3apeructpupoBano B Munrocte Poccun 30 HosiOpst 2021 . N 66124

MUHHCTEPCTBO 3[[PABOOXPAHEHHSI
POCCHUIICKOI ®EJEPALIUU

IIPUKA3
ot 24 nosiopsa 2021 . N 1094n

OB YTBEPXKJIEHUU MOPSJIKA HAZSHAYEHUS
JIEKAPCTBEHHBIX HPEINAPATOB, ®OPM
PELEONTYPHBIX BJIAHKOB HA

JEKAPCTBEHHBIE MPEIMAPATBI, TOPSIJIKA

O®OPMJIEHUS YKA3ZAHHBIX BJIAHKOB, X

YUETA U XPAHEHUSI, ®OPM BJIAHKOB
PELIENITOB, COAEP)KALIUX HASHAYEHUE
HAPKOTHUYECKHUX CPEJACTB WA
MCUXOTPOIHBIX BEIMECTB, MOPSIJIKA UX
W3TOTOBJEHUS, PACIIPEJAEJEHUS,

PETMCTPALIUU, YUETA U XPAHEHUS, A TAKXKE

MPABWUJI O®OPMJIEHUS BJAAHKOB PELIEIITOB,

B TOM YU CJIE B ®OPME DJIEKTPOHHBIX

JTOKYMEHTOB

B coorBercTBUM ¢ nyHKTOM 16 yactu 2 ctatbu 14 ®denepanpHoro 3akoHa oT 21 HosAOps
2011 . N 323-@3 "O06 ocHOBax OXpaHBI 3710pOBhs rpaxaan B Poccuiickoit deneparmn’”
(Cobpanue 3akononarenbctBa Poccutickoit denepanuu, 2011, N 48, cr. 6724; 2017, N 31,
ct. 4791), nynkTom 2 cratbu 26 DenepanbHoro 3akoHa ot 8 sHBaps 1998 . N 3-03 "O
HapKOTHYECKHX CPEICTBaX M MCHXOTPONHbIX BemecTBax' (CoOpaHue 3aKOHOATENBCTBA
Poccuiickoit ®enepanuu, 1998, N 2, cr. 219; 2017, N 31, ct. 4791), moamyHKTaMu
5.2.177, 5.2.178 u 5.2.179 nynxta 5 ITonoxenuss o MUHHCTEPCTBE 3APaBOOXPAHEHUS
Poccuiickont ®enepanuu, yrBepKaeHHOTO rmocraHoBiaeHueM [IpasurenscrBa Poccuiickoi
®eneparn ot 19 uwrons 2012 . N 608 (CoOpanue 3akoHomarenbcTBa Poccuiickoit
®enepanyn, 2012, N 26, ct. 3526; 2015, N 23, ct. 3333; 2017, N 52, ct. 8131; 2021, N

43, ct. 7258), mpuKa3bIBaio:
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1. YTBepauts:
[Topsaok Ha3HAYEHMS JICKAPCTBEHHBIX MTPenaparoB coriacHo npmiokennio N 1;

(OpMBI pelienTypHBIX OJIAHKOB Ha JICKAPCTBEHHBIC TIPEaparhkl COrIacHO mpuioxkeHuo N
2;

[opsimox oopmiieHns: peenTypHbIX OJIAaHKOB Ha JIEKAPCTBEHHBIC MpENapaThl, UX ydeTa
U XpaHeHus cornacHo npuioxenuto N 3;

(bOpMBI OJ1aHKOB pPEUCITOB, COACPKAIIUMX HA3HAYCHUC HAPKOTUYCCKHUX CPEACTB HIIN
IICUXOTPOITHBIX BEUICCTB, COITIACHO IIPUIIOKECHUTO N 4,

[Topsok M3roTOBIEHUS, pacHpeesieHus], PEerucTpaly, ydyeTa U XpaHEeHUsS pELEITOB,
coacpKallux HA3HAYCHHUC HAPKOTHYCCKUX CPCACTB WM TIMCHUXOTPOIIHBIX BCUICCTB
contacHo npuioxkeruto N 5;

[TpaBuiia oopMIIEHUS PELIENITOB, COACPIKAIIMX Ha3HAYEHHE HAPKOTHYECKUX CPEJCTB WU
MICUXOTPOIHBIX BEUIECTB, B TOM YHUCIIE B (POpPME SIIEKTPOHHBIX JOKYMEHTOB COIJIACHO
npunoxenuto N 6.

2. IlpusHaTh yTpaTuBLIMMHU CUILY.

npuka3z MunucrepcTBa 3npaBooxpanenus: Poccuiickoit @enepauuu ot 1 aprycra 2012 .
N 54 "OO yrBepxneHuu QopMbl OJIAHKOB PEILENTOB, COACPXKAIIMX Ha3HAYCHHE
HAapKOTHYECKUX CPEACTB WJIM TICHXOTPOITHBIX BEIIECTB, IMOPSAKA WX HW3TOTOBJICHHS,
pacmpeeneHusi, perucTpaluy, ydera M XpaHEHUs, a Takke MpaBuwil odopmiIeHUs
(3apeructpupoBan MunuctepcTBoM octuiiuu Poccuiickoit @enepanuu 15 aBrycra 2012
r., perucrpaiuonubiit N 25190);

npuka3z MunuctepcTBa 3apaBooxpanenus Poccuiickoit @enepanuu ot 30 utons 2015 ¢ N
3851 "O BHeceHMM W3MEHEHMH B MpUKa3 MUHUCTEPCTBA 3ApaBoOXpaHeHus Poccuiickoii
@enepanm ot 1 aBrycra 2012 . N 541 "O06 yrBepxkneHnu GopMbl OJIAHKOB PELIENTOB,
COZIEpKAIllUX Ha3HAYEeHUE HAPKOTHMUECKUX CPEJICTB MM TICUXOTPOIHBIX BEIIECTB,
MOpSIKA VX W3TOTOBJICHUS, PACIIPEICNICHHs], PETUCTPAIliH, y9eTa U XpaHEHUs, a TaKxKe
npaBuwi opopmieHus” (3aperucTpupoBaH MHHHCTEPCTBOM OCTUIMU PoccHiicKoi
®enepannu 27 Hosopst 2015 1, perucrparmonnsiit N 39868);

npuka3z MuHuctepcTBa 3apaBooxpanenus Poccuiickoit @enepannu ot 21 anpens 2016 .
N 2541 "O BHeceHMM WH3MEHEHUIl B mpuKa3 MuHHCTEpPCTBA 3]PaBOOXPAHEHHUs
Poccuiickoit @enepannn ot 20 mekadbps 2012 r. N 11751 "OO yTBep>KACHUU MOpPSIKA
HA3HAYCHMs U BBITUCHIBAHMS JIEKAPCTBEHHBIX MPENaparoB, a Takke GOpM pelenTypHBIX
OJTaHKOB Ha JIEKapCTBEHHBIE TIpEnaparsl, MopsaKa oPOPMIICHHS YKa3aHHBIX OJAHKOB, WX
yueta W XpaHeHus u npuioxenue N 2 k mpukazy MuHHCTEpCTBa 3paBOOXPaHEHUS
Poccuiickoit @eneparuu ot 1 aBrycra 2012 . N 54n "O06 yrBepxneHun GopMbl OJTaHKOB
PELIENTOB, COMAEpXKAIIUX HAa3HAYEHUE HAPKOTHUYECKUX CPEICTB MM ICHUXOTPOMHBIX
BEIIECTB, MOPSIKA MX U3TOTOBIICHISI, paclipeesieH s], pETUCTPAINY, Y9eTa U XpaHeHHs], a
Taroke npasui odopmienus” (3aperucTpupoBaH MHHUCTEPCTBOM FOCTHIIMHU Poccuiickoi
®eneparu 18 urons 2016 1., peructpanuonnsiii N 42887);

IIYHKT 4 H3MEHEHUI, KOTOPBLIC BHOCATCA B HCKOTOPBIC IIPHUKA3bI MI/IHI/ICTepCTBa
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3IpaBOOXpAHEHUs U colMalibHOrO pa3ButHusi Poccuiickoilt denepaunu 1 MuHUCTEpCTBA
3npaBooxpaneHuss Poccuiickoit @emeparuy Mo BOmpocaM OOpaIeHHs JeKapCTBEHHBIX
MpernaparoB, COJAEPKAIIMX HAPKOTUYECKUE CPEICTBA, ICHUXOTPOIHBIE BEIIECTBA M HX
IIPEKYPCOPBI, U JIEKAPCTBEHHBIX CPEACTB, IMOUIEKALINX IPEIMETHO-KOJINYECTBEHHOMY
yueTy, YTBEp)KICHHBIX NpukKazoM MuHucTepcTBa 3/ApaBooxpaHeHus Poccuiickoit
®enepamun ot 31 okrsopst 2017 1. N 882H (3apeructprpoBad MUHHCTEPCTBOM FOCTHIIUH
Poccwuiickoit ®enepanyu 9 ssuBapst 2018 ., peructpaunonnsiii N 49561);

npuka3z MunucrepcTBa 3apaBooxpanenus: Poccuiickoit denepannn ot 11 gexadps 2019 .
N 10211 "O BHecennn m3meHeHui B npuioxeHus N 2 u 4 k npukazy MuHucTrepcTBa
3apaBooxpanenus Poccuiickoit ®enepaumm or 1 asrycra 2012 . N 54m "OG6
yTBepKIeHHH (OPMBI OJIAHKOB PEIENTOB, COJACPKANIMX HAa3HAYEHUE HAPKOTUYCCKHX
CPeACTB WJIM TICHXOTPOIHBIX BEIIECTB, MOPSIKAa WX H3TOTOBJICHUS, paclpeleieHus,
pErHCTpalliK, ydeTa M XpaHEeHHWs, a Takke npaBumil odopwieHus" (3aperucTpupoBaH
MunuctepctBom  toctuiuu  Poccuiickori  ®enepanuun 28  smBaps 2020 T,
perucrpaimonsbiii N 57293);

npuka3 MuHHCTEpCTBa 3apaBooxpaneHus Poccuiickoii deneparnuu ot 8 okTaops 2020 r.
N 1076n "O BHeceHuum wusmeHeHuid B Ilopsnok perucrTpauuu, ydyera U XpaHEHUS
CHEIHAIbHBIX PELENTYpPHBIX OJaHKOB HAa HApPKOTUYECKHE CPEACTBA WM MCUXOTPOIHBIE
BEILIECTBA, YTBEP)KICHHBIM NpHKa3oM MuHHCTEpCTBa 3ApaBooxpaHeHus Poccuiickon
®eneparun ot 1 aBrycra 2012 . N 54u" (3apeructpupoBa MUHHCTEPCTBOM FOCTHIIUH
Poccutickoit ®enepanmu 13 Hostopst 2020 1., peructpanumonnsii N 60898);

npuka3 MunucrepcTBa 31paBooxpanenus Poccuiickoit ®enepanuu ot 14 suBaps 2019 ©
N 41 "OO0 yTBepkIeHHHM TOpSIKAa Ha3HAYCHHUsS JIEKAPCTBEHHBIX IpenaparoB, (Gopm
peLenTypHbIX OJJAHKOB Ha JIEKApCTBEHHBIE MTPenapaThl, MOps/ika oHOpMIICHUsT YKa3aHHBIX
OnaHKOB, WX ydeTa W XpaHeHus (3aperucTpupoBaH MHHHCTEPCTBOM HOCTHIIUH
Poccwuiickoii ®eneparyu 26 mapra 2019 r., perucrpannonnsiii N 54173);

npuka3 MunmncrepcTBa 3apaBooxpanenus Poccuiickoii @eneparuu ot 11 nexkabdbps 2019 r.
N 10221 "O BHeceHMHM HU3MEHEHUH B NpuUKa3 MHHHCTEpPCTBA 3PaBOOXPAHEHMUS
Poccuiickoit ®enepaunu ot 14 suBaps 2019 . N 4n "OO yTBepKIAEHHMU MOpPSIKA
Ha3HAYEeHUs JIEKAPCTBEHHBIX IpenaparoB, (opM  peuenTypHbIX OJaHKOB  Ha
JIEKapCTBEHHbIEC IpenapaTsl, Mopsaka oGOpMIIEHUS YyKa3aHHBIX OJaHKOB, UX ydyeTa U
XxpaHeHus" (3aperucTpupoBaH MHUHHCTEPCTBOM IocTHIMU Poccuiickoit deneparyu 28
suBaps 2020 r., peructpanmonnsiii N 57292);

npuka3z MunucrepcTBa 3apaBooxpanenus Poccuiickoit @eneparnun ot 8 okTs6ps 2020
N 10751 "O BHeceHHU M3MEHEHUH B MOPSIOK HAa3HAUEHHs JEKAPCTBEHHBIX IMPENaparos,
YTBEPKICHHBI IPUKa3oM MuHHUCTEpCTBa 3apaBooxpanenus Poccuiickon denepanuum ot
14 guBaps 2019 r. N 4H" (3apeructpupoBaH MHHUCTEPCTBOM IOCTUIMH Poccuiickoit
®deneparyu 22 nexkadbps 2020 r., perucrpannonnsiii N 61695);

oyHKT 3.8 WHCTpyKIMHM O TIOpSAKE BBHIMHCHIBAHUS JIGKAPCTBEHHBIX IPENapaToB M
opopmienuss penentoB U TpeOOBaHWMH-HAKIAAHBIX, YTBEPKICHHOM MpPUKa30M
MuHucTepcTBa 31paBOOXPAHEHUS U COLMANBHOTO pa3BuTus Poccuiickont ®enepanuu oT
12 ¢epans 2007 r. N 110 "O nmopsake Ha3HauYE€HUS U BBINHUCHIBAHUS JIEKAPCTBEHHBIX
MperapaToB, MU3ACTUA MEIUIIMHCKOTO HAa3HAYCHUS W CHEIHaIH3HPOBAHHBIX MPOTYKTOB
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aeycOHoro mmraHusA” (3aperuCTPUpOBaH MHMHHCTEPCTBOM FOCTULMH  PoccHiicKoi
Ddeneparuu 27 anpens 2007 r., perucrpannonnsiii N 9364);

npuka3 MuHHCTEpCTBA 3paBOOXPAHEHUS U COLMalbHOrO pa3Butus Poccuiickoit
@eneparun ot 17 mast 2012 & N 5621 "O6 yrBepxkaenuu [lopsiaka ormycka hpuznyeckum
JUIAM JIEKapCTBEHHBIX MpEenaparoB A MEAMLHUHCKOIO HPUMEHEHHs, COJEepIKALINX
KpOME MaJIbIX KOJMYECTB HAPKOTMYECKUX CPEACTB, IICUXOTPONHBIX BEIIECTB U HX
HPEKYpCOpOB Apyrue (hapMaKkoJOrHYeCKUe aKTUBHbIC BemiecTBa (3aperHCTpHpPOBaH

MunuctepctBoM toctuiinu Poccutickoit @eneparnuu 1 wronst 2012 r., peructpannoHHbINA
N 24438);

IOYHKT 2 UW3MEHEHUH, KOTOpbleé BHOCSTCS B HEKOTOpbIe IMpHKa3bl MHHHCTEPCTBA
3paBOOXPAHECHUS U COLMAIbHOrO pas3Butus Poccuiickoi denepanyu, yTBEP:KIECHHBIX
npuka3zoM MuHucTepcTBa 3npaBooxpaneHust Poccutickoit ®eneparuu ot 10 urons 2013 .
N 369u (3aperucrpupoBan MunucrepctBoM roctuniuu Poccutickoit @enepariuu 15 utons
2013 1, perucrparonnsiii N 29064);

npuka3z MunuctepceTBa 31paBooxpanenus Poccuiickoit ®enepanuu ot 21 aprycra 2014 .
N 4651 "O BHeceHMHM W3MEHEHMI B TMOPSIAOK OTHycKa (U3MYECKUM JIHIIAM
JIEKapCTBEHHBIX MPENaparoB JJs MEIULUHCKOIO IPUMEHEHHUs, COAEpXKALIUX KpoMe
MaJIbIX KOJINYECTB HAPKOTUUECKUX CPEJCTB, IICUXOTPOIHBIX BELIECTB U MX MPEKYPCOPOB
npyrue  (apMakoJIOrMUeCKMe aKTHBHBbIE  BELIECTBA,  YTBEP)KICHHBIM  MPUKA30M
MuHucTepCTBa 31paBOOXPAaHEHUs U coLUallbHOTO pa3BuTus Poccuiickoit denepaunu ot
17 mas 2012 . N 562" (3aperucrpupoBan MHHHCTEPCTBOM HOCTHIIMU Poccuiickoit
®enepanun 10 centsiops 2014 1., perucrpamuonnsiii N 34024);

IOYHKT 1 W3MEHEHu#, KOTOpbIE BHOCSTCS B HEKOTOpBIE IpHKa3bl MMHHCTEPCTBA
3IpaBOOXPAHEHU U COUMAIBHOrO pa3Butusi Poccuiickoilr denepaunu 1 MuHUCTEpCTBA
3npaBooxpaHenuss Poccuiickoii denepauuu, yTBEpKACHHBIX IPHUKa3oM MUHHUCTEpCTBA
3npaBooxpaneHuss Poccuiickoir ®epeparuu ot 10 centsops 2015 . N 634m
(3apeructpupoBan MunuctepcTBoM toctuiiuu Poccuiickoit ®emepaiin 30 ceHTIOPs
2015 ., peructparmonnsiii N 39063);

OYHKT 3 W3MEHEeHHH, KOTOpble BHOCITCS B HEKOTOpble NpHKa3bl MuHHCTEpCTBa
3IpaBOOXPAHEHU U COUMAIBHOrO pa3Butusi Poccuiickoilr denepaunu 1 MuHUCTEpCTBA
3apaBooxpaHenust Poccuiickoit ®denepanuu 1o BompocaM OOpalleHUs! JeKapCTBEHHBIX
MpEerapaToB, COAEPIKANINX HAPKOTUYECKHE CPEICTBA, MCHUXOTPOIHBIE BEIIECTBA M HX
IIPEKYPCOPOB, U JIEKAPCTBEHHBIX CPEJCTB, MOUICKALIMX IMPEIMETHO-KOIHMUYECTBEHHOMY
y4eTy, YTBEP)KICHHBIX IIpuKa3oM MuHHUCTEpCTBA 3apaBOoOXpaHeHus Poccuiickon
®enepamun ot 31 okrsopst 2017 . N 882H (3apeructprpoBaH MUHHCTEPCTBOM FOCTHIIUH
Poccwuiickoii deneparu 9 ssuBapst 2018 1., perucrpaunonnsiii N 49561).

3. Penentypnsie Omanku ¢opmel N 107/y-HII, u3rotoBieHHbIC JO JHS BCTYIUICHHS B
CHITY HACTOSIIIIETO TMPHKa3a, MOTYT OBITh HCITOJIb30BaHbI /10 1 Mapta 2023 rona.

4. Hacrosuwmii nmpuka3 BerynaeT B cuity ¢ 1 mapra 2022 r. u nelictyer a0 1 mapta 2028 .

Munucmp

M.A. MYPALIIKO
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Ipunooicenue N 1
K npukasy Munucmepcmea 30pagooxpanenus

Poccuiickoii @edepayuu

om 24 nosops 2021 2. N 1094#

HOPAJAOK HASHAYEHUSA JTEKAPCTBEHHDBIX
IHHPEITAPATOB

. O0ne mos10KeHUA

1. Ha3naueHue JIeKapCTBEHHBIX IMPENaparToB I MEIUIIMHCKOrO MpuMeHeHus (manee -
JICKapCTBCHHBIC TpEMaparbl) OCYIIECTBISACTCS JICYAIlllUM  BpadoM, (eIbaIIepoM,
aKyIIEepPKOH B Cllydae BO3JIOKCHUS HAa HUX MOJTHOMOYHH JIEHAIeTo0 Bpada, IMpHU OKa3aHUU
MEAMIIMHCKOM MOMOIIM B MEIMIIMHCKUX OpraHu3anusix <1>, B mopsake, yCTaHOBICHHOM
puKa3oM MUHHCTEPCTBA 3APABOOXPAHECHMSI M COLMAIBHOIO pas3Butus Poccuiickon
Oenepauuu ot 23 mMapra 2012 . N 252u "O6 yrBepxaenuu llopsiaka Bo3noxeHHs Ha
denpamepa, aKymepKy pyKOBOIUTEIEM MEIUIMHCKOW OpPraHW3aldd MPH OpraHU3alluu
OKa3aHMs TEPBUYHON MEIHUKO-CAaHUTAPHOW IOMOIIM M CKOPOH MEIUIIMHCKOH MOMOIIH
OTIENBHBIX (DYHKIIMH JIeYallero Bpavya Mmo HEeIMOCPEICTBEHHOMY OKa3aHHI0 METUITMHCKON
MOMOIIM TAIUEHTY B TMEpHOJA HaONMIOACHUS 32 HUM W €ro JICYeHHs, B TOM YHCIE IO
HA3HAYCHUIO W TPUMCHCHHIO JICKAPCTBCHHBIX IPENapaToB, BKIIOYAs HAPKOTHUYCCKUE
JIEKapCTBEHHbIE TIperaparbl M TICUXOTPOIHBIE JIEKApCTBEHHBIE IMpemaparbl <2>,
WHIUBUIYaTbHBIMU MIPEITPHHUMATEIISIMH, OCYIIECTBIISTFOIIUMU METUITHHCKYIO
JESITeIBHOCTH (Iaiee - MEIUITHHCKHE PAOOTHHUKH).

<1> Hynkr 11 crarteu 2 ®dexnepansHoro 3akoHa ot 21 HostOps 2011 r. N 323-03 "0O6
OCHOBaxX OXpaHbl 3/70pOBbs TpaxaaH B Poccuiickoit ®enepamuu” (CobOpanue
3akoHozateabcTBa Poccuiickoit denepanuu, 2011, N 48, ct. 6724, 2019, N 52, ct. 7796)
(manee - ®enepanbHblii 3akon N 323-D3).

Ocuyuansvhwlit uCMOYHUK INEKMPOHHOZ0 OOKYMEHMA COOEPHCUM HEMOUHOCHLD.
umeemcs 6 eudy nynkm 11 uacmu 1 cmamou 2 @edepanvnozo 3axona om 21.11.2011 N
323-@3.

<2> 3apeructpupoBaH MunuctepcTBoM roctuiiuu Poccuiickoit @enepanuu 28 ampens
2012 1., perucrpammonnbii N 23971 ¢ w3MeHEHHWSIMH, BHECEHHBIMH IPHKA30M
MunucrepcerBa 3apaBooxpanenust Poccuiickoit denepaunn ot 31 oktsaops 2017 . N
882n (3aperucTpupoBaH MuHHCTEPCTBOM FOCTHIMK Poccuiickoit @eneparuu 9 stHBaps
2018 1., perucrparuonnsiii N 49561).
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MenunuHckuid pabOTHHUK, O(OPMUBIINI PELENT ¢ HapyLIICHHEM HACTOAIIETO MOpPsIKa,
WIA PYKOBOAMTENb MEAMLMHCKOM OpraHu3aluu  00ecleunBalOT CBOEBPEMEHHOE
nepeodopmieHne TpedyeMoro i NallMeHTa peLenTa.

2. CmemeHuss O Ha3HAYECHHOM  JIGKAPCTBCHHOM  Tpemapare  (HaMMEHOBaHHUE
JIEKapCTBEHHOTO TMpemnapara, JO3MPOBKA, CIOCO0 BBEACHHS W TPUMEHEHUS, PEKHUM
NO3UPOBaHUS,  NPOJOJDKUTENILHOCTh  JIeUeHUST W OOOCHOBaHME  Ha3HAYCHUs
JICKAPCTBCHHOTO TMperapara) BHOCATCS MEIUIIMHCKMM paOOTHUKOM B MEIUIIUHCKYIO
JOKYMEHTAIIUIO MalUeHTA.

