MUHHUCTEPCTBO 3/1PABOOXPAREMRS octnupn

POCCHUMCKOM ®EIEPALIM . .

Pernctpaunonusiii e S6 72 &

NPUKA3 o B0 s R/ VEA.
I nawdhs 2001 ) —0%%,
OG0 yTBepxIAeHAH

IHopsiaka Ha3HAYEHHS JIEKAPCTBEHHBIX IPeNapaToB, (popM penenTypHbIX
0,1aHKOB HA JieKapCcTBeHHbIE NMpenapaTsl, [lopaaka opopmiaeHust yKA3aHHBIX
0/1aHKOB, HX Y4eTa H XpaHeHHs, GopM OJaAHKOB PelleNTOB, COAEPKAIHX
Ha3HAYeHHe HAPKOTHYECKHX CPeICTB HJIH ICHXOTPONHBIX BEIIECTB,
Topsaka UX H3rOTOBJIEHHS, pacpeJe/IeHHs, pErHCTPALIMH, Y4€Ta H XpaHEHHS],
a Taxcke IlpaBui opopmiienus 6JIaHKOB pelleNTOB, B TOM 4YHcjae B opme
3J1eKTPOHHBIX AOKYMEHTOB

B coorBercTBMH ¢ IyHKTOM 16 uactu 2 cratem 14 ®enepaibHOro 3akoHa
or 21 wmosOps 2011 r. Ne 323-O@3 «OO6 ocHOBax OXpaHBI 370pOBbS TpaxKaaH
B Poccuiickoii ®enepamun» (Cobpanne 3akoHomarenbcTBa Poccukickoii @exepanui,
2011, Ne 48, ct. 6724; 2017, Ne 31, ct1. 4791), myHkToM 2 cTaThu 26 PenepaabHOTO
3akoHa oT 8 stHBapA 1998 r. Ne 3-03 «O HapKOTHUECKUX CPEACTBAX M IICHXOTPOMHBIX
BemecTBax» (Cobpanue 3akoHomaTenbcTBa Poccuiickoit ®enepanmn, 1998, Ne 2,
cr. 219; 2017, Ne 31, ct. 4791), moanmyskramu 5.2.177, 5.2.178 u 5.2.179 nyHkra 35
Tonoxenus o MunucrepctBe 3apaBooxpaHeHuss Poccuiickoit  Penepanuy,
yTBEpXKAEHHOTO0  TocTanoBieHHeM IIpaBurensctBa Poccuiickodt — @eneparuu
ot 19 mons 2012 r. Ne 608 (CoGpauue 3axoHozmatenscTBa Poccuiickon Penepaiiy,
2012, Ne 26, ct. 3526; 2015, Ne 23, ct. 3333; 2017, Ne 52, cr. 8131; 2021, Ne 43,
cr. 7258), npuKka3 bl Balo:

1. YTBepaurs:

IMopsanox Ha3HA4YCHUS JIEKapCTBEHHBIX IpenapaToB COTJIaCHO
npunoxeHuro Ne 1;

GOopMBI  perienTypHBIX OJIaHKOB Ha JIEKapCTBEHHBIE IIpernaparsl COITacHO
npuiioxeHu:o Ne 2;

IMopsok oopMIICHHS PELIEHTYPHBIX OIaHKOB Ha JIEKapCTBEHHBIE NIpenaparhl, uX
ydeTa H XpaHeHHUs COIIaCHO MPUIIOKEHHIO Ne 3;

¢GopMBI GIIAHKOB pELENTOB, COAEPXKAMUX Ha3HAYEHHE HAPKOTUYECKHX CPEICTB
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MY TICHXOTPOIHBIX BELIECTB, COTNIACHO NPHIIOXKEHHUIO Ne 4;

Hopsinok WM3roTOBNEHMS, paclpeneNeHus, perHCTPALMH, ydyeTa M XpaHEHHs
PELCNTOB, CONCPXKAIIMX Ha3HAYEeHHE HAPKOTHYECKUX CPEICTB WIIM ICHXOTPOITHBIX
BEILECTB COITIaCHO NMPUJIOXKEHHIO Ne 5;

IlpaBuna oGOpMIICHHS peLenToB, COMEPKAINX HAIHAUECHHE HapKOTHYECKHUX
CPEACTB UM IICHXOTPOMHBIX BELIECTB, B TOM YHUCIIE B HOPME IIEKTPOHHBIX iIOKyMeHTOB
COTJIACHO HPMIOKEHHIO Ne 6.

