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[puka3 MuHzgpasa Poccnn ot 24.11.2021 N 1094H
"O6 yTBEpXaeHun Nopsiaka Ha3HaYeHus
NleKapCTBEHHbIX NpernapaTtosB, GOpM peLenTypHbIX
6/1aHKOB Ha NeKkapcTBeHHble npenapaThl, Nopsaka
odopM/ieHUs YKa3aHHbIX 6/1aHKOB, NX y4eTa u
XpaHeHus, dopM 61aHKOB peLenToB, coaepXXallmnx
Ha3Ha4YeHWe HapKOTUYECKNX CpeacTB uimn
NCUXOTPOMNHbIX BewlecTs, Mopsaka nx
N3roTOB/IEHUSA, pacnpeaeneHunsd, permctpauum,
yyeTa n XpaHeHus, a Takxe NpaBun opopmiieHns
6/1aHKOB peLenToB, B TOM 4ucne B popMe
3/1EKTPOHHbIX AOKYMEHTOB"
(3apeructpmpoBaHo B MuHiocte Poccum 30.11.2021
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3apeructpupoBano B Munrocte Poccun 30 Hos16pst 2021 . N 66124

MWHUCTEPCTBO 3O0PABOOXPAHEHUA POCCUACKOWU ®EOEPALINA

NMPUKA3
oT 24 Hos0pA 2021 r. N 1094H

Ob YTBEPXOEHWUU NMOPAOKA
HA3HAYEHUA JNIEKAPCTBEHHbIX MPENAPATOB, ®OPM PELEMNTYPHbIX
BITAHKOB HA JIEKAPCTBEHHbIE MNPEMNAPATbI, MOPAOKA O®POPMJIEHUA
YKA3AHHbIX BJIAHKOB, UX Y4YETA U XPAHEHUA, POPM BJIAHKOB
PELEENTOB, COOAEPXALLMUX HABHAYEHUE HAPKOTUYECKUX CPELCTB
NI NMNCUXOTPOIHBbIX BELWWECTB, MNOPAAKA UX U3TOTOBJIEHUA,
PACMNPEAOENEHUA, PETUCTPALUUN, YHETA U XPAHEHUA,
A TAKXE NMPABUJT O®OPMJIEHUA BJTIAHKOB PELIEMNTOB,
B TOM YUCIJIE B ®OPME 3NIEKTPOHHbIX AOKYMEHTOB

B coorBercTBUM ¢ myHkToM 16 yactu 2 crateu 14 denepanpHoro 3akoHa oT 21 HosOps 2011 . N
323-®3 "OO6 ocHOBax OXpaHbl 300poBbi TIpaxngaH B Poccuiickoit @enepamuu" (CoOpanue
3akoHomarenabcTBa Poccuiickoit @enepammu, 2011, N 48, ct. 6724; 2017, N 31, ct. 4791), nynkTom 2
crarbu 26 denepanpHoro 3axkoHa or 8 sHBapsa 1998 . N 3-®3 "O HapkOoTHYECKUX CpPEACTBaX H
ncuxoTpornHbix BemecTBax" (Cobpanue 3akoHonmatenbcTBa Poccuiickont denepanuu, 1998, N 2, ct. 219;
2017, N 31, ct. 4791), nognyukramu 5.2.177, 5.2.178 u 5.2.179 nynkra 5 Ilonoxxenus o MunucrepcTse
3npaBooxpaHenus Poccuiickoir  ®denpepanuu, yTBEPAKIAECHHOIO MOCTaHOBIeHHEM [IpaBuTtenbcTBa
Poccuiickoit @eneparn ot 19 wmrons 2012 . N 608 (CoOpanue 3akoHomarenscTBa Poccuiickoit
®enepauun, 2012, N 26, ct. 3526; 2015, N 23, ct. 3333; 2017, N 52, ct. 8131; 2021, N 43, ct. 7258),
MIPUKA3bIBAIO:

1. YTBepauts:
[Topsinok Ha3HAUEHMS JIEKAPCTBEHHBIX MPEMAPATOB COIIACHO MpuioxkeHuto N 1;
(hopMBI pelienTYPHBIX OJIAHKOB Ha JICKAPCTBEHHBIE Mpernaparhl COTNIaCHO MPHIokeHuio N 2;

[Topsimox odopmieHHs peLenTypHbIX OJaHKOB Ha JIEKApCTBEHHbIE Ipernaparbl, MX Yy4eTra u
XpaHEHHUs COIVIACHO NMpHIIokKeHUIo N 3;

(dopMbI OJIAHKOB PELETITOB, COEPKAIINX Ha3HAYEHNE HAPKOTUYECKUX CPEJICTB WIIM MICUXOTPOITHBIX
BEILIECTB, CONIACHO NpuiIokeHHo N 4;

HOpHI[OK H3TOTOBJICHUA, PACTIPCACIICHU, PETUCTPALINN, YICTAa U XpPAaHCHHUA PCLCIITOB, COACPIKAIIUX
Ha3HAYCHHUEC HAPKOTUYCCKUX CPCACTB UJIN IICUXOTPOITHBIX BEIICCTB COITIACHO IMPUIIOKCHUTO N 5;

[IpaBuna odQopmieHHs pelenToB, COAEPXKALIMX Ha3HAuU€HHEe HApKOTUYECKUX CPEICTB WU
IICUXOTPOIIHBIX BEUIECTB, B TOM YHUCIIE B (DOpPME AIIEKTPOHHBIX JOKYMEHTOB COIIaCHO MpuiiokeHuto N 6.
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2. I[lpu3HaTh yTpaTUBLIMMU CUITY:

npuka3 MunucrepcTBa 3apaBooxpanenus Poccutickoit @enepanuu ot 1 aBrycra 2012 r. N 541 "O06
YTBEpXKACHUH (POpPMBI ONAaHKOB PELENTOB, COIEpXKAIIUX HAa3HAYEHUE HAPKOTHUYECKHUX CPEACTB WM
MICUXOTPOIIHBIX BELIECTB, MOPSAKA UX U3TOTOBIECHUS, paCIIPEe/ICHUs, PETUCTPALIUH, YUeTa U XpaHEHHUs, a
Takxke MmpaBui opopmiieHUs" (3apeructpupoBad MunucrepcTsoM tocturinu Poccuiickoit ®denepanuu 15
asrycta 2012 r., peructparnmonssiii N 25190);

npuka3 Munucrepcrsa 3apaBooxpanenus Poccuiickoit ®enepanuu ot 30 urons 2015 . N 3851 "O
BHECEHUM M3MEHEHUM B mpuka3 MunucrepcTBa 3apaBooxpanenus Poccuiickoit @enepannu ot 1 aBrycra
2012 . N 541 "O06 ytBepx)acauu (HOpMbI OJIAHKOB PEIENTOB, COACPKAIMUX HA3HAYCHHE HAPKOTHYECKHIX
CPEICTB WM MCUXOTPOITHBIX BEIIECTB, MOPSAIKA UX U3TOTOBIEHUS, paclpeesieHus, perucTpaium, yJyera
U XpaHEHUs, a TaKkKe MpaBwi opopMieHHs" (3aperucTpupoBaH MHUHUCTEPCTBOM rocTULIMU Poccuiickoii
Oenepanuu 27 Hos6pst 2015 1., peructpanmonusiii N 39868);

npuka3 MunucrepcTBa 3apaBooxpanenus Poccuiickoit @eneparuu ot 21 anpenst 2016 . N 2541 "O
BHECEHUM HW3MEHEHMH B TpuKa3 MuHuctepcTBa 3apaBooxpaHeHus Poccuiickoir Pepepanuu ot 20
nexabpst 2012 . N 11751 "OO yTBepkaeHUHM TOpsJIKa HA3HAYEHHs] M BBIMUCBHIBAHHS JIEKAPCTBEHHBIX
IpenaparoB, a Takke GopM pelienTypHbIX OJJaHKOB Ha JIeKapCTBEHHBIE MpenapaThl, HopsaKa oGopMieHUS
yKa3aHHbIX OJIaHKOB, MX yuyeTa W XpaHeHusa" u mnpuiaoxeHne N 2 K npukasy MuHHCTEpCTBa
3apaBooxpanenusi Poccuiickoit @enepanuu ot 1 aBrycra 2012 . N 54n "OO yTtBepkaeHHH (BOPMBI
OJTAaHKOB PELIENTOB, COJEPIKALIMX HAa3HAUCHHE HAPKOTHUECKUX CPEACTB WMJIM TNCHXOTPOIHBIX BELIECTB,
NOpsZIKa WX UW3TOTOBJIEHUS, pACHpEIeNIeHUs], PEerucTpaluy, ydyeTa W XpaHEHHUs, a TakXKe IMpPaBUIl
odopmiienus" (3apeructpupoBan MuHucTepcTBoM roctunuu Poccuiickoit @enepamuu 18 urons 2016 r.,
peructparuonabii N 42887);

MyHKT 4 U3MEHEHUHN, KOTOPbIE BHOCSATCA B HEKOTOPBIE MpHUKa3bl MUHHUCTEPCTBA 31pABOOXPAHEHUS U
conuanbHoro pasputus Poccuiickoi ®denepanmu v MuHucTepcTBa 3lpaBoOXpaHeHuss Poccuiickon
Oenepanii MO BOMpPOCaM  OOpaIIEHUs] JICKAPCTBEHHBIX NPENaparoB, COACPIKAIIUX HAPKOTUUECCKUE
CPEICTBa, TCHXOTPOIIHBIE BEIIECTBA M HMX MPEKypCOpbl, M JEKAPCTBEHHBIX CPEICTB, MOIEKAIINX
MPEIMETHO-KOJIMYECTBEHHOMY  YY€Ty, YTBEPXKICHHBIX MpPUKa30M MUHUCTEPCTBA 3IPaBOOXPAHEHUS
Poccuiickoit @enepanmu ot 31 oktsa6pst 2017 . N 882H (3apeructpupoBaH MUHUCTEPCTBOM OCTUIIUU
Poccuiickoit ®enepannn 9 auBaps 2018 r., perucrpanuonsslii N 49561);

npuka3 MunuctepcTBa 3apaBooxpanenus Poccutickoit @enepammu ot 11 mexadps 2019 . N 10211
"O BHeceHMM M3MEHEHMH B mnpuioxkeHus N 2 u 4 Kk npukasy MuHHCTEpCTBa 3paBOOXpPaHEHUS
Poccuiickoit ®enepanuu ot 1 aBrycra 2012 . N 541 "OO yTtBepkaeHun (GopMbl OJAHKOB PEIETITOB,
COAEp)KallMX Ha3HAuUeHHE HAPKOTHUECKUX CPEACTB MM TICUXOTPOIMHBIX BEIIECTB, MOpsAIKa UX
U3TOTOBJICHUS, pACIpellelIeHHs], perucTpaluy, ydera M XpaHEHHUs, a Takxke mnpaBui odopmieHus"
(3apeructpupoBan MunuctepcTBoM toctuiu  Poccuiickoit ®epepaumu 28 guBaps 2020 T,
peructparuonasii N 57293);

npuka3 MunHucrepcTBa 3apaBooxpanenus Poccuiickoit denepanuu ot 8 oktadps 2020 r. N 1076H
"O BHeceHun u3MeHeHWi B Ilopsmok perucrpanuu, ydyeTra U XpaHEHHs CHEUHAIBHBIX PELENTYPHBIX
OaHKOB Ha HAPKOTHYECKHE CPEICTBA WJIM IICUXOTPOIHBIE BELIECTBA, YTBEP)KICHHBIH MPUKa30M
MunuctepctBa 3apaBooxpaHenus Poccuiickoit ®enmepanmn ot 1 aBrycta 2012 1. N 54"
(3apeructpupoBan MunuctepctBoM foctunuu Poccuiickoit ®enepamumu 13 HostOpst 2020 o,
peructparuonasii N 60898);
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npuka3 MuHucTepcTBa 3apaBooxpanenus Poccuiickoit @eneparyu ot 14 suBaps 2019 . N 41 "O06
YTBEP)KICHUM MOpPSAAKA HA3HAuUeHMs JICKapCTBEHHBIX IpenaparoB, (OpM peHenTypHbIX OJIAHKOB Ha
JIeKapCTBEHHBIE MpenapaTsl, Mopsaka opOopMIEHHS YyKa3aHHBIX OJaHKOB, WX ydeTa M XpaHeHus"
(3apeructpupoBan  MuHnuctepctBoM toctunuu  Poccuiickoit  ®emepanuu 26 mapra 2019 1,
peructpanonHsiii N 54173);

npuka3 MunuctepcTBa 3apaBooxpanenus Poccutickoit @enepammu ot 11 mexadps 2019 . N 10221
"O BHeceHMM M3MEHEHMH B mpuka3 MuHHcTepcTBa 3apaBooxpaHeHus Poccuiickoit denepanun or 14
saBaps 2019 . N 41 "OO yTBep)KIeHMHM TOpsJKAa Ha3HAYEHUs JIGKAPCTBEHHBIX IpenaparoB, (Gpopm
pPElEnTypHBIX OJAHKOB Ha JIEKAPCTBEHHBIE IMpemaparshl, Mopsiaka oQOpMIICHUST YKa3aHHBIX OJIAHKOB, MX
ydyeta u xpaHeHus" (3apeructpupoBaH MuHuctepcTBoM roctuiiuu Poccuiickoit deneparuu 28 sHBaps
2020 r., peructpaunonssiii N 57292);

npuka3 MuHucTepcTBa 3ApaBooxpanenus Poccuiickoit Denepanuu ot 8 oktsaops 2020 r. N 1075H
"O BHECEHHMU N3MEHEHUH B MOPAJOK Ha3HAUEHUS JIEKAPCTBEHHBIX IPENapaToB, YTBEPKAECHHBIN TPUKa30M
MunuctepctBa 3npaBooxpaneHusi Poccuiickoit ®enepaumu ot 14 suBaps 2019 . N 4"
(3apeructpupoBan MunucrepctBoM foctunuu Poccuiickoit @eneparun 22 pexabps 2020 T,
peructparuonabii N 61695);

nyHKT 3.8 MHCTpYKIMH O TOpsIKE BBIMUCHIBAHHS JIEKAPCTBEHHBIX IPENaparoB U O(OpMIICHUS
pelenToB M TpeOOBaHMM-HAKIAJHBIX, YTBEPXKIEHHOM IpHKa3oM MUHHCTEpCTBA 3ApaBOOXPAHEHUS U
coumanbHoro passutusa Poccuiickoit @eneparu ot 12 depansg 2007 . N 110 "O nopsiake Ha3HAYCHUS U
BBIMCBIBAHUS  JIGKAPCTBEHHBIX  NpPENaparoB,  M3AEIMM  MEOUIMHCKOIO  HA3HAYeHUs U
CTHELMATU3UPOBAHHBIX MPOAYKTOB Je4eOHOro muTaHusa" (3aperucTpupoBaH MUHHCTEPCTBOM FOCTUIIUH
Poccutickoit ®eneparuu 27 anpens 2007 1., peructparonabii N 9364);

npuka3 MHUHHCTEPCTBA 3ApAaBOOXPAHEHUS U coLMaIbHOro pa3Butus Poccuiickoit @enepanyu ot 17
Masgs 2012 1. N 562n "OO6 yrtBepxkaenuu Ilopsiaka ormycka (U3HMYECKAM JIMIAM JIEKapCTBEHHBIX
IIpenaparoB Uil MEIULMHCKOIO NPUMEHEHUs, COAEPKAIMX KPOME MaJbIX KOJMYECTB HAPKOTUYECKUX
CPEICTB, NCUXOTPOIHBIX BEIIECTB U UX MPEKYpPCOPOB Apyrue (hapmMakolornieckue akTUBHbIE BeliecTna”
(3apeructpupoBan MuHuctepctBoM roctummu  Poccuiickoit  @enmepammu 1 wmrons 2012 T,
peructparoHabiii N 24438);

MIyHKT 2 U3MEHEHUH, KOTOPbIE BHOCSATCA B HEKOTOPBIE MpHUKa3bl MUHHUCTEPCTBA 31pABOOXPAHEHUS U
conuaispHoro pasButus Poccuiickoir  ®enepaunu, YTBEP)KICHHBIX IMpUKa3oM MUHHCTEPCTBA
3npaBooxpaneHust Poccuiickoit ®eneparmu ot 10 wumrons 2013 . N 369 (3apeructpupoBaH
MunucrepctBoM roctuituu Poccutickoit @eneparuu 15 utons 2013 1., peructpanmnonssiii N 29064);

npuka3 MunuctepcTBa 3apaBooxpanenus Poccuiickont @enepauuu ot 21 aBrycra 2014 . N 4651
"O BHECEHWU W3MEHEHHH B TOPSIOK OTIyCKa (DU3UYECKUM JIUIAM JICKaPCTBEHHBIX IpEnaparoB s
MEIMLMHCKOIO TNPUMEHEHUS, COAEpXKAIIMX KpPOME MaJblX KOJUYECTB HAPKOTHUYECKHX CPEJCTB,
IICUXOTPONHBIX BEIIECTB M MX MPEKYypcOpoB JApyrue (apMakoIOrMUeCKue AaKTHUBHBIE BEIIECTBa,
YTBEPKICHHBIA IPUKa30M MMHHMCTEPCTBA 3[pAaBOOXPAHEHUS U COLMAIBHOIO pa3Butusa Poccuiickon
Oenepanu ot 17 mas 2012 . N 562H" (3apeructpupoBaH MuHHCTEpCTBOM IocTulinu Poccuiickoi
Oeneparn 10 cenrsiops 2014 r., peructpaunonnsiii N 34024);

IIyHKT 1 U3MEHEHUH, KOTOpPbIE BHOCATCA B HEKOTOPBIE NpHUKa3bl MUHHUCTEPCTBA 31pAaBOOXPAHEHUS U
conuanbHoro passutus Poccuiickonn @enepaunu u MunHHcTepcTBa 3apaBooxpaHeHus Poccuiickon
®denepanuu, yTBEPKIACHHBIX NMpUKa3zoM MuHucTepcTBa 3apaBooxpanenus Poccuiickoit @eneparuu ot 10

www.consultant.ru Ctpanuua 4 us 47
Haje)XXHaf nNpaBoBas NoAAEPXKKa



Mpwvka3 MuHsgpasa Poccum oT 24.11.2021 N 10941
"06 yTBepxaeHunn Mopsaka Ha3HaYeHns NekapCTBEHHbIX NpenapaTos, hopM
peuenTyp...

[JokymeHT npepocTtasneH KoHcynbTaHTInt0C
[ata coxpaHeHus: 20.02.2024

centsaopsa 2015 . N 634n (3apeructpupoBan MunuctepcTBoM roctuiun Poccuiickoit ®eneparuu 30
centsa6ps 2015 ., peructpanmonusiid N 39063);

MIyHKT 3 U3MEHEHUH, KOTOPbIE BHOCSATCA B HEKOTOPBIE MpHUKa3bl MUHHUCTEPCTBA 31pABOOXPAHEHUS U
conuanbHoro pasputus Poccuiickoi ®denepanmu v MuHucTepcTBa 3lpaBooXpaHeHuss Poccuiickon
Oenepanii MO BOMPOCaM OOpaIIEHUs] JICKAPCTBEHHBIX MPENaparoB, COACPIKAIIUX HAPKOTUUECKUE
CPEICTBa, ICHUXOTPOMHBIE BEIIECTBA M HX MPEKypPCOPOB, U JIEKAPCTBEHHBIX CPEACTB, MOJJIEKAIINX
MPEIMETHO-KOJIMYECTBEHHOMY  Y4€Ty, YTBEPXKICHHBIX MpPUKa30M MUHUCTEPCTBA 3/IPaBOOXPAHEHUS
Poccutickoit @enepanmu ot 31 oktsOpst 2017 . N 882H (3apeructpupoBaH MUHUCTEPCTBOM OCTUIIUU
Poccuiickoit ®enepaunn 9 auBaps 2018 ., perucrpanuonnsiii N 49561).

3. Penentypusie Onanku ¢opmbl N 107/y-HII, wsroroBneHHble 10 AHS BCTYIUICHHS B CHITY
HACTOAIIETO MPUKa3a, MOT'yT OBITh HCIIONB30BaHbl 10 1 Mapra 2023 rona.

4. Hacrosiuuii mpyka3 BcTynaeT B cuily ¢ 1 mapra 2022 r. u aeiictyet Ao 1 mapra 2028 1.

Munuctp
M.A.MYPAIIKO

[Ipunoxenue N 1

K IIpUKa3y MuHHUCTEpCTBA 3ApaBOOXPAHEHMS
Poccutickon ®enepanun

ot 24 Hos6pst 2021 . N 10941

NnoPAOOK HA3HAYEHUA NEKAPCTBEHHbIX MPEMNAPATOB
. O6wWwme nonoxeHun

1. Ha3HaueHue JeKapCTBEHHBIX TMpENaparoB Uil MEIUIUHCKOrO TpUMEHEeHus (rnaigee -
JIEKapCTBEHHBIE Tpernaparbl) OCYIIECTBISAETCS JIEHAlIUM BpadoM, (erpAlepoM, aKylIepKoil B ciiydae
BO3JIOKEHHUS HAa HHUX [IOJHOMOYMH JIeyallero Bpaya, MNpPH OKa3aHUM MEIUIUHCKOW IOMOUIM B
MEIMLIMHCKUX  OpraHmsauusax <I>, B TMOpsJAKe, YCTAHOBJIEHHOM IpuUKa3oM MuHucTepcTBa
3PaBOOXPAHECHHS M COMMAIBHOTO pa3BuTHsl Poccuiickoit @eneparnuu ot 23 mapta 2012 r. N 2521 "O06
yrBepkaeHun Ilopsiaka Bo3nokeHHss Ha  Qenpimepa, aKylmepKy pyKOBOTUTENIEM MEIMLIUHCKON
OpraHu3ali MpH OPraHU3alMU OKa3aHUs NEPBUYHOW MEIUKO-CAHUTAPHOM TIOMOIIM UM CKOpPOH
MCHHHHHCKOﬁ IIOMOIIIN OTACIIBbHBIX q)yHKL[I/Iﬁ JicHamero Bpada 1O HCEHNOCPCACTBCHHOMY OKa3aHUIO
MEIMIMHCKOM TMOMOIIM TMAalUeHTy B MEpHOJA HaOMIOACHUS 3a HUM U €ro JIeYeHHus, B TOM YHCIE IO
HA3HAYEHUI0O M MPUMEHEHUIO JICKAPCTBEHHBIX MPENnaparoB, BKIIOYAs HAPKOTUYECKHUE JIEKAPCTBEHHBIC

nperaparbl u TICUXOTPOITHBIE JICKapCTBEHHBIC npemaparbr” <2>, WHIMBUTyTbHBIMHU
HpCIIHpI/IHI/IMaTCJIHMI/I, OCYH.[CCTBHHIOH_[I/IMI/I MeIII/II_II/IHCKyIO NCATCIIBHOCTD (,uanee - MCIOUIIMHCKHUEC
pabOTHHKN).
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<I> Ilynkr 11 crareu 2 ®enepanpHoro 3akoHa oT 21 nHostOps 2011 . N 323-®3 "O6 ocHoBax
OXpaHbl 370poBbs TpaxaaH B Poccuiickoit ®enepanmu" (CobOpanme 3akoHOAaTenbcTBa Poccuiickoit
Oenepanmn, 2011, N 48, ct. 6724, 2019, N 52, ct. 7796) (nanee - ®enepanbHbiii 3ak0H N 323-D3).

<2> 3apeructpupoBaH MuHucrepctBoMm toctuiuu Poccuiickoit @eneparun 28 anpens 2012 r,
peructpanuonsbiii N 23971 ¢ usMeHeHHsIMH, BHECEHHBIMH NPUKa30M MMHHCTEPCTBA 3paBOOXPAHEHUS
Poccuiickoit @enepanmu ot 31 oktsaopst 2017 . N 882H (3apeructpupoBaH MUHUCTEPCTBOM OCTUIIUU
Poccuiickoit ®enepaunn 9 auBaps 2018 ., perucrpanuonnsiii N 49561).

MemunuHCKUNH pabOTHHUK, O(GOPMUBIIMIA peLUenT C HapylIeHHEM HACTOSIIEro MOopsaKa, WIN
PYKOBOIMTENb  MEJUIMHCKOM  OpraHu3alMd  oOEeCleYMBalOT CBOEBPEMEHHOE nepeodopMieHne
TpeOyeMOoro i NalueHTa perernTa.

