perentoB", KOTOpas IPOCTAB/ISIETCS  JIAIIOM, YIIOJTHOMOYEHHbBIM
PYKOBOOMTEJIeM MEAMUIIMHCKOM OpraHmsaiuiM C yKasaHueM GamMinmM, MWMeHM, OT4YecTBa
(ocnenHee - IPY HAJIMYMUM) Y TIPOCTABJIEHNEM €T0 JIMYHOM MOITICH.

B cayuasx HeobxomuMocTu oOdOpMIIEHMS pellenTa Ha HApPKOTUUECKMI (TICUXOTPOITHBIN)
JIeKapCTBEHHbIM TpernapaT Ha JIOMY B paMKaxX OKa3aHMs MaIMaTMBHOM MEeOUIIMHCKOM MOMOIIM
IOITyCKAeTCsl TIpelBapUTEIbHOE 3aBepeHMe pelenTa IITaMIIOM MEeOUIIMHCKON OpraHu3aluy,
nevyaTbl0 MEOUIIMHCKOM OpraHMsaluyu JuMbO CTPYKTYPHOTO TOApasfeseHusT MeAUIIMHCKOM
opraumsanuu "[Ijsg  perenToB', KOTOpash IPOCTABJISIETCS  JIMIIOM, YIIOJTHOMOYEHHBIM
pyKOBOAUTEeeM MeOUIIMHCKOM opraHmsanum, C YykazaHueM Qamuanm, MUMeHM, OTYeCTBa
(mocnenHee - NPV HAIMYMM) U MPOCTABJIEHMEM €ro JMYHOM moamucu. IIpu 3ToM B KypHase
perucTpaium 1 yuyeta pelenTypHbIX OJIaHKOB B COOTBETCTBMM C [lopsimkom perucrpauyu, ydyeTa
M XpaHeHUs CIelVaJbHbIX PEIEeNTyYpPHbIX OJIAHKOB Ha HApPKOTUUYECKMe CpeNCTBa WIN
MICUXOTPOITHbIE BEIeCTBA, YTBEPKIEHHBbIM HACTOSILMM IPUKA30M, [eJaeTcsi OTMEeTKa O ero
BbIZaue 1y1si oopMyeHMsI Ha JIOMY, a TakkKe OTMeTKa, YOOCTOBEepeHHas MOAIMChbIO0 Bpaua Jimbo
enpaiepa (akymepkn), opopMuBiIero perent, o dakre ero oGopmieHNs], KOTOPbIA MOKET
OBITh IOTIOJTHUTEJILHO MOATBEPKAEH (HOTO- U (WIM) BUAEOMaTepraIaMiu.



B crpoke "OTMeTka amTeyHOlM oOpraHmsanyuuM 00 OTIYCKe' CTaBUTCS OTMETKa alTeyHOM
opraHmusanuy 00 OTITyCKe HapKOTMUYECKOro (MCUXOTPOITHOTO) JIeKapCTBEHHOro mpemnapara (C
yKa3zaHMeM HaMMeHOBaHMs, KOJIMYEeCTBa OTIYIIEHHOTO HapKOTUUYeCKOro (IMCUXOTPOITHOTO)
JIEKapCTBEHHOTO Iperapara M JaThl ero OTIycka), KOTopasl 3aBepsieTcsl MOMAMMUChI0 paboTHMKA
anTeyHOM OpraHM3alyy, OTIYCTUBIIErO HapKOTMUYeCKU (IICUXOTPOIHbIN) JieKapCTBEHHbI
npemnapaT (C ykasaHuem ero amminu, MMeHM, OoT4eCTBa (MocCjiefHee - IPU HAJIMUYUK), a TaKKe
KpYIJIOi TeyaTbl0 amnTevyHo oOpraHusaluu, B  OTTUCKE KOTOPOM  JOMKHO  ObIThb
UAEeHTUGUIMPOBAHO MMOJTHOE HaMMEHOBaHMe alfTeYHO OpraHu3aImn.

10. Ha omnom penentypHom Omanke dopmbl N 107/y-HIT pa3speiiaetcsi ocyliiecTBsITh
Ha3HauyeHMe TOJbKO OIHOTO HaMMEHOBaHMSI JIEKAPCTBEHHOT'O MTpernapara.

11. NcnpaBiienns B pelenTe He JOITYCKalOTCS.

I1. Odopmienue penenrta B hopMe 3/IEKTPOHHOTO JOKYMEHTA

12. Penenit B hoopme 3JIEKTPOHHOTO JOKYMEHTA, IMOAIIMCAHHOTO YCUJIEHHON KBAIM(MUIIMPOBAHHOMN
9JIEKTPOHHOM IOAMNCHIO, (OpMUpPYETCS MEOUIMHCKMM pPabOTHMKOM, CBEIEHMS O KOTOPOM
BHECEeHbl B (efepasbHbI/i PErMCTp MEAUIIMHCKUX pPaOOTHMKOB <2>, a TakKe IpU YCIOBUU
perucTpanuy MeIULMHCKOM OpraHmsaluu, B KOTOpPOM OQOpMIIIETCs pelenT, B demepaJbHOM
peecTpe MeIUIIMHCKUX OpPraHu3anuil <3> eIMHON TOCYIapCTBEHHONM MH(POPMAIIOHHON CUCTEMbI
B cdepe 3mpaBoOXpaHeHMs U IIOOK/IIOUEHMS TaKOM MEOMLMHCKOM OpraHmsalum K
roCyIapCTBeHHOM MH(OPMAILMOHHOM cucTeMe B cdepe 3mpaBooxpaHeHust cyobekTa Poccuiickoii
Deneparymy <4>.

<2> Yactb 4 crarbu 91.1 ®epepanbHoro 3akoHa N 323-®3 (CobpaHue 3aKOHOIATETbCTBA
Poccuiickoit @emeparn, 2011, N 48, ct. 6724; 2020, N 29, cT. 4516).

<3> Yactb 4 crarbu 91.1 @DepepanpHoro 3akoHa N 323-D3 (CobpaHme 3aKOHOmATETbCTBA
Poccuiickoit ®emeparn, 2011, N 48, ct. 6724; 2020, N 29, cT. 4516).

<4> Cratbm 91 um 91.1 ®epepanpHoro 3akoHa N 323-03 (CobpaHme 3aKOHOIATEJIbCTBA
Poccuiickon ®@eneparyu, 2011, N 48, ct. 6724).

13. TTo TpeGoBaHMIO TalMEHTAa WM €ro 3aKOHHOTO MPEeACTaBUTENST OPOPMIISETCS IK3EMILISP
perierita B (hopMe 3JIEKTPOHHOTO JOKYMEHTa Ha GYMaskHOM HOCHTese ¢ OTMeTKoii "Jly6mukar
9JIEKTPOHHOTO IOKyMEeHTa' .