B cnyuasx, ykazanHbeix B myHKTax 8 - 11 nactosuiero Ilopsiaka, MequiuHcKuii paOOTHUK,
HA3HAYMBIIMK JIEKAPCTBEHHBIA IMperapar, odopmiseT Ha3HAYCHHE JIEKapCTBEHHBIX
MpernaparoB, B TOM YHCJIE TOMJICKAIIUX HW3TOTOBIECHUIO U OTIYCKY AamnTeYHBIMU
opraHu3anusMu (anee - JeKapCTBEHHBIC MPENapaThl WHAUBUAYaIbHOTO U3TOTOBICHHS),
Ha peuenTypHoM OnaHke, o(pOPMIIEHHOM Ha OyMa)KHOM HOCHTENE 32 CBOCU MOJIHUCHIO
(mamee - pement Ha OyMa)KHOM HocuTese), W (MaM) C coriacus MAI[MEHTa WA €ro
3aKOHHOTO TMpeNCTaBuTeNsd <3> Ha pelenTypHoM OmaHke B QopMme 3IEKTPOHHOTO
JOKYMEHTa C MCIIOJIb30BAaHHEM YCHJICHHOW KBaTU(HUIMPOBAHHON JIEKTPOHHOU MOIITHCH
MEIUIIMHCKOTO paboTHHUKA (j1a1ee - perent B popMe AJEKTPOHHOTO TOKYMEHTA).

<3> Ilynkr 2 crarbu 20 denepanproro 3akona N 323-®3 (Cobpanue 3ak0HOAATEIbCTBA
Poccuiickoit ®enepammu, 2011, N 48, ct. 6724; 2021, N 27, ct. 5159).

PenenT B ¢opme 31€KTPOHHOTO JAOKYMEHTA, COAEpP KAIMi Ha3HAYEHHE HAPKOTHUYECKHX
CPEICTB MJIM IMCUXOTPOIHBIX BEUIECTB, MOAMUCHIBAECTCA C HUCIIOINB30BAHUEM YCUJIICHHOU
KBJIN(UIMPOBAHHON AIIEKTPOHHON MOJANMCH JIeHalllero Bpada uWiau (ebaepa,
aKylIepkd, Ha KOTOPBIX BO3JIOXKEHbI (DYHKLMHU Jieyalllero Bpada, M COOTBETCTBYIOLIEH
MEIUIIMHCKON OpraHu3alu <4>,

<4> Ilynkr 1 crarem 26 ®epepanpHoro 3akoHa oT 8 smBaps 1998 . N 3-@3 "O
HAPKOTHUYECKHUX CPEICTBaX W MCUXOTpOnHbIX BemecTBax" (CoOpaHue 3aKOHOIATENbCTBA
Poccuiickoit ®enepanuu, 1998, N 2, cr. 219, 2017, N 31, cr. 4791) (mance -
denepanbubiii 3akoH N 3-D3).

Odopmienue penentoB B (popMe IEKTPOHHBIX JOKYMEHTOB OCYLIECTBISETCS B Cllydae
NPUHATUS YIOJTHOMOUYEHHBIM OPraHOM HCIOJHMUTENBHOM BiacTu cyObekra Poccuiickoit
denepanyv B COOTBETCTBUU C ONYHKTOM 4 crarbu 6 denepanbHOro 3akoHa oT 12 ampenst
2010 . N 61-®3 "OO oOpameHun JIEKapCTBEHHBIX CpeacTB" <5> pemeHus 00
HCIIONIb30BaHUM Ha Tepputopun cyobekta Poccuiickoit denepanuu Hapsay ¢ peLentamu
Ha JIEKapCTBEHHBIE Mpernaparsl, 0pOpMICHHBIMA Ha OyMa)XHOM HOCHUTEIE, PELENTOB Ha
JIeKapCTBEHHBIE MpenapaTsl, CPOPMUPOBAHHBIX B (POPME ANEKTPOHHBIX JOKYMEHTOB.
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<5> Cobpanue 3axkoHomarenbcTBa Poccuiickoit ®eneparuu, 2010, N 16, ct. 1815, 2019,
N 52, ct. 7793.

3. IIpu BbINMCKe MalMeHTa U3 MEAMLIMHCKON OpraHu3aluy, B KOTOPOH eMy OKa3blBajach
MEIUIIUHCKAs TOMOIIb B CTAllMOHAPHBIX YCIOBHSX, IPU HEOOXOAUMOCTHU MPOAOIIKECHUS
IpUeMa JIEKapCTBEHHOI0 Ipenapara B aMOyJaTOPHBIX YCIOBUSAX JaHHOMY MAallUEHTY 110
PELICHUIO PYKOBOAUTENS MEIUIIMHCKONW OpraHu3alMyd Ha3zHA4alTcs ¢ opopMIICHHEM
peuenta B (opMe SNIEKTPOHHOrO JOKyMeHTa M (wim) Ha OyMakHoM Hocutene (3a
UCKJIIOYCHHEM O(OPMIICHHSI DPELENTOB Ha JICKAPCTBEHHBIC Ipenaparsl, MOAJIECKAIINe
OTITyCKY OECIUIaTHO WJIM CO CKHIKOM) JIMOO BBLAAIOTCS (MALMEHTY MM €ro 3aKOHHOMY
NPE/ICTABUTEII0) OIHOBPEMEHHO C BBIMUCKOW W3 HCTOPUM OOJIE3HH JIEKApCTBCHHBIC
Ipernaparsl, B TOM YUCJIE€ HAPKOTHUYECKHUE U TICUXOTPOIIHBIE JEKAPCTBEHHBIE MPENaparhl,
BHeceHHble B cniuckd |l u |1l mepeunss HapkOTHUECKUX CPEACTB, ICUXOTPOIHBIX BELIECTB
U UX IPEKypCOpOB, MoJyIekalux KOHTpoito B Poccuiickoil @eneparuu, yTBepkKIeHHOIO
[MpaButensctBoM  Poccuiickoit ~ ®Depepaumn  <6>  (mamee -  Ilepeuens),
CHJIbHOACHUCTBYIOIIME JIEKAPCTBEHHBIE Ipernaparbl, Ha CPOK IpuUeMa MAlMEeHTOM JI0 5
JTHEH.

<6> [ynukr 2 cratbu 2 ®enepanphoro 3akoHa N 3-®3 (CobpaHue 3aKOHOAATEIHCTBA
Poccuiickoit ®eaeparmu, 1998, N 2, cr. 219; 2016, N 27, ct. 4238).

4. Ha3naueHue JICKAPCTBCHHLIX IIPCIIApaTOB IIPpU OKa3aHUU MEIUIIMHCKON ITOMOIIU B
CTallMOHAPHBIX YCIO0BUAX MOXET OCYHICCTBIIATLCSA MmoCpeaACTBOM Tp€6OBaHI/II\/'I
MEJIMITUHCKOM OopraHu3alvv, HAIPABILICMbIX B aIlITCYHBIC OpraHU3allvH, SBJIAIOHNIHUCCSH
CTPYKTYPHBIMH TTOAPA3ACIICHUAMUA MEIUITUHCKON OpraHu3aluu. <7>

<7> Ilynkr 54 crareu 4 @enepanbHoro 3akoHa ot 12 ampenst 2010 r. N 61-®3 "O6
obpamiennn nekapcTBeHHbIX cpeactB”  (CoOpanme 3akoHomarenscTBa Poccuiickoit
deneparm, 2010, N 16, ct. 1815; 2019, N 31, ct. 4456) (nanee - ®enepanbHbiii 3akoH N
61-D3).

5. Ha3znaueHue nekapCTBEHHBIX MIPEMApaTOB OCYIIECTBISAETCS METUIIMHCKUM PaOOTHUKOM
[0 MEXKIYHapOJHOMY HEIMATEHTOBAHHOMY HAUMEHOBAHUIO, a NPU €ro OTCYTCTBUM -
TPYNIIUPOBOYHOMY WM XHMHUYECKOMY HAaMMEHOBaHMIO. B ciyyae oOTCyTCTBUA
MEKIYHAPOJHOIO  HEMATEHTOBAHHOTO HAWMMEHOBAaHHWS W TPYNIUPOBOYHOIO WU
XMMHYECKOTO HAMMEHOBAHHUs JIEKAPCTBEHHOIO Mpenapara JIEKapCTBEHHBIM mpenapar
HA3HA4YaeTCs MEIUIIMHCKAM PaOOTHUKOM MO TOPrOBOMY HauMeHOBaHUIO. [Ipu Hammuuu
MEIUIUHCKUX TOKa3aHui (MHAMBHIyalbHAs HEMEPEHOCUMOCTh, IO KM3HEHHBIM
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[OKa3aHUsIM) 110 PEHICHUI0 BpayeOHONM KOMHCCHHM MEIUIMHCKOH opraHuzanuum <8>
OCYILIECTBIIICTCS. Ha3HaueHHe W opOopMIICHHE Ha3HAYCHUs JICKAPCTBEHHBIX IPENapaTos,
HE BXOIALIMX B CTaHJIAPThl MEIUIMHCKOW MOMOIIHM, pa3pabOTaHHbIE B COOTBETCTBHM C
nyHktoM 14 crareu 37 @enepanproro 3akona N 323-03 <9>, nnu He peayCMOTPEHHBIX
COOTBETCTBYIOIIEH KIMHUYECKON peKoMeHaanuel, 1100 1Mo TOProBbIM HaMMEHOBAHUSM.
Pemienne BpayeOHONW KOMHCCHM  MEOUIIMHCKOW  OpraHu3anuu  (UKCUPYeTCs B
MEIUIIUHCKON TOKYMEHTAIUH MAIUeHTa U B )KypHaJie BpaueOHON KOMUCCHH.

<8> IIpuka3 MuHHCTEpPCTBA 3APaBOOXPAHEHUS W COLMAIBLHOTO pa3BUTHs Poccuiickoii
@eneparun ot 5 masg 2012 . N 502 "OO6 yTBEep)KICHHMU TMOpPSAIKA CO3JAHHUS M
JEeATEILHOCTH BpaueOHOW KOMHCCHH MEIUIIMHCKON opraHu3aiuu’ (3aperucTpupoBaH
MunuctepctBoM toctuiinu Poccutickoit @eneparnun 9 wronst 2012 r., perucTpannoHHBINA
N 24516) ¢ u3MeHEHHsSIMH, BHECEHHBIMH MPHKa3oM MUHHCTEPCTBA 3IPaBOOXPAHEHHUS
Poccmiickori  ®enmeparuu ot 2 gexadbps 2013 . N 886n (3apeructpupoBaH
MunuctepctBom  toctunmu  Poccmiickorr  ®Denepanuum 23 gekabps 2013 1,
perucrparronnsii N 30714).

<9> Cobpanmue 3akoHonarenscTBa Poccuiickoit deneparuu, 2011, N 48, ct. 6724.

Ecnu mpu okazaHuM NanyeHTy MEIWIUHCKON MOMOIIM B MEAWLMHCKON OpraHU3aliy B
CTAIlMOHAPHBIX YCIOBHAX [0 pPEIICHUI0 BpadyeOHOH KOMHCCHU OCYIIECTBIISIOTCS
Ha3HAYCHHE W TIPUMEHEHHE JICKApCTBEHHOTO IIpernapara ¢ KOHKPETHBIM TOPTOBBIM
HaMEHOBAHMEM, TO MPHU OKA3aHUM JAHHOMY MALUEHTY MEIUIIMHCKOM MOMOIIM B MHOM
MEIUIIMHCKOM OpraHM3alliil B CTAIlMOHAPHBIX YCJIOBUAX, a TakkKe B amOyIIaTOPHBIX
YCIOBHAX OCYLIECTBISETCSI Ha3Hau€HHE €My JICKapCTBEHHOTO IIpernapara C TeM JKe
TOProBBIM HauMeHoBaHUeM <10>.

<10> [Iynkt 2 nocranoBneHus [IpaBurenscTBa Poccuiickoit @enepammu ot 30.06.2020 N
965 "O BHecenun wuzMeHeHuid B [IpaBuna (opmMHpoBaHUS TMEpEeUHs JIEKapPCTBEHHBIX
CPEe/ICTB, 3aKylKa KOTOPBIX OCYIIECTBISIETCS B COOTBETCTBHM C WX TOPTOBBIMH
HAaUMEHOBAHMUSAMHU, U O MPHUMEHEHHMU JIEKAPCTBEHHBIX IIPENapaToB C KOHKPETHBIMHU

toproBeiMu HauMmeHoBaHussMu" (CoOpanue 3akoHOmareabcTBa Poccuiickoit denepariuu,
2020, N 28, ct. 4422).

6. HasnaueHue JekapCTBEHHOIO Ipenapara B pelenTe Ha OyMa)KHOM HOCHTEJE WIIH
peuente B (opMe SJIEKTPOHHOTO AOKyMEHTa OGopMIIsieTcs Ha UMS NalUeHTa, JUIs
KOTOPOTO MpeHa3Ha4YeH JIeKapCTBEHHBIH Mpenapar.

Penent Ha OymakHoM HocuTene, o(opMiIeHHBIH Ha perentypHoMm Onanke ¢opm N
107/y-HIT, N 107-1/y, N 148-1/y-88, N 148-1/y-04(i1), yTBEep:KIACHHBIX HACTOSIIUM
MPUKA30M, MOXET ObIThb MOJYYEeH NAllMEHTOM, €ro 3aKOHHBIM MpPEICTABUTENEM WU
JUIIOM, UMEIOMUM O(QOPMIICHHYIO B COOTBETCTBHH C T'PaXXTaHCKUM 3aKOHOJATEIIbCTBOM
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Poccuiickoit @enepanuu TOBEPEHHOCTh OT MAlMEHTAa HA MPaBO IOJYYEHHUS TaKOro
peuenrta (nanee - yroJIHOMOYEHHOE JIUIIO).

[IpencraBienne TOBEpEeHHOCTH He TpedyeTcs B cllydae I[IOJyueHHUsl pelenta Ha
JIEKapCTBEHHBIN Npenapar i HHKypaOelbHOro 0OJBHOrO Ha 3aBEpIIAIOLIeM dTare ero
KHU3HU JIUIIOM, OCYIIECTBIISIONIMM YXOJ 32 TaKUM HHKYpaOelbHbIM O0OJbHBIM. B Takom
cllyyae MEAMLUMHCKUN paOOTHUK BBIJACT JIMIY, OCYILECTBIAIONIEMY yXOI 3a
WHKYpaOelbHbIM OOJbHBIM, JOKYMEHT, MOATBEPKIAIOMIMM HHKYpaOeIbHOE COCTOSHHE
OO0JIBHOTO, CONEepXKAIUMii CBEACHUS O JIMIE, KOTOpOoe OyAeT MOIydaTh JICKapCTBEHHBIC
npernaparsl o perenty (paMuius, ¥Ms, OTY4eCTBO (MOCEqHEe - MPU HAJIWYWH), BUI,
cepust U (M) HOMEpP JIOKYMEHTA, YAOCTOBEPSIOIIETO JINYHOCTD), 3aBEPCHHBIN MOITHCHIO
M TIeYaThl0 JIaHHOTO MEIUIIMHCKOrO paOOTHHMKA, a TaKkKe Ie4aThbio MEeIUIIUHCKON
OpraHu3alyu.

JIOKYMEHT, NOATBEPXKAAIOIIMM HHKypaOelbHOE COCTOSHUE OOJIBHOIO, OCTaercs B
anTEYHON OpraHU3aluu.

Penenr B ¢Qopme 31EKTPOHHOTO JOKyMEHTa (OPMHPYETCSI C HCIIOIb30BAHUEM
rOCYJIapCTBEHHOH HH(OPMAIMOHHOW CUCTEMBbI B cdepe 3ApaBOOXpaHEHUs CyObeKTa
Poccuiickoii ®enepanun, METUIMHCKOW WH(MOPMALMOHHON CHCTEMBI MEIUIIMHCKON
opranuzamnuu <11>.

<11> Crarpu 91 u 91.1 ®denepanproro 3akona N 323-Dd3 (Cobpanue 3akoHOAATEIHCTBA
Poccuiickoii ®enepammu, 2011, N 48, ct. 6724; 2021, N 27, ct. 5141).

dakT BBIIAYU pCeLCIiTa Ha J'IeKapCTBeHHHﬁ npenapar 3aKOHHOMY HNPCACTABUTCIIIO WA
YIIOJIHOMOYCHHOMY JIMITY q)HKCI/IpyeTCH B MEIUILIMHCKOM JAOKYMCHTAIIUU MMalUCHTA.

7. MenuuuHCKUM pabOTHMKAaM 3amperaercs oGopMiIATh pelentsl MNpU OTCYTCTBUHU Y
MMaMEeHTa MEIWIMHCKUX II0Ka3aHUH, Ha HE3apETHCTPUPOBAHHBIE JIEKAPCTBEHHBIE
npenaparsl <12>; Ha JleKapCTBEHHBIE Iperaparbl, KOTOpble B COOTBETCTBHHM C
MHCTPYKUMEN 110 MEIUIIMHCKOMY IIPUMEHEHUIO TPEIHA3HAYEHbI JJI1 IPUMEHEHUS TOJIBKO
B MEIULMHCKUX OpraHU3alMsX; HA HAPKOTUYECKUE CPEICTBA U IICUXOTPOITHBIEC BEIIECTBA,
BHeceHHble B cnucok Il Ilepeuns, 3aperucTpupoOBaHHBIE B KAa4eCTBE JIEKAPCTBEHHBIX
IIpenaparoB, B LEIAX IPUMEHEHUS JJIs JICYEHHUs] HAPKOMAaHUH.

<12> Pemenue Cosera EBpasuiickoii s3koHOMHYEeCKOH koMuccuu or 3 Hos6ps 2016 . N
78 "O [IlpaBunmax perucTpani W OKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB IS
MEIUIIMHCKOTO mpuMeHeHus" (opuuuanbHelii caidT EBpa3uiickoro 3KOHOMHUYECKOTO
coro3a http://www.eaeunion.org/, 21 uos6ps 2016 r.). Crares 13 denepansroro 3akona N
61-®d3 (CobOpanue 3akoHomareiabctBa Poccuiickoit ®eneparuu, 2010, N 16, ct. 1815;
2020, N 14, ct. 2028).
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WuauBuyanbHbIM HpeANpUHUMATENSIM, OCYILECTBIISIFOILUM MEIUIUHCKYIO
NeSTeIbHOCTD, JOTMOJHUTENPHO K TpeOOBaHMSM, YKa3aHHBIM B al3ale I[epBOM
HACTOSILLETO MYHKTA, 3alpenaercs opopMiIsaTh PELEeNThl Ha HAPKOTUYECKUE CPE/ICTBA U
NICUXOTPOIHBIC BemiecTBa, BHeceHHbie B crmucku |l w1l Tlepeuns (manee -
HApKOTHYECKHE M NICUXOTPOIHbIC JieKapcTBeHHbIe npenaparsl cruckos |l u 111 Tlepeuns).

8. Ilpu Ha3HAYCHMHM HAPKOTUYECKHX M TICUXOTPOIHBIX JIEKAPCTBEHHBIX IPEIaparoB
cnucka Il IlepeuHs, 3a UCKIIOYEHHMEM JIEKAPCTBEHHBIX IPENaparoB B  BHJE
TPAaHCACPMAIIBHBIX  TEPAlEBTUYECKUX CUCTEM M JICKAPCTBEHHBIX  IIPENaparos,
COIEPKALIUX HAPKOTUYECKOE CPEACTBO B COYETAHMM C AHTArOHMCTOM OIIMOMIHBIX

PELENTOpPOB, pelenThl Ha OyMaXHOM HOcUTeNe O(OPMIISIFOTCS Ha PELENTYPHOM OJIaHKe
dopmer N 107/y-HII.

9. Peuenrypusiii 61ank popmbr N 148-1/y-88 odopmisiercs npu Ha3HAYCHHH:

1) HapKOTHUYECKHUX W TICHMXOTPOIHBIX JEKAPCTBEHHBIX NpemnaparoB coucka Il Iepeuns B
BHUJIE TPAHCACPMAJIbHBIX TEPANEBTUYECKUX CHUCTEM, HAPKOTUYECKHUX JIEKAPCTBEHHBIX
npemnaparoB coucka Il [lepeuns, cogepkanmx HApPKOTUYECKOE CPEICTBO B COYETAHUU C
AQHTAarOHUCTOM OIMOUAHBIX PELENTOPOB, IMCUXOTPOIHBIX JIEKAPCTBEHHBIX IMPENAPATOB
crucka Il ITepeuns;

2) KOMOMHUPOBAHHBIX JIEKAPCTBEHHBIX MPEAPATOB, COACPIKAIINX -

a) KOICWH WM ero coiu (B mepecyere Ha YUCTOE BEHICCTBO) B KoimuecTBe 10 20 Mr
BKJIOounMTeNbHO (Ha 1 103y TBep0#i iekapcTBeHHOH hopmbl) mitk B kosmdectBe 10 200 mr
BrrounTenbHO (Ha 100 mut wim 100 T sKuaKO# JeKapCTBEHHOW (HOPMBI /11 BHYTPEHHETO
[IPUMEHCHHS);

0) mceBmoadenpruHa THAPOXJIOPUI B KoiuuecTBe, npebimatonieM 30 mr, u g0 60 mr
BKJIFOUMTENbHO (Ha 1 103y TBEp/I0# JieKapCTBEHHOH (HOpMBI);

B) mceBnoddeipuHa TUAPOXIOPH B KoiuuecTBe, mpessbimatoiiem 30 mr, u g0 60 mr
BKJIFOUUTENIBHO B COYETAHUM C JIEKCTPOMETOpP(haHOM TUAPOOPOMHIOM B KOJIWYECTBE,
npesbimarorieMm 10 mr, u 10 30 mr BrimtounTenbHo (Ha 1 103y TBEpIOH JieKapCTBEHHOMN

bopmbl);

r) nekcrpoMeropdana ruapodpomus B koiuuectse g0 200 mr BrmrountensHo (Ha 100 mit
wii 100 r sxuaKoit TekapcTBeHHON (pOPMBI AJIsi BHYTPEHHETO IPUMECHEHHS);

n) sheapuHa TUAPOXJIOPUA B KoiauyecTBe, mpesbimatomieM 100 mr, u g0 300 wmr
BrirounTenbHO (Ha 100 mut mim 100 T sKUIKOH JeKapCcTBEHHOW (POPMBI Jisi BHYTPEHHETO
PUMCHEHHS);

€) adenpuHa rHIPOXIOpPUI B KoimuuecTBe 10 50 Mr BrimrountenbHO (Ha 1 103y TBepaoit
JICKapCTBEHHOM (hOpMBI);

k) (EHWIPOIAHOJAMHH B KOJIMYECTBE 10 /5 MI BKJIHOYHMTENbHO (Ha 1 103y TBEpoit
nexkapctBeHHO# Gopmel) win 10 300 mr BriarountenbHo (Ha 100 Mo mam 100 T xuakoi
JICKApCTBEHHOM (OPMBI 11 BHYTPEHHETO MPUMEHEHHS);

3) penoOapOuTaNl B KOJIMUYECTBE J0 15 M BKIIFOUUTEIBHO B COUETAHUU C KOIECUHOM (WK
€ro COJISIMM) HE3aBUCHMO OT KojinuecTBa (Ha 1 103y TBepO# JIeKapCTBEHHON (OPMBI);


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

u) penobapbutan B KonmmdectBe A0 20 Mr BKJIIOYHTEIHHO B COYETAHHH C 3(PeapuHOM
THIPOXJIOPUIOM HE3aBHCHMO OT KoiudectBa (Ha 1 103y TBepIOd JieKapCTBEHHOM

opmsr);

K) XJIOpAMA3CMOKCH/ B KoJHuecTBe, npepbiinatoneM 10 mr, u 10 20 Mr BKIFOYHTEIHHO
(na 1 o3y TBEpOii JIEKapPCTBEHHOW (POPMBI);

3) JIeKapCTBEHHBIX IPENapaToB WHIMBUAYaJIbHOTO HM3TOTOBJICHHS, COJACpPIKAIINX
HapKOTUYECKOE CPEICTBO WIM ICUXOTpOnHOE BemecTBO cnucka Il Ilepeuns, u npyrue
(bapmakosIornyeckre akTUBHBIE BELIECTBA B J103€, HE MPEBBIIIAIONIECH BBICIIYIO PA30BYIO
703y, W TpPH YCIOBHH, YTO STOT KOMOWHHPOBAHHBIA JICKAPCTBEHHBIH Ipemapar He
ABJIAECTCS HAPKOTMYECKUM WJIM IICUXOTPOIHBIM JIEKAPCTBEHHBIM IIpenaparoM cnucka I
[Tepeuns;

4) neKapcTBEHHBIX MPENaparoB, BKIIOUCHHBIX B MEPEYCHb JICKAPCTBEHHBIX CPEICTB JUIS
MEIUIIMHCKOTO IPUMEHEHHS, TIOJUICKAIIMX MTPEIMETHO-KOJIMYSCTBEHHOMY Y4YeTy (nasee -
JICKapCTBEHHBIC TIPEMapaThl, BKIOUCHHBIC B niepedeHb [IKY) <13>.