2. CpeneHuss O Ha3HAYEHHOM JIEKQpCTBEHHOM TIpernapare (HauMEHOBAHHME JIEKAPCTBEHHOTO
mpernapara, JT03UpOBKa, Coco0 BBEACHUS W NMPUMEHEHUS, PEKUM JIO3UPOBAHUS, MPOAOKUTEIHHOCTh
JeyeHus: 1 000CHOBaHME Ha3HAYEHUS JIEKAPCTBEHHOT'O Mpernapara) BHOCATCS MEIUIUHCKUM paOOTHUKOM
B MEJUIIMHCKYIO IOKYMEHTALMIO MallueHTa.

B cnyuasx, ykazanHeix B myHkTax 8 - 11 mHactosmero Ilopsiaka, MemUIMHCKUN pabOOTHUK,
Ha3HAYMBILIUI JIEKAPCTBEHHBIN Mpenapar, oQopMisieT Ha3HAuYeHHE JIEKApCTBEHHBIX IpenaparoB, B TOM
YHCclie TOAJNEKAIIUX H3TOTOBICHHUIO U OTIYCKY anTeYHbIMU OpraHu3alusMU (Jajnee - JIeKapCTBEHHbIE
npenaparsl HHIUBUIYaJIbHOTO M3TOTOBJICHHMS), HA PELENTypHOM OnaHke, 0(OpPMIEHHOM Ha OyMa)KHOM
HOCHUTEJIE 3a CBOCH MOAMUCKHIO (Janee - perenT Ha OyMa)KHOM HOCHTENE), U (MJIM) ¢ COTIacHs MmarueHTa
WIN €ro 3aKOHHOTO MpENCTaBUTENs <3> Ha pelenTypHOM OllaHKe B (pOpME IEKTPOHHOTO JOKYMEHTa C
UCIOJIb30BaHUEM YCWJIEHHOM KBaIM(PHUIMPOBAHHON SJIEKTPOHHOM MOAMUCU MEIUIMHCKOrO PabOTHHKA
(manee - peuent B (popMe 3JIEKTPOHHOTO JOKYMEHTA).

<3> Ilynkr 2 crarbu 20 ®enepambHoro 3akoHa N 323-®3 (CoOpaHue 3aKOHOAATEIHCTBA
Poccutickoit ®eneparuu, 2011, N 48, ct. 6724; 2021, N 27, c1. 5159).

PenienT B (hopMe 35IEKTPOHHOTO JOKYMEHTA, CONIEpsKallNil Ha3HaAYeHNEe HAPKOTUYECKUX CPEACTB WU
MICUXOTPOIHBIX BEIIECTB, MOAMKMCHIBAETCS C WCIONB30BAHUEM YCUJICHHOW KBATH()HUIIMPOBAHHON
AJIEKTPOHHOM TOAMMCH JIeyalllero Bpada Uiu Qesbiiepa, aKylepk, Ha KOTOPBIX BO3JIOKEHBI (DyHKIIUU
JIEYaIlero Bpaya, 1 COOTBETCTBYIOLEN MEIUIIMHCKON OpraHU3aluu <4>.

<4> Ilynkr 1 crarbu 26 ®enepanpHoro 3akoHa or § sHBaps 1998 . N 3-@3 "O HapKOoTHUECKHX
cpencTBax W ncuxoTpomHsix BemiecTBax" (Cobpanue 3akoHomarenscTBa Poccuiickoit denepanmm, 1998,
N 2, ct.219,2017, N 31, ct. 4791) (nanee - ®enepanbubliit 3akoH N 3-D3).

Odopminenne perenToB B (GopMe JEKTPOHHBIX JOKYMEHTOB OCYILIECTBISETCS B CIy4ae MPUHSATHS
YIOJTHOMOYEHHBIM OpTaHOM MCTIOJHUTEIHHOM BIacTH cyObekTa Poccuiickoit denepannu B COOTBETCTBUU
¢ myHkroM 4 cratbn 6 @PenepanbHoro 3akoHa ot 12 ampens 2010 . N 61-®@3 "OO6 obpameHuu
JIEKapCTBEHHBIX CpeacTB" <5> pemieHuss 00 HCIONB30BAaHWM Ha TEPPUTOPUU CcyObekTa Poccuiickoit
Oenepanii HapsAAy C peLENTaMd Ha JICKApCTBEHHBIE TMpernaparbl, O(GOpMICHHBIMH Ha OyMa)KHOM
HOCHUTEJE, pELENTOB Ha JIEKapCTBEHHBbIE IMperaparbl, CPOPMHUPOBAHHBIX B (OpME 3IEKTPOHHBIX
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JIOKYMEHTOB.

<5> CoOpanue 3akoHonarenbcTBa Poccuiickoit @enepanuu, 2010, N 16, ct. 1815, 2019, N 52, ct.
7793.

3. Ilpu BbIIMCKE NalMEHTa W3 MEAUIMHCKOW OpraHu3ali, B KOTOPOW €My OKa3bIBAJIACh
MEIUIMHCKAs TOMOIIb B CTAllMOHAPHBIX YCJIOBUSAX, MPHU HEOOXOAMMOCTH TPOJODKEHHS IpHeMa
JIEKapCTBEHHOTO Mpernapara B aMOyIaTOPHBIX YCIOBUSAX JaHHOMY MAIMEHTY M0 PEIICHUI0 PYKOBOAMUTENS
MEIUIIMHCKOM OpraHn3allii Ha3HAYaloTCs ¢ OPOPMIICHUEM pelienTa B (hopMe IEKTPOHHOTO TOKYMEHTa U
(nnm) HA OyMaXHOM HOCHUTENE (3a UCKITIOYeHHEM 0(OPMIICHHUS PEIENITOB Ha JIEKAPCTBEHHBIE MPEnaparsl,
HOAJIeKAIINE OTIYCKY OECIUIATHO WJIM CO CKUAKOHM) MO0 BBITAIOTCS (MAIMEHTY WM €ro 3aKOHHOMY
MPEICTaBUTENI0) OJHOBPEMEHHO C BBIMCKOW U3 UCTOPUM OOJIE3HU JIEKAPCTBEHHBIE MpEnaparbl, B TOM
YHUCJIE HAPKOTUYECKHE M IICUXOTPOIIHBIE JIEKApPCTBEHHBIC Ipenaparsl, BHeceHHble B cnucku [I m III
NepeYHs HAPKOTUYECKUX CPENICTB, MICUXOTPOMHBIX BEIIECTB U MX IMPEKYPCOPOB, MOAJIEKAIINX KOHTPOIIO
B Poccuiickoit @enepaunn, yreepxkaeHHoro IIpaBurensctBom Poccuiickoit denepanun <6> (manee -
[lepedenp), CUIBLHOECHCTBYIONITNE JICKAPCTBEHHBIC MPENaparhl, Ha CPOK MpHUeMa MAIMEeHTOM JI0 5 THEH.

<6> IlynkTt 2 crarbu 2 ®@enepanbHoro 3akoHa N 3-O3 (CobOpanue 3akoHomaTenbcTBa Poccuiickoit
®enepauun, 1998, N 2, ct. 219; 2016, N 27, ct. 4238).

4. Ha3HaueHMe J€KapCTBEHHBIX NIPENapaToB IPU OKa3aHUU MEIULUHCKON TOMOIIM B CTAllMOHAPHBIX
YCIOBHSIX  MOXET  OCYIIECTBIISITBCS  MOCPEACTBOM  TpeOOBaHWN  MEIMIIMHCKOW  OpraHW3alluH,
HaHpaBﬂﬂeMLIX B AIITCYHLIC OpFaHI/I3aI_[I/II/I, ABJIAOIIUCCS CprKTypHLIMI/I HOIIpEB,Z[GJIeHI/IHMI/I MGHHHHHCKOﬁ
opranuzanuu. <7>

<7> Ilynkr 54 crarbu 4 denepanpHoro 3akona ot 12 ampens 2010 r. N 61-®3 "O6 obpameHnun
nexapctBeHHBIX cpeacTB" (CoOpanue 3akoHOomarenbeTBa Poccuiickoit @enepanum, 2010, N 16, ct. 1815;
2019, N 31, ct. 4456) (nanee - ®enepanbHblii 3ak0H N 61-D3).

5. Ha3naueHue JeKapCTBEHHBIX IPENapaTroB OCYIIECTBISETCS MEAUIMHCKUM pPabOTHUKOM II0
MCKAYHAPOJHOMY HCTIATCHTOBAHHOMY HAWMMCHOBAHUIO, a IIPHU €TI0 OTCYTCTBHUU - T'PYINIIHUPOBOYHOMY HIIU
XUMHYECKOMY HaMMEHOBaHMIO. B ciayyae OTCyTCTBUS MEXKIYHAapOAHOTO  HEMaTeHTOBAaHHOTO
HaMMCHOBAHUA U TPYNIIHUPOBOYHOIO WM XUMHUYCCKOTO HAMMCHOBAHUA JICKAPCTBCHHOI'O IIpCIiapara
JIEKapCTBEHHBIN MpernapaTr Ha3Ha4aeTcsd MEAULUHCKUM PabOTHUKOM IO TOProBOMY HauMeHOBaHuIo. [Ipu
HaJIM4YNU MCIUIIMHCKHUX IOKa3aHui (I/IHILI/IBI/IIIyaJIBHaSI HCMICPCHOCUMOCTD, IO KU3HCHHBIM HOKa3aHI/ISIM)
[0 PELICHUI0 BpaueOHONW KOMHCCHM MEIWLMHCKOW OpraHu3aluyd <8> OCYUIECTBISETCS Ha3Hau€HUE U
O(bOpMJIeHI/Ie Ha3HAYCHUA JICKAPCTBCHHBIX IIPCMaparoB, HEC BXOAANUX B CTAHAAPTHI Me,Z[I/II_[I/IHCKOf/’I
MOMOIITH, pa3paboTaHHBIE B COOTBETCTBUU C MyHKTOM 14 ctathu 37 denepanpHoro 3akoHa N 323-D3
<9>, UIu He NPEeNyCMOTPEHHBIX COOTBETCTBYIOLIEH KIMHUYECKON pEKOMEHAALUEH, MO0 MO0 TOPrOBBIM
HauMeHOBaHUsAM. PemeHne BpaueOHONM KOMHMCCUM MEIUIMHCKONW OpraHu3aluu (QUKCHpyeTcs B
MEIUIIMHCKON JOKYMEHTAIMH MAallMeHTa U B )KypHase BpadeOHOW KOMHCCHH.
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<8> [lpukaz MuHucrTepcTBa 31paBoOXpaHEHHs U coluanbHOro pasButus Poccuiickoit denepannn
or 5 masg 2012 . N 5021 "OO0 yTBep >KIEHUU TOPsIAKA CO3MAHUS U JEATEIHLHOCTH BpaueOHON KOMHUCCHH
MEIULMHCKON opraHu3anuu” (3apeructpupoBaH MuHuctepcTBoM toctunnn Poccuiickoit @enepanuun 9
utors 2012 r., peructpanuonusii N 24516) ¢ u3MeHEHUsAMH, BHECEHHBIMU NMPUKa30M MUHHUCTEPCTBA
3apaBooxpanenusi Poccuiickoit ®enepaumu ot 2 gekabps 2013 . N 886H (3apeructpupoBaH
MunucrepctBom roctuituu Poccutickoit @eneparuu 23 nexadps 2013 ., peructpanuonusiii N 30714).

<9> Cobpanue 3akoHonatenscTBa Poccuiickoit @eneparun, 2011, N 48, cT. 6724.

Ecnmu npum okazaHuMM DAUMEHTYy MEIUIMHCKOM IIOMOIIM B MEIMIIMHCKOM OpraHu3aluu B
CTallMOHAPHBIX YCJIOBHSAX IO PEIICHUIO BPadeOHOW KOMHUCCHHM OCYIIECTBISAIOTCS Ha3HAuUCHUE |
MIPUMEHEHUE JIEKAPCTBEHHOTO Mpenapara ¢ KOHKPETHbIM TOPrOBBIM HAaMMEHOBAaHUEM, TO MPU OKa3aHUU
JAaHHOMY MallMeHTy MEAMIMHCKOW MOMOIIM B HMHOM MEIUIIMHCKOM OpraHu3alid B CTAIllMOHAPHBIX
YCIIOBUSIX, a TaKKe€ B aMOYJaTOPHBIX YCIOBHSIX OCYIICCTBIISIETCS HAa3HAYCHHE €My JIEKapCTBEHHOTO
npernapara ¢ TeM K€ TOPrOBbIM HaMMEHOBaHUEM <10>.

<10> Ilynkr 2 noctanoBnenus IIpaButensctBa Poccutickoii ®enepannu ot 30.06.2020 N 965 "O
BHeceHNH u3MeHeHuil B [IpaBuna GopMupoBaHUs MEpeyHs JIEKapCTBEHHBIX CPEACTB, 3aKyIKa KOTOPBIX
OCYILECTBIISIETCS. B COOTBETCTBUU C UX TOPTOBBIMM HAaUMEHOBaHMSAMHU, U O IPUMEHEHUHU JIEKAPCTBEHHBIX
npenapaToB ¢ KOHKPETHBIMU TOProBbIMH HanMeHoBaHusMH" (CoOpanue 3akoHoAarenbcTBa Poccuiickoit
Oenepanun, 2020, N 28, ct. 4422).

6. HasnaueHue jekapCcTBEHHOrO IMpemapara B peLenTe Ha OyMaKHOM HOCHTENE WJIM pPELEenTe B
dopMe BIEKTPOHHOTO IOKyMEHTa O(QOpMIIEeTCS Ha HMMs MalMeHTa, JUId KOTOpOro IpeaHa3sHa4eH
JIEKapCTBEHHBIN Mpenapar.

Penenit Ha OymakHoM HocuTene, opopMiIeHHBIH Ha penentypHoM Onanke gopm N 107/y-HII, N
107-1/y, N 148-1/y-88, N 148-1/y-04(:1), yTBep>KIECHHBIX HACTOSIINM MPHUKA30M, MOXKET OBITh MOJIYYCH
MAIMEHTOM, €r0 3aKOHHBIM TPEACTABUTENIEM WU JTUIIOM, UMEIOIMUM O()OPMIECHHYIO B COOTBETCTBHH C
rpakIaHCKUM 3aKoHOAaTesbcTBOM Poccuiickoit denepanu 10BEpEHHOCTh OT MAlMEHTa Ha IMPaBo
MOJTyYEHUS TAKOTO perenTa (Janee - ynoJIHOMOUYEHHOE JIUIIO).

[IpencraBnenne NOBEPEHHOCTH HE TpeOyeTcs B Cilydae NOJTY4EHHUs pelenTa Ha JIEKapCTBEHHBIN
npenapar Ui HHKypaOelIbHOro OOJIBHOTO Ha 3aBEPIIAIOIEM JTAIe €ro KU3HU JIUIIOM, OCYIIECTBISIOMINM
yXOZ 3a TaKMM HHKYypaOesJbHbIM OOJIbHBIM. B TakoM ciydyae MEeIMIMHCKMHA paOOTHHMK BbIJAET JIMILY,
OCYIIECTBIIAIONIEMY YXOJ 32 MHKypaOenbHbIM OONBHBIM, JOKYMEHT, NOATBEPKIAIOINI HHKYpaOenbHOe
COCTOssHUE OOJBHOTO, CONEpXKALIUM CBEAECHUS O JIMLE, KOTOpoe OydeT NOolydaTh JIEKapCTBEHHBIE
npenaparsl o peuenty (pamMuiaus, UMs, OT4ECTBO (MOCHENHEe - MPHU HAIMYUM), BUA, cepus U (WIH)
HOMEpP JOKYMEHTa, YIOCTOBEPSIOILEro JIMYHOCTH), 3aBEPEHHBI MOINUCHIO M MEeYaTbl0 JaHHOTO
MEIUIIMHCKOTO PAa0OTHHKA, a TAKXKE MEeYaThI0 MEUIIMHCKON OpraHU3aliH.

JIOKyMEHT, TOATBEPKIAIOMINNA WHKYpPAaOCIIbHOE COCTOSIHUE OOJIBHOTO, OCTaeTCs B amnTeYyHOM
OpraHu3aLuu.

Peniennt B ¢dopme 31EKTPOHHOIO JTOKyMEHTa (POPMUPYETCS C HCIOIb30BAHUEM TOCYIapCTBEHHOMN
UH(POPMAIIMOHHOW CHUCTEMBI B cepe 3apaBooxpaHeHms cyobekra Poccuiickoii @eneparium, MeIUITTHCKOMN
WH()OPMAITMOHHON CHCTEMBI MEAUIIMHCKOM Opranu3anuu <11>,
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<11> Crarbu 91 u 91.1 ®depepanbHoro 3axkoHa N 323-®3 (CobOpanHue 3aKOHOJATEIIHCTBA
Poccuiickoit ®enepanuu, 2011, N 48, ct. 6724; 2021, N 27, ct. 5141).

@dakT BBJAYM peleNTa Ha JIEKAPCTBEHHBIM IIpernapar 3aKOHHOMY IIPEACTaBUTENIO WU
YIOJIHOMOYEHHOMY JIUIY (PUKCUPYETCS B MEAULIMHCKONW JJOKYMEHTAIMH MallieHTa.

7. MemunuHCKUM paOOTHUKAM 3amperiaercss o(popMiIsITh pPelenThl NMPH OTCYTCTBHM Y MalMeHTa
MEIMIMHCKUX [I0OKAa3aHWH; Ha HE3aperMCTPUPOBAaHHBIC JIEKAPCTBEHHBIE IIpenaparsl <12>; Ha
JIEKapCTBEHHBIE IIPENAapaThbl, KOTOPHIE B COOTBETCTBUU C MHCTPYKLHUEH 10 MEIULUHCKOMY IPUMEHEHUIO
IIPEeJHa3HAYEHBI I IPUMEHEHMS] TOJIBKO B MEAUIIMHCKUX OpPraHU3alyusaX; Ha HAPKOTMYECKHUE CPEICTBA U
IICUXOTPOIIHbIE BElIeCTBA, BHeCeHHble B crnucok II Ilepeuns, 3aperucrpupoBaHHBIE B Ka4eCTBE
JIEKapCTBEHHBIX IIPENAparoB, B LEIAX IPUMEHEHHS IS JICUEHUST HADKOMAHHUU.

<12> Pemenune CoBeta EBpasmiickoii skoHOMHUYECKON kommccuu oT 3 HosOps 2016 . N 78 "O
[IpaBunax perucTpaluyd M SKCHEPTU3bI JIEKAPCTBEHHBIX CPEACTB I MEAMLMHCKOTO INPUMEHEHMS"
(odurmmanpHeIi caliT EBpazuiickoro SKOHOMHUYECKOTO coro3a http://www.eaeunion.org/, 21 Hos06ps 2016

r.). Crates 13 ®enepanbaoro 3akona N 61-d3 (Cobpanue 3akoHonmarenscTBa Poccuiickoit @enepanuu,
2010, N 16, ct. 1815; 2020, N 14, cT. 2028).

WuauBuayanbHbIM — NPEANPUHUMATENSAM,  OCYLIECTBISIIOIIMM  MEAMLMHCKYI  JIEATEIbHOCTb,
JIOTIOJTHUTENBHO K TpeOOBaHUSAM, yKa3aHHBIM B a03alle IMEepBOM HACTOSINEro IMyHKTA, 3alperiaeTcs
0(OpMIIATH pelenThl HA HAPKOTUYECKHUE CPEJCTBA U NICUXOTPOIHbIE BEIIECTBA, BHECEHHBIE B crivcku 11 u
IIT Ilepeuns (manee - HapKOTHMYECKHE M IICUXOTPOIIHBIE JIEKapcTBEHHbIE npenaparsl cnuckoB I m III
[Tepeuns).

8. Ilpm Ha3HaueHMM HAPKOTUYECKHUX U IICUXOTPOIHBIX JIEKAPCTBEHHBIX INpenaparoB crucka Il
[lepeunsi, 3a MCKIIIOYEHUEM JIEKAPCTBEHHBIX IIPENApaToB B BUAE TPAHCACPMAJIBHBIX TEPANEBTHYECKHX
CUCTEM U JICKaPCTBEHHBIX IIPENaparoB, COIEPXKAIIUX HAPKOTUYECKOE CPEICTBO B COYETAHUMU C
AQHTAarOHUCTOM ONMOMJHBIX pPELENTOpPOB, pEUEenThl Ha OyMaXXHOM HocHUTene OQOpPMISAIOTCS Ha
peuentypHom Onanke Gopmer N 107/y-HIT.

9. Peuenrypusiii 6;1ank ¢hopmbl N 148-1/y-88 odopmisiercs npu Ha3HAYCHUU:

1) HapKOTMYECKHMX U ICUXOTPONHBIX JIEKApCTBEHHBIX IpenaparoB cnucka II Ilepeuns B Buze
TPaHCAEPMAJIBHBIX TEPANEBTUUECKUX CHCTEM, HAapPKOTHYECKHX JIEKAPCTBEHHBIX IpemnaparoB crucka Il
[lepeuns, cogepxaliux HApPKOTUYECKOE CPEICTBO B COYETAHUM C AaHTArOHUCTOM ONHMOUIHBIX PELENTOPOB,
MICUXOTPOITHBIX JIEKAPCTBEHHBIX npenaparoB cnucka 11 [lepeuns;

2) KOMOMHUPOBAHHBIX JIEKAPCTBEHHBIX MPENIapaToOB, CONEPKAIIUX:

a) KOJIEMH MJIM €r0 COJIHM (B IepecyeTe Ha YUCTOE BEIIEeCTBO) B KoaudecTBe 10 20 MI' BKIIFOUHUTEIIBHO
(ua 1 no3y TBepoii TekapcTBeHHOW (hopMbl) WK B KoiruyecTse 10 200 mr BritounTesibHO (Ha 100 M1 nim
100 r »uaKoii TeKapCcTBEHHON (hOPMBI JJII BHYTPEHHETO MTPUMEHEHHS);

0) nceBnoadenpruHa rUAPOXIOPU]] B KOIMYECTBE, MpeBbimaronieM 30 Mr, 1 10 60 MI BKIFOUYUTEIHEHO
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(1a 1 no3y TBepOii IeKapCTBEHHOU (OPMBI);

B) nceBnoddeapuHa THAPOXIOPHU B KOMHUECTBE, peBbimaromieM 30 Mr, 1 70 60 MT BKIIFOUUTEIHHO
B COYETAHHHU C JEKCTPOMETOp(paHOM THApOoOpPOMUIOM B KonudecTBe, npesbimaromeM 10 mr, u g0 30 mr
BKJIFOUMTEHHO (Ha | 103y TBEpIOH JIeKapCTBEHHOW (OpPMBI);

r) nekcrpomeropdana ruapodpomus B komuyectse 10 200 mr BkmtouutensHo (Ha 100 mu wim 100 ¢
KHJIKOW JIEKapCTBEHHON ()OPMBI JUIsl BHYTPEHHETO IIPUMEHEHU);

1) adenpuHa TUAPOXIOPUA B KondecTBe, mpebimaromeM 100 mr, u 1o 300 Mr BKITIOUMTENBHO (Ha
100 mut umm 100 T KuIKOM JIeKapCTBEHHOM (hOPMBI )11 BHYTPEHHETO TPUMEHEHHS ),

e) odenpunHa ruapoxyiopun B KoiamdectBe g0 S50 mr BrimrountensHOo (Ha | mo3y TBepmoit
JIEKapCTBEHHOH (OPMBI);

K) (QEHWIMPONaHOJAMUH B KOJMMYECTBE 10 75 Mr BKIIOUMTENbHO (Ha 1 103y TBepmoit
nexkapctBeHHOH (opmbl) win 10 300 mr BrirounTenbHO (Ha 100 M1 wm 100 1 KuaAKON JeKapCTBEHHOM
(GbOpMBI [ BHYTPEHHETO IPUMEHEHUS );

3) (eHobGapOUTaT B KOJWYECTBE JO 15 Mr BKIFOUHUTEIHHO B COYETAHHH C KOICUHOM (WA €ro
COJISIMM) HE3aBHCHMO OT KoJIMuecTBa (Ha 1 103y TBep0il JeKkapCTBEHHOM (hopMBI);

) denobapoburan B kommuectBe 10 20 Mr BKIIOYUTENIBHO B COYETaHHH C ddempuHOM
THJIPOXJIOPUIOM HE3aBUCHMO OT KoJMuecTBa (Ha 1 103y TBepoil JeKkapCTBEHHOHN (hopMBbI);

K) XJIOPAMA3EMOKCHU ] B KOJIUYECTBE, peBbimatomeM 10 mr, u 10 20 Mr BKIOYHTENbHO (Ha 1 103y
TBEPJIOH JIEKAPCTBEHHOH (POPMBI);

3) nexkapCTBEHHBIX MpENnaparoB WHAMBUAYAIbHOIO H3TOTOBJIEHUS, COJAEP)KAIIMX HAPKOTHYECKOE
CPEACTBO WIJIM TCUXOTporHoe BemecTBo crucka I Tlepeuns, u apyrue ¢apMakoIorn4eckre akTHBHbIE
BEIIECTBA B [103€, HE IPEBbIIIAIOIIEH BBICIIYI0 pa3oOBYIO [103y, M TMpPH YCIOBUHU, YTO OTOT
KOMOWHUPOBAHHBIM JIEKAPCTBEHHBIH Ipemnapar He SBISIETCS HAPKOTHMYECKUM WM TCHXOTPOITHBIM
JIeKapCTBEHHBIM npenaparoM criucka Il [Tepeuns;

4) NeKapCTBEHHBIX TMPEMaparoB, BKIIOYEHHBIX B IEPEYCHb JIEKAPCTBEHHBIX CPEACTB IS
MEIUIMHCKOTO IIPIMEHEHNS, MOAJISKAIINX PEIMETHO-KOTMUYECTBEHHOMY YUETY (Jasiee - JeKapCTBEHHbIE
Ipenaparsl, BKIIoUeHHbIe B iepedeHsb [IKY) <13>.