2. Ilpu3HaTh yTPaTHBLIAMH CHILY:

mpuka3  MuHECTepcTBa  3/paBoOXpaHeHus  Poccmiickoit  (Demeparuu
or 1 aerycra 2012 r. Ne 54 «O6 yTBepXeHun GopMbl GNAHKOB PELEITOB,
COACpXKalllMX Ha3HAYCHHE HAPKOTHYECKHX CPEJACTB MU ICHXOTPOIHBLIX BEIIECTB,
HOpsIIKa X M3TOTOBJICHUSA, PACIIPENEIICHHs], PETUCTPAINH, YUeTa U XPAaHEHH, a TAKKe
npaBwi OQOpPMIEHHS» (3apPerHCTPUPOBAaH MMHICTEPCTBOM IOCTHIME PoccriicKoii
Oenepaunu 15 aBrycra 2012 r., perucrpaunonnsii Ne 25190);

npuka3  MuHucTepcTBa  31paBooxpaHenus — Poccmiickoit  ®eaepanuu
oT 30 wrons 2015 r. Ne 385H «O BHeceHMH W3MEHeHHH B HpHKa3 MHHHCTEPCTBa
3apaBooxpaHeHusi Poccuiickoii ®epmeparmn ot 1 asrycra 2012 r. Ne 54m
«O0 yTBepIeHHM (OpMEI OJaHKOB pEIENTOB, COAEPKANIUX Ha3HAUYeHHe
HapKOTHYECKUX CPEACTB MM ICHXOTPONHBIX BEIIECTB, MOPSAKA HX HU3TOTOBJICHUS,
pacnpefieNieH!s, perucTpaliid, y4yeTa U XpaHEHHs, a TakXe MpaBuil OGOPMIICHHD)
(3aperucTpupoBaH MuHHCTepcTBOM focTHuMH Poccuiickoit ®enepanuu 27 HOSOpS
2015 r., peructpaunonHsiii Ne 39868);

npuka3  MuHucrepcTBa  3apaBooXpaHeHus — Poccmiickoii ®Denmeparuu
oT 21 anpens 2016 r. Ne 2541 «O BHeceHMH M3MeHeHHI B NMpHKa3 MUHHCTEpCTBA
3npaBooxpaHeHus: Poccuiickor ®enepanmu ot 20 gekabps 2012 r. Ne 1175H
«O06 yTBep KICHAHN NMOPSIKa Ha3HAYEHHU ¥ BHITHCHIBAHHUS JIEKAPCTBEHHBIX MIPENapaToB,
a Takke (OpM penenTypHBIX OJaHKOB Ha JIEKApCTBEHHBIE IIpenapathl, MOpsSAKa
OoOpMJICHHS YKa3aHHBIX OJAaHKOB, HMX YdYeTa H XpaHEHHSI» H TMPHIOKCHHE
Ne 2 k mnpuxkasy MuHucTEepcTBa 3OpaBooXpaHeHHs Poccmiickoit ®enepanuu
or 1 aBrycra 2012 r. Ne 54 «O6 yrtBepxueHuum ¢GoOpMBI OJIaHKOB pPELIEITOB,
coJepKallluX Ha3HAYCHHE HapKOTHYECKMX CPEICTB WM INICHXOTPOIIHBIX BEIIECTB,
IIOpsAKa UX U3rOTOBJICHMS, Pacpee/ICHUs, PETUCTPALMH, y4eTa U XpaHEeHUs, a TaKxKe
npaBun odopmileHUs» (3aperucTpupoBaH MuHNCTEPCTBOM IocTuluu PoccHiicKkoi
®enepanuu 18 urons 2016 r., peructpannonssiii Ne 42887);