<13> Iloanynkr 5.2.171(1) mynkra 5 moctanoBneHus IIpaButensctBa Poccuiickoit
@enepanuu ot 19.06.2012 N 608 "O6 yrBepkaenun Ilonoxenuss o MuHHCTEpCTBE
3apaBooxpanenust Poccuiickoii Penepanuu” (manee - Ilomoxkenne o MHUHHCTEPCTBE)
(Cobpanue 3akonomareabctBa Poccuiickoit @enepanuu, 2012, N 26, ct. 3526; 2013, N 16,
ct. 1970).

10. Penentypubiii Omank ¢opmer N 148-1/y-04(n1) odopmisiercs mpu Ha3HAYCHUH
JIEKapCTBEHHBIX IMPENaparoB IpakaaHaM, MMEIOIINM IPaBO Ha OECIUTaTHOE MOJTydeHHE
JIEKapCTBEHHBIX MPENapaToB WK MOIyYeHUE JIEKAPCTBEHHBIX MPETapaToB CO CKUIAKOM.

11. Penentypusiii Oank ¢popmsl N 107-1/y opopmiisieTcs npu Ha3HAYCHUU:
1) nekapCcTBEHHBIX MPENAparoB, HE yKa3aHHBIX B MyHKTax 8, 9 Hacrosimero [Topsiaka;
2) KOMOMHUPOBaHHBIX JICKAPCTBEHHBIX MPEMaparoB, COACPIKAIIHX

a) SproraMuHa THIpPOTapTpaT B KOJIMYECTBE 10 5 Mr BKIounTenbHO (Ha 1 103y TBEpIOi
JICKapCTBEHHOM (hOPMBI);

0) sdenpuna ruapoxiopu B konmdectse 10 100 mr BrarountensHo (Ha 100 mia wim 100
T JKHJIKOM JIeKapCTBEHHOU (OPMBI JIJISI BHYTPEHHETO TPUMEHCHHS);

B) mceBnoddeprHa THAPOXJIOPH] B KoindecTe, He npesbimatomem 30 mr (Ha 1 mosy
TBEPJIOH JIEKApPCTBEHHON (OPMBI);

r) rnceBaod(eIpuHa TUAPOXIOPH]T B KOJIMYECTBE, He mpeBbimaronieM 30 Mr, B COYCTaHUU
¢ JAekcTpoMeTop(aHOM THIPOOPOMHJIOM B KoimdecTBe, npesbimaromem 10 mr, u 1o 30
MT BKJTFOUHTENBHO (Ha 1 103y TBEpI0ii JIeKapCTBEHHOM (OPMBI);

1) nekcTpoMeTopdana ruapoOpoMu B KomdecTse, npesbimaromeM 10 mr, u g0 30 mr
BKJTIFOUNTENIbHO (Ha 1 103y TBEpIoii JIeKapCTBEHHOM (hOpMBI);
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¢) penobapbuTan B komuuectse, npessimaromemM 20 mr, u g0 50 mr BrirounTenbHo (Ha 1
7103y TBEP/IOH JIEKApPCTBEHHON (OPMBI);

k) (enobapOuTan B konmuectse 10 20 MI' BKIIFOYMTEIBHO B COUYECTAHHH C 3PTOTAMUHOM
THIPOTAapTPaTOM HE3aBUCHMO OT KoiuuectBa (Ha 1 103y TBepAOil JieKapCTBEHHOMH

opmsr);

3) xjopauasenokcua B komudectBe g0 10 mr BrimoumrensHo (Ha 1 103y TBEepaoi
JICKApCTBEHHOM (hOPMBI).

12. Tlpu Ha3HAuEHUU JIEKAPCTBEHHOIO IMperapara WHIUBUIYATbHOTO H3TOTOBJICHUS B
peuente Ha OyMakHOM HocuTesde u (wim) perente B Gopme IEKTPOHHOTO JOKYMEHTA
HaMMEHOBAHUs JICKAPCTBCHHBIX CpeACTB (BEIIECTB), BKIIOUCHHBIX B mepeucHb [IKY,
YKa3bIBAIOTCS B HayaJle PeIernTa, 3aTeM - BCE OCTAJIbHBIC HHTPEIUEHTHI.

13. Ilpu Ha3HAYCHHWH JIEKAPCTBEHHOTO Iperapara B perente Ha OyMa)kHOM HOCHTENE U
(nnn) penente B popMe IMEKTPOHHOTO JOKYMEHTA 3alPENIaeTCs MPEBIIIATh KOTMYECTBO
HapKOTUYECKUX CPEJCTB MJIU TICUXOTPOITHBIX BEIIECTB, KOTOPOE MOXKET OBITh BHIMHCAHO B
OHOM pernente, ycraHnoBieHHoe mnpuioxkenrnem N 1 k wactosmemy Ilopsaky, 3a
MCKITIOYEHHEM CIIy4aeB, yKa3aHHBIX B MyHKTax 15 u 24 nacrosmero [lopsaka.

14. TIpu Ha3HAYEHUH JIEKAPCTBEHHBIX MPENapaToB, BKIOYEHHBIX B nepedeHb [IKY, mosza
KOTOPbIX IIPEBHIINIAET BBICUIMI OJHOKpAaTHBIM HpHEM, MEIULUUHCKUNA pabOTHUK
0003HauaeT J03y 3TOT0 JIEKAPCTBEHHOTO Ipernapara B pelente Ha OyMa>KHOM HOCHTEIE
OPOMHUCHI0 C TPOCTABICHHEM BOCKJIMIATEIILHOTO 3Haka © (WIM) MPOCTABISIET
BOCKJIMLIATEIIHHBIN 3HAK MPU 0(OPMIICHUH perienTa B (popMe 37eKTPOHHOTO JOKYMEHTA.

15. KonnuecTBO Ha3HAUEHHBIX JIEKAPCTBEHHBIX IMPENapaToB, BKIIOYEHHBIX B MEpEUEHb
[IKY, npu okazaHuM MalMEHTaM, HYXJIAIOUMMCS B JJIUTEIBHOM JICUEHUH, MEPBUYHOU
MEIMKO-CAaHUTAPHOW TOMOIIM M MAJUTMATUBHON MEIMIIMHCKOM TOMOIIM MOXET OBITh
YBEJIMUEHO C YYETOM KIIMHHYECKHX PEKOMEH Al He Oosiee yeM B 2 pasa 1o CPaBHEHHIO
C KOJINYECTBOM HAPKOTUYECKUX CPEACTB WM ICUXOTPOIHBIX BELIECTB, KOTOPOE MOKET
OBITH BBIMTMCAHO B OJHOM pEIIENTe, YCTaHOBIEHHBIM mpuioxkeHrneM N 1 k Hactosemy
[Topsaxy.

B cnywasx, mpeaycMOTpEHHBIX a03aleM MepBbIM HACTOSINEro MyHKTA, Ha pelenTax Ha
OyMa)XHOM HOCHUTeNe MPOU3BOIUTCS Haamuch '1lo crenuansbHOMY Ha3HAYCHMIO',
OT/AETHHO 3aBEpEeHHas! TOANUCHI0 MEIUIIMHCKOTO pabOTHHWKA M TeYaThi0 MEIUIINHCKOM
opranuzaiuu "Jlnsg peuentoB”, Ha penentax B (GOpME 3IIEKTPOHHOTO JOKyMEHTa
MIPOU3BOAMUTCS OTMeTKa ''1lo crennanbHOMY Ha3HAYeHHUIO" ¢ MPOCTAaBJICHUEM YCUIICHHOU
KBaJTU(UIIMPOBAHHOHN 3JICKTPOHHOM MOIICH METUIIMHCKOTO Pa0OTHHKA.

16. CocraB IeKapCTBEHHOTO Tpermapara, JeKapcTBeHHas ¢opma u oOpaiieHue
MEIUIIMHCKOTO  paboTHMKAa K  ¢apMareBTHYECKOMY pabOTHUKY 00  OTImycKe
JIEKapCTBEHHOTO Tpernapara Ha OyMakHOM HoOcHTeNle O(OPMIISIFOTCS Ha JIATHHCKOM WIIH
PYCCKOM $I3BIKE B POAMTEIBHOM TajeKe, 3a HCKIIOYCHHEM O(OpPMIICHHUS DPEIENTOB B
(hopMe >IEKTPOHHOTO TOKYMEHTA, OCYILECTBISIEMOTO Ha PYCCKOM SI3BIKE.

[Ipn odopmieHun peuentypHbIX OJIAHKOB JOIMYCKAeTCsl HCIOJIb30BaHHE COKpAIleHUN
(mpunoxenune N 2 x HacTosimemy [lopsiky).



HpI/I Ha3sHAQUCHHUH  JICKAPCTBECHHOI'O IIperapara HE JO0IIYCKa€TCsA COKpalICHHUEC
HaMEHOBaHUN HUHI'PCAUCHTOB, COCTaBIAOIINX HeKapCTBeHHBIﬁ npemnapar, HC
MO3BOAIOIMUX YCTAHOBUTD, KaKOM UMEHHO HeKapCTBeHHBIﬁ npenapar Ha3HA4YCH.

17. Cnoco0® mpuMeHeHUs JIeKapCTBEHHOTO Ipernapara 0003Ha4aeTcsl ¢ yKa3aHHEeM ITyTH
BBEJICHUSI, JI03bI, YaCTOTHI, BPEMEHH IpUEMa OTHOCHTEIHHO CHa (yTPOM, Ha HOYb) U €ro
JUINTEIBHOCTH, a JJIs JIEKAPCTBEHHBIX IIPENaparoB, B3aMMOACUCTBYIOIIUX C IHILEH, -
BPEMEHH HX YIOTPEOJICHUS] OTHOCUTEIBHO MpUeMa UM (10 e/1bl, BO BpeMsl e/ibl, 1ocje
eIIbl).

18. Ilpu HEOOXOAMMOCTH HEMEIJICHHOTO WIIM CPOYHOTO (B TCUCHHUE JBYX pabO4MX JHEH)
OTITyCKa JIEKApCTBEHHOTO Mperapara MalueHTy B BEpXHEH 9acTh perenrta Ha OyMaKHOM
HOCHTEJIC TPOCTABISAIOTCS 0003HaueHus "Cit0" (cpouHo) wmiam “'statim" (HemeIsIeHHO).
AHajiornyHbie 0003HAYEHUS POCTABIIAIOTCSA B BUJIE OTMETOK IPU OQOPMIICHHH pELienTa
B (JOopMe 3IIEKTPOHHOTO JJOKYMEHTA.

19. Tlpu odopmiieHNH Ha3HAYCHUS TOTOBOTO JICKAPCTBEHHOI'O Mperapara B pelente Ha
OyMa)XKHOM HOCHUTEJE WM perente B (opMe INMEKTPOHHOTO JOKYMEHTa KOJIMYECTBO
JEUCTBYIOIIHMX BELICCTB YKA3bIBACTCSI B COOTBETCTBUU C HHCTPYKIIUEH 110 MEIUIIHHCKOMY
IIPUMEHEHHIO  JIEKAPCTBEHHOro  Ipemnapara. JlomycTMMO  yKa3blBaTb  JO3UPOBKY
JICKapCTBEHHBIX IPENaparoB CHCTEMHOTO JeicTBHs (I pe30pOTHBHOrO mHpHeMa) B
TBEPABIX JICKAPCTBEHHBIX (opmax (Hampumep, TaOJNCTKH, MOPOIIKH, KAICYIbl) Kak
COoNepXKaHUue OJHOTO MM HECKOJIBKHX JCHCTBYIOIIUX BEIIECTB B €IMHHUIIAX Macchl (B
rpammax, MUWJIIATP aMMaX) . I[OHYCTI/IMO YKa3bIBaTb JO3UPOBKY  JICKAPCTBCHHBIX
[penaparoB CHUCTEMHOro neiictBust (s pe30pOTHBHOIO MPUMEHEHHS) B IKHIKUX
JICKapCTBCHHBIX (QopMax (HampuMep, pacTBOPbI, CYCICH3MH) KaK COJACPYKAHHUE OJHOTO
WIH HECKOJIBKHX JICHCTBYIOIIMX BEIIECTB B EIWHUIIAX MAacChl Ha EIMHHUIY o0beMa
(Hanpumep, MUUTUTPaMM/MUJUTHIIATP) € YKa3aHHEM o0IIero odbeMa JIeKapCTBEHHOM

(G OpMBL.

I[Ipu odopmieHnr Ha3HAYEHUS JIGKAPCTBEHHOTO TMpemapara WHIWBUIYaTbHOTO
W3TOTOBIICHUS B PeIleNTe HA OyMaKHOM HOCHUTEINIC WM perente B GopMe IEKTPOHHOTO
JOKYMEHTa KOJIUYECTBO TBEPABIX U CHIMy4YuX (apMaleBTHUYECKUX CYOCTaHIIUN
ykasbiBaetcst B rpammax (0,001; 0,5; 1,0), s)kuakuX - B MIUUTHJIMTPAX, TpaMMax M Karuisx.

20. Peuentsl Ha OyMmMaXHOM HocuTene, B (OpMe DJIEKTPOHHOIO JOKYMEHTa,
odopmieHHBIC Ha peuentypHoM Onanke ¢popmbel N 148-1/y-88 u npenHasHaueHHbIC IS
OTIYCKa JIEKAPCTBEHHBIX MpenaparoB, MPeIyCMOTPEHHBIX NoanyHkramMu 1 - 3 myHkra 9
Hacrosiero [Topsiaka, neicTBUTENbHBI B TeueHue 15 qHei co aHs oopMIIeHHUS.

21. Pementel Ha OyMaXHOM HocHTele, B (opMe 3IJICKTPOHHOIO JIOKYMEHTA,
odopmieHnHsle Ha perentypHoM Omanke ¢opmbl N 148-1/y-04(x1) u npenHa3zHaYeHHbBIE
JUIE  OTITyCKa JIEKAPCTBEHHBIX IIPENapaToB TpaKAaHaM, yKa3aHHBIM B myHKTe 10
Hacrosiero Ilopsiaka, pedictBuTenbHbl B TeueHue 30 gHed co aHA odopmieHus, 3a
HCKITIOYCHUEM CITydaeB O(OPMIICHHS peIenTa B COOTBETCTBUH ¢ NyHKTamMu 38 m 39
Hacrosiiero Ilopsiaka, mpu KOTOPBIX OH JACWUCTBUTENEH B TedeHue 15 mHed co aHs
odopmIteHuSI.

22. Peuentsl Ha OyMaXHOM HocuTene, B (OpMe 3JIEKTPOHHOIO JOKYMEHTa,
odopmieHHble Ha perentypHoM Omanke (opmbr N 148-1/y-04(;1) u npenHazHaYEeHHbBIC



JUIS  OTIYCKa JICKAPCTBCHHBIX IIPEMaparoB TIpaxkJaHaM, JOCTHUTIIMM TCHCHOHHOTO
BO3pacTa, WHBaIWJaM T[EPBOM TPYIIbL, JETAM-HHBAIUIAM, a TaKKe TpakIaHaM,
CTpaJalONIMM XPOHUYCCKUMHU 3a00JICBaHUSAMH, TPEOYIOIMMMHU JUTUTSIBHOIO KYpPCOBOI'O
neyeHusd, AerictBuTenbHbl B TeueHue 90 mHe co aHsA opopMIeHHS, 32 UCKIIOYCHHEM
cllydaeB, yka3aHHBIX B myHkTax 38 m 39 Hacrosmero Ilopsiaka, mMpu KOTOPBIX OH
NeicTBUTENIEH B TeueHue 15 nHei co aHs opopmiIeHHUS.

JUis  JIedYeHHs XPOHHMYECKHMX  3a00JICBaHMM  YKa3aHHBIM  KAaTErOpHsM  TpaXkJaH
JIEKapCTBEHHBIE TMpenaparsl ¢ OQPOPMIICHHEM pEIEeNnTOB Ha OyMa)KHOM HOCHUTENE WIIH
perenToB B (popMe 3JIEKTPOHHOTO JOKYMEHTAa MOTYT Ha3HA4aThCs HA KypC JICUCHHUS JI0
180 nmeii.

23. Peuentsl Ha OymMaxxHOM HocuTene, B (OpMe 3JIEKTPOHHOTO JOKYMEHTa,
oopmicHHbIe Ha peuentypHom Omanke ¢opmbl N 107-1/y v mpenHazHaYeHHbBIC IS
OTIYCKa JICKApPCTBEHHBIX NpPENaparoB, MPEIyCMOTPEHHBIX IyHKTOM 11 Hacrosmero
[Nopsinka, nericTBUTENHHBI B TeueHue 60 qHel co AHS 0OpPMIICHHUS.

[Ipn Ha3HAYCHWM TOTOBBIX JICKAPCTBCHHBIX IMPENApaToB M JICKAPCTBEHHBIX IPENapaToB
WH/IMBUyaIbHOTO ~ W3TOTOBJICHWSI TAIlMEHTaM C 3a00JICBaHUSAMHU, TpPEOYIOIIUMU
JUTATEIIHFHOTO KYPCOBOTO JICUeHHsI, ¢ opopmiieHHeM Ha perentypHoMm Onanke ¢gopmber N
107-1/y peuenta Ha OyMaXHOM HOCHTENEC WM B (DOpME IIEKTPOHHOTO TOKYMEHTa
YCTaHABJIMBACTCS CPOK JCHCTBUS PElENTa B Ipeiesiax J0 OJHOTO To/a.

B cnyuae ycTaHOBJICHHSI CpOKa JCHCTBHS pelenTa B IPe/Ieiax g0 OJHOTO roja B PEIenTe
npousBoAuTcs Haamnuch: "[lo coenuanbHOMY Ha3Ha4eHHIOW, O00O03HA4YaeTcs CpOK
JNCUCTBHS perenTa U MePUOTUIHOCTh OTIYCKA JICKAPCTBEHHBIX MPENapaToB U3 anTeyHOU
OpraHM3ali WM WHIUBUAYAIBHBIM MpeINpUHUMATENEM, HWMEIOIUM JIUICH3UI0 Ha
(bapMaIreBTHIECKYIO AeITeIbHOCTh <14> (exKeHeIeNbHO, SKEMECIIHO M HHBIC TEPHOIBI).
JIOTIONHUTENBHO A3TO YKa3aHWE 3aBepsETCS MOMAMUCHI0 METUIIMHCKOrOo pabOTHHKa, a
TaK)Ke TIeYaThbl0 MEIUIIMHCKOW opranu3anuu "Jlns perentoB” (mas perenTta Ha
OyMa)KHOM HOCHTEJE) WM YCHJICHHOW KBATU(PHUIIMPOBAHHON SIEKTPOHHON MOIMUCHIO
MEMIIMHCKOTO PAa0OTHHUKA W JIUIA, YIIOJTHOMOYCHHOTO 3aBEpATh JIOKYMEHTHI OT MMEHHU
MEIUIIUHCKOM opraHu3anuu (i perenta B GopMe IEKTPOHHOTO JIOKYMEHTA).

<14> Mlyukr 47 yactu 1 crareu 12 denepanpHoro 3akoHa ot 4 mast 2011 . N 99-@3 "O
JMIICH3UPOBAHUK OTACIbHBIX BUAOB JesTenbHOCTH (nmanee - PDemepanbHbiii 3akoH N
99-®3) (Cobpanue 3akoHomarenbcTBa Poccuiickoit @eneparuu, 2011, N 19, cr. 2716;
2021, N 27, ct. 5177).

24. PeuenThl Ha JIEKapCTBEHHBIC NpeMaparhl, BKIOUeHHbIE B mepedeHb [IKY, mms
JICYEHHs TAIMEHTOB C XPOHWYECKHMMHM 3a00J€BaHUSAMHU MOTYT O(QOpPMIATHCS Ha Kypc
neyenus 1o 60 nHei.

B cnygae, xorma xypc Jiedenust coctarisger 0osee 30 JHEH, JOMOIHUTEIBHO B perenTax
Ha OyMa)XHOM HOCHTENe MPOU3BOAMTCS Haamuch "[lo cmenuansHOMY Ha3HAYEHUIO",
3aBepeHHas IMOJIHUCHI0  MEIUIIMHCKOTO pPAaOOTHWKA W I€YaThi0  MEIUITUHCKOU
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opranuzanuu "Jlns penentoB”, Ha pernentax B ¢GoOpMe 3JIEKTPOHHOTO JOKYMEHTa
IIPOU3BOAUTCS OTMETKA '1lo criennanbHOMY Ha3HAYEHHUIO' € MPOCTABJICHUEM YCHUIIEHHOU
KBUIM(UIIUPOBAHHON 3JEKTPOHHOW MOANUCH MEIUIIMHCKOrO pabOTHUKA U JUIA,
YIOJIHOMOYEHHOTO 3aBEPATH JOKYMEHTHI OT UMEHH METUIIMHCKON OpraHU3alllu.

25. Pentenit Ha OymMakHOM HOcUTelie B (hOpME 3IEKTPOHHOTO JTOKYMEHTa, O(OPMIICHHBIN C
HapylICHHEM YCTAaHOBJICHHBIX HacTosmmM [lopsiakoM  TpeOOBaHWIA, CUHMTAETCS
HEJICWCTBUTEIIbHBIM.

1. HaznaueHue JieKapCTBEHHBIX NPENapaTroB NPU OKa3aHUH
MEIMIUHCKO MOMOIIU B CTAIIMOHAPHBIX YCJIOBUAX

26. Ilpu oka3aHMM TAIMEHTY MEIWIIMHCKOW TIOMOIIM B CTAallMOHAPHBIX YCIOBHSIX
Ha3HAYCHUE JICKAPCTBEHHBIX IIPETaparoB MPOU3BOAMTCS Oe3 odopmieHus perernra
MEIUIUHCKUM PAOOTHUKOM EIUHOJIMYHO, 32 HCKJIIOYCHHUEM CIIydaeB, YKa3aHHBIX B
nyHkTe 27 Hactosuiero [lopska.