<13> Iloanynkr 5.2.171(1) nmynkra 5 nocranosienus IIpaBurenscrBa Poccuiickont denepaunn ot
19.06.2012 N 608 "OO6 yrtBepxkaenuu IlomokeHnss o MuHUCTEPCTBE 3apaBOoOXpaHeHus Poccuiickoit
Oeneparu”  (manee - Ilomoxenwme o MunucteperBe) (Cobpanme 3akoHOmaTenbcTBa Poccuiickoi
O®enepanuu, 2012, N 26, ct. 3526; 2013, N 16, cT. 1970).

10. Peuenrtypusiii Omank Gopmber N 148-1/y-04(;1) odopmisieTcss mpu Ha3HAYEHUH JIEKAPCTBEHHBIX
nmpenaparoB rpaxaaHamMm, UMCIOIIHUM IIpPpaBO Ha 6GCHJI3.THO€ MOJIY4YCHHEC JICKAPCTBCHHBIX NPCIapaToB WA
NOJTYYCHHUE JIEKAPCTBEHHBIX MPENapaToB CO CKUIKOM.
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11. PenentypHsiii Onank ¢popmsl N 107-1/y opopmitsiercs: mpu Ha3HAYESHUU:
1) nekapCTBEHHBIX MpENaparoB, HE YKa3aHHBIX B MyHKTax 8, 9 Hactosmiero [lopska;
2) KOMOMHUPOBAHHBIX JIEKAPCTBEHHBIX MPENAapaToOB, CONEPKAIIUX:

a) JproraMHMHa THUIPOTAPTpPAT B KOJWYECTBE 10 5 Mr BKIIOUUTENbHO (Ha 1 m03y TBepmoi
JIeKapCTBEHHOM (HOpMBI);

0) a¢enpuna rugpoxsopua B konuaectBe 10 100 mr BrmrountenbHo (Ha 100 M umu 100 r sxuakoit
JIeKapCTBEHHOM (hOPMBI 17151 BHYTPEHHETO MPUMEHEHH );

B) TiceBnoddeapruHa THAPOXIJIOPUT B KOIWYeCTBe, He mpeBbimaromem 30 mr (Ha 1 mo3y TBepmoit
JIeKapCTBEHHOM (HOpMBI);

r) mncesaoddeapruHa TUIPOXJIOPUI B KOJIMYECTBE, HE MpeBblmatonieM 30 MI, B COUETAaHUHU C
JIEKCTpoMeToppaHoM TUAPOOPOMHUTIOM B KOJIMYECTBE, MpeBbimatonieM 10 mr, u 10 30 Mr BKIFOUUTEIBHO
(Ha 1 mo3y TBepOi JTeKapCTBEHHOM (OPMBI);

1) npekcrpoMmeropdana ruapoOpoMun B KoiwuecTBe, mnpembimatomem 10 mr, uw go 30 wmr
BKJIFOUMTEHHO (Ha | 103y TBEpIOH JIeKapCTBEHHOW (OPMBI);

e) ¢enobapbuTan B komuuecTBe, mpebimatomeM 20 mr, u 10 50 mr BkimounTensHO (Ha 1 103y
TBEPIOH JIEKapCTBEHHOH (hOPMBI);

k) (enobGapburan B koimmuecTBe 10 20 Mr BKIIOUYUTEIBHO B COYETAHUU C 3PrOTaMHUHOM
THAPOTAPTPATOM HE3aBUCUMO OT KOJIMUeCTBa (Ha 1 103y TBEPIOH JIeKapCTBEHHOU (OPMBI);

3) XJIOpAMA3eNnoKcua B KoaudecTBe A0 10 Mr BKIHOUMTENBbHO (Ha | 103y TBEpIOH JIeKapCTBEHHOU
dbopmsI).

12. Ilpn Ha3HAYEHMH JIEKAPCTBEHHOTO Mpenapara WHIMBUIYaJbHOTO M3rOTOBJIEHMS B PELENTE Ha
OymaxHoM Hocutene W (wiM) penente B (GopMe IIEKTPOHHOTO JOKYMEHTa HaMMEHOBAHUS
JIEKapCTBEHHBIX CPEICTB (BEILIECTB), BKIIOUEHHBIX B nepeueHb IIKY, ykas3blBaloTcs B Hauaje pelenTa,
3aTeM - BCE€ OCTAJIbHBIC HHTPEUCHTHI.

13. Ilpu Ha3HaYeHHUHU JIEKAPCTBEHHOTO Iperapara B pelente Ha OyMaKHOM HocuTene U (WIIN)
peuente B (oOpMe 3JIEKTPOHHOIO JIOKYMEHTa 3alpellaeTcsl NPEeBbIIaTh KOJIMYECTBO HAPKOTUYECKHX
CPEACTB WJIM TICUXOTPOIHBIX BEIIECTB, KOTOPOE€ MOXKET ObIThb BBIHCAHO B OJHOM peLEITe,
ycraHoBieHHOe npuiioxkeHneM N 1 k Hacrodmemy [lopsnky, 3a MCKIIOUEHHEM CIIyyaeB, YKa3aHHbBIX B
nyHkTax 15 u 24 nacrosumero Ilopsaka.

14. Ilpn Ha3HAYEeHUH JIEKAPCTBEHHBIX IMpENapaToB, BKIOYEHHBIX B nepeuyeHb 1KY, mo3a xotopeix
NPEBBIIACT BBICIIMNA OJHOKPATHBIA MpHEM, MEIUIUHCKUHA pabOTHUK 0003HayaeT 03y JTOro
JIEKapCTBEHHOTO Tpernapara B pelente Ha OyMa)kHOM HOCHUTEJIE MPONHChI0 C MPOCTABICHUEM
BOCKJIMIIATEIBHOTO 3HAaKa W (MJIM) MPOCTaBIsIeT BOCKIMLATEIbHBIN 3HAK MpU O(GOPMIIEHUH perenta B
bopme PIEKTPOHHOTO JOKYMEHTA.

15. KonnuecTBO Ha3HAUYEHHBIX JIEKAPCTBEHHBIX INPENAapaToB, BKIOUYEHHBIX B nepeueHb 1IKY, npu
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OKa3aHMM MalUEeHTaM, HY>KJAIOUMCs B JNINTEIbHOM JICYCHUH, [IEPBUYHON MEIUKO-CAHUTAPHON ITOMOIIHU
U NAJUTMATUBHON MEIUIIMHCKON MOMOIIM MOXET ObITh YBEIMUYEHO C YUETOM KIIMHUYECKHUX PEKOMEHAIHH
He Oonee yeM B 2 pa3a MO CPAaBHEHUIO C KOJIMYECTBOM HAPKOTHUECKUX CPEICTB MM MCHXOTPOITHBIX
BEIIIECTB, KOTOPOE MOXET OBbITh BBHIMHMCAHO B OJAHOM pELENTEe, YCTAaHOBIEHHbIM HpuioxeHueM N 1 k
HacroswweMy Ilopsnky.

B cnydasix, npeaycMOTpeHHBIX a03alieM MepBbIM HACTOSAIIETO IMyHKTa, Ha perenrtax Ha OyMa)kKHOM
HOCHUTENE NMPpOoU3BOAUTCS Haanuch "[lo cnennanbHOMY Ha3HAYEHHIO", OTIENBHO 3aBEPEHHAs HOANHMCHIO
MEIUITMHCKOTO pa0OTHHKA M TIEYaThI0 MEIUIMHCKOW opranHu3amuu "[[ns pemenToB", Ha pementax B
dopMe 3NEKTPOHHOTO JOKyMeHTa TMpou3BonuTcs ormerka '"[lo cmeumanbHOMY Ha3zHayeHHIO" C
IPOCTABJIECHUEM YCUIEHHOW KBaIHU(PUIUPOBAHHOHN MEKTPOHHON MOANNCH MEAUIIMHCKOTO paOOTHHUKA.

16. CocraB neKkapCTBEHHOTO Iperapara, JieKapcTBeHHas (opma M oOpalieHue MEIMIIUHCKOTO
paboTHHMKa K (apMarieBTHIECKOMY PaOOTHHUKY OO0 OTIYCKE JICKapCTBEHHOTO Tperapara Ha OyMakHOM
HOcUTeNle OQOPMIISIOTCS Ha JJATUHCKOM HJIM PYCCKOM SI3BIKE B POIUTENFHOM Ma/ieXke, 32 UCKIIOUECHHEM
o(opMIIeHHUs PELIETITOB B JOpPME NEKTPOHHOTO JOKYMEHTA, OCYLIECTBISIEMOI0 Ha PYCCKOM SI3bIKE.

[Tpu odopmiieHNH perenTypHBIX OJIaHKOB JIOMYCKAETCS MCIIONb30BAHNE COKPAIIEHUH (ITPUIOKEHUE
N 2 x Hacrosimemy [lopsaxy).

IIpy Ha3HaueHHMU JIEKAPCTBEHHOI'O IIpenapara HE JOIYyCKAeTCs COKpalleHHMe HauMEHOBaHUMN
UHIPEJUEHTOB, COCTABIISAIOIIMX JIEKAPCTBEHHBIN Npenapar, He MO3BOJISAIOIINX YCTaHOBUTh, KAKOM MMEHHO
JIeKapCTBEHHBIN Ipenapar Ha3HAYeH.

17. Cnoco0 mpuMeHeHHUs JICKapCTBEHHOTO TMpernapara 0003Ha4aeTcsl ¢ yKa3aHUEM MyTH BBEICHUS,
A03bI, YaCTOThI, BpCMCHU MpHEMa OTHOCHUTCIILHO CHa (YTpOM, Ha HO‘-IB) n €ro AJUTCIBHOCTH, a IJIA
JICKapCTBEHHBIX IMIpernapaToB, B3aMMOACWUCTBYIOIIMX C NHIIEH, - BPEeMEHH HUX YNOTpeOlieHus
OTHOCHUTEJIHO IIpreMa MUIIH (0 €1bl, BO BPEMs €/Ibl, ITOCIE €JIbI).

18. Tlpu HEOOXOIUMOCTH HEMENJIEHHOTO WJIM CPOYHOTro (B TEYCHHE JABYX pabOUYMX JHEH) OTITyCKa
JICKapCTBEHHOTO TMpernapara NaIleHTy B BEpXHEH dYacTh pementa Ha OyMaXHOM HOCHUTENE
MPOCTABIISIIOTC 0003HaueHus "cito" (cpouno) miam "statim" (HememyieHHO). AHAJIOTHYHBIE 0003HAYCHUS
IPOCTABISIOTCS B BUJIE OTMETOK IPH OPOPMIICHUHU pelienTa B (hopMe JIEKTPOHHOTO TOKYMEHTA.

19. Ilpu odopmieHnn Ha3HAYSHUS TOTOBOTO JIEKAPCTBEHHOTO Tperapara B perenTte Ha OyMakHOM
HOCHTENIE WU peuente B (opMe DIEKTPOHHOTO JOKYMEHTa KOJMYECTBO JEUCTBYIOIIMX BELIECTB
YKa3bIBaeTCsI B COOTBETCTBUM C HMHCTPYKIUEH MO MEAWLIHWHCKOMY MPHUMEHEHUIO JIEKapCTBEHHOTO
npenapata. JlomycTuMo yka3bIBaTh TO3UPOBKY JIEKAPCTBEHHBIX MpPENapaToB CUCTEMHOTO ACUCTBUS (I
PEe30pOTUBHOTO MpUEMa) B TBEPJBIX JICKAPCTBEHHBIX (popMax (Hampumep, TabJIETKU, MOPOIIKH, KaIlCyJIbl)
KaK COZIEp)KaHHE OJHOTO WJIM HECKOJNBKHX JIEHCTBYIOIIMX BEIIECTB B €JUMHMIAX Macchl (B rpaMmax,
MuTUrpamMmax). JlomyctuMo ykasblBaTh JTO3UPOBKY JIEKAPCTBEHHBIX MpENaparoB CUCTEMHOTO NEHCTBUS
(m1st  pe3opOTHBHOTO TPUMEHEHHUs) B IKHJIKHUX JIEKAPCTBEHHBIX (opMax (Hampumep, pacTBOPHI,
CYCIIEH3MH) KaK COJEepKaHHe OJHOTO WM HECKOJIbKHMX JECHUCTBYIOIIMX BEIIECTB B €IMHHUIAX MAcChl Ha
eIMHUIy o0beMa (HarpuMep, MIJUITMTPaMM/MUUTMIIUTP) ¢ YKa3aHHEM o0mIero oobema JeKapCTBEHHOM

(bopMBI.

[Ipu odopmiieHnn Ha3HAYCHUS JIEKAPCTBEHHOTO IMpernapara WHAWBUAYAILHOTO HW3TOTOBICHHUS B
penienite Ha OyMa)XKHOM HOCHUTEJIE WU perente B popMe 3IEKTPOHHOTO JOKYMEHTA KOJMYECTBO TBEPIBIX
U Chimyuyux (apMaleBTHUYECKUX CyOcTaHimmii ykaswsiBaercs B rpammax (0,001; 0,5; 1,0), xxunkux - B
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MUJUIUIIUTPAX, rpaMMax U Karjidgx.

20. Pementsl Ha OymMa)kHOM HOcHUTElE, B (DOpME DIIEKTPOHHOTO JOKYMEHTa, O()OpPMIICHHBIE Ha
peuentypaom Onanke ¢opmel N 148-1/y-88 u mnpeaHasHayeHHbIE [UIsI OTIYCKa JIEKAPCTBEHHBIX
MpernaparoB, NPEAYCMOTPEHHBIX NOANyHKTaMu 1 - 3 myHkra 9 Hactosmero [lopsiaka, nelicTBUTENbHBI B
TeueHue 15 nuelt co nusA oopmiieHus.

21. Penentsl Ha OymMa)kHOM HOcCHUTENE, B (DOpME DIIEKTPOHHOTO JOKYMEHTa, O()OpPMIICHHBIE Ha
peuentypaom Onanke ¢opmer N 148-1/y-04(;1) w mpenHazHaueHHBIC ISl OTIYCKAa JIEKAPCTBEHHBIX
MpernapaToB rpaxaaHaM, ykazaHHbIM B nmyHKkTe 10 Hacrosimero Ilopsnka, geiicTBuTenbHBI B TeueHue 30
THEH co THS 0OPMIICHHS, 32 UCKITFOUEHUEM CIIy4aeB O(hOpMIIEHHUS pPelenTa B COOTBETCTBHH C ITyHKTaMHU
38 u 39 nacrosmero [Topsiaka, mpu KOTOPBIX OH IEHCTBHUTENICH B TeUCHHUE 15 qHEH co qHS opopMIIeHUSI.

22. PeuenTsl Ha OyMa)XKHOM HOCHUTENE, B (OpME SIIEKTPOHHOTO JOKYMEHTa, Oo(opMIIEHHBIE Ha
peuentyprHom Omanke ¢opmbl N 148-1/y-04(01) u mpenHasHayeHHBIE IS OTIYCKA JIEKAPCTBEHHBIX
npenapaToB TpakAaHaM, JOCTUTIIMM IIEHCHOHHOTO BO3pacTa, MHBAJIWAAM IIEpBOW TPYIIBI, AETAM-
UHBAIMIAM, a TakKXke TpaxaaHaM, CTPAJAOIIUM XPOHUYECKUMHU 3a00JeBaHUSIMH, TpPeOyIOIUMU
JUITUTENIFHOTO KypCOBOTO JICUEHUS, JCUCTBUTEIbHBI B TeueHue 90 paHelt co 1mHA odopmieHus, 3a
HCKJIIOYEHUEM CIIy4aeB, YKa3aHHbIX B MmyHkTax 38 u 39 mnacrosmiero Ilopsiaka, mpu KOTOPBIX OH
neiicTBuTeNeH B TeueHue 15 auei co nus odopmieHus.

JInst nedeHnsT XpOHMYECKHX 3a00J€BaHMH yKAa3aHHBIM KaTETOPHSAM TpaXIaH JIeKapCTBEHHBIC
npenaparsl ¢ 0pOpPMIICHHEM PELeNnToB Ha OyMa)kHOM HOCHTEJE MM PEeLenToB B (OpME 3JIEKTPOHHOTO
JIOKYMEHTa MOTYT Ha3Ha4yaThCsl Ha Kypc JedeHus 10 180 qHen.

23. PeuenTsl Ha OyMa)XKHOM HOCHUTENE, B (OpME SIIEKTPOHHOTO JTOKYMEHTa, Oo(opMIIEeHHBIE Ha
peuentypaom 6nanke ¢dopmbl N 107-1/y u mpenHa3Hau€HHBIE 711 OTITYCKa JICKAPCTBEHHBIX MPEMapaTos,
npenycMOTpeHHbIX TyHKTOM 11 nHacrosimiero Ilopsnka, nedictButenbHbl B TedeHue 60 nHEN co AHS
o opMIIEHUS.

[Ipy Ha3HAYEHUW TOTOBBIX JIEKAPCTBEHHBIX MpPENApaToB M JIGKAPCTBEHHBIX IpenapaToB
VHIMBH/yaJIEHOTO M3TOTOBJICHHS IMAIlMEHTaM C 3a00JeBaHUSIMHU, TPEOYIOMNUMH JUIUTETLHOTO KypCOBOTO
JedyeHus, ¢ opopmieHueM Ha peuentypHom Omanke ¢Gopmbl N 107-1/y pernienta Ha OyMa)KHOM HOCHTEIE
WU B (popMe IIEKTPOHHOTO TOKYMEHTa yCTaHABIMBACTCS CPOK JICHCTBUS perenTa B mpeienax 0 OAHOTO
roa.

B cnydae ycraHOBiIeHMs CpoKa JEHCTBHMSA pelenTa B Mpelenax J0 OJHOIO Toja B pelente
npousBoAuTcs Haamuck: "llo creruanbHOMY Ha3HaueHHIO", 0003HA4YaeTcs CPOK JEHCTBHS pelenta u
NEPUONYHOCTh OTITyCKa JIEKAPCTBEHHBIX NPENapaToB U3 allTeYHOM OpraHU3alMy WU WHAWBUIYaIbHBIM
npeANnpUHUMATEIeM, UMEIOIIUM JIMIEH3UI0 Ha (papMaleBTUUYECKYIO JeATeNIbHOCTh <14> (exeHeneIbHO,
€XKEMECSYHO U UHbIE MepHObl). JJOMOIHUTENBHO 3TO yKa3aHUE 3aBepsieTcs MOANHUCHI0 MEIUIMHCKOIO
paboTHHUKA, a TaKKe MeYaThl0 MEAMLIMHCKON opranu3auuu "Jlns penentos" (as perenta Ha OyMa)XHOM
HOCHTEJIE) WIN YCUIEHHOM KBaIM(UIIMPOBAHHON 2JIEKTPOHHON MOANMCHIO MEJUIIMHCKOIO PabOTHHKA U
JMIA, YIOJIHOMOYEHHOIO 3aBEPATH JOKYMEHTHI OT MMEHM MEIMLMHCKOM opraHu3anuu ()i peuenra B
dbopMe IIMEKTPOHHOTO JOKYMEHTA).

<14> Ilynkt 47 uwactu 1 crateu 12 ®enpepanbHoro 3akoHa ot 4 mas 2011 . N 99-®3 "O
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JTUICH3UPOBAHUU OTJENBHBIX BUIOB AestenbHoCcTH" (Hanee - denepanpubiii 3akoH N 99-03) (Cobpanue
3akoHonarenbcTBa Poccuiickoit @enepamuu, 2011, N 19, ct. 2716; 2021, N 27, cT. 5177).

24. PenenThl Ha JIEKapCTBEHHBIE Mpemaparbl, BKIOUYEHHbIE B mnepedeHb [IKY, nns nedenus
MaIMEHTOB C XPOHMUYECKUMU 3a00JI€BAaHUAMHU MOTYT 0(OPMIIATHCS Ha KypcC JieueHus 10 60 1HEei.

B cnyuae, korma kypc nedeHus cocraBiser Oosee 30 qHEH, MOMOJHUTEIBLHO B perenTax Ha
OyMa)XHOM HOCHTEJE MpOM3BOAUTCA Haanmuch "llo crenuanbHOMYy Ha3HaueHHIO'", 3aBepeHHAst MOAMUCHIO
MEIUITMHCKOTO pa0OTHHKA M TIEYaThI0 MEIUIMHCKOW opranHu3amuu "[[ns pemenToB", Ha pementax B
dopMe 3NEKTPOHHOTO JOKyMeHTa TMpou3BonuTcs ormerka '"[lo cmeumanbHOMY Ha3zHayeHHIO" C
MPOCTABJICHUEM YCHJICHHON KBAIM(PUITMPOBAHHOW AIEKTPOHHOW MOIIMUCH MEIUIIMHCKOTO paOOTHUKA U
JU1A, YIIOJTHOMOYEHHOT'O 3aBEPSTh IOKYMEHThI OT UMEHU MEAUIIMHCKON OpraHu3aIuu.

25. Pement Ha OyMakHOM HocHTele B (OpME DJICKTPOHHOTO JOKYMEHTa, O(pOPMIICHHBIM C
HapyLICHUEM YCTaHOBJICHHBIX HacTOSAIIUM [lopsiikom TpeGoBaHUN, CYMTACTCS HEACHCTBUTEIBHBIM.

Il. HasaHauyeHWe nNekapcTBeHHbIX NpenapaToB NPU oKasaHUU
MeAWLMHCKOMN NOMOLLM B CTaLMOHAPHbIX YCIIOBUSIX

26. Ilpy okazaHuMM TAUMEHTY MEIUIMHCKOM MOMOIIM B CTAallMOHAPHBIX YCIOBHUSIX Ha3HAYCHUE
JIEKapCTBEHHBIX IPENapaTtoB Mpou3BoAMTCA 0e3 odopMileHUs pelenTta MEAULUHCKUM pPaOOTHUKOM
€IMHOJINYHO, 32 UCKJIIOUEHUEM CITy4aeB, yKa3aHHBIX B MyHKTe 27 HacTosmuiero [lopsaka.

27. CornacoBaHM€ Ha3HAYEHHUs JIEKAPCTBEHHBIX IPENApaTroB € 3aBEAYIOIIMM OTIEIIEHUEM WU
OTBETCTBEHHBIM JIS)KYPHBIM BpPadoM JIMOO JIPYTHM JIUIIOM, YITOJTHOMOYEHHBIM MPUKA30M IJIABHOTO Bpada
MCHHHHHCKOﬁ OpraHH3aHI/IH, a TaKXeC, HpI/I HaIu4yuu, C Bpa‘IOM - KIMHHYCCKUM (bapMaKOHOFOM
HEO0OXO0IMMO B CITydasx:

1) ogHOBpEMEHHOT0 Ha3HAUYEHUs MATH 1 00JIee JIEKapCTBEHHBIX MPENapaToB OJHOMY HaIUEHTY;

2) Ha3HAYCHUS JIEKAPCTBEHHBIX MpPENapaToB, HE BXOASIIUX B NepeueHb KU3HEHHO HEOOXOAMMBIX H
BO)KHEHIINX JIEKAPCTBEHHBIX IpernaparoB <I15>, mMpu HETUNMYHOM TEUEHUH 3a00JeBaHUs, HAIUYHH
OCJIOKHEHUH OCHOBHOTO 3a0oyieBaHUs ¥ (WMJIM) CONMYTCTBYIOIIMX 3a00JICBaHHMM, TPH HA3HAYCHHUH
JICKAPCTBCHHLIX IIPCIIapaTos, 0CO6€HHOCTI/I BSaI/IMO,Z[efICTBPISI U COBMCCTHUMOCTH KOTOPBIX COITIACHO
UHCTPYKIUSAM [0 WX TPUMEHEHHUIO TMPHUBOAAT K CHIDKEHHIO J(PQPEKTHBHOCTH U 0€30MacHOCTH
dapmakoTepanuu u (WIK) CO3/1aI0T MOTEHIUAIBHYIO ONIACHOCTD IS )KU3HU U 310POBbS MAIlUCHTA.