IYHKT 4 M3MeHEeHHul, KOTOphle BHOCATCA B HEKOTOpbIe MpHKa3sbl MUHUCTEPCTBA
3paBOOXpaHEeHMs M COLHaIbHOro pa3BuTHs Poccuiickoit @enepaunu u MunuctepcTsa
3apaBooxpaHeHus Poccuiickoii ®eneparuu no BorpocaM obpaleHus JeKapCTBEHHBIX
IIpenaparoB, COAEPKAIUX HAPKOTHUYECKHE CPEACTBa, IICUXOTPOITHBIE BEIECTBA U HX
IPEKYpPCOPEI, U JIEeKapCTBEHHBIX CPEJCTB, MOJIEKAIUX TPEeIMETHO-KOIMIECTBEHHOMY
y4eTy, YTBEepXKIEHHBIX HpHKa3oM MHUHHCTEPCTBAa 3ApaBoOxXpaHeHus Poccuiickoit

e
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OQenepauuu ot 31 oktabps 2017 r. Ne 882H (3apermcTpupoBaH MuHucrepcTBOM
rocturuu Poccuiickoit ®eneparmu 9 susaps 2018 r., perucrpannoHHsIH Ne 49561);

npuka3 ~ MuHucTepcTBa  3ApaBooxpaHeHHs — Poccumiickoit  ®Pemepannu
oT 11 nexabps 2019 r. Ne 10211 «O BHeceHHWM H3MEHeHHIi B MpUIOXKeHus Ne 2 u 4
K mpukasy MuHHCTepcTBa 3apaBooxXpaHeHus Poccuiickoit ®enepamuu ot 1 aBrycra
2012 r. Ne 54 «O6 yTBepkneHuu GOpMBI GIAHKOB pELENTOB, COXESPIKAIUX
Ha3HAYCHUE HAPKOTHYECKUX CPENCTB MIM IICHXOTPONHBIX BEIIECTB, IOPAIKA
UX HU3TOTORBJICHHSA, pacHpe/ieNiCHUs, PETUCTPALlUH, yYeTa M XpaHEeHHUs, a TaKXKe IIPaBHUII
odopmienus» (3aperucTpupoBaH MunuctepcTBoM rocTiiuu Poccuiickoit ®enepamuu
28 smuBaps 2020 r., perucrpanuonnsii Ne 57293);

npukas  MunucTepcTBa  31paBooxpaHenmss — Poccumiickoii  ®@enepauuu
ot 8 okTA0pa 2020 r. Ne 10761 «O BHeceHur M3MeHeHuil B [IopsmOK pervcTpanuy,
ydeTa ¥ XpaHeHHUs CTICLHANBHEIX PELCNTYPHBIX 61aHKOB Ha HApKOTHYECKHE CPEICTBA
WIA TICUXOTPONHBIE  BEINECTBAa, YTBEPXKIEHHBI IpHKa3oM MHMHHCTEPCTBA
3npaBooxpaHenust Poccuiickoi ®emepauum ot 1 asrycta 2012 1. Ne S54m»
(3apeructpupoBaH MuHHCTEpCcTBOM IOCTHIMHU Poccuiickoii ®enepammu 13 Hosa6ps
2020 r., periuctpanuonsslii Ne 60898);

npvka3  MuHHCTepcTBa  3ApaBoOoXpaHeHHs — Poccmiickoit  ®exmepaumu
ot 14 auBaps 2019 r. Ne 40 «O6 yTBepkIeHHH NOpAIKa HA3HAYEHHUS JIEKapPCTBEHHBIX
IIpenapaToB, GopM pelenTypHbIX GJIAHKOB Ha JIEKApCTBEHHBIE NpenapaTthl, MOopsaKa
opopmieHHs yKa3aHHBIX OJaHKOB, HX y4Ye€Ta W XpaHeHUs» (3aperucTpUpoBaH
MunucrepctBoM roctuiuu  Poccmiickoit ®epepammu 26 wmapra 2019 r,
perucTpaioHHslid Ne 54173);