27. CornacoBanve Ha3HAYCHHSI JICKQPCTBEHHBIX MPENApaTOB C 3aBEIYIOIINM OT/ICICHUEM
WIM OTBETCTBEHHBIM JCKYPHBIM BpadoM JHUOO JPYrHUM JIMIOM, YIOJIHOMOYEHHBIM
MIPUKA30M [NIABHOT'O Bpaya MEIULIMHCKOW OPraHU3aluu, a TaKXKe, IPYU HAJIMYUH, C BPauOM
- KJIMHUYECKUM (hapMaKoJIOroM He0OXO0UMO B CIydasix:

1) OJHOBPEMEHHOIO HA3HAYCHUS MATH U 0O0Jiee JICKAPCTBEHHBIX MPENapaToB OJIHOMY
MALIUEHTY;

2) Ha3HaUCHMS JICKAPCTBCHHBIX NPENapaToB, HE BXOIAIIMX B IEPEYCHb >KU3HCHHO
HEOOXOIMMBIX M BaXKHEHIIMX JIEKapCTBEHHBIX IMpenapatoB <15>, mpu HETUIHUYHOM
TEUCHUU 3a00JICBaHUS, HAJIMYMK OCIOKHEHHH OCHOBHOTO 3a0osieBaHus u  (WITH)
COITyTCTBYIOIIMX  3a0oyieBaHMM, TpU HA3HAYEHUM JICKAPCTBEHHBIX Ipenaparos,
OCOOEHHOCTH B3aMMOJIEHCTBUS M COBMECTUMOCTH KOTOPBIX COIVIACHO MHCTPYKIUSM I10
UX TPUMEHEHHUIO TMPHUBOIAT K CHIWKEHHIO d3((EeKTUBHOCTH U 0O€30MacHOCTH
bapmakoTepanuu 1 (WIK) CO3MAIOT MOTCHIUAIBHYIO OMACHOCTh ISl )KU3HU M 310POBbS
MalUEHTA.

<15> Yactu 1 crareu 60 denepansHoro 3akona N 61-d3 (Cobpanue 3akoHOAATEIHCTBA
Poccwuiickoii ®eneparun, 2010, N 16, ct. 1815; 2020, N 29, ct. 4516).

B ykazaHHBIX ciydasx Ha3HauY€HUE JIEKApCTBEHHBIX MpenaparoB (UKCHUpPYETCs B
MEAMIMHCKOM JOKYMEHTAallMM TMalueHTa W 3aBepsieTcsl MOJMUCHI0 MEIULUHCKOTO
pabOTHMKAa W 3aBEIYIOUIETO OT/AeNeHHEeM (OTBETCTBEHHOTO JEXKYpHOTO Bpada WIH
APYroro YHOJIHOMOYEHHOTO JIUIIA).

28. MenunuHCKUI PaOOTHUK MEAWIMHCKON opraHu3anuu (ee  CTPYKTYpHOTO
MOZIpa3/ieNiCHNs), PACIONIOKEHHONH B CEJIbCKOM HACEJICHHOM IYHKTE, OCYIICCTBIISET
Ha3HAYCHME JIEKAPCTBEHHBIX MpENapaToB B CIydasX, yKa3aHHBIX B MyHKTax 27 u 29
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Hacroswero [lopsiaka, eAMHOIMYHO.

29. Tlo pemeHuio BpadeOHOW KOMHCCHM TAIUEHTAM TPH OKAa3aHUM UM MEIUITMHCKON
MOMOIIM B CTallMOHAPHBIX YCIOBHUSAX HA3HAYAIOTCA JIEKAPCTBEHHBIEC IIpenaparhl, HE
BKJIIOYCHHBIC B MEpPEUYCHb JKU3HEHHO HEOOXOAMMBIX M BAXKHEWILINX JIEKAPCTBEHHBIX
MpernaparoB, B Cly4ya€ HX 3aMEHbl H3-3a HUHAWBUIYAJIbHONH HEMEPEHOCUMOCTH, IO
JKM3HEHHBIM ITOKa3aHUIM.

Pemenue BpaueOHOM KOMHUCCHN (DUKCHPYETCSI B MEIUIIMHCKON JOKYMEHTAIMH MAI[EeHTa
U )KypHaJie BpadeOHOI KOMUCCHH.

30. B cnyyasx oOcnenoBaHUs WM JICUCHUS TPaXIAaHMHA B CTAI[MOHAPHBIX YCIOBHSAX B
paMKax TpeJOCTaBICHHs MEIUIMHCKUX YCIYyT Ha BO3ME3JHOW OCHOBE 32 CYET JIMYHBIX
CPEICTB rpaXaH, CPEACTB IOPUIMYCCKHX JIUI] K MHBIX CPEJCTB Ha OCHOBAaHHH JIOTOBOPA,
B TOM 4YHCIIE JOTOBOpa TOOPOBOJIBHOIO MEIAMIMHCKOIO CTpaxoBaHus <16>, emy Moryr
ObITh Ha3HAYCHBI JICKAPCTBEHHBIC Mperaparbl, HE BXOIIUEC B IEPEYCHb >KU3HCHHO
HEOOXOMMMBIX W BAKHEHIIMX JICKAPCTBEHHBIX MPENaparoB, €CIM HMX Ha3HAYCHHE H
NpUMEHEHUE 00YCIIOBICHO MEAUIIMHCKIMU MMOKA3aHUSIMH.

<16> Ilocranosnenue IlpaButenscTBa Poccuiickoit denepannu ot 4 okrsaops 2012 . N
1006 "O6 yrtBepxkaenuu IlpaBun mnpemocTaBieHUs MEAUIIMHCKHUMH OpPTaHH3AIUSIMU

wIaTHeIX MeaunuHckux yeuyr" (CoOpanue 3akoHozaresbeTBa Poccuiickoit deneparuy,
2012, N 41, ct. 5628).

I1l. HazHavyeHune JT1eKapCTBEHHBIX NPENAPATOB NPH 0KA3aHUHU
NEePBUYHON MEINKO-CAHUTAPHON NOMOIIM, CKOPOH
MEeIUIMHCKOHN MOMOIIM U NAJJIMATHBHOM MEAUIIMHCKOU
MOMOILIH

31. Tlpu oka3aHWM TEPBUYHOH MEIMKO-CAHUTAPHOW TIOMOIMM ¥ TaJTHATUBHON
MEAMIIMHCKOM mMoMOIIM B aMOyJIaTOPHBIX YCIOBUSX Ha3HAYeHHE JIEKapCTBEHHBIX
MpenaparoB OCYIIECTBISETCS MEIUIIMHCKAM PaOOTHUKOM B CIy4asix TUIIMYHOTO TEUCHHS
3a00JIeBaHUs NAIMEHTA UCXO/IS U3 TSHKECTH U XapakTepa 3a00JeBaHusl.

32. HazHaueHue NEKapCTBEHHBIX IMPEMapaToB MO PEIICHHIO BpauyeOHOW KOMUCCHH TIPH
OKa3aHWM IEPBUYHONM MEIUKO-CAHUTAPHOW IIOMOILHM, MAJJIMATUBHOM MEAUIIMHCKOU
MIOMOIIY B aMOY/IaTOPHBIX YCIOBUAX MPOU3BOAUTCS B CIydasX:

1) ONHOBPEMEHHOTO HAa3HAYCHUS OJHOMY IMAIlMEHTY MATH W OoJiee JIEKapCTBEHHBIX
MpEnapaToB B TE€YEHHWE OJHUX CYTOK WJIM CBBIIIE JI€CATH HAMMEHOBAaHUW B TEUCHHE
TPUJLIATH THEH;

2) Ha3HAYeHUs JIEKapCTBEHHBIX MpPENaparoB NMPH HETUITMYHOM TEYCHUU 3a0O0JICBaHUS,
HaJIMYUU OCJIOKHEHUI OCHOBHOTO 3a0oJieBaHMS M (MJIM) COIYTCTBYIOIIUX 3a00JIeBaHUi,
IpU HA3HAYEHMM JIEKAPCTBEHHBIX IpenaparoB, OCOOCHHOCTH B3aMMOJECHCTBHUA U
COBMECTUMOCTH KOTOPBIX COINIACHO WHCTPYKLUHSM MO HX TNPUMEHEHHIO TNPUBOIAT K
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CHIXKEHUIO 3()(GEKTUBHOCTH ¥ OE30MACHOCTH JieueHHs manueHTa W (MiM) CO3[aloT
MOTEHLUAJIBHYIO0 OMACHOCTD IS )KU3HU U 3710POBbS MallMEHTA,

3) nepBUYHOIrO Ha3HAYCHHS MAIHEHTY HAPKOTHYECKUX U MICUXOTPOIHBIX JIEKAPCTBEHHBIX
npenaparoB crnuckoB Il w1l Tlepeuns (B ciyyae UOpPUHATHS PYKOBOIHMTEIIEM
MEAMIIMHCKON OpraHu3alii peleHus 0 HEOOXOAMMOCTH COIVIACOBAaHMS Ha3HAYEHUs
TaKUX JICKAPCTBEHHBIX MPEINapaToB ¢ BPaueOHON KOMHCCHUEIH).

33. IloBropHOEe Ha3Hau€HHE HAPKOTUYECKMX W ICHXOTPOMHBIX JIEKapPCTBEHHBIX
npenaparoB cruckoB Il u 1l Tlepeunss mpoM3BOAMUTCS MEIMIMHCKMM pPabOTHHUKOM
CaMOCTOSITCIIbHO WMJIM CIMHOJIMYHO Oe3 ydacTHs BpauycOHOM KOMHMCCHHU MalMEeHTaM C
BBIPAKCHHBIM OOJIEBBIM CHHIPOMOM JIFOOOTO reHe3a, HapyIICHHEM CHA, CYIOPOXKHBIMHU
COCTOSIHUSIMU, TPEBOXHBIMU paccTporCTBaMH, ¢bobusimu, [ICUXOMOTOPHBIM
BO30YKIICHUEM.

34. Ilpu oxa3zaHMM CKOPOW MEIWUIMHCKOW ITOMOIIM JIEKAPCTBEHHBIE IpETaparsl
HA3HAYaloTCs MEJUIMHCKUM paOOTHUKOM BBIE3THOW Opurajapl CKOpOM IOMOIIH,
MEIUIUHCKIM PaOOTHUKOM MEAMIMHCKON OpraHW3alMyd NpU OKAa3aHWU MEIUIIMHCKON
MIOMOILY T'pakJaHaM IpH 3a00JIEBaHUX, HECUACTHBIX CIy4asx, TpaBMax, OTPABJICHUSX U
JPYTUX COCTOSHUSAX, TPEOYIOIUX CPOUHOTO METUIIMHCKOTO BMEIIATeIbCTBA.

V. HazHaueHue J1eKapCTBEHHBIX MPENnapaToB rpaskaaHam,
HMEIOIUM MPABO HA 0eCIIATHOE NMOJIyYeHHE JEeKAPCTBEHHbIX
NnpenaparoB WM MoJIy4YeHne JIeKAPCTBEHHbIX NMPenapaToB €O

CKUIKOM, NPU OKA3aHUM MEPBUYHOU MEIUKO-CAHUTAPHOMI

MOMOIIH

35. IIpu okazaHWM NIEPBUYHON MEIMKO-CAHUTAPHOW MTOMOIIHM Ha3HAUYCHUE METUITUTHCKUM
paOOTHUKOM Ha OCHOBE KIMHHUYECKUX PEKOMEHJAlMd M C Yy4eToM CTaHJapTOB
MEAMIMHCKOM oMot <17> jieKkapCTBEHHBIX IPENaparoB, OTIYCKAEMbIX O€CIIaTHO WK
CO CKUJKOH, TpaxaaHaM, HMEIOIIMM MpaBo Ha obeclieueHue JIeKapCTBEHHBIMU
IpernaparaM 3a C4eT CPEACTB OIOKETHBIX ACCUTHOBAHUN (enepaibHOro OrKeTa U
OromkeToB cyOobekToB Poccuiickoit dexepanuu, OCyLIECTBISETCS Ha pPeLENTYPHOM
omanke N 148-1/y-04(x).

<17> Crarea 37 ®enepanproro 3akoHa N 323-D3 (CobOpanue 3aKOHOIAATEIIHCTBA
Poccuiickoit denepanmu, 2011, N 48, ct. 6724; 2021, N 27, ct. 5186).

[Tpu opopmienun penenra Ha Onanke Gopmbl N 148-1/y-04(;1) Ha Oyma)kHOM HOCHTENE
oopmIsIFOTCST 1Ba SK3EMIUISIpa, OAMH M3 KOTOPBIX OCTAETCsl B allTEYHOW OpraHH3allvy,
BTOPOM - B MEAMIIMHCKON TOKYMEHTAI[MHU NAIlNEHTA.

36. IlpaBo Ha3Ha4aTh JIEKAPCTBEHHBIEC Ipenaparbl Ipa)kJaaHaM, HMEIOLIUM MpaBoO Ha
OecriaTHOE TOJy4YEHHE JIEKaPCTBEHHBIX IPENaparoB WIHM IOJyY€HUE JIEKAPCTBEHHBIX
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MpenaparoB CO CKUKOM, TaKKe UMEIOT:

1) w™menuuuHCKHE pPAOOTHUKH, pabOTAlONMe B MEAMIIMHCKONW OpraHU3alld 10
COBMECTHTEJIBCTBY (B Mpejieax CBOSH KOMIIETCHIINN);

2) MeIUIUHCKUE PaOOTHUKH CTAMOHAPHBIX OPTaHHU3alMi COLUAIBLHOTO 00CITYKHBAHUS
OpU HAIWYMM JIMLIEH3MHM Ha OCYIIECTBICHHWE MEIUIIMHCKOW aedrenbHocTH <183,
HpeIycCMaTpHBAIONIel BBIOJIHEHUE padoT (OKa3aHHE YCIyr) 10 OKAa3aHUI0 MEPBHYHOM
MEIMKO-CAHUTAPHOW  TIOMOIIM B  aMmOyJaTOpHBIX  ycloOBUsiX — (HE3aBUCHMO  OT
BEJIOMCTBEHHOH MPHHA/IJICKHOCTH);

<18> Ilyukr 46 uactu 1 crareu 12 ®expepanpHoro 3akoHa N 99-d3 (Cobpanue
3akoHOmareabcTBa Poccuiickoit ®enepanuu, 2011, N 19, ct. 2716; 2021, N 27, ct. 5159).

3) MeIUIMHCKUE PAa0OTHUKU MEAMIIMHCKUAX OPraHMU3allfid, OKa3bIBAIOIIUX ICPBHYHYIO
MEIUKO-CAaHUTAPHYI0  IIOMOIb,  IIOJIBEJIOMCTBEHHbIX  (pefepalbHbIM  OpraHam
WCIIOJIHUTENIbHOM BJIACTH WJIM OpraHaM MCIOJHUTEIbHOM BiacTu cyobekToB Poccuiickoi
®denepanuu;

4) WHINBUIYaJIbHbBIE MIpEANPUHUMATETH, OCYIIECTBIIAIOIINE MEAUIIMHCKYIO
NESATEIbHOCTh U BKJIFOUEHHBIE B PEECTP MEAMIIMHCKUX OpraHU3aIHil, OCYIICCTBISIONINX
JESATEIILHOCTD B chepe 00s3aTeTbHOr0 METUIIMHCKOTO CTPAXOBaHUSI.

37. Tlpy Ha3HAYEHWH JIEKAPCTBEHHBIX IPEMapaToB Tpa’kAaHaM, MMEIOUIMM IPaBO Ha
OecIulaTHOE TMOJNyYeHHUE JICKApCTBEHHBIX MpenaparoB WM IOJyYeHHE JIEKapCTBEHHBIX
IpernaparoB €O CKUIKOW, B pelenTe yKa3blBaeTcs HOMEp TeleQoHa, MO KOTOPOMY
paOOTHUK anTeyHOW OpraHu3alMyd MpPH HEOOXOTUMOCTH MOXKET COIVIacoBaTh C
MEIUIIUHCKUM pabOTHUKOM 3aMEeHY JIEKapCTBEHHOTO IIpernapara.

38. HazHaueH#e HapKOTUYECKUX U TICHXOTPOITHBIX JIEKAPCTBEHHBIX MperapaToB cuucka I1
[Tepeunst (3a MCKIIOYCHHEM JICKapCTBEHHBIX IPENapaToB B BHIE TPAHCACPMATbHBIX
TEpaneBTHYECKUX CHUCTEM, a TaKKe JIEKAPCTBEHHBIX TIIPEMaparoB, COJACPIKAIINX
HAPKOTHYECKOE CPEACTBO B COYCTAHHH C AHTArOHUCTOM OIHOHIHBIX PELENTOPOB)
rpakJaHaM, UMEIOIIMM IPaBO Ha OeCIIaTHOE TONMYyYeHHE JICKApCTBEHHBIX MpenaparoB
WIN TIONy4eHUS JICKAPCTBEHHBIX IIPEMapaToB CO CKHIKOH, OCYIIECTBISIETCS Ha
peuentypaom Omanke ¢opmbl N 107/y-HII, k KOTOpOMY JOMOJIHHUTEIBHO O(POPMIISETCS
peuent Ha peuentypHom Omanke ¢opmbl N 148-1/y-04(:) (B aByx sK3eMmIuisipax INpH
oopmiieHnU Ha OyMa)KHOM HOCHTEJIE).

39. Ha3znaueHne HApKOTUYECKUX M TICHXOTPOITHBIX JICKAPCTBEHHBIX TpenaparoB crucka 1
Ilepeunss B BuIe TpaHCACPMATbHBIX TEPANEBTUYECKUX CHCTEM, HAPKOTHYECKUX
JIeKapCTBEHHbIX npemnaparoB cnucka Il Ilepeuns, cogepxanmx HapKOTUUECKOE CPEICTBO
B COYETAHWHM C aHTArOHHUCTOM OIHUOHUIHBIX PEIENTOPOB, TICUXOTPOITHBIX JIEKAPCTBEHHBIX
npenaparoB cnucka Il Tlepeunsi, m1ekapcTBEHHBIX MpENaparoB, BKIOYEHHBIX B MEPEYCHb
[IKY, comepxamuxcs B moanyHkre 2 mnyHkra 11 wHacrostmero — Ilopsinka,
MpeIHa3HaYeHHbIEe IS JIEUeHUs TPpakKIaH, UMEIONINX MpaBo Ha OECIUIaTHOE MONy4YeHHE
JIEKapCTBEHHBIX TPEMApaToB WM TOJIYYCHHE JICKAPCTBEHHBIX IPETMapaToB CO CKHUIKOH,


https://normativ.kontur.ru/document?moduleid=1&documentid=396399#l56
https://normativ.kontur.ru/document?moduleid=1&documentid=387929#l437
https://normativ.kontur.ru/document?moduleid=1&documentid=387929#l437
https://normativ.kontur.ru/document?moduleid=1&documentid=387929#l437
https://normativ.kontur.ru/document?moduleid=1&documentid=387929#l286

ocyliecTBisgeTcs Ha perentypusix Onankax ¢popm N 107-1/y u N 148-1/y-88, k KOTOpHIM
JOTOJIHUTEIBHO oopmIIsieTcsi pelent Ha penentypHoM Oianke Gopmbl N 148-1/y-04(i)
(B ABYX 9K3eMILIsIpax mpu 0GOPMIICHUH Ha OyMa)KHOM HOCHTEIIE).

Ipunoowcenue N 1

K Ilopaoky nasnayenus
JIeKapCMBEeHHbIX NPEenapamos,
VIMBEPIHCOEHHOMY NPUKAZOM
Munucmepcmea 30pasooxpanenus
Poccuiickoii @edepayuu

om 24 nosops 2021 2. N 1094H

KOJIMYECTBO HAPKOTHYECKUX CPEJICTB
NJIN IICUXOTPOIIHBIX BEHIECTB, KOTOPOE
MOXET BbITH BBIIIMCAHO B OIHOM PEIIEIITE

N n/m MexnayHapoaHoe dopma BBITyCKa U Konnuectso
HEMaTeHTOBaHHOE JTO3UPOBKa
HaNMEHOBAaHUE
HapKOTUYECKOTO U
TICHXOTPOITHOTO
JIEKapCTBEHHOTO
npernapara
bynpenopdun + TabneTku 60 Tabnerok (ymakoBka,
Hanokcon cyonuurBanbhbie 0,2 mr + [kparHast N 20)
0,2 mr
bynpenophun PacTBOp 1t mHBEKIHA, (30 ammTyn
0,3 mr/mn 1 mn (tmpuI-TIOOMKOB)
bynpenophun TpaHcaepMaIbHBINA
[1aCTHIPh
35 mkr/yac 20 rutacThIpeit
52,5 Mkr/dac 10 mnacTeIpeit
70 mkr/yac S TUTacTHIpen
Mopdun PacTBOp U1t nHBEKIMHA, |20 ammyn
PAcTBOP IS TIOJIKOKHOTO |(LITMPHII-TEOOHKOB)
BBeneHusa 10 mr/mu 1 Mo
Koneun + Mop¢un + PacTBOp [U1s oKOXKHOTO [20 ammryn
Hockanus + [lanaBepuH +BBeneHus




Tebanu

0,72 +5,75+2,7+0,36 +
0,05 mr/mut 1 mut

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

6. TpumenepuInH TabneTku 25 mMr 50 TabyeTok
7. TpumenepuuH PactBop mis uabekiuii 1020 ammmyn
/Mo 1wt (IImpHUI-TIOOMKOB)
20 mr/mt 1 mut
8. Mopdua Tabnerku (Karcysbl) 180 Tabnerok (karcy:)
[TPOJIOHTUPOBAHHOTO 60 Tabnerok (Karcyn)
IeHCTBHS 40 Tabnetok (karcys)
10 mMr 20 Tabnerok (Karcyn)
30 mr 20 TabneTok (Karcy:)
60 mr
100 mr
200 mr
0. Mopdhun TabneTku
5 Mr 100 Tabnetok
10 mMr 100 rabneTok
10. Mopdun Karumn muis mpuema 4 dmakoHa
BHYTpb 20 Mr/mi 20 mi
11. Mopdun PactBOp 1151 Tpuema
BHYTPb (MOHO03bI)
2 mr/mi 5 mi 100 amrrys /3
6 mr/mi 5 M 80 ammyi 11/3
20 mr/min 5 Mt 30 ammyi 11/
12. OxcukonoH + Hamokcon ([TabneTku
MPOJIOHTUPOBAHHOTO
NEHCTBUS
5 Mr + 2,5 mr 100 TabxeTox
10 mr + 5 Mr 60 Tabnerox
20 mr + 10 mr 40 TabneTox
40 mr + 20 mMr 20 Tabnerox
13. [TponmmonmnpenmmTokcu [Tabnerku 3ameunsie 20 50 TabmeTok
DTHIITUIICPHTUH MT
14. DeHTaHn [ImacTeipb
12,5 mxr/gac 20 mnacTeipeit
25 Mkr/yac 20 mmacTeIpeit
50 Mkr/yac 10 mmacTeipeit
75 Mkr/yac 10 ruracTeIpeit
100 mkr/gac 10 nacTeIpeit
15. DeHTaHnI Crpeii Ha3anbHBINA

Dnakod 50 Mxr/mo3a
2,0 i1 (10 03)
3,2 mit (20 103)

24 (praxona
12 ¢pnakoHoB

5,0 it (40 103)

6 dhmakoHOB




dakon 100 mkr/no3a

2,0 mu (10 mo3) 12 (hmakoHOB
3,2 M1 (20 103) 6 ¢drakoHOB
5,0 mi (40 103) 3 (hrakona
dakon 200 mkr/no3a

2,0 mi (10 mo3) 12 (hmakoHOB
3,2 M1 (20 103) 6 ¢drakoHOB
5,0 i (40 1103) 3 (hrakona