<15> Yactu 1 crarem 60 degepanpHoro 3akoHa N 61-®3 (Cobpanue 3aKOHOAATEIHCTBA
Poccutickoit deneparuu, 2010, N 16, ct. 1815; 2020, N 29, ct. 4516).

B yka3zaHHBIX ciyyasix Ha3HayeHHE JIEKAPCTBEHHBIX IMpEnapaToB (PUKCHUPYETCS B MEIUIIUHCKON
JOKYMEHTAIlMM TAIMeHTa U 3aBepsAeTCs TMOANMKUCHI0 MEAMIIMHCKOTO pPa0OTHUKA H  3aBEIYIOIEro
OTJelieHneM (OTBETCTBEHHOI'O IEKYpPHOTO Bpaya WK APYroro yIoJTHOMOYEHHOTO JIUIA).

28. MenuuuHCKU paOOTHUK MEIUIIMHCKOW OpraHu3aluu (€€ CTPYKTYPHOTO IOIpa3aesIeHus ),
pacIloIOKEHHOM B CEJIbCKOM HACEJIIEHHOM IIyHKTE, OCYIIECTBISET Ha3HAaUYeHHE JIEKAPCTBEHHBIX
IIPEnaparoB B Clly4asx, yKa3aHHbIX B MyHKTax 27 u 29 Hacrosero [lopsaka, eTMHOINYHO.
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29. Tlo pemieHuto BpadeOHON KOMHCCHM TAIMEHTAM IPU OKAa3aHUM UM MEIUIMHCKOW TOMOIIH B
CTAlIMOHAPHBIX YCJIOBUAX HA3HAYAlOTCS JICKAPCTBEHHBIE Mpernaparbl, HE BKIIOUYECHHbIE B TIEPEUCHb
KU3HEHHO HEOOXOMUMBIX M BAXKHEUIIHMX JICKAPCTBEHHBIX ITPENaparoB, B CIydae HMX 3aMEHBI H3-3a
WHJIUBUYAJIbHON HEMIEPEHOCUMOCTH, 0 KU3HEHHBIM IMOKa3aHUSIM.

Pemenue BpaueOHOM KOMUCCHH (PUKCHPYETCS B MEAMLIMHCKON TOKYMEHTALMU MallMeHTa U XKypHase
BpaueOHO KOMUCCHH.

30. B cmydasx oOcnemoBaHHS W JICUEHUS TPaXKTAaHWHA B CTAI[MOHAPHBIX YCIOBHUSIX B paMKax
MPEIOCTABIICHNUS MEIULIIMHCKUX YCIYT HAa BO3ME3IHOM OCHOBE 32 CUET JINYHBIX CPEACTB IPa)J1aH, CPEACTB
IOPUIMYECKHUX JIMI[ ¥ WHBIX CPEJCTB Ha OCHOBAaHUHU JIOTOBOpA, B TOM YHCIE JIOTOBOpa TOOPOBOIHHOTO
MEIMIIMHCKOTO CTpaxoBaHus <16>, eMy MOryT OBbITh Ha3Ha4eHbl JIEKAPCTBEHHBIC Iperaparbl, He
BXOJAIIUE B MEPEUYCHb KU3HEHHO HEOOXOMUMBIX M BAXKHEHIIMX JIEKAPCTBEHHBIX IMPENApaToOB, €CIH HX
Ha3Hau€HUe U MpUMEHEHHE 00yCIIOBICHO MEIUIIUHCKUMU TTOKa3aHUSIMHU.

<16> IlocranoBnenue IlpaButenscTBa Poccuiickoit ®enepammu ot 4 okTsa6pst 2012 . N 1006 "O6
yTBepxkaeHun [IpaBui npegocraBieHus MEAUIIMHCKUMU OPTaHU3alUsIMU TUTATHBIX MEAUIIUHCKUX yCayr"
(Cobpanue 3axononarenscTBa Poccuiickoit ®eneparuu, 2012, N 41, cT. 5628).

lll. HasHayeHMe nekapCcTBEHHbIX NpenapaToB NpPU OKasaHUMU
nepBUYHON MeAUKO-CAaHUTAPHOM MOMOLLU, CKOPOU MeAULUHCKOWN
MOoMOLLM 1 NannuaTUBHON MeAULMHCKOW MOMOLLM

31. Ilpu oxa3aHMKM MNEPBUYHOM MEIMKO-CAHUTAPHOM IMOMONIM W MNAJUIMATUBHOM MEIMIIMHCKON
MOMOIIM B aMOYJIATOPHBIX YCIOBHSIX HAa3HAYCHHE JIEKAPCTBEHHBIX IMPEMaparoB OCYIIECTBISETCS
MEIUITUHCKUM PAOOTHUKOM B CITydYasX TUITMYHOTO TEYCHHS 3a00JICBaHUS MAIIMEHTA UCXOJS U3 TSHKECTU U
XapakTepa 3a00JeBaHuUs.

32. Ha3HaueHue JeKapCTBEHHBIX IMpENapaToB MO PEIICHUI0 BpadyeOHONW KOMHCCHHM TPH OKa3aHWUU
NEePBUYHON MEIMKO-CAHUTAPHONW TOMOIIH, MAJJIMATUBHON METUIIMHCKOW IOMOIIM B aMOyJIaTOPHBIX
YCIJIOBUSX NIPOU3BOJUTCS B CIIydasx:

1) ogHOBpEMEHHOTO HAa3HAYEHHS OMHOMY IMAIIMEHTY MSATH U Ooyiee JIGKApCTBEHHBIX IPEMaparoB B
TEYEHUE OAHUX CYTOK WJIM CBBIIIE ACCATH HAUMEHOBAHUI B TEUCHHE TPUALIATH JHEH;

2) Ha3HAYCHUA JICKAPCTBCHHBIX IIPCMAapaToB IPU HCTUIIWUYHOM TCUCHUU SaGOﬂeBaHI/I}I, HaJIM4Ynu
OCJIOKHEHUH OCHOBHOTO 3a0oyieBaHUs W (WMJIM) COMYTCTBYIOIIMX 3a00JICBaHHWM, TPH HA3HAYCHHUH
JICKAPCTBCHHLIX IIPCIIapaTosB, 0CO6€HHOCTI/I BSaI/IMO,Z[efICTBPISI U COBMCCTHUMOCTH KOTOPBIX COITIACHO
UHCTPYKIUSAM TI0 MX TPUMEHEHHUIO TPUBOIAT K CHIDKEHHIO d()()EKTUBHOCTH M 0OE30MACHOCTH JICUCHHSI
NalyeHTa u (WIM) CO3Jal0T MOTEHIIMAIbHYIO OMACHOCTD VIS )KM3HU U 3[I0POBbSI MAIIUEHTA;

3) NepBUYHOrO HA3HAUEHMsI MALUEHTy HAPKOTMYECKUX U ICUXOTPOMHBIX JIEKAPCTBEHHBIX
npenaparoB cnuckoB I u III Ilepeuns (B ciiyyae npUHATHS PyKOBOAWUTENEM MEAMLIIMHCKON OpraHU3aluu
peleHust 0 HeoOXOAMMOCTH COIVIACOBAHUS HA3HAYEHUS TAKHUX JICKAPCTBEHHBIX IpenaparoB ¢ BpaueOHOM
KOMUCCHEH).

33. IloBTOpHOE Ha3HAYEHHE HAPKOTUUECKUX U IMCUXOTPOMHBIX JIEKAPCTBEHHBIX MPENapaToB CIUCKOB
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[ata coxpaHeHus: 20.02.2024

II u I IlepeyHst mMpoU3BOAUTCS MEIUIIMHCKAM PAaOOTHUKOM CAaMOCTOATENBHO WM €IMHOIMYHO Oe3
ydacTus BpayeOHOW KOMHCCHM NalME€HTaM C BBbIPaKEHHBIM OOJIEBBIM CHHJIPOMOM JIOOOro TIeHesa,
HApyIICHUEM CHA, CYIOPOXXHBIMH COCTOSHUSIMH, TpPEBOXKHBIMH  paccTpoiicTBamu, (oOusmu,
IICUXOMOTOPHBIM BO30YKICHHUEM.

34. Ilpu oka3aHMM CKOpPOW MEIUIMHCKOM ITOMOIIM JIEKAPCTBEHHBIE Ipenaparbl Ha3HAYarOTCs
MEIUIMHCKUM PpaOOTHUKOM BBIE3HONH Opuragsl CKOpOW IOMOIIM, MEAMLUHCKUM pPaOOTHUKOM
MEIUIIMHCKOM OpraHu3allii MpPU OKAa3aHWU MEIUIIMHCKOM IOMOIIM TpakIaHaM INpu 3a00JeBaHMUSAX,
HECUaCTHBIX CIy4asX, TpaBMax, OTPaBICHUAX U JPYTUX COCTOAHUAX, TPEOYIOIUX CPOYHOIO
MEIUIUHCKOTO BMEIIATEIbCTBA.

IV. HasHauyeHMe nekapCcTBEHHbIX NpenapaToB rpaxgaHam,
MMelLWMM NpaBo Ha 6ecnnaTtHoe nosnyYeHue nekapcTBeHHbIX
npenapaTtoB UM NOfy4YeHUe NieKapCTBEHHbIX NpenapaToB
CO CKUAKOW, NPU OKa3aHMU NepBUYHOMN
MeAUKO-CaHMTapHOM NOMOLLMU

35. Ilpu oxa3aHMM TEPBUYHON MEIUKO-CAHUTAPHOW TIOMOIIM HAa3HAUYC€HHUE MEAUIIMHCKUM
pabOTHUKOM Ha OCHOBE KJIMHUYECKHUX PEKOMEHIAIMM U C y4eTOM CTaHIapTOB MEIULUHCKOW MOMOIIH
<17> nexapCTBEHHBIX MPENAapaToB, OTITYCKAEMBIX OECIIATHO WM CO CKHJKOW, TpakJaHaM, UMEIOIIUM
paBo Ha oOecriedeHHe JIEKapCTBEHHBIMHM IperaparaMH 3a CUET CPEACTB OIOMKETHBIX ACCUTHOBAHUI
denepanpHOoro Oromkera W OIOMKETOB CyObekTOB Poccuiickoit Denepanuu, OCYIISCTBISAECTCS Ha
peuentypaom 6manke N 148-1/y-04(m).

<17> Crarps 37 ®enepanpuHoro 3akoHa N 323-d3 (Cobpanue 3akoHomaTenbcTBa Poccuiickoit
Oenepanun, 2011, N 48, cT. 6724; 2021, N 27, cT. 5186).

[Ipu odopmnennn penenta Ha Onmanke ¢opmbel N 148-1/y-04(1) Ha OymMa)kHOM HOCHTENE
oopmIIsIOTCSA /1Ba SK3EMIUIpA, OMUH M3 KOTOPBIX OCTAeTCs B aNTEYHOW OpraHM3alliH, BTOPOH - B
MEIUIIMHCKONW JOKyMEHTAIUX NalueHTa.

36. [IpaBo Ha3HayaTh JICKAPCTBEHHBIC TMperapaThl rpakiaHaM, UMEIOIIUM IpaBO Ha OecIuiaTHOe
IIOJIy4ECHHE JICKAPCTBEHHBIX IIPENapaToB WU IIOJYy4YEHUE JIEKAPCTBEHHBIX MPENAapaTOB CO CKUIKOM, TAKKE
UMEIOT:

1) MmenuuuHCKHE paOOTHUKH, pabOTaONUE B MEAUIIMHCKON OpraHU3aIlui 110 COBMECTUTENLCTBY (B
npenenax CBOe KOMIIETEHIIUHN );

2) MeAWIHMHCKHE pPAOOTHHKU CTAllMOHAPHBIX OPTraHM3AIMi COIMAILHOTO OOCITY>KMBaHUS TIpU
HaJIMYMM JIMIEH3UU Ha OCYUIECTBICHUE MEIUIIMHCKON AeATeNbHOCTH <18>, mpemycMarpuBaromien
BBINOJTHEHHE Pa0OT (OKa3aHHWE YCIyr) MO OKa3aHUIO IEePBUYHOM MEIUKO-CAHUTApPHOM MOMOIIU B
aMOyJIaTOPHBIX YCIOBHSAX (HE3aBUCUMO OT BEIOMCTBEHHOM MPUHAIICKHOCTH);

<18> Ilynkr 46 vactu 1 crarbu 12 denepanpHoro 3akoHa N 99-03 (CobOpaHue 3aKOHOJATEILCTBA
Poccuiickoit ®enepanuu, 2011, N 19, ct. 2716; 2021, N 27, ct. 5159).
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[JokymeHT npepocTtasneH KoHcynbTaHTInt0C
[ata coxpaHeHus: 20.02.2024

3) MemuiMHCKUE PaOOTHUKM MEAMIMHCKHX OpraHU3allui, OKa3bIBAIOIIMX MEPBHYHYIO MEIUKO-
CAHUTAPHYIO IIOMOIIb, IMMOABCAOMCTBCHHBIX q)enepaanHM OopraHam UCIOJIHUTENBHON BJIACTH WU
opraHaM HCITOJIHUTEIILHOM BIacTH cyobekToB Poccuiickoit deneparuu;

4) uWHAMBUIYyaJbHbIE MPEANPUHUMATENIH, OCYIIECTBISIONINE MEIUIUHCKYIO JESITeIbHOCTh U
BKJIFOUCHHBIE B PEECTp MEIUIMHCKUX OpTaHU3alHMi, OCYIIECTBISMIOMNX JeATEILHOCTh B cdepe
00513aTEIPHOTO METUITUHCKOTO CTPaXOBaHUSI.

37. Ilpn Ha3HAYEHHWH JIEKAPCTBEHHBIX MPEMapaToB rpakJaHaM, UMEIOIIMM TPaBO Ha OeCIIaTHOE
MIOJIy4CHHUE JIEKAPCTBEHHBIX IIPENaparoB WM IIOJIYYEHUE JICKaPCTBEHHBIX IIPENApaToB CO CKUIKOH, B
peuente ykasblBaeTcs HOMep TenedoHa, MO KOTOpOMY pAOOTHHMK anTeyHOW OpraHU3aluu IpH
HEOOXOMMOCTH MOXKET COTIIACOBATh C MEAUIIMHCKUM PAOOTHHKOM 3aMEHY JIEKapCTBEHHOTO Iperapara.

38. Ha3naueHue HapKOTUUECKHX U MCUXOTPOMHBIX JIEKAPCTBEHHBIX npenaparoB cnucka Il Ilepeuns
(32 MCKIIFOYCHHEM JICKAPCTBEHHBIX IMPENapaToB B BHUJE TPAHCACPMATBHBIX TEPANEBTUUYECKUX CHCTEM, a
TaK)Ke JICKAPCTBEHHBIX MPENapaToB, COAEPKAIMX HAPKOTUYECKOE CPEICTBO B COUETAHUU C AHTArOHUCTOM
ONMOMIHBIX PELENTOPOB) Tpa’kAaHaM, MMEIOIIMM MpPaBO Ha OecIIaTHOE MOJY4YEeHHE JIEKapCTBEHHBIX
IIpenapaTroB WK MOJTYYEHHs JIEKapCTBEHHBIX MPENaparoB CO CKUIKON, OCYLIECTBISIETCS Ha pelenTypHOM
6manke popmbl N 107/y-HII, k koTopoMy JOMOTHUTEIHHO O(OPMIIIETCS PELENT Ha PeLenTypHOM ONlaHKe
dbopmbl N 148-1/y-04(1) (B 1BYX dK3eMIUIsIpax mpu opopMIIeHHH Ha OyMa)KHOM HOCHTEIIE).

39. Ha3HaueHHe HApKOTUYECKUX U MCUXOTPOIHBIX JEKAapCTBEHHBIX npenaparos cnucka I Ilepeuns
B BMJI€ TPAHCACPMAIBHBIX TEPANEBTUUYECKUX CHUCTEM, HAPKOTUYECKHX JICKApPCTBEHHBIX IPENaparoB
cinucka II Ilepeuns, comepkamux HapKOTUYECKOE CPEACTBO B COYETAHMM C AHTAarOHUCTOM OMHOUIHBIX
peuenTopoB, TICUXOTPOMHBIX JIEKAPCTBEHHbIX mpenaparoB crnucka Il Tlepeuns, JekapCTBEHHBIX
npenaparoB, BKIIOYeHHbIX B nepeueHb [IKY, comepxamuxca B moamyHkre 2 myHkTa 11 Hacrosmiero
[lopsinka, npeaHa3HaueHHbIE MAJS JIEYEHUS TPaKAaH, UMEIOIUX IpaBO Ha OECIUIaTHOE IOJIyYeHHe
JIEKapCTBEHHBIX IIPENapaToB WM IOJIYYEHHE JIEKaPCTBEHHBIX IPENapaTroB CO CKUIKOW, OCYIIECTBISAETCS
Ha penentypHbix Omankax ¢Gopm N 107-1/y u N 148-1/y-88, Kk KOTOpPBIM TOTIOJHUTEIHHO O(opmITsIeTCS
peuent Ha peuentypHoM Omanke ¢opmbl N 148-1/y-04(;1) (B ABYX 3K3eMIUIspax mpu opOpMICHUU Ha
OyMaXHOM HOCHTETIE).

[Tpunoxenue N 1

k [lopsinky HazHadeHUs
JIEKapCTBEHHBIX IIPENaparos,
YTBEPKACHHOMY ITPUKa30M
MuHucTepceTBa 34paBOOXPaHEHUS
Poccutickon ®enepanun

ot 24 nos6pst 2021 . N 10941

KONMUYECTBO
HAPKOTUYECKUX CPEACTB UITN NCUXOTPOINHbIX BELWWECTB, KOTOPOE
MOXET BbITb BbINMMCAHO B OAHOM PELENTE
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[lokyMeHT npefoctasneH KoHcynbTaHTlI0C

[ata coxpaHeHus: 20.02.2024

peuenTyp...
N | MexayHapoaHOE HETATEHTOBAHHOE ®opMa BbITyCKa U KonuuectBo
/1 HAaMMEHOBAaHHE HAPKOTHUECKOTO U JIO3UPOBKa
MICUXOTPOITHOT'O JIEKAPCTBEHHOTO
npernapara
1. Bbynpenopdun + Hanokcon Tabnerku 60 TabneTok
cyonunrBanbhele 0,2 | (ynmakoBka, KpaTHast
mr + 0,2 Mr N 20)
2. Bbynpenopdun PactBop mns 30 amrmyn (Tmpwir-
nHbeknni, 0,3 mr/mi 1 TIOOHMKOB)
M
3. bynpenopdun TpancaepmanbHbIN
IJIaCTBIPh
35 MKr/4ac 20 mmacteIpeit
52,5 MKr/9ac 10 mnacteipeit
70 MKr/49ac 5 mutacTeIpei
4. Mopdun PactBop mns
UHDBEKIUH, pacTBop a7 | 20 ammmyn (IImpuii-
IOJKOXKHOT'O BBEICHUS TIOOMKOB)
10 mr/mi 1 M
3. Kozneun + Mop¢un + Hockanun + PactBop miis
[TarmaBepun + Tebann MOJKOXHOI'O BBEICHUS
0,72 +5,75+2,7 + 20 aMIvi
0,36 + 0,05 Mr/wt 1 mn >
1,44+ 11,5+ 5,4+
0,72 +0,1 mr/ma 1 mn
6. Tpumenepuaux TabneTku 25 mr 50 TabneTok
7. Tpumenepuaux PacTtBop i1 MHbEKLIMIA 20 ammysn (wmpHI-
10 mr/mi 1 M TIOGUKOB)
20 mr/min 1 M
8. Mopdun TabneTku (Karncysb) 180 TabneTox

MPOJIOHTUPOBAHHOTO
IEUCTBUA
10 mr
30 mr
60 mMr
100 mr
200 mr

(xamcyim)
60 Tabierok
(xamcyim)
40 tabneTok
(xamcyim)
20 TabineTok
(xamcyim)
20 TabineTok
(xamcyim)

www.consultant.ru

Hafie)KHasl NpaBoBas noaaep)Ka

Ctpanuua 18 us 47



Mpuka3 MuH3gpasa Poccumn o1 24.11.2021 N 1094H

"06 yTBepxaeHuu Mopsaka HasHaueHWs NeKapCTBEHHbIX NpenapaTos, GopM HokyMeHT npefocTasneH KorcynsTaHTioc

peuenTyp... [laTa coxpaHeHus: 20.02.2024
9. Mopdun Tabnerku
5 mr 100 TabmeTox
10 mr 100 TabieTox
10. Mopun Karum nns npuema 4 dmarona

BHYTpb 20 Mr/mi 20 M

11. Mopdun PacTtBop nia npuema
BHYTpPb (MOHO/103bI)

2 mMr/mi 5 vt 100 amrryn /3
6 Mr/mi 5 mi 80 ammyn /3
20 mr/mit 5 M 30 ammyi /3
12. OxcukonoH + Hamokcon TabneTku
MPOJIOHTUPOBAHHOTO
JIEUCTBUSA
SwMr+2,5wMr 100 TabneTok
10 Mr + 5 mr 60 TabneTok
20 mr + 10 mr 40 TabneTok
40 mr + 20 mr 20 TabneTok
13. | lIponuonmndenmwmTokcudTHnunepu | Tabnerku 3ameunsie 20 50 Tabnerox
JTAH MT
14. deHTaHuI [Inacteipp
12,5 mxr/49ac 20 macTeipeit
25 MKr/4yac 20 nutacteipeit
50 mkr/49ac 10 mmacteipeit
75 MKr/4yac 10 mnacteipeit
100 mkr/gac 10 mnacteipeit
15. deHTaHuI Cnpeil Ha3aIbHBIN

®nakoH 50 Mkxr/mosa

2,0 mi (10 mo3) 24 ¢nakona
3,2 M (20 mo3) 12 ¢naxonoB
5,0 m1 (40 mo3) 6 (akoHOB

Diakon 100 MKkr/mo3a

2,0 ma (10 103) 12 ¢makoHOB
3,2 M (20 mo3) 6 (rmakoHOB
5,0 mi (40 o3) 3 ¢makona

DiakoH 200 MKkr/mo3a
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[lokyMeHT npefoctasneH KoHcynbTaHTlI0C
[ata coxpaHeHus: 20.02.2024

2,0 i (10 103)
3,2 mi (20 o3)
5,0 mi (40 mo3)

12 ¢pnakoHoB
6 ¢1akoHOB
3 ¢makona

[Tpunoxenue N 2

K [lopsinky HazHaYeHUs
JIEKapCTBEHHBIX IIPENaparos,
YTBEPKICHHOMY IPUKa30M

MI/IHI/ICTepCTBa 3ApaBOOXpPAaHCHHUA

Poccuiickon ®enepanun
ot 24 Hos6pst 2021 . N 1094n

PEKOMEHOOBAHHbIE K NCMNOJIb3OBAHUIO COKPALLEHUA
NnPU O®OPMJIEHUU PELIENTOB

N CokparnieHue ITomHoe Hanucanue [TepeBon
/11

1 aa ana 110, IOPOBHY

2. ac., acid. acidum KHCIIOTa

3. aer. aerozolum a’po30JIb

4. amp. ampulla amIryna

5. aq. aqua BOZIA

6. aq. purif. aqua purificata BOJIa OUMIIIEHHAS

7. but. butyrum MacJyo (TBepaoe)

8. caps. capsula KarcyJsa

0. comp., Cps compositus (a, um) CIIOKHBIN

10. D. Da (Detur, Dentur) Brinait gﬁﬁiiﬁﬁiﬁ? Hycrs
11. D.S. Da, Signa Detur, Signetur BHHii;ﬂgi??g%g;zizgyﬂﬂ
12. D.td. Da (Dentur) tales doses Berigaii (Iycts OymyT BBIIAHbI)

CnpaBodHO

www.consultant.ru

Hafie)KHasl NpaBoBas noaaep)Ka

Ctpanuua 20 us 47



Mpuka3 MuH3gpasa Poccumn o1 24.11.2021 N 1094H

"06 yTBepxaeHum Mopsiaka HasHaueH st NekapCTBEHHbIX NpenapaTos, hopM HokymeHT npenocTaBneH KoHcynbTaHTinioc
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peuenTyp...
TaKHe JI03bI
13. dil. dilutus pa3BeeHHBIN
14. | Div. in p. aeq. Divide in partes aequales Paznenu na paBHBIC YacTH
15. emuls. emulsio AMYJIbCHUS
16. extr. extractum SKCTPAKT, BEITSKKA
17. in enem. in enemas B MUKPOKJIH3Max
18. F. Fiat (fiant) [Tyctb 06pazyercs (0Opa3yroTcsi)
19. gran. granulum IpaHyJIbl
20. gt., gtt gutta, guttae Karuisi, Kariu
21. gtt. peror. guttae peroralis KaIuTH JUIsl IpUeMa BHYTPh
22. inf. infusum HacTOI
23. in amp. in ampullis B aMITyjax
24. in tab. in tab(u)lettis B TaOJIeTKaX
B TabJeTKax ¢
25. | in tab. prolong. in tab(u)lettis prolongatis IIPOJIOHTMPOBaHHBIM
BBICBOOOKIEHUEM

B Ta0IeTKax ¢

26. in tab. prolong, in tab(u)lettis p'rolongatis IIPOJIOHTMPOBaHHBIM
obd. obductis BBICBOOOXICHUEM, TIOKPBITHIX
000I0YKOH

217. in tubul. in tubulis B TIOOMKaX

28. lin. linimentum JTUHUMEHT

20. lig. liquor KHUJKOCTh

30. lot. lotion JIOCHOH

31. m. pil. massa pilularum MUITIONIbHAS Macca

32. | membr. bucc. membranulae buccales IUIEHKH 3alleUHbIe

33, M. Misce, Misceatur (Mycrs g;;zlfziemaﬂo)
34. mixt. mixtura MUKCTypa
KoHcynbTaHTltoC www.consultant.ru CrpaHuua 21 uz 47
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pewenTyp...