npuka3  MuHHCTepcTBa  3paBooxpaHeHuss  Poccuiickoit ~ Denepanmu
ot 11 nexabps 2019 r. Ne 10221 «O BHeceHHH W3MeHEeHHH B npuka3 MuHHCTEpCTBa
3apaBooxpaHenus Poccuiickoit ®Denepanum ot 14 suBaps 2019 1. Ne 4
«O6 yTBepXKJE€HHMH MOPAAKA HA3HAYEeHMs JIEKapCTBEHHBIX IIpenaparoB, (opm
pELIENTYpPHBIX OJIAHKOB HAa JIEKApCTBEHHBIE IIpenaparsl, Mopsaka O(OpMICHUS
yKa3aHHBIX OJIaHKOB, WX y4eTa M XpaHeHHs» (3aperucTpupoBaH MUHHCTEPCTBOM
roctuimu Poccuiickoii ®enepanun 28 susaps 2020 r., peructpandoHHsii Ne 57292);

npuka3  MuHHCTepcTBa  34paBooxpaHeHHMs — Poccuiickoit ~ ®Pepepauuu
or 8 oktabps 2020 r. Ne 1075 «O BHeceHMM HM3MEHEHHH B IOPSNOK Ha3sHAu€HHA
JIEKQpCTBEHHBIX  [pemnapaToB,  YTBEP)KAEHHBIH  IpuKasoM  MuHHCTepCTBa
3npaBooxpaHeHus Poccuiickoit ®enepamuu ot 14 suBaps 2019 r. Ne 4m»
(3apeructpuposa MunucTepctBoM roctuuuu Poccuiickoit ®exnepaimu 22 nexabps
2020 r., peructpanoHHBINA Ne 61695);

nmyHKT 3.8 MHCTpyKIMHU 0 mopsake BHINMHMCHIBAHHUS JIEKapCTBEHHBIX MPENapaToB
U ohOpMIIeHHS pPELeNnTOB U TpeOOBaHUN-HAKIAAHBIX, YTBEPXKIECHHOW TIPHKa30M
MuHKCTEPCTBA 3APaBOOXpAHEHHs U COLMATBHOTO pa3BuTHs Poccuiickoit Denepanpu
or 12 d¢espanas 2007 r. Ne 110 «O mnopsake Ha3HAYeHWs M BBIMHCHIBAHUS
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JIEKapCTBEHHBIX [IpenapaTos, U3 MEAULMHCKOI0 Ha3HA4YeHUA
H CICLHATM3UPOBAHHBIX MPOAYKTOB JIEYEOHOr0 NHTaHWUSA» (3aperHCTPHPOBaH
MuHnuctepcTBOoM  1ocTHLMM  Poccuiickoit Qepeparuun 27 ampens 2007 r.,
perucrpauroHHbIH Ne 9364);

npuka3 MUHHCTEPCTBA 3[paBOOXPaHEHHS M COIIMAIBHOTO pa3BUTHA Poccuiickoii
Oenepauu ot 17 Mas 2012 r. Ne 5620 «O6 yrBepxneHuu Ilopsaka oTHycKa
(QU3MYECKUM TTHIIAM JTeKapCTBEHHBIX MpPENapaToB i MEIMIMHCKOTO TpPUMEHEHHUS,
COACPXAMMX KPOME MalbIX KOJHYECTB HAPKOTHYECKHUX CPEICTB, MCHXOTPONHBIX
BEHIECTB M HX IIPEKypCcOpoB Apyrue (papMakOIOTHYECKHE AKTHBHBIE BEIIECTBA»
(3aperucTpupoBan  MHHHCTEPCTBOM  IOCTHIMH  Poccuiickoi ®enepanuu
1 mrons 2012 r., peructpanuonnsiii Ne 2443 8);