Ipunooicenue N 2
k [lopsoxy Haznauerus
JIeKapCmMBEeHHbIX Npenapamos,

VMBEPHCOEHHOMY NPUKAZOM

Munucmepcmea 30pasooxparenus

Poccuiickoii @edepayuu

om 24 noabpa 2021 2. N 1094x

Cnpasouno

PEKOMEHIAOBAHHBIE K HCITIOJIB3OBAHUIO
COKPALIEHUA ITPH O®OPMJIEHUU PEIIEIITOB

N | Coxkpaiuenue [TonHoe Hamucanue [lepeBog
n/n

1. Jaa ana 10, MOPOBHY

2. lac., acid. acidum KHCIIOTa

3.  |aer. aerozolum a’>p030J1bH

4. Jamp. ampulla amITysa

5. [ag. agua BO/Ia

6. |aq. purif. aqua purificata BOJIa OYHIIIEHHAS

7. |but. butyrum Maciio (TBepoe)

8. |caps. capsula Karcyrna

9. |comp., cps compositus (a, um) CITO)KHBIN

10. . Da (Detur, Dentur) Beinaii (ITycts Beiano, [ycts
OyZieT BBIIaHO)

11. |D.S. Da, Signa Detur, Signetur Br1maii, 0003Haub [Tycth OymeT
BbI1aH0, O003HAUEHO

12. |D.t.d. Da (Dentur) tales doses Boinaii (ITycts OyayT BbIIaHbBI)




TaKNEC JO3bI

13. (dil. dilutus a3BEJICHHBIN

14. |Div.in p.aeq. [Divide in partes aequales Pazneny Ha paBHBIC YacTH

15. femuls. emulsio OMYJIbCHS

16. [extr. extractum HKCTPAKT, BBITSDKKA

17. |in enem. in enemas B MHKPOKJIH3MAax

18. [k Fiat (fiant) [Tycts 0Opasyercs (0Opa3yrorcs)

19. [gran. granulum rpaHysbl

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

21. |gtt. peror. guttae peroralis KaIuIy JJIs IpHeMa BHYTPb

22. |inf. infusum HacTol

23. |in amp. in ampullis B amIyaax

24. |in tab. in tab(u)lettis B Ta0JICTKAX

25. |in tab. prolong. [in tab(u)lettis prolongatis B TabJIeTKaX ¢ MPOJOHTMPOBAHHBIM
BBHICBOOOXKICHUEM

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

obd. BHICBOOOKIEHHUEM, TOKPHITHIX

000J104KOM

27. |intubul. in tubulis B TFOOMKax

28. [lin. linimentum ITUHAMEHT

29. |lig. liquor PKHJIKOCTD

30. [lot. lotion ITOCHOH

31. m. pil. massa pilularum MUTIOJIbHASL Macca

32. |membr. bucc. |membranulae buccales [JICHKU 3al1eYHbIC

33. M. Misce, Misceatur Cwmermait
(ITycts OymeT cMemiaHo)

34.  |mixt. mixtura MUKCTYypa

35. |N. numero Y CIIOM

36. [ol. oleum Macio (KuaKoe)

37. |past. pasta macra

38. |pil. pilula, pilulae [TVUTEOJISI, TIVUTEOJTH

39. [p. aeq. partes aequales aBHBIE YaCTH

40. |ppt., praec. praecipitatus 0CaKICHHBIH

41.  |pulv. pulvis [OPOIIOK

42. 9. s. quantum satis CKOJIbKO OTpedyeTcs, CKOIbKO
HaJ0

43. Ir., rad. radix KOpEHb

44. Rp. Recipe Bo3bsmu

45.  Rep. Repete, Repetatur [Toeropu (ITycth OymeT
[TOBTOPEHO)

46. [rhiz. rhizoma KOpHEBUIIE

47. S. Signa, Signetur O003Hayb ([Tycth OymeT
0003HAYCHO)

48. [sem. semen cemst




49. [simpl. simplex [IPOCTOI

50. [sir. Sirupus crporn

51. |sol. solutio acTBOD

52. (Spr. spray cripeit

53. [spr. nas. Spray nasale CIIpeill Ha3aJIbHBIN

54. supp. suppositorium CBCUa, CYMITIO3UTOPHI

55.  [susp. Suspensio CyCIICH3Hs, B3BECh

56. [tab. tab(u)letta rabeTKa

57. [t-ra, tinct. tinctura HaCcTOlKa

58. [tubulis tubulis TIOOMKH

59. [STT Systema Therapeutica TpancnepmanbHas
Transcutanea TepaneBTuueckas Cucrema

60. |ung. unguentum Ma3b

61. |vitr. vitrurn CKJISTHKA

Ipunoscenue N 2
K npuxazy Munucmepcmea 30pasooxpanenus

Poccuiickoii @edepayuu

om 24 nosops 2021 2. N 1094H

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

MMHMCTEPCTBO 3OpaBOOXPaHeHud Konm dopwmer nmo OK
Y

Poccumickon denepaumum Kon yupexneHusa
no OKIIO

MemgmMuMHCKad IOOKYMeHTaluda

HamMeHOBaHMe (mMTaMII) dopma N 107-1/y
MEIMUMHCKOM OpI'aHM3aluu YTBREepXIeHa IpMKas30OM

MyHMCTEepCTBa 3OPaBOO
XpaHeHuAa



Poccurickom denepaumm

or 24 HOa6psa 2021 r.

N 1094#H
PELEIIT
(B3pOCIIEI, IOeTCKMM — HYXHOE INONUEPKHYTH)
"w "w 2 O T
daMmmsa, MHMLMAJBE MMEHM M OTUecTBa ([IocJiedHee -— [IPM HaJluuuu
)
rnanmeHTa
JaTa poxneHud
daMuaMsa, MHMLMAJE MMEeHU M OTUecTBa ([IocjiemHee — IIPU HaJUUUU

)

Jedamero Bpada (despaumepa, akKyllepKu)

KOII.

pyoD. Rp.




py©O. |kom. |Rp.
[loonuce
M I1eyaTb Jedallero Bpada M.

II.

(momnuck ¢QeJspruepa, aKylepKu)

PeuenT pemncrBuUTeJIeH B TeueHme 60 mHen, mo 1 roma (

)

(HyXHOE MNOINUEePKHYTH) (yxas
aTob

KOJIMUECT
BO IHEWN)

OBbopoTHad CTOPOHAa

OTMeTKa O Hasz3HadeHUU
JIEKAQPCTBEHHOT'O IpernapaTa
IO PEUIeHMI BpaduebOHOM KOMUCCUMU




[TpuroTOBMII

[IpoBepm

OTrnyCcTui

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

MMHMCTEPCTBO 3OPaBOOXPAHEHUS

8805

Poccumickom denmepaummn
ums

HamMeHOBaHMe (MTaMII)
MEOUUIMHCKOM OpTaHM3alum

paHeHusd

HamMeHoOBaHMe (mTaMil)
N 1094n

VMHIOVIBMIOYAJIBHOI'O IIPEedlIpMHMMATEIIA

Kon ¢opwmer mo OKYI 310

MemomMumMHCKad OOKYMEHTAa

dopma N 148-1/y-88

YTBepXIeHa IIpMKas30M

MyHMCTEepCcTBa 3IOPaBOOX

Poccunickon denmepaumnm

or 24 HOoa6psa 2021 r.

(ykazaTh aIpec, HOMEep MM IaTy JMLEeH3UM,

HaVMMEeHOBaHMeE OpIr'aHa POCyﬂapCTBeHHOﬁ BJIaCTH,

BHIIABIIET'O JIULIEH3UIO)




PELEINT "o 20
T.
(maTa odopMIIeHMA-peLenTa)
(B3pOCJIEI, IOeTCKMM — HYXHOE INONUEPKHYTH)
daMmmsa, MHMLMAJBE MMEHM M OTUecTBa ([IocJiedHee -— [IPM HaJlMuuuu
)
naumueHTa

JaTa poxXOoeHUd

Anpec wMecTa XuUTeJbCTBa wuiIu N MeIMUMHCKOM KapTh ambyjia
TOPHOTO

IIaumMeHTa, IIoJiydarumel'O MeIMIVMHCKYK IIOMOIb B aMGynaTopme YCIJI
OBUMAX

SamMmIind, MHMLUMAJIBEL MMEHM UM OTUecTBa (nocneﬂHee — IIpM HaJIM4dmm

)

Jledamero Bpada (desnpmmepa, aKylWIEepKM)

Pyb. Kom. Rp:



[ToonmMcep M [IeYaThb Jiedallero Bpauda

IT.

(mnomonuce OQeJsibOmepa,

ObopoTHad CTOPOHAa

AKYyULIEPKM)

PeulenTt IOeMCcTBUTEJIEeH B TeueHMe 15 mHen

I10

OTMeTKa O Ha3HaUYeHUU
JIEKAPCTBEHHOTO Ipelnapara
PELeHMI Bpade®HOM KOMMUCCUU

[TourorToBmMI

[TpoBepmn

OTnycTumi

®OPMA PELEINTYPHOT'O BJIAHKA N 148-1/¥-04 (JI)

MYHMCTEPCTBO 3OPaBOOXPAaHEHUS

Poccunickom denmepaumn

epcTBa

MECTO

YTBEPXIEHA

IJIA npmkasoM MMHMCT




MTPUXKOIOA <*> 30PaBOOXPAaHEHHU

a
Poccumckon den
epauumn
or 24 HOa0OpPHa 2
021 r.
N 1094n
3 aLIU
> INPUHUMATEJIS
Koo dopwmel o OKY]
3108805
®opma N 148-1
/y—-04 (1)
Kon Kon icTOUH[3 ormnJa
KaTeropmun HO30JIOTUYECKOM MK QMH|TEL:
TpaxiaH bopwmer (o MKE) aHCUpO|(mogue
BaHMS : [PKHYThH
)
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HOMep MeIOMLIMHCKOM KapTel IaurMeHTa, I[IoJiydarmel'o MeIVMUVMHCKYK II
OoMOIlb B

aMOyJIaTOPHEIX YCJIOBUSAX

damMmIiMda, MHMLUMAJE MMEHM UM OTUeCTBa (nocnenHee — IIPpM HaJIM4dnm

)

Jedamero spada (despnumepa, akKyllEepKH)

Pyob. Korm. 2
1 O A
RS e o =
[lognuce ¥ nevaThb Jledallero Bpauva M.
IT.

(noonuck ¢Qesprumepa, akKylepKu)

PelienT pmeMcTBUTeJIeH B TeueHme 15 guen, 30 gHen, 90 gHe




(HyXHOE MNONUEPKHYTH)

———————— (3anoJyiHgeTCsa ClIOeuMaJMCTOM allTedHOM OpPaHMSaHMM) -
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[TouroroBmi [TpoBepmn OTnycTmi

<*> B cJydae M3TOTOBJIEHMSA PELENTYyPHOTO OJlaHKa C MCIIOJb3
OBaHMEM
KOMIIBIOTEPHBIX TeXHOJIOT UM .
Ipunoscenue N 3
K npuxazy Munucmepcmea 30pasooxpanenus

Poccuiickoii @edepayuu

om 24 nosops 2021 2. N 1094H

HOPAJIOK O®OPMJIEHHUA PELHEIITYPHDBIX
BJIAHKOB HA JIEKAPCTBEHHBDIE ITPEITAPATHI,
NX YUETA U XPAHEHUSA

. Odopmiienne penenta Ha OyMaKHOM HOCUTEJIe

1. Ha peuentypubix Omankax ¢popm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(;1) B neBom
BEPXHEM YNy NPOCTABISETCS IITAMII MEIUIIMHCKOW OpTraHM3alliil C YKa3aHHEM ee
HaMMEHOBaHWs, ajipeca U TelieoHa ¢ JaTol BHIMUCKHU (1aToil ohopMIIeHHs) perenTa Ha
JIEKapCTBEHHBIN ITpenapar.

JlononuuTtenbHO Ha penentypHoMm Omanke ¢opmbl N 148-1/y-04(11) mpocraBiseTcs Koo
MEIUIIMHCKOM OpraHu3alMd B  COOTBETCTBUM ¢ (OCHOBHBIM TOCYIapCTBEHHBIM
perucTpamoHHbpIM HoMepoM (manee - OI'PH).

Cepusi penentypHoro Omanka Qopmer N 148-1/y-04(n1) BKiIOYaeT KoA CyObeKTa
Poccuiickoit @enepanyu, COOTBETCTBYIONUN ABYM NepBbIM Ituppam OO1epoccuiickoro
kiaaccudukaropa OOBEKTOB aJMHHUCTPATHBHO-TEPPUTOPHUAIBLHOIO JeieHus (nanee -
OKATO).

Pasperraercss m3roraBnuBathk perentypubie Omanku Qopmbr N 107-1/y u dopmsr N
148-1/y-04(1) ¢ TOMOIIBIO0 KOMITBIOTEPHBIX TEXHOJIOTHHA.
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Penenrypusie 6manku ¢opmbl hopmbl N 148-1/y-88 u3roraBinBaroTCsi HCKITFOYUTEIHHO
TUTIOTPAPCKUM CITOCOOOM.

2. Ha peuentypHbix 61aHKax, 0pOpMIIIEMbIX WHIMBUAYAIbHBIMU MPEIIPUHUMATEISMHY,
MMEIOIIMMH JIMIEH3UI0 HAa MEIUIMHCKYIO JEeATEeIbHOCTh, B BEPXHEM JIEBOM YTy
TUnorpadCKuM CcrocodboM WM MyTeM MPOCTaBICHMs IITaMIla JOJDKEH OBbITh YKa3aH
aJpec UHIUBUIYAIBHOTO MPEAIPUHUMATENs, HOMEP U Jara JIMICH3Ud, HAUMEHOBaHUE
oprasa rocy1apCTBEHHOM BJIACTH, BBIIABIIETO JIULIEH3UIO.

3. Penenirypubie Omanku gpopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(;1) 3amonHsroTcs
MEMIIMHCKUM PaOOTHUKOM YE€PHHUIAMH WIIH MAPUKOBOU PYYKOH.

4. Jlonyckaetcss oopMIIEHHE BCEX PEKBHM3HMTOB (32 HCKIIIOUCHHEM pekBu3uTa "Tloamuck
Jevamniero Bpada (MOANKCH (eabaiiepa, aKylmepku'') pelenTypHbIX OJaHKOB (OPMBI
dopmer N 107-1/y, dopmbr N 148-1/y-88 u dopmer N 148-1/y-04(;1) ¢ ucnonb3oBaHuEM
[eYaTaroIInX YCTPOMCTB.

5. Odopmienue perentypusix OmankoB (opmbl N 148-1/y-04(n) BrimtouaeT nudpoBoe
KOJMPOBAHUE.

]_II/I(prBOG KOANPOBAHUC YKAa3aHHBIX PCHCHTYPHBIX 0JIaHKOB BKJIIOYAET.

1) xon wmemuumHckod —opranmzamuu  (OIPH) wim  kom — MHIMBHIYaJbHOTO
MpeANpPUHUMATENS. B COOTBETCTBUU C OCHOBHBIM T'OCYAApCTBEHHBIM PETUCTPALMOHHBIM
HOMEPOM HWHAMBHIyalbHOTO mpeanpuHumarens (mamee - OT'PHUII), mpocraBisiemblit
IIPY U3TOTOBJIEHUHU PELENTYPHBIX OJIAHKOB;

2) KOJl KaTeropuy rpakaH, MMEIOIINX MPAaBO HA MOIYyYSHHE JICKAPCTBCHHBIX MPENapaToB
B COOTBETCTBUU cO cTarhe 6.1 denepanbHoro 3akona ot 17 mrons 1999 r. N 178-03 "O
rOCyIapCTBEHHOW couuaabHOM mnomomu’” <1> U KoA HO30J0THYECKOH (QOpMBI IO
MexayHapoJHON CTaTUCTUYECKON Kiaccuukanuy 0one3Hel u npoodieM, CBsI3aHHBIX CO
3nopoBbeM (10-i mepecmotp) (manee - MKB), 3amosnHseMble JeyanuM BpauoM MyTEM
3aHeCeHMs] KaXJoW Lu(pbl B MyCThle SYEHKH, NMPU ATOM TOYKA NPOCTABISAETCS B
OTHEJILHOM suelike,

<1> CobOpanme 3akoHOAaTenbcTBa Poccmiickoit deneparuu, 1999, N 29, ct. 3699; 2020,
N 52, ct. 8577.

3) ormerky 00 wuctouHuke (uHancupoBanus (henepanbHbiii Oromker [1], Oromxer
cyobekta Poccuiickort ®Deneparuu [2], myHunmnaneHbeiid Owomxer [3]) u mporeHTe
oriarel petenta (6ecrutatHo [1], 50% [2], unoit % [3]);

4) mTpUX-KOA - JOMOJHHUTEIbHBIA PEKBU3UT (B Cllyyae H3TOTOBIICHHS Ha TEPPUTOPUHU
cyobekta Poccmiickoit @Demepanuu  perenTypHoro OllaHKa € HCTHOJIb30BaHHEM
KOMITBIOTEPHBIX TEXHOJIOTHA).

6. B peuentypnsix Omankax ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(:1) B rpade

"damuaus, WHWIHAATB UMEHH W OoTdecTBa (MOCIAEIHEE - MPH HAIWYMK) MalueHTa”
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YKa3bIBatOTCA (baMI/IJ'II/IH, nHUunuajabl UMCHH W OTYECTBa (HOCJ’IGI[HGG - IIpH HaJ'II/I‘II/II/I)
InanucHTAa.

7. B penentypubix Omankax ¢opm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x1) B rpade
"Jlara poskaeHus" yKa3bIBAETCS JaTa POXKIACHHUS MaruenTa (4ucio, MeCsIl, To).

JlononHuTenbHO B penentypHbix Omankax gopmber N 148-1/y-88 u dpopmer N 107-1/y s
neteit B Bo3pacre 10 1 roga B rpade "/laTa poxkaeHus" yka3pIBaeTCS KOJIWYECTBO MOJHBIX
MECSIICB.

8. B penenrypusix 6mankax ¢opmel N 148-1/y-04(x) B rpadax "CHUJIIC" u "N monuca
00s13aTeILHOr0  MEIUIIMHCKOTO — CTPaxXOBaHMsA"  YKa3bIBAIOTCSA  CTPAxOBOM  HOMEP
WHIUBUIYAJIbHOTO JIMIEBOTO cueTa rpaxaaHuHa B IlencuonHom ¢ouae Poccuiickoit
®deneparu (CHUJIC) (npu Haauuuu) ¥ HOMEP TOJKCA 0053aTeIbHOTO MEAMIIMHCKOTO
CTpaxOBaHUsI.

9. B peuentypubix Omankax ¢opmel N 148-1/y-88 B rpade "Anmpec MecTa KUTEIbCTBA
WM HOMEP MEIUIIMHCKON KapThl MAIMCHTA, MOJYYarollero MEIWIIMHCKYIO TOMOINb B
aMOyJIaTOPHBIX YCIOBHUAX", yKa3bIBaeTCsS IMOYTOBBIA aapec MecTa JKHTelbcTBa (MecTa
npeObIBaHUS WM MecTa (PaKTHUYSCKOrO MPOKMBAHUS) TMAIMEHTa WK  HOMEp
MEIUIIUHCKOM KapThl MAIMEHTa, MMOIYYaroIIero MEIUIIUHCKYIO TOMOIIb B aMOYyJIaTOPHBIX
YCIOBUSIX <2>.

<2> Ilpuka3 MunucrepctBa 3apaBooxpanenuss Poccuiickoit @enepamun ot 15 nexalps
2014 r N 834n "OO yrBepkaeHUM YHUDUIUPOBAHHBIX (OPM MEAMIIMHCKON
JOKYMEHTAIIMH, HWCIONb3YeMbIX B MEAMIMHCKUX OpPTaHM3alUsAX, OKa3bIBAIOIIMX
MEIUIUHCKYI0 TIOMOIIb B aMOYJIaTOPHBIX YCJIOBHUSX, U MOPSJIKOB MO HX 3alOJHEHHIO"
(mamee - Ilpuxa3z N 834H) (3apeructpupoBaH MHHHCTEPCTBOM FOCTHIIMH POCCHICKOI
®eneparunn 20 ¢espans 2015 1., perucrparnmonubii N 36160) ¢ u3MeHeHUsIMH,
BHECEHHBIMH TpUKa3zaMi MUHUCTEPCTBa 37paBooxpaneHus Poccuiickoii @eneparu ot 9
suBaps 2018 . N 2 (3apeructpupoBaH MHHHCTEPCTBOM FOCTUIMU Poccuiickoii
®eneparun 4 anpens 2018 ., perucrpanuonnsiii N 50614), ot 2 Hosops 2020 . N 11861
(3apeructpupoBan MuHHCTepcTBOM tocThIK Poccuiickoit @eneparuu 27 Hostops 2020
r., peructpaimonsbii N 61121).

VkazaHue W ajpeca MecTa JKUTEIbCTBA W HOMEpa MEIUIIMHCKOW KapThl MAIUCHTA,
MONTYYaIolIer0 MEIUIIMHCKYI0 TIOMOIIb B aMOYJIaTOPHBIX YCIOBHUSX, HE SIBIISETCS
OLLINOKOM.

B peuentypubix 6mankax gopmbl N 148-1/y-04(;1) B rpade "Homep MeAUITMHCKON KapTh
MalyeHTa, MOJYYalolIero MEIUIMHCKYI0 TIOMOINb B aMOYJaTrOpHBIX —YCIOBHSX'
yKa3bIBACTCS HOMEpP MEIMIMHCKOW KapThl MAlMEHTa, IMOJYYAIOIIEro METUIIMHCKYIO
MIOMOIIIb B aMOYJTaTOPHBIX YCIOBUSIX <3>.
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<3> [Ipuka3 N 834H.

10. B rpade "®damuins, WHUIMAIB MMEHH W OT4YeCTBa ([IOCIEAHEES - MPH HAJHYHH)
neyarero Bpada (denbamiepa, akymepku)” petentypubix Oi1ankoB Gopm N 148-1/y-88,
N 107-1/y u N 148-1/y-04(;1) yka3sIBarOTCS MOJHOCTHIO (paMuIIKs, HHHIIHAIBI MMEHH,
ordectBa (TMOCieqHEE - MPH HAIMYMHA) MEIUIMHCKOTO pabOTHHKA, HA3HAYMBILIETO
JICKApCTBCHHBIC MTPenapaThl ¥ 0()OPMHBILIETO PEIICTIT.

11. B rpade "Rp" peuenrypusix OmankoB ¢opm N 107-1/y, N 148-1/y-88 u N
148-1/y-04(n1) yka3piBaercs:

1) HauMeHOBaHME JICKAPCTBEHHOIo Tpermapara (MeXIyHapOJHOE HEMaTeHTOBAHHOES
HAaUMEHOBAaHME, TPYIIUPOBOYHOE WJIM XHUMHUYECKOE HAaUMEHOBAHHE, TOProBOE
HAaMMCHOBAHMWE) HA JIATHHCKOM s3bIKE HWJIM Ha PYCCKOM si3bIke, (hopMma BBINMYCKa,

J03UPOBKA, KOJMYECTBO (yKa3bIBAaCTCS MPONHUCHIO Ha peuentypHoM Omanke ¢opmbsr N
107/y-HIT);

2) cnoco0 MpUMEHEHHS JICKAPCTBEHHOTO TMperapara Ha TOCYIapCTBEHHOM  SI3BIKE
Poccuiickoit @enepanuy uMiaM Ha TOCYIapCTBEHHOM s3bike Pocculiickor denepauuu u
rOCyIapCTBEHHOM SI3bIKE PECIYOJIMK M MHBIX s3bIKax HapoaoB Poccuiickoii denepanuu
<4>,

<4> Yacrts | crareu 15 3akona Poccuiickoit @enepanun ot 25 oxrsadps 1991 . N 1807-1
"O s3pikax HapomoB Poccuiickoit demepanuu” (manee - 3akon N 1807-1). (Bemomoctu
cbe3na HaponHbix jgemyraroB PCOCP u BepxoBHoro Cosera PCOCP, 1991, N 50, ct.
1740; Cob6panwue 3akoHomarenbcTa Poccuiickoit @enepanuu, 1998, N 31, ct. 3804).