35. N. numero YHUCIIOM

36. ol. oleum Macio (KUIKOE)

37. past. pasta nacra

38. pil. pilula, pilulae TIAJTEOJIS, TIUTEOJTH

39. p. aeq. partes aequales paBHbIC YaCTH

40. ppt., praec. praecipitatus OCaXJICHHBIN

41. pulv. pulvis MIOPOIIIOK

49, qs. quantum satis CKOJIBKO HOTpHef;/(G):TCH, CKOJIBKO

43. r., rad. radix KOPEHb

44. Rp. Recipe Bo3sMmu

45. Rep. Repete, Repetatur HOBT?OP]ISiOH;;CHT;’)GSYHCT

46. rhiz. rhizoma KOPHEBUIIIE

47. S. Signa, Signetur 0603‘?6‘;;(35:;2)6y’m

48. sem. semen cems

49. simpl. simplex MPOCTOU

50. SIT. sirupus CHpOII

51. sol. solutio pacTBop

52. Spr. spray cripeit

53. Spr. nas. spray nasale cripeil Ha3ambHbIN

54. supp. suppositorium CBeYa, CYIO3UTOPHIA

55. susp. suspensio CyCII€H3Us, B3BECh

56. tab. tab(u)letta TalJeTKa

57. t-ra, tinct. tinctura HacTolKa

58. tubulis tubulis TIOOUKH

59. STT Systema Therapeutica TpancnepmainbHas
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peLenTyp...
Transcutanea TepaneBruueckas Cucrema
60. ung. unguentum Ma3b
61. vitr. vitrurn CKJISTHKa

MUHHCTEPCTBO 3PaBOOXPAHEHUS
Poccuiickon ®enepanuu

Haumenoanue (mrramin)
MEIUILIMHCKOM OpraHu3aluu

[Ipunoxenue N 2

K IpuKa3zy MuHuCTEpCTBa 3paBOOXpaHEHUS
Poccutickon ®enepanuu

ot 24 Hos6pst 2021 . N 1094u

O®OPMA PELIEIITYPHOI'O BJIAHKA N 107-1/Y

Kon dopmer mo OKVY]]

Kon yupexnenus no OKITO

MenuuuHcKast JOKyMEHTaLHs

®opma N 107-1/y
VTBepKIeHA TPUKA30M
MuHucTEpCTBa 3paBOOXPAHEHHS

Poccuiickoit @enepanuu
ot 24 nosiopst 2021 . N 1094n

HaumenoBanwue (mmramin)
WHIUBUAYATBHOTO TPEAIPUHAMATEIS
(YkasaTh ajgpec, HOMEp | Jary JHICH3UH,
HaWMEHOBAHHE OpTraHa roCyAapCTBEHHOM
BJIACTH, BBIJIABIICTO JINIICH3UIO)

PELIEIIT
(B3pOCIIBIi, JETCKU - HY>)KHOE MOTYEPKHYTh)
n " 20 r.

damuns, THUIUAIBI KIMEHU U 0T4eCTBa (TIOCIEAHEE - PU HAIUYHH)
MalEeHTa

[ara poxnenus

daMuiMs, THULKMAIBI UMEHH U 0TYeCTBa (TIOCIIEAHEE - IPU HAJIMYHN)
Jeyaniero Bpaya ((denpamiepa, akyepKku)
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[lokyMeHT npefoctasneH KoHcynbTaHTlI0C
[ata coxpaHeHus: 20.02.2024

pyo.|xor.| Rp.

Ilonmuce
W TIeYaTh JIeyariero Bpaya
(moamuck (enpamepa, akyIepKu)

M.IL

PeuenT melicTBUTeJieH B TeueHue 60 mHer, mo 1 roma ( )
(HyXHOEe MNOOUEPKHYTH) (ykazaTs

O06opoTHas cTopoHa

KOJIMUYECTBO IHEN)

OTMeTKa 0 Ha3HAYEHUH JIEKAPCTBEHHOTO
mpernapara 1o pereHuo BpaueOHoM
KOMHCCUH

[Ipurorosuin

[TpoBepun Otnyctun

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

MuHUCTEPCTBO 31PaBOOXPAHEHUS
Poccuiickon ®enepanuu

Haumenoanue (mrramin)
MEUITMHCKON OpraHu3aIiu

Kox ¢opmer mo OKVY/I 3108805
MenunuHcKas J0KyMeHTalus
®opma N 148-1/y-88
VYTBep:kIeHa MPUKa30M

Hafie)KHasl NpaBoBas noaaep)Ka
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"06 yTBepxaeHunn Mopsaka Ha3HaYeHns NekapCTBEHHbIX NpenapaTos, hopM
peuenTyp...

[lokyMeHT npefoctasneH KoHcynbTaHTlI0C
[ata coxpaHeHus: 20.02.2024

MuHucTEpCTBA 3APABOOXPAHEHHUS
Poccuiickont @enepanun

Hanmenosanue (wramm) ot 24 Host6ps 2021 . N 1094w
WHAWBUAYAJIBHOIO ITPEANIPUHHUMATEIIA

(yxa3zatp agpec, HOMEp U JaTy JUIECH3UH,
HaMMEHOBAaHHUE OpraHa roCyIapCTBEHHOMN
BJIACTH, BBIJIABILIETO JIUIIEH3UIO)

e | ][] L] LN L) L) LD L

PELIETIT " 20 T
(mara oopMiIEeHUS-pPEIIEITA)

(B3pOCIBIiA, JETCKUI - HY>)KHOE MMOTYEPKHYTh)

q)aMI/IJII/Ifl, HMHHUIIKMAJIbl UMCHHU U OTUYCCTBA (HOCJICIIHCG - [Ipu HaJII/I‘-II/II/I)
HannucHTa

Jlara poxnenus

Anpec Mmecra xkuTenbcTBa MIM N MEAMUMHCKOM KapThl aMOyJaTOpHOIO IalMEeHTa,
HIOJTY4aIOIIETO MEIULUHCKYIO IIOMOIIIb B amOyI1aTOpHBIX YCIIOBUSAX

damuinus, THUIHAIBI UIMEHU U 0T4eCTBa (TIOCIEAHEE - MPU HATUYHIH )
Jedamero Bpava ((enpamepa, aKynepKkn)

Ilonnuck n meyaTs Jeyamnero Bpavya M.IL
(moamuck denpamiepa, akyepKku)

Pentenit neiictButesnieH B TeueHue 15 nuei
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Mpuka3 MuH3gpasa Poccumn o1 24.11.2021 N 1094H
"06 yTBepxaeHuu Mopsiaka Ha3HauYeHUs NeKkapCTBEHHbIX NpenapaTos, GopM

peuenTyp...

[lokyMeHT npefoctasneH KoHcynbTaHTlI0C
[ata coxpaHeHus: 20.02.2024

O6opoTHas cTopoHa

OTMeTKa 0 Ha3HAYEHHUH JIEKAPCTBEHHOTO
nperapara 1o pemeHnIo BpaueOHoi
KOMHCCHH

[Ipurorosuin

[IpoBepun Otnyctun

MuHUCTEPCTBO 3/1paBOOXPAHEHUS

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

Poccuiickoit @enepanuu

HIramm
Kon

MCI[I/IIIHHCKOﬁ opraHnmu3anvun

YTBEPXJIEHA
MECTO  mnpukazom MuHHCTEpCTBA
JUA 3IpaBOOXPAHECHUS

IITPUXK  Poccuiickoit @eaeparuu
OHA <*> ot 24 Hos10ps 2021 . N
1094u

ramm
Kon

WHJIUBUIYAIBHOTO IT

peapUHAMATEIIS

Kon ¢popmst mo OKV]] 3108805

®opma N 148-1/y-04()

Kon Konx Hcrounuk ¢puHaHCHPOBAHUS: % OIIaThI:
KaTeropuu | HO30JOTHYECKOM (TTOMUEepKHYTH) (momUepKHyTh)
www.consultant.ru CTpaHuua 26 us 47
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Mpuka3 MuH3gpasa Poccumn o1 24.11.2021 N 1094H
"06 yTBepxaeHuu Mopsiaka Ha3HauYeHUs NeKkapCTBEHHbIX NpenapaTos, GopM

peuenTyp...

[lokyMeHT npefoctasneH KoHcynbTaHTlI0C
[ata coxpaHeHus: 20.02.2024

rpaxnan | (opmsel (mo MKB) | 1. ®enepanbubiil OromkeT

2. bromxer cyobekra Poccuiickoit
deneparn 1. becruiatHo
3. MyHULIUNAIBbHBIH GHOIKET 2.50%
3. uHOM %
PELIEIIT Cepus N Jara odopmiieHus: 20 T

damunusi, HTHUIMAIBI UMEHUA U OTYeCTBa (MOCJEIHEE - TpU
HAJUYHH ) TTAIIUCHTA Jara poxxaenus

CHUIIC

N mommca
00s13aTENLHOTO
MEIULIMHCKOTO
CTPaxOBaHUA:

Homep menuuumHckol KapThl NallMEHTa, IOIYYaroero MEAUIMHCKYIO TIOMOIb B aMOyJIaTOPHBIX
YCIIOBHSX

damuins, THUIUAIBI KIMEHU U 0T4eCTBa (IOCIEAHEE - PU HATUYHIH )
Jevamero Bpava (¢enpamepa, aKynepKkn)

Pyo0. KOTL. R ittt et ettt e et e st e e sbeeesbeebeeeabeensee e

IToanuce u rieyaTh aeyaIniero Bpada

M.IL
(monmuck enpamepa, akymepKu)

Penent nefictButeneH B Teuenue 15 nueit, 30 queit, 90 queil (HyKHOE MOAYEPKHYTH)

(3anonHseTCs CIeNUaIUCTOM allTeYHON OpraHu3alnn)

OTny1eHo 1o peuenty: ToproBoe HauMeHOBaHKE U 103UPOBKA!
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"06 yTBepxaeHuu Mopsaka HasHaueHWs NeKapCTBEHHbIX NpenapaTos, GopM HokyMeHT npefocTasneH KorcynsTaHTioc

peLenTyp... [ata coxpaHeHus: 20.02.2024
Hara ormycka: " " 20 T KomuuectBo:
[TpuroroBu: [Tpoepuit: Ornyctu:

(JTMHUSI OTPHIBA)

Kopemok penenrypraoro Oinanka Cnoco6 npuMeHeHus:

HanMeHOBAHIIE [IponomxuTEnbHOCTH THel

JICKAPCTBCHHOTI'O IIperiapara:

Jlo3upoBka: KonnvecTBo npremMoB B JI€Hb: pa3

Ha 1 npuewm: en.

<*> B cimydae M3rOTOBIICHUS PELENTYPHOTO OJaHKa C UCIIONIh30BAHUEM KOMITBIOTEPHBIX
TEXHOJIOTHI.

O6opoTHas cTopoHa

OTMeTKa 0 Ha3HAYEHUH JIEKAPCTBEHHOTO
mpernapara 1o pereHuo BpaueOHoM
KOMHCCUH

[Ipurorosuin IIposepun Otnycrun

[Ipunoxenue N 3

K IIpUKa3y MuHHUCTEpCTBA 3ApaBOOXPAHEHHS
Poccuiickon ®@enepanun

ot 24 Hos6pst 2021 . N 10941

NOPAAOK
OPOPMIJIEHUA PELIENTYPHbLIX BJIAHKOB HA JIEKAPCTBEHHbIE MNMPEIMNAPATHI,
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"06 yTBepxaeHunn Mopsaka Ha3HaYeHns NekapCTBEHHbIX NpenapaTos, hopM
peuenTyp...

[JokymeHT npepocTtasneH KoHcynbTaHTInt0C
[ata coxpaHeHus: 20.02.2024

UX YYETA U XPAHEHUA
I. OchopmneHue peuenTta Ha GymaxxHOM HocuTene

1. Ha penentypabix 6mankax Gopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(:1) B 1€eBOM BepxXHEM
yIIy MPOCTAaBISAETCA IUTAaMII MEIWLIMHCKOM OpraHu3aluu C yKa3aHHEM €€ HAauMEHOBaHUusA, ajapeca U
TenedoHa ¢ 1aTol BBIMKUCKY (IaToil o(hopMIICHHsI) pelienTa Ha JIKapCTBEHHBIN Tperapar.

JlomonHuTeNnbHO Ha penentypHoM Omanke ¢opmbl N 148-1/y-04(n1) mpocTaBisieTcs Koi
MCHHHHHCKOﬁ oprann3anvi B COOTBCTCTBUH C OCHOBHBIM roCydapCTBCHHBIM PETrUCTPALIMOHHBIM
HoMmepoM (manee - OI'PH).

Cepust peuentypHoro Omanka (opmbr N 148-1/y-04(;1) Brimrogaer kom cyObekra Poccuiickoit
denepanun, COOTBETCTBYIOIINMA JBYM MepBbIM Iudpam OOIIEpoCcCHiCKOro Kiaccupukaropa 0ObEKTOB
aJMMHHUCTPATUBHO-TEppPUTOpUaAILHOTO AeneHus (naiee - OKATO).

Pa3pemaercst n3roraBnmuBare perentypabie 6manku ¢hopmbl N 107-1/y u popmer N 148-1/y-04(11) ¢
MMOMOIMIBIO KOMIIBIOTCPHBIX TEXHOJIOTUIA.

Peuentypusie Omanku Qopmer  dopmbl N 148-1/y-88 W3roTaBIMBaIOTCS HCKIIOYUTEIHHO
TUNOTPaPCKUM CITIOCOOOM.

2. Ha peuentypHpix OnaHkax, oO(OpPMIISEMBIX HWHAWBUIYAIbHBIMU MPEIPUHUMATEISIMH,
UMEIOIIUMH JIUICH3UI0 Ha METUIIMHCKYIO JeSATEIbHOCTh, B BEPXHEM JIEBOM YLy THUHOTPadCKuM
CocoOOM WM TyTEeM IMPOCTABJIEHUS MITaMmma JOJDKeH OBbITh YyKa3aH aJpec WHIUBUAYaTbHOTO
NpeANnpuHUMATEesl, HOMEp U JlaTa JUIEH3MH, HAaUMEHOBaHUE OpraHa TOCYIapCTBEHHON BIACTH,
BBI/IaBILIETO JINLEH3HUIO.

3. Penenrtypusie Omanku ¢dopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(;1) 3anmomHsroTcs
MEIUIMHCKIM paOOTHUKOM YEePHUIIAMH WM IIAPUKOBON PYUKOM.

4. JlomyckaeTcst ohopMiieHHEe BCeX PEKBU3UTOB (3a MCKIOYeHHEeM pekBu3uTa "lloamuch nedarero
Bpada (rmoanuch Qenpamepa, akymepku'") pernentypHbix OmankoB ¢opmbl Gopmer N 107-1/y, dopmbr N
148-1/y-88 u dopmer N 148-1/y-04(1) ¢ UCIONH30BAHUEM TIE€UATAIOIINX YCTPOMCTB.

5. Odopmienue peuentypHsix OmaHkoB (opmer N 148-1/y-04(;1) Brrouaer 1udpoBoe
KOJMPOBAHHE.

[{udpoBoe koarpoBaHHE YKAa3aHHBIX PELETITYPHBIX OJaHKOB BKIIIOYAET:

1) xon memuruHckoi opranmzanuu (OI'PH) wnu xon MHAMBUAYadbHOTO MpEANPUHUMATENS B
cooTBeTCTBUM ¢ OCHOBHBIM TOCYJApCTBEHHBIM DPETUCTPALMOHHBIM HOMEPOM HMHIUBUAYaTIbHOIO
npeanpuauMarens (ganee - OI'PHUII), npoctapnsieMblil Ipy H3TOTOBIEHUH PELIETITYPHBIX OJTAaHKOB;

2) KOA KaTeropuM TIpax/aH, MMEIOIIMX IpaBO Ha IOJIyYE€HHE JICKapCTBEHHBIX IpenaparoB B
COOTBETCTBUHM cO cTarhel 6.1 PenepanbHoro 3akoHa ot 17 uronst 1999 . N 178-®D3 "O rocynapcTBeHHON
conuanpbHOM momomu" <1>, W Ko HOo30J0THYECKOH (OpMBI 10 MeEXIyHApOAHOM CTAaTUCTUYECKOM
kiIaccupukanuu Oone3Hed U mpobieM, cBsA3aHHBIX co 3q0poBbeM (10-if mepecmotp) (manee - MKB),
3all0JIHsEMBbIE JICUaIllUM BpPauoM IyTE€M 3aHECEHUs KaXJ0H LUQpHl B MyCThle sUEHKH, IPU 3TOM TOYKA
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"06 yTBepxaeHunn Mopsaka Ha3HaYeHns NekapCTBEHHbIX NpenapaTos, hopM

peuenTyp...

[JokymeHT npepocTtasneH KoHcynbTaHTInt0C
[ata coxpaHeHus: 20.02.2024

IIPOCTABIISIETCS B OTJEIBHOM STYEHKE;

<1> Cobpanue 3axkoHonarensctBa Poccuiickoit @eneparun, 1999, N 29, cr. 3699; 2020, N 52, ct.
8577.

3) orMetrky 00 wucrtouHuke (uHaHCHpoBaHUsA (QenepanbHblii Oromker [1], OromkeT cyObekTa
Poccwuiickoit ®enepanuu [2], MyHUITUTAIBHBIN OtomkeT [3]) u mporieHTe omaTsl penenta (becruarHo [1],
50% [2], unoit % [3]);

4) mTpUX-KOA - JOMOJHHUTEIbHBIN PEKBU3HUT (B CIy4yae HM3TOTOBJIECHUS HA TEPPUTOPHH CYyOBEKTa
Poccutickoit deneparuu penenTypHoOro OJ1aHKa ¢ HCTIOIb30BaHUEM KOMITBIOTEPHBIX TEXHOJIOTHH).

6. B peuentypubix 6mankax ¢hopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(xn) B rpade "Damunus,
WHHUIAATBl MMEHU W OTdecTBa (TOCIenHee - MPH HAIWYMM) MalnueHTa" YKa3bIBalOTCS (QaMuivs,
WHUIMAIB] IMEHU U 0TYeCTBa (MTOCIIEAHEE - IPU HATMYUH) MTallMeHTA.

7. B penentypubix Omankax ¢gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(:1) B rpacde "Iara
pokaeHus" yka3bIBaeTCA JaTa poXKICHUs MaleHTa (Yuciao, Mecsll, rox).

JlomomHUTENBHO B penenTypHbix Omankax dopmbl N 148-1/y-88 u popmer N 107-1/y nns geteit B
Bo3pacte 10 1 roxa B rpade "JlaTa pokaeHus" yka3bIBaeTCsl KOIMYECTBO MOTHBIX MECSIIEB.

8. B penentypubix Omankax ¢opmbr N 148-1/y-04(;1) B rtpadax "CHUIIC" m "N mnommca
00513aTE€IBLHOT0 METUIIMHCKOTO CTPaxOoBaHMA" YKa3bIBAIOTCS CTPAaXOBOM HOMEp WHAMBHIYaJIbHOTO
JUIEBOTO cueta rpaxxaanuHa B [lencuonHoM donae Poccuiickoit @enepanuu (CHUIIC) (mpu Hamuunm)
1 HOMCP IMOJIUCa OGHS&TGHBHOFO MCIUIIMHCKOI'O CTPaxOBaAHUA.

9. B penentypubix Omankax gopmer N 148-1/y-88 B rpade "Aapec mecra KUTEIbCTBA HIIA HOMEP
MEIMIIMHCKOW KapThl MAlMEHTa, MOJIYYAOIIero MEIUIIMHCKYIO MOMOIIL B aMOYJIaTOPHBIX YCIOBHUSX',
yKa3bIBaeTCsl MOYTOBBIM aJpec MecTa >KUTEIbCTBa (MecTa NpeObIBaHMS WIM MecTa (aKTUYECKOTro
NPOKUBAHUS) TAIMEHTa WM HOMEP MEAWIIMHCKOM KapThl MAIMEHTa, MOIYYaroliero MEIHIIMHCKYIO
MTOMOIIb B aMOYJTaTOPHBIX YCIOBUAX <2>,

<2> Ilpukaz MunuctepcTBa 3apaBooxpanenusi Poccuiickoit @eneparnuu ot 15 nexadbps 2014 . N
834n "OO yTBepkIeHMH YHU(DUIUPOBAHHBIX (HOPM MEIUIIMHCKOW TOKYMEHTAIlUH, HCIOJIb3yeMbIX B
MEIUIMHCKUX OPraHU3alMsIX, OKa3bIBAIOIIUX MEAMLMHCKYIO IOMOIIb B aMOYyJIaTOPHBIX YCIOBMSX, W
HOPSJKOB M0 uX 3anonHeHuto" (nanee - Ilpukas N 834H) (3apernctpupoBaH MUHHCTEPCTBOM HOCTULIUU
Poccutickoit ®eneparuu 20 dhespans 2015 1., peructparmonsasii N 36160) ¢ u3MeHEHUSIMU, BHECCHHBIMH
npukazamMu MuHucTepcTBa 3apaBooxpaHeHust Poccuiickoit ®enepaunn or 9 suBaps 2018 . N 2
(3apeructpupoBan  MunncTepcTBoM roctuiuu  Poccmiickort  ®eneparuun 4 ampenst 2018 T,
peructparmonssiii N 50614), ot 2 Hos6ps 2020 . N 11861 (3apeructpupoBaH MUHHUCTEPCTBOM IOCTULIUU
Poccutickoit ®eneparuu 27 Hosiopst 2020 r., peructpanuonsbiii N 61121).

VYKkazaHue M agpeca MecTa JKUTENbCTBA M HOMEpAa MEIUIIMHCKON KapThl MALMEHTA, IOJIy4aroIlero
MEIUIIMHCKYIO TIOMOIIb B aMOYJTaTOPHBIX YCIOBHUSX, HE SIBISETCS OIIMOKOM.
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peuenTyp...

[lokyMeHT npefoctasneH KoHcynbTaHTlI0C
[ata coxpaHeHus: 20.02.2024

B penentypubix 6mankax ¢popmer N 148-1/y-04(11) B rpade "Homep MenUIIMHCKOM KapThI MAIUEHTA,
MOJTYYAOIIET0 METUIIMHCKYIO MTOMOIIL B aMOYJIaTOPHBIX yCIOBHSX'" YKa3bIBACTCS HOMEP MEIUITUHCKOM
KapThl MAIMEHTa, TOTYYaroIIer0 MEAUIIMHCKYIO TOMOIIb B aMOYJIAaTOPHBIX YCIOBUAX <3>.

<3> [Ipuxa3 N 834H.

10. B rpade "damunusi, UHUIIMATBI UMEHH U OTYECTBA (TMOCTIeIHEee - IPU HAJIMYHH ) JIeYalllero Bpada
(benpamepa, akymepku)" penentypHeix OmaHkoB Gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(n)
YKa3bIBAIOTCS TOJHOCTHIO (aMWIHs, WHUIMAIBI HWMEHH, OTuecTBa (MOCJIEIHEe - TpPU HATWYHH)
MEIMIUHCKOTO pabOTHHKA, HA3HAYMBILIETO JIEKAPCTBEHHBIE TIpenaparbl U 0(pOPMHUBIIETO PELICTIT.