IYHKT 2 U3MEHEHHH, KOTOpbIe BHOCATCA B HEKOTOpBIE MpHKa3sl MHUHHCTEPCTBA
3APaBOOXPAHEHHS M COLMAIBLHOrO pa3BuTHs Poccuiickoit Oenepaiiuu, yTBepKIESHHbIX
npuKasoM MunucrepcTBa 3apaBooxpaneHus Poccmiickoit ®enepauum ot 10 uroHA
2013r. Ne 3691 (3apeructpupoBan MHUHHCTEPCTBOM IOCTHIMH Poccuiickoii
Denepauuu 15 mronsa 2013 r., peructpaunonssit Ne 29064);

nmpukas3  MuHHCTepcTBa  3paBooxpaHeHHs  Poccuiickoit  ®enepanyuu
or 21 asrycra 2014 r. Ne 4655 «O BHeceHHWM H3MEHEHHI B IMOPSINOK OTIIyCKa
¢$U3MYECKUM JIMIaM JIEKapCTBEHHBIX NpenapaToB M MEIHIMHCKOrO NPHMEHEHHS,
coZiepXKaIlliuX KpOMe MaJlbiX KOJIMYEeCTB HAPKOTHYECKHX CPEACTB, IICHXOTPOITHBIX
BEeUIECTB M HX MNPEKypcopoB Ipyrue (apMakoJOTHYECKHE aKTHBHBIC BEILECTBA,
yTBEpXKIEHHBIH MprKa3oM MHUHUCTEPCTBA 3APaBOOXPAHEHHsI U COLMATIBHOTO PasBUTHUS
Poccuiickoit @enepanuu or 17 Mas 2012 r. Ne 562m» (3apeructpupoBaH
MunucrepctBoM foctunud Poccuiickoit ®@enepatuu 10 centsops 2014 r.,
peructpanoHHbIi Ne 34024);

IyHKT 1 W3MEHEHHH, KOTOPbIe BHOCATCS B HEKOTOPhIE IPHKa3sl MHUHHCTEPCTBA
3IpaBOOXpAaHEHHMS W  COLHMAJbHOrO  pasBUTHs  Poccuiickodt — ®enepanuu
u MunucrepcTBa 3apaBooxpaHeHHs Poccuiickoit ®@emepany, YTBEPXKICHHBIX
npuKasoM MuHHCTepcTBa 31paBooxpanenus Poccuiickoit ®enepanuu ot 10 ceHTsOps
2015 r. Ne 6341 (3apeructpupoBan MuunucTepcTBOM IocTUIMK Poccuiickoit Deneparyu
30 centa6ps 2015 r., perucrpauronHbiit Ne 39063 );

MyHKT 3 W3MEHEHHI, KOTOpbIe BHOCATCA B HEKOTOPbIE MpuKa3bl MUHHACTEPCTBA
3IpaBOOXpaHeHHs ¥  conuaibHoro  passutua  Poccmiickoit  Pexepauuu
1 MHHHCTepCTBa 3apaBooxpaneHus Poccuiickoii Penepanuy o BONpocaM 0OpalleH s
JIEKapCTBEHHBIX IpenapaToB, COAEPKAILMX HAPKOTHYECKHE CPEJCTBA, ICHXOTPOIHEIC
BEIIECTBA H MX MPEKypCOPOB, U JIEKAPCTBEHHBIX CPEICTB, MOAJIEKAMUX MPEAMETHO-
KOJIMYECTBEHHOMY YYeTy, YTBEpKIeHHbIX PHKa30M MUHHUCTEPCTBA 3ApaBOOXPAHECHHS
Poccuiickoit ®enepamuu ot 31 okrabps 2017 r. Ne 882H (3apeructpupoBaH
MunucrepctBoM roctunuu  Poccmiickoit  ®epmepammm 9 smBaps 2018,
peructpauoHHbIH Ne 49561).
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3. PeunentypHble 6JIaHKH dopmer Ne 107/y-HII, wu3roToBneHHsle RO HHA
BCTYIUICHHUS B CHITY HACTOSLIETO TIPHKA33, MOTYT GBITh HCIIOJB30BaHbI 110 | MapTa 2023
roza.