13. TIpu odopmiieHuN peLenTypHBIX OJAHKOB 3alpeIlaeTCcs] OrPaHUYMBATHCS OOLIUMHU
yKa3aHuAMH, HaripuMmep, 'BayTtpennee", "M3BecTHO".

B anekmponnom 0okymenme nymepayua nyHKmoe coomeemcmeyem opuuyuaibHomy
UCHOYHUKY.

14. Penent, oopMiIeHHBIN Ha perentypHoM Onanke ¢popm N 148-1/y-88, N 107-1/y u N
148-1/y-04 (1), moamMKCHIBACTCS METUITHHCKMM PAOOTHHUKOM U 3aBEPSIETCS €T0 MeUYarhio.

Penent, odopmnennsiii Ha perentypHoM Omanke ¢opmbr N 148-1/y-88 u ¢dopmer N
148-1/y-04(1), DOTIOJHUTEIBHO 3aBEPSETCS MEYAThI0 METUIIMHCKONW opraHuzaruu J{is
perenToB".

Jlnst peuenta, odopmieHHoro Ha perentypHom Omanke ¢opmbr N 107-1/y, Hanuume
niedatu "l perienToB"” He SABIAETCS 00s3aTEIBHBIM.

15. Ha omnom peuentypHom Onanke ¢opmbr N 148-1/y-88 u dopmer N 148-1/y-04(x)
paspenraeTcsi OCyIIECTBISTh Ha3HAYeHHE TOJIBKO OTHOTO HAMMEHOBAHUS JISKAPCTBEHHOTO
npernapara.
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Ha omnom penentypraom Omanke ¢opmel N 107-1/y paspemaercst OCYIIECTBIIATH
HA3HAYCHHME TOJILKO OJIHOTO HAWMEHOBAHHS JICKAPCTBEHHOTO TMperapara, OTHOCSIIErocs
mo ATX k antuncuxorndeckum cpeactBam (kox N 05A), ankcuonutrkam (kox N 05B),
CHOTBOPHBIM U cenatuBHbIM cpectBaM (kox N 05C), antunenpeccantam (koq N 06A) u
HE TMOUICKAINET0 IPEIMETHO-KOJIMYECTBEHHOMY YYeTy, W JIO TpeX HaMMEHOBAaHUH
JICKAPCTBEHHBIX MPEIaparoB - I MHBIX JICKAPCTBCHHBIX MPEMaparoB, HE OTHECCHHBIX K
BbIllIeyKa3aHHbIM ATX.

16. UcnpasieHus B pelienTe He A0MYyCKarOTCs.

17. Tlpu odopmienun peuentypubix OnankoB ¢opm N 148-1/y-88, N 107-1/y u N
148-1/y-04(;1) Ha JaeKapCTBEHHBIE Ipenaparhl, HA3HAYCHHBIC 10 PEHICHUIO BpauycOHOM
KOMHCCHH, Ha 000pOTe PEIeNTYPHOTO OJIaHKa CTABUTCS CIICIMalbHas OTMETKa (IITami).

18. Ha penentypuom Omarke ¢opmbl N 148-1/y-04(;1) BHM3Y MMeeTCs JMHHUSA OTPHIBA,
paszesrolas peuenTypHbId OJJAaHK U KOPEIIOK.

Kopemiok ot penenta, opopmMIeHHOr0o Ha YKa3aHHOM pELENTYpHOM OJaHKE, BBLAACTCS
nanueHTy (ero 3aKOHHOMY MPEICTABUTENI0) B alTEYHON OpraHW3alliH, Ha KOPEIIKe
JIeJIaeTCsl OTMETKAa O HAUMEHOBAHUH JIEKAPCTBEHHOTO Mpernapara, J03UpOBKe, KOJIMUECTBE,
croco0e MPUMCHCHHUS.

1. Odopmiienne penenta B gopme 3JI€KTPOHHOIO JOKYMEHTA

19. Peuentr B QopMe SIEKTPOHHOIO JOKYMEHTa, MOJMMCAHHOTO YCHUJIEHHOM
KBaJM(HUIIMPOBAHHONW  JJIEKTPOHHOW  TOANMHUCHIO,  (opMupyercs  METUIIMHCKUM
paOOTHUKOM, CBEAECHUS O KOTOPOM BHECEHBI B (pellepajbHbI PErucTp MEAULUHCKUX
pabOTHUKOB <5>, a TaKXe MNpU YCIOBUU PETUCTpaIlMM MEAMIIMHCKOM OpraHu3allii, B
KOTOpoi oopmIIseTcs pelent, B (eepaJbHOM peecTpe MEIULIMHCKUX OpraHu3anui <6>
€IMHON TOoCyIapCTBEHHOW WH(POPMAIIMOHHOM cUCTEMBI B cdepe 3IpaBOOXpaHEHHS U
MOJKITIOYEHUS] TAKOM METUIIMHCKONW OpraHu3alMy K rocynapcTBeHHONH MH(OpMaMOHHON
cucreme B chepe 3apaBooxpaHeHus cyorekTa Poccuiickoit deneparm <7>.

<5> Yacrts 4 crarbu 91.1 Oenepanbhoro 3akona N 323-®3 (Cobpanue 3akoHOAATEIHCTBA
Poccuiickoit ®enepanmu, 2011, N 48, ct. 6724; 2020, N 29, ct. 4516).

<6> Yacts 4 crarbu 91.1 denepanbhoro 3akoHa N 323-D3 (CoOpaHue 3aKOHOIATEIILCTBA
Poccuiickoit denepanmu, 2011, N 48, ct. 6724; 2020, N 29, cr. 4516).

<7> Crarbu 91 u 91.1 ®enepansHoro 3akona N 323-03 (Cobpanue 3akoHOAATEIHCTBA
Poccwuiickoit deneparun, 2011, N 48, ct. 6724).

20. IIpu odopmiieHnn perenta B (opMe 3IESKTPOHHOTO JOKYMEHTA Ha JICKAPCTBCHHBIC
nmpemaparbl, ykazaHHble B myHkTax 9 u 11 Tlopsaka Ha3HayeHHsS JEKapCTBEHHBIX
MpENnaparoB, YTBEPKIACHHOTO HACTOAIIMM MPUKA30M, M OTIYCKa€MbIE 3a MOJHYIO
CTOMMOCTbD, 3aIIOJHSIOTCS CIAEAYIOIINE PEKBU3UTHI:
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1) «xom cyowekta Poccumiickoii ®emepanmu  mo  OKATO, ompenensroniuii
TOCYIapCTBEHHYI0 HH(DOPMAIIMOHHYIO CHCTEMY B cdepe 3ApaBOOXpaHEHHs CyObeKTa
Poccuiickoit deneparnuu, B KOTOpod CcHOpPMHpPOBaH perenT B (GopMe 3IIEKTPOHHOTO
JIOKYMEHTA,

2) HaMMEHOBaHHE MEAWIMHCKON oOpraHuM3anuu, azapec, TeaedoH wim (HaMuIus,
WHUIMAIBl MMEHH U oOT4yecTBa (MOCHenHee - NpPU HAJTUYMU) HHIUBUIYaJIbHOTO
MpEeANPUHUMATENS, UMEIOIIETO JUIEH3UI0 HA MEIUIIMHCKYIO ACSTEIbHOCTh, €ro aJipec;

3) OI'PH ropuagwueckoro jwma (MeauuuHCKOM opranusamuu) wimm OI'PHUII
WHJIMBUIYIBHOTO MPEAIPUHUMATEIIS;

4) nara opopmiieHus perenta (yKa3bIBaeTCsl YUCIIO, MECHIL, TOJ);

5) ngara oxkoHuaHus ~ JedicTBUs  perienta  (GOPMHUpPYETCS  TOCYAapCTBEHHOM
nHPOPMALIMOHHOW cHucTeMol B cdepe 3apaBooxpaHeHHs cyObekTa Poccuiickoit
denepaniii B COOTBETCTBHH CO CpoKaMu aeicTBus peuentoB. 15 aueit, 30 aueit, 60 gHei,
90 nueit, no 1 roma);

6) yHuKambHBIH HOMep perenta (HOPMUPYETCS TOCYAapPCTBEHHOW HH(MOPMAIIHOHHOM
cucTeMoil B cdepe 3apaBooxpanenus cyobekra Poccuiickoit deneparu u odecreunBaet
OJTHO3HAYHYI0 HJSHTHU(UKAIMIO perenta B (QOpMe SIEKTPOHHOIO JOKYMEHTa B
couerannu ¢ OKATO, OI'PH wiau OT'PHUII);

7) ormeTku "Cito" (cpouno) wiam "statim” (HememsIeHHO) MPU HEOOXOTUMOCTH CPOYHOTO
WJIA HEMEJJIEHHOTO OTITYCKa JICKApCTBECHHOTO Mperapara MaueHTy;

8) anpec mammenrta (yka3pIBacTCS IIOYTOBBIA aapec MecTa JKUTENbCTBA (Mecra
npeObIBaHUS WM MecTa (DAKTHUECKOro MPOKUBAHUS) C yKa3aHHEM HHJIEKCa,
HAaWMEHOBAHUS Kpas, 00JacTH, PeCIyOIMKH, aBTOHOMHOTO OKpyra M HMHOTO CyOBeKTa
Poccwuiickoii denepanny, HaMMEHOBAHHUS HACEJICHHOTO MYHKTA, HAMMEHOBAHUS YIHI[BI
(mpocmiekTa, mepeyika, mpoes3aa), Homepa gaoma (¢ yKazaHHEM KOpITyca, MPH HaIU9HH),
HOMepa KBapTUPBI);

9) HOMEp OJNIEKTPOHHOW MEAMIIMHCKOW KapThl MHaleHTa B TOCYIapCTBEHHOU
nH(popMalMOHHON cucreMe B cdepe 3IpaBooxpaHeHHs cyObekTa Poccuiickoi
depnepanuu;

10) pamunus, umsi, oT4ecTBO (MOCICIHEE - PU HAJTMYKMH) MAI[MEHTa MOTHOCTHIO;

11) nara poxxaeHust nanueHTa (yKa3plBaeTCs YKMCIO, MECAIl, TOf), s aereid 1o 1 roma
JIOTIOJIHUTEBHO YKa3bIBAETCS KOJIMYECTBO MOJIHBIX MECSIIEB,;

12) dhamunust, MHUIMAIBI IMEHH U oTYecTBa (MOCIeNHEe - MIPU HAINYNHN) MEIUITUHCKOTO
pabOTHHKA TIOJTHOCTBIO;

13) HamMeHOBaHHE JIEKapCTBEHHOro mpemnapara (MeXIyHapogHOE HENaTeHTOBAaHHOE
HAaUMEHOBAaHME, TPYNIUPOBOUYHOE WM XHMUYECKOE HAMMEHOBaHHE, TOProBOe
HaMMEHOBAaHUE), TO3UPOBKA, opMa BBITYCKA, KOIUYECTBO (BCE MO3UIMU YKa3bIBAIOTCS
Ha PYCCKOM SI3bIKE);

14) CIoco0 MNPUMCHCHUA JICKAPCTBCHHOI'O IIPCIlapaTa Ha TOCYAApCTBCHHOM A3LIKC
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Poccuiickoit @denepanuu WM Ha TOCYIapCTBEHHOM si3bike Poccuiickonn ®denepanuu u
TOCYIapCTBEHHOM SI3bIKE PECITYOJMK M WHBIX s3bIKaXx HapoaoB Poccuiickoit denepanuu
<8>:

<8> Yactp 1 crareu 15 3akona N 1807-1 (BemomocT cbhe3na HapOAHBIX IEIYTaTOB
PCOCP wu Bepxoaoro Cosera PCOCP, 1991, N 50, cr. 1740; CoOGpanue
3akoHonarebcTBa Poccuiickoit @enepannu, 1998, N 31, cr. 3804).

15) nmokyMeHT, MOATBEePKAAIOIIMN Ha3HAYCHUE JIEKAPCTBEHHOTO Ipenapara 1o perieHHro
BpaueOHON KOMUCCUHM METUIIUHCKON OpraHH3alliH;

16) ormeTka O Ha3HAUYCHUH JICKAPCTBCHHOTO IIperapara IO PEIICHHI0 BpaucOHOM
KOMHUCCHH MEIUIIMHCKOM OpraHu3aliy B CIy4asx, yKa3aHHBIX B a03alie BTOPOM IyHKTa 6
HOp?II[Ka Ha3HAUYCHUA JICKAPCTBCHHBIX IIPCIIapaToB, YTBCPKACHHOIO HACTOAIINM
MIPUKA30M;

17) orMeTKka O CrHeHMaIbHOM Ha3HAUYCHHM JICKAPCTBEHHOTO Iperapara (3armojHsAeTCs B
cllydasix, yKa3aHHbIX B NyHKTax 15 u 24 Ilopsnka Ha3Ha4eHHs JIEKapCTBEHHBIX
[pernaparoB, yTBEP:KACHHOTO HACTOSIIIMM TPHKA30M);

18) ormerka O CHEIMATbHOM HA3HAYCHUH JICKAPCTBEHHOTO Mpernapara IMalUeHTy C
3abosieBaHUEM, TPEOYIOIIUM JTUTEIBHOTO KYpCOBOTO JICUeHHUs (3aIONIHSICTCSA B Cliydae,
ykazaHHOM B myHKTe 23 Ilopsiaka Ha3HaueHHWs JICKAPCTBEHHBIX IIPEIaparos,
YTBEP)KACHHOTO HACTOSIIUM MPUKA30M) C IMPOCTABICHUEM IEPUOAUYHOCTH OTITyCKa
JIEKapCTBEHHOI'O IIpEenapara;

19) npu odopmieHun perenta B (HopMe dIEKTPOHHOTO JOKYMEHTA Ha JICKAPCTBCHHBIC
npernapaTsl, yKa3aHHbIE B IOANYHKTaxX 2 - 5 myHkTa 9 u myHkre 11 [Nopsiaka Ha3HaueHUsS
JIEKapCTBEHHBIX IIPENaparoB, YTBEP)KICHHOIO HACTOSIIUM IPUKA30M, TpakIaHaM,
MMEIOIUM TIpaBO Ha OecljaTHOE TOJy4YeHHE JIEKAPCTBEHHBIX IMIPEraparoB WU
IIOJIyYEHUE JIEKAPCTBEHHBIX IPENaparoB CO CKUIKOM, 3allOJIHAIOTCS PEKBU3UTHI,
MpeaycMOTpeHHbIe moanmyHkTamu 1 - 18 Hacrosimero myHKTa, a TakXKe CIeIYIOIIue
PEKBU3UTHIL:

a) KaTeropus rpakJaH, UMEIOIIMX MPABO Ha MOJyYEHHE JICKAPCTBEHHBIX IMPENaparoB B
COOTBETCTBHH cO cTarbel 6.1 denepanbHoro 3akona ot 17 mrons 1999 . N 178-d3 "O
TOCYIapCTBEHHOW COMMAILHOM oMo' <9>;

<9> CoOpanune 3akoHomarenbcTBa Poccuiickoit eneparuu, 1999, N 29, ct. 3699; 2020,
N 52, ct. 8577.

0) xox Ho3omornueckoit popmsl mo MKB;

B) ucrtoyHuk ¢unHaHcupoBanus (1 - denepanpHblii OromKkeT, 2 - OHOMKET CyObeKTa
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Poccuiickoit deaeparyu, 3 - MyHUIIUTATBHBINA OFOIKET);
r) pasmep omiarsl (1 - 6ecrutatao, 2 - 50%, 3 - unoi %);

1) CTPaxoBOW HOMEp HHAMBUIYAJILHOTO JIMIICBOrO CueTa TpakiaaHuHa B [leHCHOHHOM
donne Poccuiickoit deneparuu (pu vHamuuuu) (CHUJIC);

e) HOMCp I1oJIucCa 00513aTEIBLHOTO MCINLUHCKOI'O CTPaXOBaHUA.

21. Tlpu mpocTaBieHUH OTMETKH, YKa3aHHOH B moanyHkre 16 mynkra 20 HacTosImero
[Topsinka, pement B (opme 3JIEKTPOHHOTO JOKYMEHTAa MOANMUCHIBACTCS YCHICHHON
KBaJM(UIIMPOBAHHOMN 3JIEKTPOHHON MOAMKUCHIO MPECEeaTeNs I CeKpeTaps BpaueOHOMH
KOMHCCUHM MEAMIMHCKON OpraHM3alliM, [pPU MPOCTABICHHHM OTMETOK, YKa3aHHBIX B
noamynktax 17 wu 18 mnynkra 20 mwHacrosmero Ilopsaka, -  yCHICHHBIMH
KBaTM()UIIMPOBAHHBIMU DJICKTPOHHBIMH TOAMUCSIMHU COOTBETCTBYIOMIMX METUIIMHCKHX
PaOOTHHKOB.

22. Ilo TpeOOBaHMIO NalMEHTAa MM €ro 3aKOHHOIO IpPEeJICTaBUTENs OQOpMIIseTcs
IK3EMIULIp peuenta B (opMme 3JIEKTPOHHOTO JOKYMEHTa Ha OyMaXXHOM HOCHTENE C
oTMeTKo# " JlyOnmuKar aIeKTpOHHOTO TOKyMeHTa" .

[1]. Yder petnenTypHbIX 0JIaHKOB (32 HCKJIIOUeHHEM
penenTypHbIx 61ankoB o popme N 107/y-HII "' CnenuaiabHbIii
penenTypHbIi 0J1aHK'")

23. Yuer penentypHbix OnankoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(x),
M3rOTAaBJIMBACMBIX  THIOrpadcKUM CcrocoOoM (majmee -  pelenTypHble —OJaHKH,
HOUTeKAINe Y4eTy), OCYHIECTBISIETCS B JKypHaJax yd4era, IPOHYMEpPOBaHHBIX,
NPOIIHYPOBAaHHBIX M CKPEIJICHHBIX MOAMHMCHI0 PYKOBOAUTENS M TMEYAThIO MEAMIIUHCKON
OpPraHM3allii WM TOJIKCHI0 WHIUBHIYAILHOTO TPEIIPUHUMATEIIS, HMEIOIIEro
JIMIIEH3UIO HA MEUIIMHCKYIO JICSTSIbHOCTb.

24. Kypnan yuera peuentypHbix OmankoB ¢opmbl N 107-1/y comepxut criemyromime
rpadsr:

1) HoMep 1O MOPSAKY;

2) B paznaene "Tlpuxon™

a) lara perucTpanuy JOKYMEHTa, MOATBEPIKAAIOIIETO MOCTYILUICHHE;

0) HOMep M Jara JOKyMEHTa, TOATBEPIKAAONMICTO TOCTYIUIEHHE, HAaWMEHOBaHUEC
IIOCTABIIHKA;

B) 0o0l11ee KOJMYECTBO MOCTYIMUBIINX PELUENTYPHBIX OJIaHKOB,;

r) damunus, WHUIMATIBI UMEHH U oTdecTBa (MOCIENHEee - MPH HATUYUHM) U TOIIHCH
OTBETCTBEHHOTO MEIUIIMHCKOTO0 paOOTHUKA, IMOJYYUBIIETO pELENTypHble ONaHKH OT
IIOCTaBILMKA,;

3) B pazzaene "Pacxon’™:



a) JaTa BbIJAYM PELECNTYPHBIX OJIaHKOB;
0) KOJIMYECTBO BBIAAHHBIX PEUCHTYPHBIX OJIAHKOB;

B) (paMuIIvsl, THUIIMAJIBl MIMCHU U OTYeCTBa (IIOCIICAHEE - IPH HAJMYHU) OTBETCTBEHHOTO
MEIUIUHCKOTO pabOTHHUKA, MOTYUYHBILETO PEeNTypHbIE OIaHKH;

r) MOIMUCh OTBETCTBEHHOTO MEIMIIMHCKOTO PabOTHHUKA, MOJYYMBIIETO PEICNTypPHBIC
OJIaHKH,

4) bamuusi, UHUIMATBI UMEHH M OTYecTBa (MOCJEAHEe - MPU HAJIWYMHU) U TOIIHCH
OTBETCTBEHHOTO MEIUIIMHCKOTO paOOTHUKA, BBIIABIIETO PEIENTYpHbIE OJIaHKH;

5) ocTaTok penenTypHbIX OJIAHKOB.

25. XKypuan ydera penentypHbix OnankoB ¢opm N 148-1/y-88 u N 148-1/y-04(n)
COIEPIKUT CIIEIYIOIINE Tpadbl:

1) HoMep 1O MOPSAKY;
2) B paznaene "Tlpuxon™
a) 1ara perucTpaluy JOKYMEHTa, MOATBEPIKAAIOIIETO MOCTYIUICHHE;

6) HoMep ¥ Jgara JOKyMEHTa, IOATBEPIKAAIONMICTO TOCTYIUICHUE, HAWMMEHOBaHUEC
MOCTABIIIMKA,;

B) 00I1Ie€ KOJHYECTBO MOCTYMUBIINX PELENTYPHBIX OJAHKOB,;
I) cepuu ¥ HOMepa pelenTypHbIX OJaHKOB;
1) KOJIMYECTBO PEIENTYPHBIX OJIAHKOB MO CEPHSIM;

e) q)aMI/IJ'II/ISI, HHUIKAaJIbl UMCHHU MW OTYCCTBA (HOCJ'ICI[HGC - [IpHu HaJ'II/ILII/II/I) n 1IoAIHCh
OTBCTCTBCHHOI'O MCIHUIMHCKOI'O pa6OTHI/IKa, MOJTY4YUBHICTO PEHCIITYPHBIC OJaHKU OT
IIOCTaBIIMKA,

3) B paznene "Pacxon’":

a) JaTa BbIJa4YM PEICITYPHBIX ONIAHKOB;

0) cepuu 1 HOMEpa BBIJAHHBIX PELENTYPHBIX OJAHKOB;
B) KOJINYECTBO BBIIAHHBIX PEIENTYPHBIX OJIAHKOB;

r) hamMuIHsl, MHUIMAIBI KIMEHH M OTYecTBa (MOCIIEIHEe - MPH HAJMYKH) OTBETCTBEHHOTO
MEAMIIMHCKOTO pabOTHHKA, MOJYYHBILIETr0o pelenTypHble OJaHKU;

1) TOIIMUCh OTBETCTBEHHOTO MEIUIIMHCKOTO PAOOTHHKA, MOJYYHMBIIETO PEICNTypPHBIS
OJIaHKU,

4) (baMI/IJ'II/IH, nHUOUajJIbl UMMCHHU M OTYCCTBaA (HOCJ’ICIIHCC - [Ipu HaJ'II/I‘-II/II/I) n 1oAINnucChb
OTBCTCTBCHHOT'O MCIUIITUHCKOI'O pa60THI/IKa, BbLABHICTO PCUCIITYPHBIC 6J'IaHKI/I;

5) ocraTok penenTypHbIX OJIAHKOB.

26. Yyer penentoB, 0pOPMIEHHBIX B (hOpME IMEKTPOHHOTO JOKYMEHTA, OCYLIECTBISAETCS



B TOCYJapCTBEHHON MH(OPMALIMOHHON cuCTeMe B cdepe 3ApaBOOXpaHEHHs CyObeKTa
Poccuiickont ®@enepauuu  MOCPEACTBOM  BEICHUA E€IUHOIO peecTpa  peuLenTos,
o(opMIIeHHBIX B OpPME IIEKTPOHHBIX JOKYMEHTOB.