11. B rpade "Rp" peuentypueix OmankoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(xm)
YKa3bIBACTCSL:

1) HauMeHOBaHME JEKAPCTBEHHOTO Mpenapara (MeXIyHapoaHOEe HEeMaTeHTOBaHHOE HauMEHOBaHHE,
IPYNIHMPOBOYHOE WIIM XUMHYECKOE HAaMMEHOBaHHE, TOPrOBOE HAMMEHOBAHKE) Ha JIATUHCKOM SI3BIKE MM
Ha PYCCKOM si3bIKe, (hopMa BBINTyCKa, JO3UPOBKA, KOJMUECTBO (YKa3bIBAETCS MPOIMHUCHIO HAa PELEHTYPHOM
6nanke ¢popmbl N 107/y-HIT);

2) cmoco0 TpUMEHEHUs JIGKAPCTBEHHOTO Mperapara Ha TOCYIapCTBEHHOM si3bike Poccuiickoit
@denepaid WM HAa TOCYIApCTBEHHOM si3blke Poccuiickoit ®enepaniud UM ToCyJapCTBEHHOM  SI3BIKE
pecnyOarK 1 MHBIX A3bIKax HaponaoB Poccuiickoit deneparmu <4>.

<4>Yacrts 1 crareu 15 3akona Poccuiickoit deneparmu ot 25 okts10pst 1991 . N 1807-1 "O s13p1kax
HaponoB Poccutickoit ®enepanun” (nanee - 3akon N 1807-1). (Begomoctu che3ga HApOJHBIX ICITYyTAaTOB
PCOCP u BepxoBaoro Cosera PCDOCP, 1991, N 50, ct. 1740; CobGpanue 3akoHonatenscTBa Poccuiickoit
Oenepanun, 1998, N 31, ct. 3804).

Koncynsranrllimtoc: npumeuanue.
Hymepaniys myHKTOB JJaHa B COOTBETCTBUU C O(UIIMATHHBIM TEKCTOM JIOKYMEHTA.

13. IIpu odopmiieHHUN peleNTyPHBIX OJAHKOB 3alpEIIaeTCss OrPAaHUIUBATHCS OOIMMU YKa3aHUSIMU,
Harnpumep, "Baytpennee", "M3BecTHO".

14. Peuent, opopmieHHbIid Ha penentypHoM Omanke Gopm N 148-1/y-88, N 107-1/y u N 148-1/y-
04(1), MOAMKUCHIBACTCS MEAMIIUHCKUM PAOOTHHKOM H 3aBEPSETCS €ro MeYaThio.

Penenit, ohopmitennslit Ha penentypHoM Omanke ¢opmbl N 148-1/y-88 u popmer N 148-1/y-04(x),
JIOTIOJIHUTEIBHO 3aBEPAETCS MEeYaThl0 MEIMIIMHCKON opranu3auuu " s peuentos".

s penenta, ohopMiaeHHOTo Ha penentypHoM Omanke ¢opmer N 107-1/y, nanumuue nedatu " J{nst
penenToB" He SABJISETCS 00s13aTENbHBIM.

15. Ha omaom penentypraom Omanke Gopmbl N 148-1/y-88 u dopmbr N 148-1/y-04(:1) pazpernaercs
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[JokymeHT npepocTtasneH KoHcynbTaHTInt0C
[ata coxpaHeHus: 20.02.2024

OCYHICCTBJIATH HA3BHAYCHUC TOJIBKO OJHOI'O HAMMCHOBAHHA JICKAPCTBCHHOTI'O IIpCIiapara.

Ha onnom penentypHoMm Gimanke dhopmbl N 107-1/y pa3pernaeTcsi oCymecTBIATh HA3HAYCHUE TOJIBKO
OJTHOTO HAMMEHOBAaHUS JIEKAPCTBEHHOTO Ipemnapara, oTHocsamierocs mo ATX K aHTHIICHXOTHYECKHM
cpenctBaMm (kox NOS5SA), ankcuonmutukam (ko NOS5SB), CHOTBOPHBIM M CEAAaTUBHBIM CpeACTBaM (KO
NO5C), antunenpeccanraM (kog NO6A) u He MOANEKALETO NPEAMETHO-KOIMUYECTBEHHOMY YUeTy, U 10
TpeX HAUMEHOBAaHMWI JIEKapCTBEHHBIX MpENnapaTroB - [UIsl WHBIX JIEKAPCTBEHHBIX IIPENaparoB, He
OTHECEHHBIX K BbllIeyKa3aHHbIM ATX.

16. UcnipaBieHus B pelienTe He JOMYCKAKTCA.

17. Ilpu opopminenun peuentypHsix 61ankoB ¢popm N 148-1/y-88, N 107-1/y u N 148-1/y-04(11) Ha
JeKapCTBEHHBIE TIpErapaThl, HAa3HAUCHHbIE 110 pPEIIeHHI0 BpadeOHON KOMHCCHMH, Ha 00OpoTe
peLenTypHOro OJlaHKa CTaBUTCS CIIEIMabHast OTMETKA (IITaMII).

18. Ha penentyprom 6manke Gopmer N 148-1/y-04(1) BHU3Yy HMEETCS TMHHUS OTPBIBA, Pa3AeIIsIoIIast
penenTypHbIii OIaHK U KOPEIIOK.

Kopemiok ot perenta, oQopMIIEHHOTO Ha YKa3aHHOM pELENTYpHOM ONaHKE, BBIAAETCS MalUeHTY
(ero 3akOHHOMY TIPEACTABUTENIO) B AaNTEYHOW OpraHW3alllid, Ha KOPEIIKe [eIaeTcs OTMETKa O
HaMMEHOBAaHUU JIEKAPCTBEHHOTO Mpernapara, J03UpOBKE, KOJIMYECTBE, CIIOCO0E MPUMEHEHUS.

Il. OchopmneHume peuenta B hopme INEKTPOHHOro AOKYMeHTa

19. Penient B popMe 3IEKTPOHHOTO JTOKYMEHTA, MOAMMCAHHOTO YCHJICHHOW KBATM(UIIMPOBAHHON
SNIEKTPOHHOHN MOAINUCHIO, (OPMUPYETCS MEIUIMHCKAM PAOOTHHKOM, CBEACHUS O KOTOPOM BHECEHHI B
denepanbHbIl  perucTp METUIMHCKUX paOOTHMKOB <5>, a TakkKe NpH YCIOBUM PEruCTpaliu
MEIUIIMHCKOW OpraHu3aliK, B KOTOPO oopmisieTcs peuent, B ¢enepaabHOM peecTpe MEIUIMHCKUX
opraHu3amnuii <6> eaMHON TOCyIapCTBEHHOW WH(OPMAIMOHHONW CUCTEMBI B cepe 3ApaBOOXpaHEHUS U
MOAKJIIOYEHUSI TAaKOW MEAMIUHCKOM OpraHu3ali K TOCYJapCTBEHHOH WH(OPMAIMOHHOW CHUCTEME B
chepe 3apaBooxpanenus cyobekra Poccuiickoit @enepammn <7>.

<5> Yacte 4 crateum 91.1 ®enepanbHoro 3akoHa N 323-®3 (CobOpaHue 3aKOHOIATEIHCTBA
Poccuiickoit ®enepanuu, 2011, N 48, ct. 6724; 2020, N 29, ct. 4516).

<6> Yacte 4 crateum 91.1 ®enepanbHoro 3akoHa N 323-®3 (CobOpaHue 3aKOHOIATEIHCTBA
Poccuiickoit ®enepanuu, 2011, N 48, ct. 6724; 2020, N 29, ct. 4516).

<7> Cratpu 91 u 91.1 ®enepansuoro 3akona N 323-D3 (Cobpanue 3akoHomaTenbcTBa Poccuiickoit
Oenepauun, 2011, N 48, cT. 6724).

20. IIpu oopmienun peuenta B GopMe 3JIEKTPOHHOTO TOKYMEHTA Ha JIEKapCTBEHHBIE MPeraparsl,
yka3zaHHble B myHKTax 9 um 11 Ilopsiaka Ha3HaueHUs JIEKAPCTBEHHBIX MpPEnaparoB, YTBEP>KICHHOTO
HACTOSIIMM [IPUKA30M, U OTIIyCKaeMbl€ 3a MOJIHYI0 CTOMMOCTb, 3aIIOIHSIOTCS CIEAYIOIUE PEKBU3UTHI:

1) xom cyOnekta Poccuiickoit ®enepanmmu mo OKATO, omnpenensitonuii ToCyaapCTBEHHYIO
UH(POPMAIIMOHHYIO CHUCTeMY B cdepe 3paBooxpaHeHus: cyobekra Poccuiickoil @enepanuu, B KOTOPOit
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chopMupoBaH penent B opMe MEKTPOHHOTO JOKYMEHTA;

2) HaMMEHOBaHUE MEIULIMHCKOM OpraHu3aluy, aapec, TeaedoH Wik GamMuins, HHUIUAIbBl UMEHU U
oTuecTBa (TMOCIEeaHEE - MPU HAIMYMW) UHJIMBUAYATbHOTO MPEINPUHUMATEINS], UMEIOIIETO JIMLIEH3UI0 Ha
MEIMILIUHCKYIO AESITENbHOCTb, €r0 aJIpec;

3) OI'PH ropuauyeckoro nuna (MeaunuHckod opranuzanuu) uinu OI'PHUII muauBumyanbHOTO
IpeanpUHAMATEIs;

4) nara opopmiieHHs perenTa (yKa3blBaeTCsl YUCIO0, MECSIIL, TON);

5) nara oOkoHYaHHS JAcHCTBUsA penenta (GopMHUpYeTCs TOCYTapCTBEHHOW WH(OpMAIMOHHOM
cuctemMoil B cepe 3apaBooxpaHeHus cyonekta Poccuiickoit Denepaiiuu B COOTBETCTBHH CO CPOKaMU
nercTBus peuentoB: 15 queit, 30 aueit, 60 nueit, 90 nueit, 1o 1 romga);

6) yHUKaJIbHBIA HOMep perenta ((popMupyercs rocyaapcTBEHHOM MH(POPMAIIMOHHOW CHCTEMOU B
chepe 3mpaBooxpaHeHusi cyowbekra Poccuiickot @enepanuu uW - o0OecreynBaeT  OJAHO3HAYHYIO
uaeHTuukanuio perenta B dopme dMeKTpoHHOTro gokyMeHTa B coderannu ¢ OKATO, OI'PH wnm

OT'PHUIT);

7) ormetku "cito" (cpouno) wim "statim" (HEMEIIEHHO) MPH HEOOXOTUMOCTH CPOYHOTO HITU
HEMEJUIEHHOTO OTITyCKa JICKApCTBEHHOTO Iperapara MaueHry;

8) ampec mammeHTta (yKa3bIBaeTCsl MOYTOBBIA aJpec MecTa KUTENbCTBA (MecTa MpeObIBaHUS WIIH
MecTa (aKTHUECKOTO MPOKMBAHUS) C YKa3aHWEM HHJCKCAa, HAMMEHOBAHUs Kpas, 001acTH, peciyOsIuKH,
aBTOHOMHOT'O OKpyra u MHOro cyobekra Poccuiickoit @enepanun, HAMMEHOBaHUS HACENIEHHOTO MyHKTA,
HaUMEHOBaHUs YUl (IpOCIeKTa, Nepeyika, Mmpoe3fa), HoMepa jaoma (C yKa3aHHeM Kopmyca, MpH
HaJIMYMM), HOMEpa KBapTUPbI);

9) HOMEp DIEeKTPOHHON MEAMIIMHCKOW KapThl MAallMeHTa B TOCYAApPCTBEHHOW WH(GOPMAIIMOHHON
cucteme B cepe 3apaBooxpaneHus cyorekra Poccuiickoit deneparuy;

10) dbamuus, uMs, 0T4eCTBO (ITOCIEIHEE - TPU HAIMYWH ) TIAIUEHTA TOJTHOCTHIO;

11) npara poxzaeHuss manueHTa (ykKasblBaeTcs 4YHCIO, MecCsl, roa), aias jaered go 1 rona
JIOTIOJTHUTEIHHO YKa3bIBACTCS KOJTUYECTBO TIOJTHBIX MECSIICB;

12) ¢pamuivs, HUIMAIIBI IMEHH U OTYECTBA (MTOCIEIHEE - IPH HATUYHH) MEAUIIMHCKOTO pabOTHHKA
MTOJHOCTBIO;

13) HauMmeHOBaHME  JIEKAPCTBEHHOIO  Ipemapara  (MEXAYHapoAHOE  HENaTeHTOBaHHOE
HalIMEHOBAaHUE, TPYNINHUPOBOYHOE WIM XHUMHYECKOE HAaMMEHOBAaHUE, TOPIOBOE€ HAMMEHOBAHHUE),
JI03UPOBKa, (hopMa BBIITyCKa, KOJTMYECTBO (BCE MO3MIINHU YKa3bIBAIOTCSA Ha PYCCKOM SI3BIKE);

14) crmoco6 mpuMeHeHHUs JIEKApCTBEHHOTO TMperapara Ha TOCYIapCTBEHHOM si3bike Poccuiickoit
Qenepanuu WIM Ha TOCynapcTBEHHOM s3blke Poccuiickonn denepanuu M roCyIapCTBEHHOM  SI3BIKE
pecmyONMK B UHBIX si3bIKax HapoaoB Poccuiickoit denepanun <8>;
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<8> Yactp | crareu 15 3akona N 1807-1 (Bemomoctu cbe3na Hapoasbix aemnyratoB PCOCP u
BepxoBaoro Cosera PCOCP, 1991, N 50, ct. 1740; CobGpanue 3akoHOmaTenbcTBa Poccuiickoit
Oenepanun, 1998, N 31, ct. 3804).

15) mokyMeHT, HOATBEPKIAIOIINI Ha3HAYEHUE JIEKApCTBEHHOTO Iperapara 1o pelieHnIo BpadyeOHOn
KOMHUCCUHU MEIUIUHCKON OPraHU3alNH;

16) oTmeTka O Ha3HAYCHWHU JIEKAPCTBEHHOTO IMIperapara IO pPELICHHI0 BpaueOHON KOMHCCUU
MEIUIMHCKOM OpraHu3allui B Clyd4asX, yKa3aHHbIX B a03aue BTopoM IyHkTa 6 Ilopsnka Ha3HaueHus
JIEKapCTBEHHBIX IIPENAapaToB, YTBEPKAEHHOTO HACTOSIIMM [TPUKA30M;

17) oTMeTKa O cCrHenuasbHOM Ha3HAYEHUH JIEKAPCTBEHHOTO Tpernapara (3arojHsIeTCs B Clydasx,
yKazaHHbIX B nyHKTax 15 u 24 Ilopsinka Ha3Ha4eHMs JIEKAPCTBEHHBIX IIPENApaToB, YTBEPXKAECHHOTO
HACTOSIIIUM MPUKA30M);

18) oTmMeTka O crieruaJbHOM Ha3HAYeHHH JIEKAPCTBEHHOTO Mpernapara MalueHTy ¢ 3a00JeBaHueM,
TpeOyIOIMM JUINTEILHOTO KypCOBOTIO JICUeHHUsI (3alloIHsIeTCs B Cilydae, yKa3aHHOM B nyHkTe 23 Ilopsinka
HA3HAUEHUs JIEKAPCTBEHHBIX IPENaparoB, YTBEP)KIECHHOIO HACTOSALIMM IPHUKA30M) C IMPOCTABICHUEM
NEPUOAMYHOCTH OTITYCKa JIEKAPCTBEHHOTI'O IIpenapara;

19) npu odopmienun peuenta B popme EKTPOHHOTO JOKYMEHTA Ha JIEKapCTBEHHBIE MPEnaparhl,
yKa3aHHbIE B TOAMYHKTax 2 - 5 myHkTa 9 u myHkre 11 [Topsnka Ha3HaAUYE€HMS JIEKapCTBEHHBIX Mpenaparos,
YTBEP)KJICHHOTO HACTOSIIMM IPHUKA30M, TpaKAaHaM, HMEIOLIIMM IpaBO Ha OeCIUIaTHOE IOIyYeHHUe
JICKapCTBEHHBIX MpENnaparoB WU IOJYyYEHHE JIEKAPCTBEHHBIX IMPENapaToB CO CKHUJKOW, 3amOJHSIOTCS
PEKBM3UTHI, MPEAYCMOTPEHHbIE NOAMYHKTaMH | - 18 HaAcTOAIIEro myHKTa, a Takke CIeAyIoLue
PEKBHU3UTHI:

a) Kareropus TrpaxJIaH, HUMEIOIIUX MpaBO HA TMOJIY4YEHUE JIEKapCTBEHHBIX IMpenaparoB B
COOTBETCTBUU cO cTaThel 6.1 denepanbHoro 3akoHa ot 17 uronst 1999 . N 178-®3 "O rocynapcTBeHHOM
colyaibLHOM momonin" <9>;

<9> CoOpanue 3akoHonarenscTBa Poccuiickoit deneparu, 1999, N 29, ct. 3699; 2020, N 52, cT.
8577.

0) xox Ho3osoruueckor popmel o MKBb;

B) ucTouHUK (punancupoBanus (1 - QenepanbHblii Oromker, 2 - Gromker cyobekra Poccuiickoit
®denepanuu, 3 - MyHUITUTIATILHBIN OFOIIKET);

r) pazmep omiatsl (1 - 6ecrunarHo, 2 - 50%, 3 - uHOH %);

1) CTPaxoBOM HOMEpP HWHAMBHUAYaJIbHOIO JMIEBOrO cueTra rpaxaaHuHa B IleHcuoHHOM ¢oHze
Poccuiickoit @enepanuu (npu vHanuuun) (CHUIC);

€) HoMep ToJuca 00s3aTeIbHOr0 MEAUITMHCKOTO CTPAXOBaHUS.

21. Ilpu npocraBieHMH OTMETKH, yKa3aHHOW B moxanyHkre 16 nmynkra 20 Hacrosiuero Ilopsaxa,

www.consultant.ru CrpaHuua 34 uz 47
Haje)XXHaf nNpaBoBas NoAAEPXKKa



Mpwvka3 MuHsgpasa Poccum oT 24.11.2021 N 10941
"06 yTBepxaeHunn Mopsaka Ha3HaYeHns NekapCTBEHHbIX NpenapaTos, hopM
peuenTyp...

[JokymeHT npepocTtasneH KoHcynbTaHTInt0C
[ata coxpaHeHus: 20.02.2024

peuent B (oOpMe 3JIEKTPOHHOTO JOKYMEHTa IOANHCHIBACTCS YCHJICHHON KBadH(pHUIHUPOBAHHOMN
JJICKTPOHHOW TIOAMHCHIO TIPECenaTeNsl WIM CEeKpeTapss BpauyeOHOWM KOMHUCCHM MEIUIIMHCKON
OpraHM3aliy, IPU IPOCTAaBICHUM OTMETOK, YKa3aHHbBIX B noanyHkrax 17 u 18 mynkra 20 HacTosmiero
[Topsinka, - yCHJIEHHBIMH KBaJU(PHUIMPOBAHHBIMU 3JIEKTPOHHBIMU TOAMUCAMU COOTBETCTBYIOIINUX
MEIUIIMHCKUX PaOOTHUKOB.

22. Ilo TpeOGoBaHMIO TAIlMEHTa WM €r0 3aKOHHOTO TMPEACTABUTENST OQOPMIISETCS SK3EMILISP

perenta B (opMe DIEKTPOHHOTO JOKYMEHTa Ha OyMaXHOM HOcHTele ¢ oTMmerkoi "JlyOmmkar
3JIEKTPOHHOIO JOKyMEHTa".

lll. YyeT peuenTypHbIX 6NaHKOB (32 UCKITOYEHUEM peLenTypPHbIX
6naHkoB no ¢popme N 107/y-HIMN "CneumnanbHbIN peuenTypHbIA GnaHk")

23. Vwuer peuentypueix OmankoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(x),
W3TOTABIIMBAEMBIX THUTMOTPAaCKUM CrocoboM (janee - perenTypHbie ONMaHKW, MOIJISKAIIHe YYETy),
OCYIIECTBIISIETCS B )KypHAJIaX y4eTa, IPOHYMEPOBAHHBIX, MPOIIHYPOBAHHBIX M CKPETUICHHBIX TOIMHCHIO
PYKOBOIMTENST W  TEYaThbl0 MEOUIIMHCKOW OpPraHM3allid WA  TOAIHCHI0  HHIUBUIYaTHLHOTO
NpEANPUHUMATENS], UMEIOIIETO JIUIEH3HIO Ha METUIIMHCKYIO 1€ TeIbHOCTb.

24. Kypnan yuera perentypHbix 6aHkoB opmbr N 107-1/y comepxuT ciemyromniue rpadol:
1) HOMEep 1O MOPSIIIKY;

2) B paznene "llpuxoxn":

a) JaTa perucTpaluy JOKYMEHTa, ITOITBEPKAAIOLIETO OCTYIIICHNUE;

0) HOMep U JaTa JOKYMEHTA, MOATBEP K IAI0IIET0 MOCTYIIJICHHE, HAMMEHOBAHNE TTOCTABIINKA;
B) 0011ee KOJTMYECTBO MOCTYNUBIINX PELUENTYPHBIX OJIAHKOB;

r) aMuIus, MHUIIMATB UMEHU U OTYECTBA (TIOCIIeHEE - IPH HAIMYWN) U TTOANKUCH OTBETCTBEHHOTO
MEIUIIMHCKOTO pabOTHHKA, TIOIYYHBIIETO PeLenTypHbIe OJaHKH OT MOCTaBIIHNKA;

3) B paznene "Pacxon":
a) JaTa BBIAAYM PEIENTYPHBIX OJIAHKOB;
0) KOJIMYECTBO BBIJAHHBIX PEICITYPHBIX OJIAHKOB;

B) (damMunus, WHMIMATBI MMEHH W OT4YecTBa (TMOCTeNHee - TpPU HAJUMYMK) OTBETCTBEHHOTO
MEIMIMHCKOTO pabOTHHKA, MTOTyUYHBILIETO pelenTypHbIe OJIaHKU;

I') HOANHUCH OTBETCTBEHHOT'O MEUIIMHCKOTO paOOTHUKA, TOyYUBIIETO peleNTypHbIe ONaHKHU;

4) ¢pamums, THUITMATIB UMEHH M OTYeCTBa (TTOCIIeIHEE - TPY HAIMYWN) U TTOJIMHUCHh OTBETCTBEHHOTO
MEIUIIMHCKOTO pa0OTHHKA, BBIJABILETO PELETITYPHbBIE OIaHKH;

5) ocTaToK pelenTypHbIX OJaHKOB.
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25. XKypnan yuera penentypHbix OnaHkoB (opm N 148-1/y-88 u N 148-1/y-04(1) comepxur
cienyromue rpadmr:

1) HOMEp 1O OPSIIIKY;

2) B paznene "llpuxoxn":

a) JaTa perucTpaluy JOKYMEHTa, ITOITBEPKIA0LIETO OCTYIIICHNUE;

6) HOMep U JaTa JOKYMEHTA, MOATBEP K IAI0IIETO0 MOCTYIIJICHHE, HAMMEHOBAHNE MTOCTABIIINKA;
B) 00111ee KOJMYECTBO MOCTYNUBIINX PELENTYPHBIX OIAHKOB;

T') CEpUU U HOMEPA PEIENTYPHBIX OJIAHKOB;

1) KOJIMYECTBO PELENTYPHBIX OJIAHKOB MO CEPUSIM;

) haMuus, MHUIIMAJBl KMEHU U OTYeCTBa (TOCIeaHEE - PU HAIMYUH) U TIOJIITUCh OTBETCTBEHHOTO
MEIUIIMHCKOTO pa0OTHHKA, TIOTYYHBIIETO PeLenTypHbIe OJaHKH OT MOCTaBIINKA;

3) B paznene "Pacxon":

a) JaTa BBIAAYM PEIENTYPHBIX OIAHKOB;

0) cepur U HOMEpa BBIJJAHHBIX PEICNITYPHBIX OJIAHKOB;
B) KOJINYECTBO BBIIAHHBIX PEIETITYPHBIX OJAHKOB;

r) damMuaus, WHALNMAIBI WMEHM W OT4decTBa (MOcieAHee - TPH HAJIMYUH) OTBETCTBEHHOTO
MEIUIIMHCKOTO pa0OTHHKA, TIOTYUYHUBIIETO PELENTYPHbIE OJaHKH;

1) TOJIMUCH OTBETCTBEHHOTO MEAUIIMHCKOTO pabOTHHKA, TOTYUUBIIETO pelenTypHbIE OTaHKY;

4) pamunus, THUIIMATBI UIMEHHU U OTYECTBA (ITOCIIETHEE - TPU HAMYHMH) U TIOAKICH OTBETCTBEHHOTO
MEIUITMHCKOTO pa0OTHHKA, BBIJIABIIIETO PEIICNTYPHBIC OJTAHKH;

5) ocTaToK pelenTypHbIX OJIaHKOB.