4. Hacrosmuii mpukas BCTymaeT B cwiy ¢ 1 mapra 2022 r. u JeHCTBYyeT
no 1 mapra 2028 r.

MunucTp A. Mypaniko




IIpunoxenue Ne 1
K npukasy MUHHCTEPCTBA 3/IpaBOOXPaHEHHS
Poccuiickoii @enepanuu

or Mty g@/%z 2021 1. Ne_/(1f41

Hopsanox
Ha3HAYEHHS JIeKAPCTBEHHBIX NpPenapaToB

I. O0wmue moioXxeHus

1. Ha3zHaueHue JeKapCTBEHHBIX IMpPENapaToB JUII MEAULIMHCKOrO IPHMEHEHHS
(manmee — JIeKapCTBEHHBIE IIpENapaThl) OCYIIECTBIMETCA JIeYalliM  BpavoM,
denbauIepoM, aKymepKo# B clIydae BO3JI0KEHH Ha HUX IIOJTHOMOYH JieYamero Bpaya,
IIpH OKa3aHHH MEJWIMHCKOH MOMOIIY B MEIMUMHCKMX OpPraHW3aliisx', B IOPSIKE,
YCTaHOBJIEHHOM MpUKa30M MUHHCTEpCTBA 3APABOOXPAHEHHUS U COLIHANIEHOTO Pa3BUTHA
Poccuiickoii ®enepanuu ot 23 Mapta 2012 r. Ne 2528 «O6 yrBepxaenuu Ilopsika
BO3JIOXKEHUS Ha (eNpamepa, aKkyllepKy PyKOBOAMTENIEM MENUIMHCKON OpraHu3aluu
OpH OPraHM3allM{d OKa3aHWSA IePBUYHOH MEIUKO-CaHMTapHOH IIOMOIIM H CKOpPOi
MEAULIMHCKOM ITOMOIIH OTAENBHBIX PYHKIHHN eqalero Bpaya 1o HEIoCpeACTBEHHOMY
OKa3aHMIO MEAULIMHCKOM IMOMOIIM MAI[HEHTY B MEpHOR HaOMOACHUA 32 HHUM M €ro
JeYEHHs, B TOM YHCJIE IO Ha3HAYCHHUIO H MPUMEHEHHIO JIEKapCTBEHHBIX MpENapaTos,
BKJIIOYas HAPKOTHYECKHE JIeKapCTBEHHEIE IIPENIAapaTEl ¥ IICHXOTPOIIHEIE JIEKapCTBEHHbIE
npenapartb»?, MHAWBHAYAIBHBIMA  INPEANPHHAMATEISIMH,  OCYHIECTBIAIOIINMHA
MEJUIIMHCKYIO JIeSTENBHOCTD (Jlajiee — MeAUIIMHCKHIE paOOTHHKH).

MenuiuHckuif paGoTHUK, OQOPMHUBIIMI PELENT ¢ HapyIICHHEM HaCTOAIICTO
NopsifKa, WIA PYKOBOAWTENb MEIOMLUMHCKOH  OpraHM3alMH  O0eCTeYHBaioT
CBOeBpeMeHHOe nepeodopMiIeHHe TpeOyeMoro A MalKueHTa pelenTa.

2.CBeileHUsT O Ha3HAYEHHOM JIEKAPCTBEHHOM TIpenapare (HaMMEHOBaHHE
JIeKapCTBEHHOTO TIperapaTa, A03HPOBKA, CIOCOO0 BBENECHHS M MPUMEHEHMs, PEXUM
JO3UPOBAHMA, MPOAOKUTENHHOCTE JIEUeHHs M OOOCHOBaHME  Ha3HAYCHHA
JIEKAPCTBEHHOTO IIpernapara) BHOCATCA MEIHIMHCKAM PabOTHUKOM B MEIULMHCKYIO
JOKYMEHTAIHIO TIalieHTa.