V. XpaneHue penenTtypHbIX 0JJAHKOB (32 HCKJIIOYEHHEM
penenTypHbIx 61aHkoB 1o popme N 107/y-HII "' CnenuaabHbIii
penenTypHbIii 6JaHK'")

27. MenuuuHCKHE OpraHW3aldd TOJYYaloT HEOOXOIMMBIE pELEenTypHbIe OJIaHKH,
oopmiieHHbIe TUIIOTPaGCKUM CIIOCOOOM, Uepe3 TePPUTOPUATIbHBIE OPIaHbl YIIPABICHUS
30paBOOXPAHEHUEM WM  OpraHu3alud, YIOJIHOMOYCHHbIE Ha 3TO OpraHaMu
HCIIOJIHUTENIbHOM BriacTu cyObekToB Poccuiickoit denepanuu.

28. PenentypHble OnaHkW, MOAJEKAIIWE YYETY, XPAHATCS OTBETCTBEHHBIM JIUIIOM,
Ha3HAUYEHHbIM  PYKOBOAMTEIIEM  MEAUIMHCKOM  OpraHu3alud, B  3allHUPAEMOM
MeTautnueckoM mmkady (cefide) uim MeTaInIecKoOM SIIIHKE.

29. VnauBuIyanbHBI NpeInpUHUMATENb, HMEIONUN JHUICH3UI0 Ha MEIUIIMHCKYIO
NeSITeNIbHOCTh, XPAHHUT pEleNnTypHble OJaHKH, MOAJIeXKAIIUE Y4YeTy, B 3alupacMoM
MeTautnueckoM mmkady (ceide) uim MeTaInIecKoM SIIHKE.

30. IlpoBepka cocTOsiHHS XpaHEHHs, Yydera, (PaKTHUEeCKOro Halu4us M pacxola
pelenTypHbIX OJaHKOB, MOJUICKAIIUX Y4YEeTy, OJAUH pa3 B KBapTal OCYIIECTBIACTCS
KOMHUCCHEHN, CO3JaHHON B MEAUIIMHCKOW OpraHu3alu.

31. PeuentypHsle 61aHkH, odopmisieMble Ha OyMa)kHOM HOCHUTEJIE U TOAJIEKAIINE YUETY,
BBIJIAIOTCSl MEAMIMHCKAM pabOTHHWKaM, MMEIOIIMM TpPaBO OQOPMIICHHS PELENTOB, II0
PacHOPsDKEHUIO TIIABHOTO BPada MM €r0 3aMEeCTUTEIIS.

HOJIyquHI)IG PEUCIITYPHBIC OJIaHKH Ha 6YMa)KHI)IX HOCHUTCIIAAX XPAHATCA MCANLUHCKUMU
pa60THI/IKaMI/I B IIOMCIICHUAX, 06CCH€‘-II/IBaI-OHlI/IX HX COXPAaHHOCTD.

32. IIporpaMMHO-TEXHHUYECKHE CPEICTBA TOCYNAPCTBEHHBIX WH(OPMAIIMOHHBIX CHCTEM B
chepe 3ApaBOOXpAaHEHUS, MEAWIIMHCKUX HWH()OPMAIMOHHBIX CHUCTEM MEIUIMHCKHX
OpraHm3alyii 00eCeunBalOT XpaHEeHUE AIEKTPOHHBIX PelenToB, 0(OPMIICHHBIX B (hopMme
AJIEKTPOHHBIX JOKYMEHTOB B TCUCHHE CPOKOB, YCTAHOBJICHHBIX JUISI XPaHEHUS PEIENTOB,
oOpPMIIEHHBIX Ha COOTBETCTBYIOIIUX (POopMax pelnentypHbIX OJTaHKOB Ha OyMaKHOM
Hocuteine <10>,

<10> MHomnyukr 5.2.169 Tlonoxkenuss o Munucrepcrse (CoOpaHre 3aKOHOIATEIHCTBA
Poccuiickoit ®denepanuu, 2012, N 26, ct. 3526; 2021, N 43, ct. 7258).

Ipunooicenue N 4

K npuxazy Munucmepcmea 30pagooxpaHenuisl
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Poccuiickoii @edepayuu

om 24 nosops 2021 2. N 1094#

®OPMA CIHIELVAJIBHOT'O PELEINTYPHOT'O BJIAHKA N 107/Y-HI

MMHMCTEPCTBO 3OpaBOOXPaHEeHUd Kon dopwmer mo OKYI
Poccurickon demepaumnm MemomumHCcKad IOOKYyMeHTa
uma

dopma N 107/y-HII,

YTBEPXIOEHHaA IIPUMKa30

M
MuHMCTEepCTBa 3OPaBOO
XPaHeHMAa
WTaMIl MeOMIMHCKOM OpITaHM3aluM Poccunickon denmepaumm
or 24.11.2021 N 1094
H

PEIEIT




20 T.
(DaTa BHIMCKU pell

enra)

(B3pOCJIEI, IOeTCKMM — HYXHOE INONUEPKHYTH)
dammnmsa, mMMA, OTUECTBO ([IocJiedHee - [IPM HaJlMUMuuu)
naumMeHTa
BoszpacrtT

Cepuss M HOMep nojmca o0g3aTesJIbHOTO MEeOUIMHCKOTO CTPaxXOBaHUI

HomMep MeIMUMHCKOM KapTH

damvmnmsa, mMda, OTUECTBO (IOCJelHee — [NPM HaJIUudUM)

Jledamero Bpada (besnpmmepa, aKylIEepKM)

e

[ToanmMch M JIMUHAS [I€e4YaTb Bpaua

(noonucek ¢Qesprumepa, akKyllepKu)




damMmuamsa,  uMd, OTUEeCTBO (mocyenHee - IOPM  HaJUMUUN) n
IIOONMCDH

YIIOJIHOMOYEHHOTI'O JIMila MEeIIULMHCKOM OpIraHM3alM

M.II.

OTMeTKa alTedYHOM opTaHMs3alumMy o0 OTIyCKe

dammniusg, MH, OTUECTBO (nocyenHee - TOpM HAJIW4YUM) "
IIOONNCH

PaboTHMKA alTedHOM OpIraHM3aLuMn

M.II.
Cpok InewmcTBHUA pelenTa 15 nHeM

Ipunoowcenue N 5
K npukasy Munucmepcmea 30pagooxpanenus

Poccuiickoii @edepayuu

om 24 noaopsa 2021 2. N 1094n

HOPAJAOK U3I'OTOBJIEHUA, PACITPEAEJIEHHNA,
PEI'MCTPALIUU, YUHETA U XPAHEHUA
PELENTOB, COAEPKAIIIUX HABHAYEHUE
HAPKOTUYECKUX CPEJACTB UJIN
IHCUXOTPOIIHBIX BEILIECTB

|. Ilopsinok U3roToBJEeHUs, pacnpeaeJeHust crenuaJibHbIX
penenTypHbix 61ankoB mo ¢popme N 107/y-HII



1. Opranuzanuio U3roTOBICHUS M paclpeieeHus] pelenTypHbiXx O1aHkoB mo ¢gopme N
107/y-HIT "CnenuansHblii perientypHbiii OnaHk™ (majngee - crenuaibHbI pelenTypHbIH
071aHK) ocyiiecTBisieT MUHHCTEPCTBO 31paBooxpaHenus Poccuiickoii deneparyu (manee
- MUHHCTEPCTBO).

2. CreuuanbHble peUEnTypHblE OJIaHKH SIBISIOTCS 3aIIMIIEHHOW MOIUrpaduiecKoit
npoaykuuen yposus "'B", u3roraBnuBaeMoii Ha Oymare po3oBoro mnpera pasmepom 10 cm
X 15 cM, AOKHBI MUMETh CEpPUI0 M HOMEp, a TaKKe COOTBETCTBOBATh TPEOOBAHUSM,
yKa3aHHbIM B TMpHKa3ze MunuctepcrBa ¢unancoB Poccuiickoit ®epepaunu ot 29
centsops 2020 . N 2171 "OO6 yrtBepkaeHun TeXHMUYECKUX TpeOOBAaHWUN W YCIIOBUMA
W3TOTOBJIICHUS  3alIUIICHHOH  OT  MO;JeNoK  moiurpaduyeckol  mpomykuuu”
(3apeructpupoBan MunucrepctBoM roctuiu Poccuiickoii ®eneparuu 16 Hos6ps 2020
r., peructparonnsiii N 60930).

3. B mensx opraHuM3anyy M3TOTOBJICHHS W PACIIPEACICHUS CIEIUATBHBIX PEENTYPHBIX
OJIaHKOB MEUIIMHCKUE OpraHU3allui, UMEIOIINE TPaBO OCYIIECTBIATH BbIIauy PELENTOB
HAa HApKOTMYECKHE CpEICTBAa WM ICHXOTpornHble BemectBa cnucka Il ITlepeuns u
3aperucTpupoBaHHbie B Poccuiickoit depepaliny B Ka4eCTBE JICKAPCTBEHHBIX MpenaparoB
JUT MEAMIIMHCKOTO MPUMEHEHHUs (1ajee COOTBETCTBEHHO - MEIUIIMHCKAs OpraHHU3aIus,
HAPKOTHYECKHI (IICHMXOTPOIHBIH) JEKApCTBEHHBIM IIperapar), COCTaBISIOT 3asBKH Ha
pelenTypHble OJIaHKH.

4. B cpok mo 1 okta0psi Tekyiero roga 3asiBKH MEAMIMHCKHX OpraHu3aluid Ha
CHelHallbHbIe pelenTypHbIe OTaHKHU MPEACTABISIOTCS:

1) MCIWIUHCKUMHA OpraHu3aluiaMi, HaxXoAAIUMHCA B BCACHUU (1)6I[CpaJH>HI)IX OpraHoB
HCIIOJIHUTEIbHOMN BJIACTH, - B COOTBCTCTBYIOIIHC cbezlepaanHe OpTraHbl HCIIOJIHUTEIBLHOM
BJIACTH,

2) METUIIMHCKHUMHU OpPTaHH3alUsAMH, HAXOAAIIMMHUCS B BEICHUU CYyOBEKTOB PoccHiickoit
depepanuy, MEIUIMHCKAMH OpPraHU3AlMIMH MYHHIUIIAIBHOM M YacTHOH CHCTEM
37paBOOXPAHEHHUs] - B OpraHbl HCIOJHUTEIBHOW BIacTH CyObekTOB Poccuiickoi
deneparun B chepe OXpaHbI 3I0POBbS TPaXKJaH, HA TEPPUTOPHH KOTOPHIX OHHU
pacrmosokKeHbl (majnee - OpraHbl HCIOJHHUTEIBHON BIAacTH CyObekTOB Poccuiickoii
deneparun).

5. B 3asBke MeIMUMHCKOW OpraHu3allid Ha CIElHualbHbIE pELEeNnTypHble OJIaHKU
YKa3bIBaOTCS CIEAYIOINE CBEICHHUSA:

1) cBemeHUs O MEIUIMHCKOW OpraHU3allMM, IOJABIICH 3asBKYy Ha CICHHAIbHbIC
penentypHbie OaHKH (MOJHOE HAMMEHOBAHUE, aJPEC MECTa HAXOXKICHUS);

2) KOJIMYCCTBO CICHUAJIBHBIX PCHCITYPHBIX 6J'IaHKOB, HU3PaCXO0J0BAHHBIX MEIUITUHCKOM
OpraHHSaHHeﬁ Hal STHBaps NPEAIICCTBYIOMICTO oA,

3) KOJIMYCCTBO CIHCHUAJIBHBIX PEHCITYPHBIX 6J'IaHKOB, HCOGXOI[I/IMBIX MEIUITUHCKOM
opraHu3anuvu Ha CJ'IC,Z[YIOH_IHﬁ ToAa.

3asiBKa MEIUIIMHCKOM OpraHu3alMd Ha CIelHualbHble pelenTypHble OJaHKU
MIOAINKUCHIBAECTC  PYKOBOAMTENIEM  MEIULMHCKOM  OpraHu3alliM, KOTOPBIM  HECET
NEPCOHAJIBHYI0 OTBETCTBEHHOCTb 332 OOOCHOBAaHHOCTh M JOCTOBEPHOCTh YKa3aHHBIX
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CBEJICHUU.

6. denepanpHble OpraHbl WUCIOIHUTEIBHOM BIIACTH, B BEICHUU KOTOPBIX HAXOISATCS
MEIMIUHCKUE opraHu3anuu (nanee - denepaibHble OpraHbl HCIOJHUTEIBHOW BIACTH), H
OpraHbl MCIOJHUTEIBHOW BiacTu CcyObekToB Poccuiickoit ®denepannum Ha OCHOBAaHUH
3a8BOK MEIMLIMHCKUX OpPraHU3alliil Ha CHelMaIbHbIE PeLenTypHbIe OJaHKH (GOPMHUPYIOT
CBOJIHBIC 3afBKH Ha CIELMaJbHBIC PEIENnTypHbIe ONaHKW ¥ B Cpok 10 1 nexaOps
TEKYLIET0 I'0Jla IIPEACTABIIAOT UX B MUHUCTEPCTBO.

7.B CBO,I[HOfI 3as4BKC Ha CIICHHAJIBHBIC PELCIITYPHBIC OnaHku YKa3bIBAKOTCA CICAYIOIIUC
CBCIICHUS.

1) cBenenus 0 (eaepasbHOM OpraHe MCIONIHUTEIBHOM BIacTH (OpraHe UCIOJIHUTEIBHOI
BIacTH cyowbekra Poccuiickoit ®denepanuu), NpEICTaBUBIIEM CBOIHYIO 3asBKy Ha
CrenUaIbHbBIC PELENTYPHbIC OaHKH (ITOJHOE HAMMEHOBAaHHUE, aAPEC MECTa HAXOXKICHHS);

2) KOJIMYECTBO CIEIHUAIBHBIX PELENTYPHBIX OJaHKOB, PacClpele/ieHHbIX (eaepaibHbIM
OpPraHoOM HCIIOJIHUTEIbHONH BJIacTH (OPraHoOM HCIIOJIHUTEIBHONW BJIACTH CyOBEKTa
Poccwuiickoii denepariun) Ha 1 sHBaps MPEIIISCTBYIONIETO Toa MEXIY MEIUIIMHCKIMHU
OpraHU3aLUSIMH;

3) KOJHYECTBO CIEIHATBHBIX PEHENTYPHBIX OJTaHKOB, HEOOXOMMUMBIX (eaepaaTbHOMY
OpraHy HCIHOJHHUTEIbHOW BiacTu (OpraHy HCIOJHHMTEIBHOW BIACTH CyObEKTa
Poccuiickoii ~ ®enmeparu) Ha  CICAYIONMA TOA Ui PACHpPEACICHUS  MEKIY
MEJIUIIMHCKUMHU OpraHu3alusIMHu,

4) cBeieHUS O TOJBEJOMCTBEHHOW OpraHM3alliy, YIOJHOMOUYCHHOW (enepaibHbIM
OpPraHOM HCIIOJHUTENBHON BiacTd (OpraHoM HCIOJNHHUTENBHOM BIACTH CyOBEKTa
Poccuiickoii ®enepariy) OCYIIECTBISATh TONYyYCHHUE CIHEIMATBHBIX PELENTYPHBIX
07aHKOB OT MUHHCTEpPCTBA, MX XpaHEHHE M BbLAAYY MEIUIMHCKUM OpIaHU3alUsaM
(momHOE HamMeHOBaHUe, aapec Mecta HaxoxaeHus, MTHH/KIIIT, OKTMO opranu3zaium,
(bakTUYeCKHil axpec MOCTaBKH).

8. Ha ocHOBaHMYM TOIYYEHHBIX CBOJHBIX 3asBOK Ha CIIEMATBHbBIC PEENTypHBIC OJaHKH
MUHHCTEPCTBO €XErofHO B Cpok a0 15 sHBaps cienyromero roga (opMupyer u
YTBEp)KAAET IUIAH pacHpeleieHus] CIeNUalbHbIX PELENTypHbIX OJaHKOB, B KOTOPOM
oTpaxkaercs TrofoBas MnoTpeOHOCTh Poccuiickoit depepauun B cHEUATBHBIX
pelenTypHbIX OnaHkax (nanee - miaH pacnpenelieHuss MHHUCTEPCTBA).

9. B mane pacnpenenenuss MUHHCTEPCTBA YKa3bIBAIOTCS CICTYIONINE CBEACHUS:
1) mopsIKOBBIN HOMEp 3aIHCH;

2) HauMeHOBaHHe (elepalbHOTO OpraHa HCIOJHHUTENBHOW  BiacTH  (opraHa
MCIIOTHUTENILHOW BlIacTh cyObekTa Poccuiickoit demeparnun), mpeacTaBUBIIETO CBOIHYIO
3asBKY Ha CIEIMaIbHbIE PEleNTYpHbIE OJTaHKH,

3) HCO6XOIlI/IMOC KOJIMYCCTBO CIICHUAJIBHBIX PCUCIITYPHBIX OJIAHKOB.

10. HampamneHue creMUaNbHBIX pEIENTYpHBIX OJNIAHKOB (enepaabHbIM OpraHam
WCIIOTHUTENIHON BIACTH, OpraHaM WCIOJHHUTENbHOW BIacTu CyObekToB Poccuiickoi
denepanuu oCymecTBIseTcss MUHUCTEPCTBOM B KOJIUYECTBE, MPETYCMOTPEHHOM ILIAHOM



pacnpenenenuss MUHHCTEPCTBA.

11. MuUHHCTEPCTBOM JIOTIOJHHUTEIHHO K KOJIHYECTBY CHEIHAIBHBIX PEHeNTyPHBIX
OJIaHKOB, TIPEAYCMOTPEHHOMY IUIAaHOM pactpeneneHus MUHHCTEPCTBa, (HOPMHUPYETCS
pE3epBHBIA  3amac  CHCHHANBHBIX  PEIENTYpHBIX ONaHKOB B  KOJMYECTBE, HE
npessimaromem 150 000 criermanbHBIX PEIENTYPHBIX OJIAHKOB.

12. B caywae yBenuyeHHsT MOTPEOHOCTH B CHEIHAIBHBIX PEHENTYPHBIX OJIaHKax
GbenepanbHble OpPraHbl HCHOJIHUTEIBHOW BiaacTh (OpraHbl HCIOJHUTEIBLHOW BJIACTH
cyobekToB Poccuiickoit Menepanyn) HapaBiasSiOT B MUHHCTEPCTBO CBOJHBIC 3asABKH Ha
JIOTIOJTHUTEIPHOE KOJIMYECTBO CIEIHMATbHBIX PEUENTYpHBIX OJaHKOB (¢ 000CHOBaHHEM
YBEIMYCHUSI TMOTPEOHOCTH B  CIEHHAIBHBIX PEIENTYPHBIX OJIaHKax), KOTOpBIC
MPEIOCTABIAIOTCS MUHUCTEPCTBOM M3 PE3EPBHOTO 3araca CIeNUaIbHBIX PEHENTYPHBIX
OJIaHKOB.

13. denepanbHbie OpraHbl UCIOJIHUTEILHOW BIACTH (OpPraHbl UCIIOJHUTECIBLHOW BIIACTH
cyobektoB Poccuiickoii  Deepannu) pacnupeiessioT MOJYyYCHHbIE — CIEHHAbHBIC
peuenTypHble OJMaHKA MEXAY MEAUIIMHCKUMH OpraHu3alusMU Ha OCHOBAHMH IIJIAHOB
pactipeneneHus, CcGOPMHUPOBAHHBIX B COOTBETCTBHM C 3asgBKaMHU MEIHUIIMHCKUX
OpraHu3alyii Ha CrielallbHbIe pelenTypHbIe OTaHKU.

I1. Ilopsigok perucTpanym, yyeta i XpaHeHUs CHENNAIbHBIX
penenTypHbIX 0ankoB mo popme N 107/y-HII

14. MunucrepcTBo, WHBIC (henepanbHble OpraHbl WCTIOTHUTEIBLHOW BIACTH W OPTaHBI
WCIIONTHUTENbHON BiacTu cyOwbekToB Poccuiickoii denepariyi OpraHU3yIOT XpaHEHHE
CHEIUATBHBIX  PEIENnTypHBIX  ONAHKOB B  TOJABEIOMCTBEHHBIX  OpraHU3aIUsX,
YIIOJTHOMOYEHHBIX OCYIIECTBIISATh MOITYYEHHE CIENUATbHBIX PEIEeNTypHbIX OJTaHKOB OT
MuHHCTEpCTBA, WX XpaHEHWE M BbIJAYy MEIUIMHCKMM OpraHu3aiusaM (manee -
YIIOJTHOMOUCHHAs! OpPraHu3aIHs).

15. B ynonHOMOYEHHOW OpraHU3alMd U MEAWLIHMHCKOM OpraHu3alud, MOJyYUBLIEH
CrelMalbHble pELEeNnTypHble OJaHKH, OpPraHU3yeTCsl PEeruCTpalys, y4yeT WU XpaHEHUe
CHeLUaTbHBIX PELENTYPHBIX OJaHKOB.

Perucrpanus, yuet u XpaHeHH€e pe3epBHOIO 3araca CrielualbHbIX PeLEeNTypPHBIX OJaHKOB
MuHucTepcTBa  OCyLIeCTBIsAETCS  (eepalbHbIM — TOCYIApPCTBEHHBIM  OOJKETHBIM
YUpEXKICHUEM, HaXOSIIMMCS B BeleHMM MunucTepcTBa (ajiee COOTBETCTBEHHO -
pe3epBHBIiT 3amac, MOIBEIOMCTBEHHOE YUPEKICHHE).

16. PaboTHHK, Ha3HAUECHHBIH TMPUKA30M PYKOBOIHUTENS YIOJTHOMOYEHHOW OpTraHU3aIlUuH
(YroTHOMOUYEHHOW OpraHU3alyy, MOJBEJOMCTBEHHOTO YYPEXKICHHUS) OTBETCTBEHHBIM 3a
PETHCTPAINI0, XpPaHEHHE W Y4YeT CIEHHUATbHBIX pPEIeNnTypHbIX ONaHKOB (manee -
OTBETCTBEHHBI PaOOTHHK), HA OCHOBAaHUH IOBEPEHHOCTH, O(OPMIICHHOW B IMOpSJIKE,
YCTAQHOBJIGHHOM  3aKOHOJATeIbcTBOM  Poccuiickoit  ®emeparmu (¢ TOAMKCHIO
PYKOBOAUTENS  yNOJHOMOYCHHOW opraHu3anud  (YIOJHOMOYEHHOH — OpraHHM3aliH,
MOJIBEJIOMCTBCHHOTO ~ YUPSKACHUS), TIABHOrO OyXrajarepa, 3aBepeHHBIX KpYyIIOi
NeYarbio), MOJNYy4aeT CHEUUAbHBbIE PELENTypHbIE ONaHKM W OCYIIECTBISET BEICHUE



KypHaja PErUCTpalli W Yy4YeTa CICHUAIBHBIX PEHENTYpHBIX OJIAHKOB, K KOTOPOMY
npuodiiaer ¢Gorto- u (WIM) BHACOMATEpUaNbl, MOATBepXKIaroimue (Gakr odopmieHus
peLENTYPHBIX OJIAHKOB HA A0MY (TPH HAJTHYHUH).

17. XypHan perucTpanuu ¥ y4eTa CHEeIHAIbHBIX PEHENnTYPHBIX OJaHKOB JIOJDKEH OBITh
IIPOHYMEPOBaH, MPOLIHYPOBAaH, UMETh HA MOCIEAHEH CTPAaHHULE 3allUCh, COACPIKALIYIO
KOJIMYECTBO CTPAHMUI], TIOJHOE HAMMEHOBAaHUE YIOJHOMOYEHHOW OpraHu3aluu
(MemUIIMHCKOM OpraHM3alliK, MOIBEIOMCTBEHHOIO YUPSKICHHUS), a TaKKEe CKpEIUICH
MOJMKMCHI0 PYKOBOAUTEINISE M T€YaThIO YIIOJHOMOYCHHON oOpraHu3aiu (MeIUIIMHCKON
OpraHu3aIiK, OABEJOMCTBEHHOTO YUPEKICHUS).