26. Yder penentoB, oQOpMICHHBIX B (opMe 3JIEKTPOHHOTO JOKYMEHTa, OCYIIECTBISETCS B
roCcylapcTBEHHOM HMH(OpPMAIIMOHHON cucTeMe B cdepe 3apaBooxpaHeHHs cyObekra Poccuiickoit
®denepany NOCPEICTBOM BEAECHUS €IMHOIO PEecTpa perentoB, 0(OpMIIEHHBIX B (popMe 3IIEKTPOHHBIX
JIOKYMEHTOB.

IV. XpaHeHue peuenTypHbIX 651aHKOB (3a UCKITHOYEeHUEM peLenTypPHbIX
6naHkoB no ¢popme N 107/y-HIMN "CneunanbHbIN peuenTypHbIN GnaHk")

27. MenuMUMHCKHE OpPraHu3allid TOJIy4aloT HEOOXOAHWMbIe pelenTypHble OnaHkH, o(opmieHHbIE
TUNOTpaCKUM CIIOCOOOM, Yepe3 TEpPUTOPUANIbHBIE OpTaHbl YIPaBICHHUS 3IpPABOOXPAHEHHUEM HIU
OpraHu3aIfM, YIOJTHOMOUYCHHBIE Ha 9TO OpraHaMH HCIIOJIHUTEIBHOW BiacTH CyOBekToB Poccuiickoit
denepauuu.
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28. PeueHTypHHe 6HaHKI/I, noaJjickalmue y4dery, XpaHiaATCsd OTBCTCTBCHHBLIM JIMIIOM, Ha3HAYCHHBIM
PYKOBOAMTENIEM MEIUITMHCKOW OpraHu3allii, B 3alupaeMoM MeTaumueckoM mkady (ceide) wim
METAININYCCKOM AITUKE.

29. MHnuBUayabHBIN NPEAIPUHAMATENb, UMEIOIIUN JIMIIEH3UIO0 HA MEIUIIMHCKYIO JEATeIIbHOCTb,
XpaHUT pelenTypHbIe OJaHKH, MOANEKAIIUE YUETy, B 3aMUPacMOM MeTandeckoM mkady (ceide) umu
METAJUTHYECKOM SIIIIHUKE.

30. IIpoBepka cOCTOSIHUS XpaHECHHs, y4yeTa, (AaKTHYECKOrO HAJW4YUs M PAcXo/a pelenTypHBIX
OJIaHKOB, TMOJICKAIUX Yy4YeTy, OJWH pa3 B KBapTal OCYIIECTBISICTCS KOMHUCCHEH, CO3[aHHON B
MEIULIMHCKON OpraHu3alnH.

31. PeuentypHsie 6anku, opopmiiieMble Ha OyMa)kHOM HOCHUTEIIE U TOAJIeKAIlE YUETY, BbIIAIOTCS
MEIUIMHCKUM paOOTHUKAM, MMEIOIIMM MpPaBO O(OPMIIEHUS PELENTOB, MO PACIOPSKEHHUIO IIABHOTO
Bpaya MM €ro 3aMeCTUTEIIS.

[Tony4yeHHble penenTypHble ONTaHKM Ha OyMaXHBIX HOCHTENISX XPAHATCS MEIUIIMHCKUMHU
pabOTHUKAaMH B TOMELIECHUAX, 00ECIIEYNBAIOLINX UX COXPAHHOCTb.

32. IIporpaMMHO-TEXHHYECKHE CPEACTBA TOCYIapCTBEHHBIX MH(POPMALMOHHBIX CUCTEM B cdepe
3ApaBOOXPAHEHHS, MEITUIIMHCKIX HHPOPMAIMOHHBIX CHCTEM MEIUIIMHCKUX OpraHU3alnii 00ecTIeunBaroT
XpaHEHHE DSJIEKTPOHHBIX PELEeNnToB, OPOPMIICHHBIX B (OpPME SJIEKTPOHHBIX JTOKYMEHTOB B TEYEHHE
CPOKOB, YCTAaHOBJCHHBIX MJISI XpPaHEHUs pELeNnToB, O(GOPMIICHHBIX Ha COOTBETCTBYIOIIMX (opMax
peLenTypHbIX OJaHKOB Ha OyMa)XHOM HocuTene <10>.

<10> IMoamynkt 5.2.169 Ilonoxenuss o MunuctepctBe (CoOpanue 3akoHofarenbcTBa Poccuiickoit
®enepanuy, 2012, N 26, ct. 3526; 2021, N 43, cT. 7258).

[Tpunoxenue N 4

K npuka3zy MUHHCTEPCTBA 3IpaBOOXPAHEHUS
Poccuiickoit @enepanuu

ot 24 nosiopst 2021 . N 1094n

®OPMA CIIEHMAJIBHOI'O PELIEIITYPHOI'O BJIAHKA N 107/Y-HII

MuHHCTEPCTBO 3APABOOXPAHEHNUS Kox ¢popmsr mo OKVY/]
Poccuiickont @enepanun MenuuuHCcKast JOKyMEHTaLNs
®opma N 107/y-HII,
YTBEPKJI€HHAsI IPUKA30M
MuHucTEepCcTBa 3APABOOXPAHEHHUS
Poccuiickont @enepanun

ot 24.11.2021 N 1094Hu

IITaMII METUITTHCKOM opraHu3anu
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PELIEIIT

Cepus N

" 20
(1aTa BBIMTUCKHU pELIETITa)

(B3pOCIIBIi, JETCKU - HY>KHOE MOTYEPKHYTh)

damunus, UMs, 0TYECTBO (TIOCTIEeIHEE - TPU HATTUIHH)
namyeHTa

Bo3zpacr

Cepus 1 HOMep nouca 00s13aTeIbHOTO0 MEAUIIMHCKOTO CTPaXOBaHUS

Homep mennnumnHCKON KapThl

®damuius, UMs, 0TYECTBO (TIOCIeIHEE - TPU HATTUYHUH)
Jedarero Bpava (¢enpimepa, aKynepKku)

R ettt ettt e e ettt e e ettt e e e e bae e e e e ata e e e e atteeeeeanbaaeeeenteeeeeannee

[loanuck u MMyHas evarb Bpadya
(moamuck denpamepa, akyIepKn)

M.IL

damumnusi, UMs1, 0TYECTBO (TIOCIIEIHEE - PU HATTUYUH) U MOANKUCH YIIOJIHOMOUYEHHOTO JIMIIA
MEIUITMHCKOW OpTraHu3aIlin

M.IL

OTMeTKa anTedyHoi opraHu3au 00 OTIycKe

damunus, UMsi, 0TYECTBO (TIOCIeIHEE - TPU HAJTMYUU) U MOANKUCH PA0OTHHUKA aTeYHOM
OpraHu3aIu

M.IL

Cpok nerictBus peuenta 15 quei
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IIpunoxenue N 5

K IIpUKa3y MuHHUCTEpCTBA 3ApaBOOXPAHEHMS
Poccutickon ®enepanun

ot 24 Hos6pst 2021 . N 10941

NOPAOOK
M3roToBIEHUA, PACNPEAENEHUA, PETUCTPALIUN, YHETA U XPAHEHUA
PELEENTOB, COOAEPXALUMUX HASHAYEHUE HAPKOTUYECKUX CPELCTB
U NCUXOTPOIHbIX BELLECTB

l. Mopsapok nsroroBnexHus, pacnpeaeneHna cneunanbHbIX
peuenTypHbIX 6naHkoB no coopme N 107/y-HI

1. Opranuzanuio M3roTOBJICHHUS W paclpeneseHuss perenTypHbeix O0mankoB 1o dopme N 107/y-HIT
"CrienuanbHBIA PEUeNnTypHBIA ONMaHK" (manee - CrenuanbHBIA pPEUENnTYpHBIA ONaHK) OCYIIECTBISET
MunucrepcTBo 3apaBooxpanenus Poccuiickoit deneparuu (manee - MUHUCTEPCTRBO).

2. CrneuuanbHble pelenTypHble ONaHKU SBISIOTCS 3allMIIEHHONW MOIUrpaduyeckoil mpoayKuuen
ypoBHs "B", m3zroraBnuBaemoii Ha Oymare po3oBoro IBera pazmepom 10 cMm x 15 cM, TOMKHBI UMETH
CEpPHI0 M HOMEp, a TaKXe COOTBETCTBOBaTb TpeOOBaHMSIM, YKa3aHHBIM B Ipukaze MuHucCTEpcTBa
dbunancoB Poccutickoit @eneparuu ot 29 centsops 2020 r. N 2171 "O6 yrBepkaeHnn TeXHUUYECKUX
TpeOOBaHUI M YCIIOBHM M3TOTOBJICHUS 3alIMIIEHHON OT MONJENOK Monurpaduueckod mpomyKiuu”
(3apeructpupoBan MwuHHCTepcTBOM toctuiiuu  Poccuiickoit  ®epepanmu 16 HosOps 2020 T,
peructpanonHsiii N 60930).

3. B mensix opraHmzalyy W3TOTOBJIEHHUS M PACIpeleeHUs CIeHUaIbHBIX PElEnTYpPHBIX OIaHKOB
MCIULUHCKUEC OpraHu3annuv, HUMCIOMIUC IIPaBO OCYHICCTBJATH BbIAAYy PCUCHITOB Ha HAPKOTHUYCCKHUC
CpeACTBa WJIM TCHUXOTpoIHble BemiectBa cnucka Il Ilepeunss m 3apeructpupoBanHbie B Poccuiickoi
CDez:epaupH/I B KaUCCTBC JICKAPCTBCHHLIX MpCraparoB I MCIUIHUHCKOTO TIPUMCHCHUA (J:Ianee
COOTBETCTBEHHO - MEAMILMHCKAasg OpraHu3alus, HapKOTHYECKHH (IICUXOTPOMHBIN) JIeKapCTBEHHBIN
nperapar), COCTaBISIOT 3as8BKU HA PEIENTyPHbIC OJIaHKH.

4. B cpok 10 1 OKTAOpsI TEKyIIero roja 3asBKA MEAWIIMHCKUX OpPTraHW3alluid Ha CHeIHaTbHbIC
penenTypHbie OTaHKU MPEACTABISIOTCS:

1) MEOUIIMHCKHUMH OpTaHM3alldsAMH, HaXONSIIUMHCSI B BeICHUM (eaepaibHBIX OPTraHOB
UCTIOJTHUTENLHOM BIIACTH, - B COOTBETCTBYIOIINE (hefiepaabHbIe OPraHbl HCIIONHUTEIHHON BIACTH;

2) MEIUIIMHCKUMU OPTaHU3aIsIMHU, HAaXOSAIIUMHUCS B BeZleHUU CyObekToB Poccuiickoit denepanmm,
MCIUIUHCKUMU OpPraHu3anusIsMmn MyHI/ILII/IHaJIBHOI\/'I M YacTHOU CHCTEM 3ApaBOOXpPaHCHHA - B OpraHbl
WCIIOJIHUTENILHON BiacTH cyonekToB Poccuiickoit denepanuu B chepe oxpaHbl 30pOBbs Tpak/iaH, Ha
TEPPUTOPUU KOTOPHIX OHHM PpACIIOJIOKEHBI (Jlajee - OpraHbl MCIOJHHUTEIbHOM BIIACTH CYyOBEKTOB
Poccutickoit deneparun).

www.consultant.ru Ctpanuua 39 uz 47
Haje)XXHaf nNpaBoBas NoAAEPXKKa



Mpwvka3 MuHsgpasa Poccum oT 24.11.2021 N 10941
"06 yTBepxaeHunn Mopsaka Ha3HaYeHns NekapCTBEHHbIX NpenapaTos, hopM
peuenTyp...

[JokymeHT npepocTtasneH KoHcynbTaHTInt0C
[ata coxpaHeHus: 20.02.2024

5. B 3asgBKe MEAMUIMHCKON OpraHM3allid Ha CIELUANbHBIE PELENTypHble OJaHKH yKa3bIBAIOTCS
CIIENYIOLIUE CBEACHUSA:

1) cBeneHust 0 MEOUIMHCKOM OpraHM3alMM, MOJABLIEH 3asBKy Ha CIELMAJIbHBIE PELENTYpHbIE
OsaHKH (ITOJTHO€ HAUMEHOBAHHKE, aJIPeC MECTa HaXOXKICHHS ),

2) KOIMYECTBO CHEUMATbHBIX pEIEeNTypHBIX OJaHKOB, H3PACXOJAOBAHHBIX  METUIIMHCKON
opranu3ainuen Ha 1 ssHBaps MpeecTBYOUIErO roja;

3) KOIMYECTBO CIEUUANbHBIX PEUENTYPHBIX OJaHKOB, HEOOXOMUMBIX MEAULIMHCKON OpraHu3anun Ha
CIEAYIOUIUN TO/I.

3asiBKa MEAMIIMHCKOW OpraHu3allid Ha CHENHalbHbIE PEIENTypHbIE OJaHKU TOIMHCHIBACTCS
PYKOBOAMTENIEM MEIWIMHCKONM OpraHu3alud, KOTOPbIM HECET NEPCOHAJIbHYI0 OTBETCTBEHHOCTh 3a
000CHOBaHHOCTb U JIOCTOBEPHOCTH YKa3aHHBIX CBEICHUI.

6. denepanbHbIC OpraHbl UCTIOJTHUTEIHHOM BIACTH, B BEJICHUU KOTOPBHIX HAXOIATCS MEIMIIMHCKHE
opranuzanuu (nauee - ¢enepajibHbIe OpraHbl HCIOJHUTENBHOW BIIACTH), W OPraHbl WCHOJIHUTEIBHOM
BIacTH cyObekToB Poccuiickoit denmeparun Ha OCHOBAaHWHM 3assBOK MEIUITMHCKHX OpraHU3aIluil Ha
CHielMaibHble pelenTypHble OnaHku (HOPMHUPYIOT CBOJHBIE 3asBKM Ha CIIELUAIbHBIE PELENTYypHbIE
OJIaHKH M B CPOK J10 1 Jieka0psi TEKyIIero roja NpeaCcTaBisioT UX B MUHHUCTEPCTBO.

7. B cBOIHOI 3asBKe Ha CIeIaNIbHbIE PELENTypHbIE OJaHKH YKa3bIBAIOTCS CIETYIOIIUE CBEACHUS:

1) cBeneHust o QenepanbHOM OpraHe HCIOJHUTEIBHOM BJIACTH (OpraHe MCIOIHMTENbHOM BlIacTu
cyonrekta Poccuiickoit deneparyu), MpeaCcTaBUBIIEM CBOJHYIO 3asBKY Ha CIELUATbHbIE PELENTypHbIE
OsaHKH (ITOJTHO€ HAUMEHOBAHHKE, aJIPeC MECTa HaXOXKICHHS ),

2) KOJIMYECTBO CIEIHMAJIbHBIX PELENTYPHBIX OJIAHKOB, paclpeleseHHBIX (efepaqbHbIM OpraHoM
WCITOJIHUTEIILHON BJAcTH (OpPTaHOM HCIIOJIHUTEIBHON BiacTH cyObekTa Poccuiickoit deneparuu) Ha 1
STHBapsl NIPEALIECTBYIOLIETO rofa MEX 1Y MEAUIUHCKAMHU OpraHU3alAsIMU;

3) KOJIMYECTBO CHEIUAIbHBIX PEUENTYPHBIX OJIAHKOB, HEOOXOAUMBIX (eaepaJbHOMYy OpraHy
UCTIOJIHUTENIFHON BIIacCTH (OpraHy HCIOJIHUTENBbHOW BiacTu cyObekra Poccuiickoit ®depepanuu) Ha
CIIEIYIOIUN TOI AJIsl paclpeielIeHHs] MeXKIY MEAUIMHCKUMH OpraHU3alusIMu;

4) cBemeHUS O TMOABEJOMCTBEHHOW OpraHU3alMM, YIOTHOMOYEHHOW (eepaabHbIM OpraHOM
WCIIOJIHUTENILHON BiacTH (OpraHOM WCIIOJIHUTENIBbHOW BiacTu cyowekra Poccuiickoit deneparun)
OCYIIECTBIIATH IMOJNy4YeHHUE CHEIHAIbHBIX PEIEeNTypHbIX OJNAaHKOB OT MHHHCTEpCTBA, WX XpaHEHUE W
BBIZIaYy MEIUIIMHCKUM OpraHu3aiusM (IMOJTHOE€ HauMEHOBaHUe, ajnpec mecta HaxoxaeHus, MHH/KIIII,
OKTMO opranu3zanuu, GakTHUECKUN aipec MOCTABKH).

8. Ha ocHOBaHMM TNOJY4YEHHBIX CBOJIHBIX 3as{BOK Ha CIELUUAJIbHBIE pPELENTypHble OJaHKH
MUHHCTEPCTBO €XKEroJHO B CPOK 10 15 sHBaps ciemyiomiero roga (GpopMupyeT M yTBEp)KAAaeT IJIaH
pacrpesieNieHusl ClieUalbHbIX PELENTYPHbIX OIaHKOB, B KOTOPOM OTpa)kaeTcs rojaoBas HOTPEOHOCTh
Poccuiickoit ®enepanu B CHEIHMAIBHBIX PELENTYPHBIX ONaHKax (lanee - IUIaH paclpeleseHust
MunucrepcTBa).

9. B mnane pacnpezneneHuss MUHHCTEPCTBA YKa3bIBAIOTCS CIEAYIOIINE CBEICHUS:
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1) nopsiAKOBBIN HOMED 3aIMNCH;

2) HauMeHOBaHHME (elepaJbHOro OpraHa MHCHOJIHHUTENBHOM BIACTH (OpraHa HMCIOJHUTEIbHON
BIacTH cyowbekra Poccuiickoir ®Denepanuu), NpeICTaBUBLIETO CBOJHYIO 3asBKY Ha CIeELHalIbHbIE
penenTtypHbie OJaHKH,

3) HEOOXOMMOE KOTMYECTBO CIEIHATBHBIX PELETITYPHBIX OJaHKOB.

10. HampaBnenue crnenuanbHBIX PEHENTYPHBIX OJaHKOB (perepaibHBIM OpraHaM HCIOTHUTEIHHOU
BJIACTH, OpraHaM WCIIOJHUTENBbHOM BiacTu cyObekToB Poccuiickoit ®enepannu OCYyLIECTBISETCS
MuHHCTEPCTBOM B KOJMYECTBE, IPEyCMOTPEHHOM IUIAHOM pacnpenaeneHuss MuHucrepcTsa.

11. MuHHCTEPCTBOM JOMOIHUTEIBHO K KOJWYECTBY CIEIUATBHBIX PELENTYPHBIX OJaHKOB,
IPEeIyCMOTPEHHOMY IUIaHOM pacrpeaeneHuss MuHuctepcTBa, GOpMUpPYETCsl PE3epBHBIA  3amac
CHEIMANIBHBIX PEIeNnTypHbIX OllaHKOB B KojudecTBe, He mpeBblmaromem 150 000 cmenmambHBIX
penenTypHbIX OJaHKOB.

12. B cinyuae yBenmuueHHUs MOTPeOHOCTH B CHEIMATIBHBIX PELENTYpPHBIX ONaHKax QenepanbHbIe
OpraHbl UCTIOJIHUTEIHLHOM BIACTH (OpraHbl UCTIOTHUTEIHHON BiIacTH cyObekToB Poccutickoit deneparun)
HaIlpaBJIAOT B MI/IHI/ICTepCTBO CBOAHBIE 3asiBKM Ha JOIIOJHUTCIBHOEC KOJINYECTBO CIICOUAJIBHBIX
pelenTypHbIX OMaHKOB (C OOOCHOBAaHWEM YBEJIMYCHUS IMOTPEOHOCTH B CHENUAIBHBIX PEIENTYPHBIX
OnmaHKax), KOTOpbIE TPEIOCTABISAIOTCS MMUHUCTEPCTBOM U3 PE3EPBHOTO 3amaca CHEIHalbHBIX
penenTypHbIX OJaHKOB.

13. denepanbHble OpraHbl UCIIOMHUTEIHHON BIACTH (OpraHbl UCIIONHUTEIHHON BIACTH CYOBEKTOB
Poccuiickoit ®enepanuu) pacupenessitoT TMOTYYEHHBIE CIeHUAbHBIE PElEeNnTypHble ONaHKA MEXIy
MEIUIMHCKUMU OpraHu3alisiIMM Ha OCHOBAaHMM IUIAHOB pacrpenesieHus, C(HOPMHPOBAHHBIX B
COOTBETCTBHUH C 3asiBKAMU MEIUILIMHCKUX OpPraHU3allii Ha CTielUajIbHble PELENTypHbIE OIaHKU.

Il. Mopsapok perncTpaummn, yyeta u XpaHeHus cneumanbHbIX
peuenTtypHbIX 6naHkoB no coopme N 107/y-HI

14. MuHuCTEpCTBO, HHBIE (QeaepanbHble OpraHbl HCIOMHUTEIBHOH BIACTH W OpraHbl
WCIIOJIHUTENILHON BJacTH CyObekToB Poccuiickoir denepamnuil OpraHU3yIOT XpPaHEHHE CIICIHATBHBIX
PEUCIITYPHBIX 6JIaHKOB B INOABCAOMCTBCHHLIX OpraHU3alvAaX, YHOJIHOMOUYCHHBIX OCYUICCTBIATDH
MOJIyYeHUE CIHEeIUANbHBIX PELENTYpPHBIX OJNlaHKOB OT MMHHCTEpPCTBA, HMX XpaHEHHWE U BblIady
MCIUIUHCKUM OpPraHu3anusiam (znanee - YOOJIHOMOYCHHAA OpFaHI/ISaHI/IH).

15. B ynonHOMOYEHHOM OpraHU3alMi U MEIUIMHCKON OpraHu3aluy, MOJYYUBILIEH ClelraIbHbIe
penenTtypHble ONaHKH, OPTraHU3YeTCs] PErucTpanus, Y4eT W XPaHEHUE CIEUUAIbHBIX PELENTypPHBIX
OJIaHKOB.

Peructpanus, y4eT M XpaHEHHE pE3EepBHOTO 3araca CIEHUAIBHBIX PEIENTYpPHBIX OJaHKOB
MuHHCTEpCTBA  OCYHIECTBISIETCS  (eepalibHBIM  TOCYAaPCTBEHHBIM  OIOKETHBIM — YUPEIKACHUEM,
HaxogsamumMces B BEACHUN MI/IHI/ICTepCTBa (,uanee COOTBETCTBCHHO - pe3epBHBII71 3arac, IIoABCAOMCTBCHHOC
YUpeKICHUE).

16. PaboTHHMK, Ha3HAYCHHbIM MPHUKA30M PYKOBOAUTENS  YIOJIHOMOYEHHOW OpraHu3aluu
(YNOJIHOMOYEHHON OpraHu3alMy, MOJBEAOMCTBEHHOIO YYPEXJICHHs) OTBETCTBEHHBIM 3a PETUCTPALMIO,
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XpaHEHHWE M YYeT CHEIUAIbHBIX PELENTYpPHBIX OJIaHKOB (Jalee - OTBETCTBEHHBIH paOOTHHK), Ha
OCHOBAHUHU JOBEPEHHOCTH, O(DOPMIICHHON B TOPSJIKE, YCTAHOBICHHOM 3aKOHOAATEILCTBOM Poccuiickoit
Qenepan (C MOAMMCHIO  PYKOBOIMTENS  YIOJIHOMOYEHHOM  oOpraHm3auud  (yImoJHOMOYEHHOM
OpraHM3alliH, TOIBEJOMCTBEHHOTO YUpEXKIECHNUS ), INIABHOTO OyXrajiTepa, 3aBepeHHBIX KPYIVION Me4aThio),
NOJTyYaeT CHelHaIbHbIe PelenTypHble OJIaHKU U OCYLIECTBISIET BeJICHHE JKypHaJla PETUCTPALIMH U y4eTa
CIENUANIbHBIX PEIENTYpPHBIX OJIaHKOB, K KOTOpOMY mpuoOmaer (oro- u (WiId) BUIAECOMATEPHAIBI,
noATBepkaaromue Gakr opopMIIeHUs PELENTYPHBIX OJaHKOB Ha oMY (IIpY HAJTMYUN).