XKypnan peructpanuu U ydeTa ClielualbHBIX PELENTYPHBIX OJaHKOB pe3epBHOIO 3amaca
MuHHUCTEpCTBA CKPEIUISETCSl TaKXKe MOIIKMCHI0 TUPEKTopa (B Cilydae ero OTCYTCTBUS -
3aMeCTUTENs JupekTopa) JlemaprameHTa peryaupoBaHHs OOpPAIICHHUS JICKAPCTBEHHBIX
CPEICTB M MEIUIIMHCKUX W3/ennii MUHUCTEpCTBA U e4aTrbio MUHUCTEPCTRA.

18. B okypHane perucrtpalyy U Yy4yeTa CHENHAIBHBIX PELUENTYypHBIX OJIaHKOB
YKa3bIBAIOTCS CIIEAYIOIIUE CBEICHUS:

1) nopsiAKOBEIN HOMEp 3aITKCH;

2) MPHUXO] CIICIIMATBHBIX PELENTYPHBIX OJaHKOB!

a) PEKBU3UTHI U JIaTa PETUCTPAI[MH PUXOIHOTO JTIOKYMEHTA;

0) oO1ee KOJIIMYECTBO MOCTYMUBIIHMX CHELUATBHBIX PELEHTYPHBIX OJIAHKOB,;
B) CEpHsi U HOMEP CIELHAIBHOIO PELENTYPHOIo OaHKa;

T') KOJIMYECTBO CIEIMATBHBIX PEIENTYPHBIX OJTAHKOB IO KaXIOW CEPHH;

n) damunus, ums, otdecTBo (MOCIEAHEE - MPU HAIWYUHU) M MOAMKCH OTBETCTBEHHOI'O
paOoTHUKa,

3) pacxo]] cenuaNbHBIX PELUENTYPHBIX OJaHKOB!
a) JaTa BbIJIA4M CIICIHATbHBIX PEICTITYPHBIX OJAHKOB;
0) cepur U HOMepa BbIIAHHBIX CIEIHATIBHBIX PELENTYPHBIX OJIAHKOB,;

B) KOJIMYCCTBO BBIJAHHBIX CIICHUAIBHBIX PCLCIITYPHBIX OJIaHKOB C YKa3aHHUEM B CKOOKax
KOJIMYCCTBA CIICIHUAJIBHBIX PECUCTITYPHBIX 6J'IaHKOB, BBIAAHHBIX OJIs1 O(l)OpMJ'IeHI/ISI Ha I0MY,

r) dhamuius, uMsl, 0T4eCcTBO (MOCIEAHEE - IPU HATMYHMU) U TTOIIKCH JIUIA, TOTYYHBIIETO
CHelHalIbHbIe pelenTypHble OJIaHKH,;

1) KOJIMYECTBO CIEIMATBbHBIX PEIENTYPHBIX OJaHKOB, OOPMIICHHBIX Ha JOMY;

¢) dbamuins, UMs, OTYECTBO (MOCTIEHEE - PU HATMYUH) U MOJMUCH JIUIA, 0)OPMHUBIIIETO
CIIEIATIbHBIC PELENTYPHbIC OJaHKU HA JIOMY;

4) damumnums, uMs, oTdyecTBO (MOCIENHEE - NMPH HAIMYMAHU) U TIOIIHCH OTBETCTBEHHOTO
paboTHUKa,

5) ocTaTok CrelUanbHbIX PEIENTYPHBIX OJIAHKOB.



19. CneuuanbHblii penenTypHbIii OJaHK SBISIETCS JOKYMEHTOM CTPOTrOM OTYETHOCTH.
3anac crHenuaibHbIX PELENTYPHBIX OJIAHKOB B MEIUIIMHCKOM OpraHu3aliu JOJIKEH
XPaHUTBHCS B CIELUAJIbHBIX MOMEHICHMSX, ceiidax WIM B CIEUUaIbHO HM3TOTOBICHHBIX
mkagax, OOUTHIX OIMHKOBAHHBIM JKEIE€30M, C HAJS)KHBIM BHYTPEHHUM WM HABECHBIM
3aMKOM.

[Tomemenus, ceidpl, mKadbl, B KOTOPBIX XPAHATCS CHEIHAIBHBIE PELENTYPHbIC OIaHKH,
JOJDKHBI OBITH 3aKpPBITHl Ha 3aMKH W TOCIE OKOHYaHHUsS pabOThl Ole4aTaHbl MEYaTbio
YIIOJHOMOUCHHOM OpraHu3anuy (MeIUIIMHCKOW OPraHU3aIliK) WK OTZIOMOHUPOBAHbI.

20. B MemuIIMHCKUX OpraHU3alMsX 3arac CHEIUANbHBIX PEIEeNTYpHBIX OJNIAHKOB HE
JIOJDKEH TIPEBBIIATH TOIOBOM MOTPEOHOCTH.

21. Paspemaercs BbIaBaTh MEAMLIMHCKOMY paOOTHHKY, MMEIONIEMY IpPaBO Ha3HAYAThH
HapKOTHUYeCKKe (IICUXOTPOIHbIC) JIEKAPCTBEHHBIC MIPEapaThl, CAMHOBPEMEHHO He Oolee
JBaJIaTU CIELUAIbHBIX PEUENTYPHBIX OJIaHKOB.

MenuuuHckue  paOOTHHKM, — BBIIMCHIBAIOLIME ~ PELENTbl  HAa  HApKOTUYECKUE
(mcUXOTpOIHbBIE) JIEKAPCTBEHHBIC MpEMaparbl, HA OCHOBAaHWH IPHKA3a PYKOBOJHUTEIS
MEIUILMHCKON OpraHu3allid HECyT JIMYHYK0 OTBETCTBEHHOCTb 3a COXPaHHOCThb
MOJIyYEeHHBIX CHElHaIbHBIX PELeNTYpHbIX OlaHKOB. CrienuaibHble peLenTypHble OJIaHKH,
MOJyYCHHBIE MEAWIMHCKUM pPa0OTHHKOM, XpaHATCS TIOI 3aMKOM B  celdax,
METaJUINYECKUX IIKa(ax WIK METANINYECKUX SIIUKAX.

22. B MeIWIMHCKOW OpraHM3allMM CO3/IaeTCsl IMOCTOSHHO JCHCTBYIOIIAs KOMHCCHS,
KoTopas He pexe 1 pasa kBapran (IO PpEIICHHIO PYKOBOAUTENIS MEIUIIUHCKON
OpraHu3ali BO3MOXKHO 4Yallle) OCYIIECTBIIICT IMPOBEPKY COCTOSIHUS PETUCTPAIUH H
ydeTa CHEIMAIbHBIX PEelEnTYpHbIX OJaHKOB, B TOM YHCIE TyTeM CBEPKU 3amucen
JKypHajla PEeTUCTpaIlMy U y4yeTa CHEeIUaIbHBIX PEIEeNTypPHBIX OJIAHKOB, C (PAKTUUYECKUM
HaJW4YMeM CIeUUaJIbHBIX pPElHeNnTypHbIX OJaHKOB, a Takke TMPOBEPKY COCTOSHUS
XpaHEHUs CHeIHAIbHBIX PELENTYPHBIX OJaHKOB.

[To pe3ynpraraM mNOpOBEpPKH B JKypHAJ€ pErUCTpAllMM W y4yeTa CIEHHaTbHBIX
pElenTypHbIX OJaHKOB JiejaeTcs 3aluch O pe3yibraTaX MpPOBEACHUS CBEPKH ITaHHBIX,
3aKpeIuIeHHas! MOANMCSAMHU BCEX WICHOB KOMMCCHM, WM CO3JaeTCs CIELUAJIbHBIA aKT
MPOBEPKH.

23. ®OenepanbHble OpraHbl UCIIOMHUTEIBHON BIACTH W OPTAaHBI UCTIONHUTEIFHON BIIACTH
cyobekToB Poccuiickoit ®enepanuy OCYIIECTBISIOT KOHTPOJIb 33 OpraHM3aluei
perucrpanuy, ydyera M  XpaHEHUs CIEUUaJbHBIX PpEUEnTypHbIX OJIaHKOB B
YIOJIHOMOYEHHBIX OPraHu3alUsaX U MEIUIIMHCKUX OPraHU3aLNsX.

24. Bplaua crielagbHbIX PEeLeNTYPHBIX OJaHKOB U3 pe3epBHOro 3amaca MUHHCTEpCTBa
(denepanbHBIM OpraHaM HCIOJIHUTEIBHOW BJIACTH M OpraHaM HCIHOJHHUTEIbHOM BIIaCTH
cyobekToB Poccuiickoit denepanyu  OCYIIECTBIISETCS OTBETCTBEHHBIM PaOOTHUKOM
MOJIBEZIOMCTBEHHOTO YUYPEXJACHHUSI HAa OCHOBAaHUM pelIeHUs 00 OTMYyCKe CHelHabHBIX
peLenTypHbIX OJIaHKOB, O()OPMIIEHHOTO B BHJE MUCHhMA, TOAMMCAHHOTO JUPEKTOpPOM (B
cliydae ero OTCYTCTBUSI - 3aMECTUTeNieM Iupektopa) JlemapTaMeHTa peryiupoBaHUS
oOpallleHus JIeKapCTBEHHBIX CPEACTB U MEAUIIMHCKUX MU3enuii MUHUCTEpCTBA.

[IpoBepka neATEIPHOCTH MOABEAOMCTBEHHOIO YUYPEXKJIECHHS IO PETHCTPALAH, YUYETy U



XpaHCHHIO PE3EePBHOIO 3amaca OCYHIECTBISCTCS JlemapTaMeHTOM —peryIHpOBaHUS
oOpalleHus JIEKapCTBEHHBIX CPEICTB M MEAMIMHCKUX M3Jenuil Munucrepcrsa 2 pasa B
rox He no3nHee 20 uncina MecsIia, CIeIYIOIIEro 32 UCTEKIITNM ITOTYTOIUEM.

Ipunoocenue N 6
K npukasy Munucmepcmea 30pagooxpanerus
Poccuiickoii @edepayuu

om 24 nosops 2021 2. N 1094#

IHPABUJIA O®POPMJIEHUSA PELIEIITOB,
COAEPKALINX HASHAYEHHE
HAPKOTHYECKHUX CPEACTB WJIHN
IHCUXOTPOIIHBIX BEHIECTB, B TOM YUCIJIE B
®OPME JJIEKTPOHHBIX JTOKYMEHTOB

. Odopmiienne penenta Ha OyMaKHOM HOCUTEJIe

1. Ha penentyphbix Onankax ¢popmer N 107/y-HII B ieBOM BepXHEM yIi1y IPOCTABIISIETCSI
IITaMIT METUIIMHCKOW OpPraHU3allii ¢ YKa3aHWEM e IMOJTHOTO HAMMEHOBAaHUS, ajpeca U
TenedoHa ¢ 1aToi BRIMUCKH (IaTtoit opopMIICHHs) perienTa Ha JeKapCTBEHHBIN pernapar.

Peuentypusie Omanku  ¢opmel N 107/y-HIT HM3roTaBnuMBarOTCS MCKIFOYUTEIBHO
TUIOTPaCKUM CIIOCOOOM.

2. Ha peuentypHbIX OnaHkax, oopMIIsSiEeMbIX MHIAUBHYyaTbHBIMH MpeIIPUHUMATEISMH,
MMEIOLUMH JIMIIEH3UI0 Ha MEAMIMHCKYIO0 JEeSTeNbHOCTh, B BEPXHEM JIEBOM YINIY
TUNOrpa)CKUM CHOCOOOM MM IMyTEeM MPOCTAaBJIEHUsS IITaMIa JOJDKEH OBbITh YKa3zaH
aZipec MHIUBUAYAJIBHOTO MpeINpUHUMATENs, HOMEp W Jara JULEH3UH, HauMEHOBaHUeE
OpraHa rocyl1apCTBEHHOM BJIACTH, BBIIABILETO JINLIEH3HIO.

3. Peuentypubie 6nanku Gopmbr N 107/y-HII 3amoiHsMOTCS METUIMHCKAM PaOOTHHKOM
YEpPHWIAMH WJIU IAPUKOBON PYYKOH.

4. Jlommyckaetcs oopMiieHHE BCEX PEKBH3HUTOB (3a MCKiIoueHHeM pekBusuTa "Tloamuch
nevaniero Bpada (moAmuck (enpaimiepa, akymiepku)'’) penenTypHbix OnaHkoB ¢popmbr N
107/y-HII ¢ ucrionp30BaHUEM TI€YATAIONIUX YCTPOHCTB.

5. B penentypuom Gnmanke gopmsel N 107/y-HIT B ctpokax "®damuius, uMsl, OTYECTBO
(mocnennee - mpu HanuuKmM) narreHTa” u "Bo3pact” yka3plBaroTCs MOMHOCTHIO paMuiTus,
uMsl, 0T9ecTBO (MOCNIEIHEe - TP HAIMYKH) MAIMEHTa, €ro BO3PacT (KOJIMYECTBO MOTHBIX
JIeT).

HOHYCTI/IMO YKa3aHUC JAaTbl pOKACHUA MMAlIUCHTA.



6. B peuentypHom 6nanke ¢popmer N 107/y-HIT:

1) B crpoke "Cepuss u HOMEp mojmca O00S3aTeIbHOTO MEJUIIMHCKOTO CTpaxOBaHUs'"
yKa3bIBAaeTCsl HOMEP I0JIKca 00513aTeIbHOr0 MEAUIIMHCKOTO CTPaxOBaHHs MalueHTa (Ipu
HAJINYKH);

2) B crpoke "Homep MemUIMHCKOH KapThl" yKa3bIBae€TCS HOMEpP MEIUIIMHCKON KapThl
NAIMEHTa, IMOJIyYalollero MEIUIUHCKYI0 IOMOIIb B aMOYIAaTOPHBIX YCIOBMSX, HIIU
UCTOpUU OO0JIE3HU MALMEHTA, BBINHUCHIBAEMOTI0 U3 MEJUIIMHCKONW OpraHU3aliH;

3) B crpoke "®amuius, UMs, OTYECTBO (MOCIEAHEE - NMPU HAJIMYKMM) JIeYalero Bpada
(benpamepa, akymiepku)" yKasbIBaeTCs IOJHOCTbIO  (paMuimsi, WMs, OTYECTBO
(mocnennee - mpu Haauuuu) Bpada ((denpaiiepa, aKyIIepKH), BBITUCABIIETO PELENT Ha
HApKOTHYECKHH (MICUXOTPOITHBIN) JIEKAPCTBEHHBIHN Mpemnapar.

7. B rpade "Rp" peuentypHoro 6manka ¢popmer N 107/y-HIT yka3siaercs:

1) HAWUMCHOBAHHEC JICKAPCTBCHHOI'O IIpCIiapara (MG)KIIYHapOI[HOC HCIIaTCHTOBAHHOC
HanMMCHOBAHUC, TPYNIIMUPOBOYHOC nin XUMHUYCCKOC HaMMCHOBAHMNCE, TOProBoc
HaI/IMeHOBaHI/Ie) Ha JIATUHCKOM S3bIKC WM HA PYCCKOM A3LBIKC, Q)opMa BBIITYCKa,

J03UPOBKA, KOJMYECTBO (yKa3bIBAaCTCs MPONHUCHIO Ha peuentypHoM Omanke ¢opmbsr N
107/y-HIT);

2) cnoco06 MpUMEHEHHS JICKAPCTBEHHOTO TMpenapara Ha TOCYIapCTBEHHOM  SI3BIKE
Poccuiickoit @enepanuy WM Ha TOCYIapCTBEHHOM s3bike Poccuiickor denepauuu u
TOCYIapCTBEHHOM SI3bIKE PECIYOJIMK M MHBIX s3bIKax HapoaoB Poccuiickoit denepanuu
<1>.

<1> Yacrs | crarpu 15 3akona Poccuiickoit @enepanuu ot 25 oxrsaops 1991 . N 1807-1
"O s3pikax HapomoB Poccuiickoit denepanuu” (manee - 3akon N 1807-1). (Bemomoctu
cbe3na HaponHbix jgernyraroB PCOCP u BepxoBHoro Cosera PCOCP, 1991, N 50, ct.
1740).

8. Ilpu odopmieHnH peLenTypHBIX OJaHKOB 3alpeliacTcs OrpaHUYMBATHCS OOIIUMHU
yKa3aHusAMH, HaripuMmep, 'BayTtpennee", "M3BecTHO".

9. Ilpu odopmiennn mnammeHty penentypaoro Omanka ¢opmbr N 107/y-HIT Ha
HapKOTHYECKHH (TICMXOTPOIHBII) JIEKApCTBEHHBI Npenapar B paMKax OKa3aHHUs
MEIUIIUHCKOM MOMOIIM TIPU ONPEIeICHHOM 3a00JI€BaHUHU TaKOM PELenT 3aBepseTCs:

1) MOANMUCHIO U JINYHOW TEYaThIO Bpaya MO0 MOAMUCHIO (esbaiepa (aKyIepKu);

2) TmeyaThl0 MEAWIMHCKOM OpraHu3anuy, JUOO CTPYKTYPHOTO —IOApa3AeiIeHUs
MEAMIMHCKOM opranuzanuu "Jlas  penentoB”, KoTopash MPOCTaBISETCS JIUIOM,
YIIOJTHOMOYEHHBIM PYKOBOAMUTEIEM MEIULMHCKON OpraHu3aly ¢ yKazaHueM (paMuiIuH,
UMEHH, oT4ecTBa (IOCIIeIHee - IPH HAJIMYMH) U TPOCTABICHUEM €T0 JINYHOW TIOAIHICH.

B ciygasx HeoOXomuMocCTH OQOpMIIEHHS pelenTa Ha HApKOTHYECKHH (IICHXOTPOITHBIN)
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JIEKapCTBEHHBIIN Mpernapar Ha JAOMY B paMKax OKa3aHUs MaJUIMAaTUBHON MEIMIIMHCKOM
MOMOIIH JIOMYCKAETCsl MPEIBAPUTEILHOE 3aBEPEHUE pelenTa IMTaMIOM MEIUITUHCKON
OpraHu3alliy, IeYaTblo MEIUIIMHCKON OpraHu3aluu JuO0 CTPYKTYPHOTO MOJpa3aeaecHus
MEIUIIMHCKON opranuzanuud s peuentoB”, KoTopas NPOCTABISETCS JIMIIOM,
YIIOJTHOMOYEHHBIM PYKOBOJIUTEIEM MEAUIIMHCKON OpraHu3alli, ¢ yKazaHueM (aMuiui,
UMeHH, oTdecTBa (MOCIEeIHEE - IPU HAJIWYKMK) U MPOCTABICHUEM €ro JHYHOM MOIITHCH.
[Ipu 3TOM B *XKypHaje PEerucTpaluyd U ydeTa peLenTypHbIX OJaHKOB B COOTBETCTBUH C
[TopsimkoM permcTpanuy, ydeTa W XPaHEHUS CICIHUATBHBIX PEIENTYPHBIX OJTaHKOB Ha
HAapKOTHYECKHE CPE/ICTBA WJIM ICUXOTPOIHBIC BEIIECTBA, YTBEPXKACHHBIM HACTOSIIUM
MIPUKA30M, JIEIAeTCs OTMETKA O €r0 BblAa4ye A1 0(hOpMIICHHS Ha JOMY, a TaK)Ke OTMETKA,
yIIOCTOBEPEHHAs! MOIKCHI0 Bpada Jinbo (enpaiiepa (aKyiepku), 0hOPMUBIIETO PEICTIT,
0 ¢axte ero opopMIICHHS, KOTOPbIH MOXXET OBITh JONOTHUTEIBHO TOATBEPKACH (POTO- U
(nm) BuEOMaTepragIaMH.

B crpoke "OTMerka anTe4HOW OpraHU3aMu 00 OTHYCKe' CTAaBUTCS OTMETKA anTeuHOM
OpraHu3aiiu 00 OTIyCKe HAPKOTHUYECKOTO (IICHXOTPOITHOTO) JIEKAPCTBEHHOTO Mperapara
(c  yka3aHueM  HaMMCHOBaHHs,  KOJMYECTBA  OTHYIICHHOTO  HAPKOTHYECKOTO
(MCUXOTPOITHOr0) JICKAPCTBEHHOTO Tpernapara | JaThl €ro OTITYCKa), KOTOpasi 3aBepseTCs
MOANMKUCHI0 pabOTHWKAa aNTeYHOM OpraHu3aliy, OTITYCTHBIIETO HAPKOTHUYECKUI
(MCUXOTPOIHBIH) JeKapCTBEHHBIA mpemapar (C yka3aHHeM ero ¢GaMuind, HMEHH,
ordecTBa (mOCJieIHEE - NpPU HAIMYMHU), a TaKXKe KpPYyIIOH IIe4aThi0 AanTeyHOM
OpraHm3ali, B OTTUCKE KOTOPOH [JOMKHO OBITh HACHTU(UIUPOBAHO TOJHOE
HaVMEHOBAHME ANTEYHOU OpPraHU3aluu.

10. Ha omnom penentypuom Onanke gopmbl N 107/y-HII pa3permaercs ocyiiecTBisTh
Ha3HA4YE€HHE TOJIBKO OJJHOTO HAMMEHOBAHUS JIEKapCTBEHHOTO Ipernapara.

11. VictipaBneHus B peLienTe He AOMYCKatOTCs.

1. Opopmienne peunenrta B popMe 3J1eKTPOHHOTO TOKYMEHTA

12. Peuent B QopMe SIEKTPOHHOTO JOKYMEHTa, MOJMHCAHHOTO YCHUJIEHHOM
KBIN(UIMPOBAHHON  2JEKTPOHHOM  MOAMUCBHIO,  (OpMHUpYETCS  MEIULHUHCKUM
paOOTHUKOM, CBEAEHUS O KOTOPOM BHECEHBI B (pellepajbHbI PErucTp MEAULUHCKUX
pabOTHUKOB <2>, a TaKXke IMPH YCIOBHUHM PErHCTPAallMid MEIWIIMHCKOM OpraHW3ald, B
KOoTOpoi oopmiIseTcs pelent, B (eepaJbHOM peecTpe MEIULIMHCKUX OpraHu3anui <3>
€IMHON TOoCyIapCTBEHHOW HH(POPMAIIMOHHOM cUCTEMBI B cdepe 3IpaBOOXpaHEHHS U
MOJKJIIOYEHHS TaKOW METUIIMHCKON OpTraHM3allii K TOCYIapCTBEHHON MH(OpMalnoOHHON
cucteme B cepe 3mpaBooxpaHeHus cyobekTa Poccutickoit @eneparum <4>.

<2> Yacrts 4 crarbu 91.1 denepanshoro 3akona N 323-D3 (CoOpaHue 3aKoHOIATEIILCTBA
Poccuiickoit denepanmu, 2011, N 48, ct. 6724; 2020, N 29, cr. 4516).

<3> Yacrts 4 crarbu 91.1 Oenepanphoro 3akona N 323-®3 (Cobpanue 3akoHOAATEIbCTBA
Poccuiickoit deneparmu, 2011, N 48, ct. 6724; 2020, N 29, ct. 4516).


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

<4> Crarpu 91 u 91.1 ®enepanpaoro 3akoHa N 323-d3 (Cobpanue 3aKOHOAATEIILCTBA
Poccuiickoit ®enepanmu, 2011, N 48, ct. 6724).

13. Ilo TpeOGoBaHUIO TalMEHTa WM €ro 3aKOHHOTO IMPEACTaBUTENS OQOpMIISeTCS
IK3EMIUIApP perenta B (QopMe NIEKTPOHHOIO OKYMEHTa Ha OyMakHOM HOCHTENE C
oTMeTKoH "J[yOmuKkaT 35eKTpOHHOTO JOKyMeHTa' .


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