17. JKypHan peructpauud M yuyeTa CHEHUATbHBIX pPELENTYypHbIX OJaHKOB JOMKEH ObITh
MPOHYMEPOBaH, MNPOIIHYPOBaH, UMETh Ha MOCIEAHEH CTpaHUIE 3alUCh, COACPKAILYIO KOJIUYECTBO
CTpPaHHUL, TIOJIHOE HAaWMEHOBAHME YIIOJIHOMOYEHHON opraHu3anuu (MEIULHUHCKOW OpraHu3alui,
MOJIBEIOMCTBEHHOTO  YUPEKJEHHUsA), a TaKXKe CKpEIUIeH TMOAMUCHI0O PYKOBOAUTENST U  I€YaThIO
YHOJIHOMOYEHHON OpraHu3aiiy (MEAUIIMHCKON OpraHu3aluy, MoABEJOMCTBEHHOTO YUPEXKICHNU).

Kypnan perucrtpauuu W ydeTa CHELMATbHBIX pPEHENnTYpPHBIX OJIAHKOB pE3EepBHOIO 3amaca
MunmcTepcTBa CKpEIUIsIeTCsl TakKe MOANUCHIO JUPEKTOpa (B CIydyae €ro OTCYTCTBUS - 3aMECTHTENs
nupekTopa) JlemapramMeHTa peryiMpoBaHHs OOpalleHHs JIEKapCTBEHHBIX CPEACTB W METUIIMHCKHUX
n3nenuii MuHucTepcTBa U neyarbio MUHUCTEPCTBA.

18. B xypHase perucrpauud ¥ YydeTa CHEUUAIbHBIX PELENTYpHBIX OJaHKOB YKa3bIBalOTCS
CIENYIOLIUE CBEACHUSA:

1) nopsiAKOBBIN HOMED 3aIMUCH;

2) MPUXOJ CTICIIMAIIBHBIX PELENTYPHBIX OJTaHKOB:

a) PEKBU3UTHI U JlaTa PETUCTPALMK IPUXOJHOTO JOKYMEHTA,

0) o0111ee KOJIMYECTBO MOCTYMHUBIINX CIICIIMAIBHBIX PELETTYPHBIX OJaHKOB;

B) CepUs U HOMEP CIEeNUaIHLHOTO PELENTypHOTO OJlaHKa;

I') KOJIMYECTBO CHEIHAIbHBIX PELIETITYPHBIX OJAHKOB MO KaXKJI0W CepHH;

1) bamMumusi, UMsi, 0OTY4ECTBO (TTOCIICAHEE - TIPU HATMYUH) U TTOJITUCH OTBETCTBEHHOTO pa0OTHHUKA;
3) pacxop crienuaabHbIX PEIENTYPHBIX OJIAHKOB:

a) JaTa BBIAAYH CIICIUATBHBIX PEIENTYPHBIX OJIAHKOB,

0) cepur U HOMEpa BBIJJAHHBIX CIEIUATBHBIX PEIENTYPHBIX OJIAHKOB;

B) KOJMYECTBO BBIIAHHBIX CIHEIMAJIbHBIX PELENTYPHBIX OJaHKOB C YKa3aHHEM B CKOOKax
KOJIMYECTBA CHEIMAIBHBIX PELETITYPHBIX OJaHKOB, BBIIAHHBIX JJIs1 OOPMIICHUS Ha JIOMY;

r) damwins, UM, OTYeCTBO (TIOCIEAHEEe - TpPH HAIWYUHU) U TOANUCH JIUIA, MONyYUBIIETO
CHelHalIbHbIe pelenTypHble OJTaHKH;

1) KOJIMYECTBO CIIEHUAIBHBIX PELeNTypHBIX OIaHKOB, 0()OPMIICHHBIX Ha JIOMY;
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e) (ammnmsa, ums, oTdecTBO (MOCHENHEe - MPH HATUYMU) M TOANNCH JHUIA, O(POPMUBIIETO
CrellMabHbIE PELENTYpHbIE OJIaHKU Ha A0MY;

4) damunus, uMs, 0TUECTBO (TIOCIIEHEE - TPH HAIWYHMH) U MTOJIHCH OTBETCTBEHHOTO PAa0OTHHKA;
5) oCTaToOK CHeIUaIbHBIX PEIENTYPHBIX OJIAHKOB.

19. CneumanpHblii peUENTypHBIA ONaHK SBISETCA JOKYMEHTOM CTPOTOW OTYETHOCTH. 3arac
CHELMATIbHBIX PELENTYpPHBIX OJAHKOB B MEIMILMHCKOM OpraHu3aluy JOJKEH XPaHUTHCS B CHEMAIBHBIX
NOMEIIEHUsX, cel(ax WK B ClIEUATIbHO U3TOTOBIECHHBIX IMIKa(ax, OOUTHIX OLIMHKOBAHHBIM KEJIE30M, C
HaJIe’KHbIM BHYTPEHHUM WJIM HABECHBIM 3aMKOM.

[Tomemmenus, cel(pl, mKadpl, B KOTOPHIX XPaHATCS CHELMATbHbIE PEHENTYpPHbIE ONaHKU, JTOJIKHBI
OBITb 3aKpBITBl HAa 3aMKM U IIOCJIE€ OKOHYAaHUSA pabOThl OIle4aTaHbl I1€YaThi0 YIOJIHOMOYEHHOM
opranu3any (MeIUIIMHCKOW OpraHu3aIliK) WK OTUIOMOUPOBAHHI.

20. B MEOMIMHCKMX OpraHH3alysX 3amac CIEHaTbHBIX PELENTypHBIX OJIAHKOB HE JOJDKEH
IpEeBbIIATh TOJJ0BOI MOTPEOHOCTH.

21. Paspemaercs BbIIaBaTh MEIUIIMHCKOMY paOOTHUKY, HWMEIOIIEMY TIpaBO Ha3HAYaTh
HapKOTHYECKHEe (IICHUXOTPOIHbIE) JIEKapCTBEHHbIE Ipemnaparbl, €JMHOBPEMEHHO He Oosee JBaaLaTH
CHEIHAJIbHBIX PELeTITYPHBIX OJaHKOB.

MenunuHcKre paOOTHHMKH, BBIMKCHIBAIONINE pPELENThl Ha HAapKOTUYECKHE (IICHXOTPOIIHBIE)
JIEKapCTBEHHBIE TIpETapaThl, HAa OCHOBAHWY IPHKa3a PYKOBOTHUTENS METUIMHCKOW OPTraHU3alUH HECYT
JUYHYIO OTBETCTBEHHOCTh 3a COXPAaHHOCTb IOJYYEHHBIX CIEIHATbHBIX pPELUENTYpHBIX OJIaHKOB.
CrnennanpHble pelienTypHbIe OJaHKH, MOTyYEHHbIE MEJUIMHCKUM PaOOTHHKOM, XPAHSATCS O] 3aMKOM B
ceiidax, MeTAIITMUECKUX MIKadax I METAUTHIECKHX SIITUKaX.

22. B MEIUIIMHCKON OpPraHU3alMu CO3/1a€TCs TOCTOSTHHO JEHCTBYIONIAs KOMUCCHSI, KOTOpasi HE pexe
1 paza kBapran (MO PEIIEHUIO PYKOBOAUTENS MEIUIMHCKON OpraHM3alMi BO3MOXHO 4Yallle)
OCYIIIECTBIIIET MPOBEPKY COCTOSTHUSI PETUCTPAIIMU U yUueTa CIIeUATbHBIX PEIENTYPHBIX OJaHKOB, B TOM
YHClie MMyTeM CBEPKH 3aluceill KypHanaa pPEerucTpallii U y4eTa CIEeNHaIbHBIX PEIeNTypPHBIX OJaHKOB, C
(haKTHUEeCKUM HAJIMYUEM CIIeNHUAbHBIX PEIENTYPHBIX OJAHKOB, a TAK)KE MPOBEPKY COCTOSHUS XPaHCHUS
CHEIMANILHBIX PEIEeNTYPHBIX OJaHKOB.

[To pe3ynbraTam MpOBEpPKU B KypHaje PETUCTPALMU M yueTa ClelUaIbHbIX PEIeNTypHbIX OJaHKOB
JieNaeTcsl 3auch O pe3yJbTarax MPOBEICHUS CBEPKH JAHHBIX, 3aKPEIJICHHAs MOAMMCSIMU BCEX YJICHOB
KOMHUCCHUH, UJTU CO3JAETCsl CTIeUaIbHbIA aKT POBEPKHU.

23. ®enepanbHble OpraHbl UCTIONHUTEIHHON BIACTH U OPraHbl UCIOJIHUTEIBHON BIACTH CYOBEKTOB
Poccuiickoit deaepanuum OCylIECTBISIIOT KOHTPOJIb 3a OpraHM3alMell perucTpanuy, y4eta U XpaHeHUs
CIICTIUAJIBHBIX PCUCIITYPHBIX 6HaHKOB B YHOJJHOMOYCHHBIX OpraHnu3alugax U MCAUIIUHCKUX OpraHu3aluidx.

24. Bplgaua coenuadbHBIX PEHENTYpPHBIX OJaHKOB M3 Pe3epBHOro 3amaca MHHHCTEPCTBA
q)enepaanHM opraHaM HCHOHHHTGHBHOﬁ BJIaCTU H opraHaM HCHOHHHTGHBHOﬁ BJIaCTHU Cy6’beKTOB
Poccuiickoit  ®exepannu  OCYIIECTBISAETCS  OTBETCTBEHHBIM  PAOOTHHUKOM  ITOJBEIOMCTBEHHOTO
YUPEKACHUSI Ha OCHOBAHUU pEIIeHHs] 00 OTIMYCKE CHEIHATbHBIX PELENTYPHBIX OJIaHKOB, 0(OPMIICHHOTO
B BUJIE MHChMA, MOAMHCAHHOTO TUPEKTOPOM (B CIIydae €ro OTCYTCTBHSI - 3aMECTHTENIeM IUPEKTOpa)
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JlemapraMeHTa peryiIMpoBaHUs OOpalleHUs] JIEKApCTBEHHBIX CPEACTB M MEIMIMHCKUX HW3ICTHil
MunucrtepcTsa.

IIpoBepka neATEIbHOCTH MOABEIOMCTBEHHOIO YUPEXKAECHUS IO PETUCTPALMU, YUETY U XPAaHEHUIO
pE3epBHOIO 3araca OCyLIECTBIsAeTCs JlemapTaMeHTOM peryaupoBaHHus OOpalleHHs JEKapCTBEHHBIX
CPEICTB M MEAMUMHCKMX H3lenuii MuHucrepctBa 2 pa3za B roj He nosnHee 20 uucna Mecsua,
CJIEAYIOLIETO 3a UCTEKIIMM MOIYTOIUEM.

[Tpunoxenue N 6

K npuka3zy MUHHCTEPCTBA 3IpaBOOXPAHEHUS
Poccuiickoit @enepanuu

ot 24 nosiopst 2021 . N 1094n

NMPABUIIA
O®OPMIIEHUA PELIEENTOB, COAEPXXALLUMUX HABHAYEHUE HAPKOTUYECKUX
CPEACTB U NCUXOTPOINHbLIX BELWWECTB, B TOM YACJIE B POPME
ANMEKTPOHHbLIX AOKYMEHTOB

I. OcbhopmneHue peuenta Ha BymaxxHOM HocuTene

1. Ha peunentypnsix 6mankax ¢opmbl N 107/y-HII B 1eBOM BepxHEM YTy MPOCTABISETCS IITAMIT
MEJIMIIMHCKOW OpraHu3allid C yKa3aHHEeM €€ IOJIHOTO HAaWMEHOBaHMsS, ajapeca W TenedoHa ¢ daroit
BBITIMCKH (aTOl 0OpMIIEHHS) pelrienTa Ha JISKApCTBEHHBIN MTpenapar.

Penentypusie O6manku ¢opmer N 107/y-HII u3roraBiauBaroTCs MCKIIOUUTENBHO TUIOTPadCKUM
CIOCOOOM.

2. Ha peuentypHbix OnaHkax, OG(OpPMIIIEMBIX WHAMBUIYAIbHBIMH TPEANPUHUMATEIISIMH,
UMEIOIMMH JIMIEH3UI0 Ha MEIUIUHCKYIO JeATeNIbHOCTh, B BEPXHEM JIEBOM YIIy THIOTPapCKUM
crnocoOOM WM TIyTeM MPOCTAaBIEHHUsS IITamma JODKEH OBITh yKa3aH aJpec WHAWBUIYAIbHOTO
IPEIIPUHAMATEN, HOMEpP M Jara JIMLEH3MHM, HAauMEHOBAHHE OpraHa TIOCYJapCTBEHHOH BIIACTH,
BBI/IaBILIETO JINLEH3HIO.

3. Penentypnsie 6manku Gopmer N 107/y-HIT 3anonHar0TCS MEAUITMHCKUM paOOTHIUKOM YEPHHUIIAMH
WJIM IIAPUKOBOU PYUYKOM.

4. Jlonyckaetcst oopMIIeHHE BCEX PEKBU3UTOB (3a MCKIIOUeHHEM pekBu3uTa "lloanmuck jiedariero
Bpaua (moamuchk Qenpamepa, akymepku)") peuentypHeix OmankoB ¢opmel N 107/y-HIT ¢
HCIIOJIb30BaHUEM I€YaTAIOIIUX YCTPOICTB.

5. B penenrtypuom 6nanke popmer N 107/y-HII B cTpokax "®amumnusi, uMs, 0T4€CTBO (TIOCIETHEE -
npu Haau4uK) naruenTa” u "Bo3pact" yka3bpIBarOTCS MOTHOCTHIO (paMuUIIHsl, UMsI, OTYECTBO (TIOCIICTHEE -
IIPY HAJM4YMH1) MALUEHTa, €r0 BO3pacT (KOJIUYECTBO MOIHBIX JIET).

JlommycTUMO yKa3aHHE JaThl POXKIACHUS MAIlUEHTA.
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6. B peuentypuom 6nanke ¢popmsl N 107/y-HIT:

1) B crpoke "Cepust 1 HOMEp Tojica 00s3aTEIbHOTO MEAUITMHCKOTO CTPAaXOBaHUA'" yKa3bIBACTCS
HOME MoJIHca 0053aTeTHPHOT0 METUITMHCKOTO CTPAaXOBaHUS MAalMeHTa (TIPY HAIUYHUH ),

2) B ctpoke "Homep MemuIMHCKON KapThl' yKa3bIBA€TCsS HOMEP MEIWIIMHCKOW KapThl MAlMCHTA,
nojgy4daromero MEAUIMUHCKYHO IMOMOIIbL B aM6YHaTOpHBIX YCIIOBUSAX, WU HUCTOPUHA 60JI€3HI/I nmanucHTa,
BBIMKICHIBAEMOTO U3 MEAUIIMHCKON OpraHu3aluu;

3) B cTpoke "damuins, UMs, OTYECTBO (MIOCIENHEE - IPU HAJIMYMM) Jevaero Bpada (denpamepa,
aKyIIepKn)" yKa3bpIBa€TCS TMOJHOCTHIO (aMUJIUsl, UM, OTYECTBO (MOCIEAHEE - MPU HAJUYMH) Bpada
(penpamepa, aKyniepku), BBITUCABILETO pPELENT HAa HAPKOTUYECKHH (IICHMXOTPOMHBIN) JIeKapCTBEHHBIH
npernapar.

7. B rpade "Rp" penentypHoro Onanka ¢popmbl N 107/y-HII yka3siBaercs:

1) HauMeHOBaHME JIEKAPCTBEHHOTO TperapaTa (MeXIyHapoJHOe HEelaTeHTOBAHHOE HaMMEHOBAHHE,
IPYNIUPOBOYHOE MM XUMHUECKO€ HAaMMEHOBAHKE, TOPrOBO€ HAMMEHOBAHKE) HA JIATUHCKOM SI3bIKE WJIH
Ha PyCCKOM sI3bIKe, (hopMa BBIMYyCKa, JO3MPOBKA, KOJHYECTBO (YKa3bIBACTCS MPOMKCHIO HA PEIENTYPHOM
6manke ¢popmsl N 107/y-HII);

2) cmoco0 TpUMEHEHUsl JEKapCTBEHHOTO Tperapara Ha TOCYIapCTBEHHOM s3bIke Poccuiickoit
Qdenepanuu WIM Ha TOCyHapcTBEHHOM s3blke Poccuiickonn denepanuu M TroCylIapCTBEHHOM  SI3BIKE
pecmyONIuK ¥ UHBIX si3bIKax HapoaoB Poccuiickoit denepanun <1>.

<1>Yacts 1 crareu 15 3akona Poccuiickort @eaepanmu ot 25 okTs16ps 1991 . N 1807-1 "O s3bikax
HaponoB Poccuiickoit ®enepanun" (nanee - 3akon N 1807-1). (BegoMmoctu che3ga HApOJHBIX JIEMYyTaTOB
PC®CP u Bepxosnoro Cosera PCOCP, 1991, N 50, ct. 1740).

8. IIpu odopmiieHnn penenTypHbIX OJIAHKOB 3aIPEIIacTCs OTPAaHMYMBATHCSA OOIIMMH yKa3aHUSIMHU,
HanpumMmep, "Buytpennee", "M3BecTHO".

9. Ilpu odopmnennn mamueHTy peuentypHoro Onanka dopmsl N 107/y-HII Ha HapkoTHyeckuit
(TICUXOTPOIHBINA) JIEKAPCTBEHHBI TMpernapar B paMKaxX OKa3aHUs MEIUIMHCKOW IOMOINM IIpH
OIIpeIeIEHHOM 3a00JIeBaHUU TaKOH peLenT 3aBepsAeTcs:

1) moANUCHIO ¥ TMYHOU MeYaThio Bpaya JIMO0 MOANHUCKHIO (enbimepa (aKyIepKn);

2) neyaTbl0 MEAMLMHCKOM OpraHu3aluy, JU00 CTPYKTYpHOTO IOAPA3/ENeHUsl METULIMHCKON
opranuzanuu "Jlng peuentoB", KOTOpas HPOCTABISIETCS JIMLOM, YIOJHOMOYEHHBIM PYKOBOAMTEIEM
MEIUIMHCKOW OpraHu3alui C yKa3zaHueM (aMWINU, UMEHH, OTYeCTBa (TOCJIeqHee - MpPU HAIUYUU) U
IIPOCTABIEHUEM €TI0 JIMYHOU MOIUCH.

B cnywasx HeoOxomuMocTH OQOpMIICHHS pelenta Ha HapPKOTHYECKHH  (TICUXOTPOITHBIN)
JICKapCTBEHHBIM IIpernapar Ha JOMYy B paMKaxX OKa3aHUs [aJUIMaTUBHOM MEIMIMHCKOW IOMOIIU
JIOIIyCKAeTCsl IPEABAapPUTEIbHOE 3aBEPEHUE DPELENTa INTAaMIOM MEIUIMHCKOM OPraHMU3alMH, IEYaThIo
MEIUIIMHCKOW OpraHM3aluu JINOO CTPYKTYPHOTO MOApA3AENeHUs MEAMLUMHCKON opranuzammu "Jlns
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perenToB", KOTOpas TPOCTABISETCA JIMIOM, YIOJHOMOYEHHBIM pPYKOBOAMTENEM MEIHIIMHCKON
OpraHu3aIy, ¢ YKa3aHueM (paMuiInd, UIMEHHU, OT4ecTBa (MOCIEeIHEe - IPU HAJIMYHUN) U MPOCTABICHUEM
ero nuuHOW mnomnucu. Ilpw 3ToM B JKypHale pErucTpalMd W ydyeTa pelenTypHbIX OJIaHKOB B
COOTBETCTBUH C [lOpSIIKOM pEerucTpanuu, ydyera U XpaHeHHs CHelHaIbHBIX PEHENTYpPHBIX OJAaHKOB Ha
HApKOTUYECKHE CpEICTBA WJIM TICUXOTPOITHBIE BELIECTBA, YTBEPKIECHHBIM HACTOSIIUM IPHKA30M,
JeNaeTcss OTMETKa O ero Bbigade Juisi OQOpPMIICHHS Ha JIOMY, a TaKKe OTMETKa, YIOCTOBEpEHHAs
NOANHUCHI0 Bpauya Jubo ¢denpamepa (akymepku), oGopMHUBIIEro peunent, o (akre ero opopmiIcHHS,
KOTOPBIA MOXKET OBITh IOTIOTHUTEIBHO MOATBEPKEH (OTO- U (M) BUIEOMaTEepHaATIaMHU.

B ctpoxke "OTMeTka anTeyHON opraHu3aniy 00 oTmycke" CTaBUTCS OTMETKA aTeYHOH OpraHu3anuu
00 OTIyCKe HAapKOTUYECKOTO (TICUXOTPOITHOTO) JIGKAPCTBEHHOTO Tpernapara (¢ ykazaHneM HanMEHOBaHMUS,
KOJIMYECTBA OTIYLIEHHOIO HAapKOTHMYECKOIO (IICHUXOTPOIIHOTIO) JEKAapCTBEHHOIO Mpenapara U JaTbl €ro
OTIIyCKa), KOTOpas 3aBepsieTcs IOANUChI0 paOOTHHKA aNnTeYyHOW OpraHu3alyM, OTIyCTHBILETO
HApKOTUYECKUH (IICMXOTPOMHBIN) JIEKAapCTBEHHBIH Ipemapar (¢ yka3aHueM ero (paMuinu, HMEHH,
oTdyecTBa (MOCIEAHEE - MPU HAIWYKMM), a TAK)KE KPYIIOW MEYaThl0 alTeYHOW OpraHu3allld, B OTTHCKE
KOTOPOH JTOJDKHO OBITH MIEHTH(PULIMPOBAHO MOJHOE HAUMEHOBAaHHE allTeYHON OpraHu3aIuH.

10. Ha ogroMm penentypHoM Omanke (Gopmbl N 107/y-HIT paspermaercst ocymiecTBiasTh Ha3HAYCHUE
TOJLKO OJJHOTO HAUMEHOBAHUS JICKAPCTBEHHOTO Ipernapara.

11. MUcnpaBiieHus B peuienTe He JOMYCKaIOTCS.
Il. OchopmneHume peuenTta B hopme INEKTPOHHOro AOKYMeHTa

12. Penient B (popMe 3JIEKTPOHHOTO TOKYMEHTA, MOAMMCAHHOTO YCHUJICHHOW KBATH(UIIUMPOBAHHON
SNIEKTPOHHOHN MOANMUCHIO, (OPMUPYETCS MEIUIMHCKAM PAOOTHHKOM, CBEJCHUS O KOTOPOM BHECEHBI B
denepanbHbIl  perucTp METUIMHCKUX paOOTHMKOB <2>, a TakkKe NpH YCIOBUM PErucTpaluu
MEIUIIMHCKOW OpraHu3alliy, B KOTOPO oopmisieTcs peuent, B ¢enepaabHOM peecTpe MEIHIMHCKUX
opraHu3amnuii <3> eauHOW TOCyIapCTBEHHOW MH(OPMAIMOHHONW CUCTEMBI B cepe 3ApaBOOXpaHEHUS U
MOAKJIIOYEHUSI TAaKOW MEAMIMHCKOM OpraHu3ali K TOCYJAapCTBEHHOH WH(OPMAIMOHHOW CHUCTEME B
chepe 3apaBooxpanenus cyobekra Poccuiickoit @enepammm <4>.

<2> Yacte 4 crateu 91.1 ®enepanbHoro 3akoHa N 323-®3 (CobOpanHue 3aKOHOIATEIHCTBA
Poccuiickoit @enepanuu, 2011, N 48, ct. 6724; 2020, N 29, ct. 4516).

<3> Yacte 4 crateu 91.1 ®denepanbHoro 3akoHa N 323-®3 (CobOpaHue 3aKOHOIATEIHCTBA
Poccuiickoit ®enepanuu, 2011, N 48, ct. 6724; 2020, N 29, ct. 4516).

<4> Cratpu 91 u 91.1 ®denepanbroro 3akona N 323-D3 (Cobpanue 3akoHomaTenbcTBa Poccuiickoit
Oenepanun, 2011, N 48, cT. 6724).

13. Tlo TpeOoBaHMIO TAIMEHTAa WM €r0 3aKOHHOTO MpPEICTaBUTENS O(QOPMISETCS SK3EMIUIIP
peuienita B (opmMe D3IEKTPOHHOTO JOKyMEHTa Ha OyMa)kHOM HocuTene ¢ oTMmeTkou "JlyOmukar
ANIEKTPOHHOTO TOKyMEHTa" .
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