B ciyyasx, yka3aHHBIX B myHKTax 8—11 Hacrosmero Ilopsnka, MEAMUMHCKIN
paGOTHMK, HA3HAYMBIIMH JIEKApCTBEHHBIM Mpemapar, oOQOpMiseT HasHaYeHHe
JIEKAapCTBEHHBIX IPENapaToB, B TOM YHCIE NOAJIEXKAIIUX H3TOTOBICHUIO M OTIYCKY
alTeYHBIMH OPraHHU3aIMsIMU (Jlajiee — JICKapCTBEHHBIE MpenapaTsl HHIAUBUYaTbHOIO
M3rOTOBJIEHHA), HA peLENTypHOM OJiaHKe, 0(POPMICHHOM Ha OyMa)XHOM HOCHUTEINE 3a
cBOeli MOIINHCHIO (hajee — pelenT Ha GyMaKHOM HOCHTeNe), M (MIM) C COIrJIacus

! Mynxr 11 cratsn 2 ®epepansHoro 3akona oT 21 HosGpa 2011 r. Ne 323-®3 «O6 0CHOBaxX OXpPaHHI 3/I0POBbs IPAKIAH
B Poccuiickoit ®enepanmny» (Cobpanie 3akoHonarenscTa Poccmlickolt ®enepamun, 2011, Ne 48, cr. 6724, 2019, Ne 52,
ct. 7796) (nanee — denepansueiii 3aKoH Ne 323-03).

2 3aperncTpupoBaH MuHHMCTEpCTBOM KcTHIMH Pocculickoit ®enepauuu 28 ampens 2012 r., perucTpalMOHHBIH
Ne 23971 ¢ u3MEHEHMAMM, BHECEHHBIMH IIPHKa3oM MHUHMCTEpPCTBAa 3apaBooXpaHeHMA Poccuiickoit denepauun
ot 31 okr6ps 2017 r. Ne 882H (3apeructpupoBan Munuctepcrsom toctuimu Pocculickoi Penepanun 9 sesaps 2018 .,
perncTpaunoHHLIH Ne 49561).
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NagueHTa WM ero 3aKOHHOIO NpEICTaBUTENS HAa PELENTypHOM OnaHKe B (opme
3NEKTPOHHOIO JOKyMEHTa C HCIOJIb30BAaHHEM YCHUJICHHOH KBATH(HUIMPOBAHHOM
NIEKTPOHHOH MOANHCH MEAWLIMHCKOro paboTHHKa (manee — peuent B (opme
3IEKTPOHHOT'O JOKYMEHTA).

Penent B ¢opMe »3IEKTPOHHOrO [JOKYMEHTa, COAEPXKAINWM Ha3HAUYEHHE
HapKOTHYECKUX  CPEACTB WM  ICHXOTPONHBIX  BEHIECTB, MOJIIHCEIBAETCA
C HCIIOJIB30BAHMEM YCHJIEHHOH KBaIH(UIMPOBAHHON JJIEKTPOHHOW IOAIHCH
jgedaniero Bpaya WMWiK (enpaiiepa, aKymiepku, Ha KOTOPBIX BO3JIOXKEHBI (YHKIIMH
JIeYaIero Bpaya, i COOTBETCTBYIOIIEH MEIUIIMHCKOM OpraHu3amuu’,

Odopmnenue perentoB B ¢popMe 3JEKTPOHHBIX AOKYMEHTOB OCYIIECTBISAETCS
B Clly4ae IPHHATHS YIIOTHOMOYEHHBIM OpraHOM HCIIOJHHMTENIBHOHW BIacTH CyOnekTa
Poccuiickoit @enepaniii B COOTBETCTBHM ¢ IMYHKTOM 4 cratbm 6 DepepamsHOro
3akoHa oT 12 ampens 2010 r. Ne 61-03 «O6 o6pallleHHM JEKAPCTBEHHBIX CPENCTB»
pemieHuss o0 HCIONB30BaHUM Ha Tepputopuu cyOwpekTa Poccuiickoii deneparn
Hapsdy ¢ pelleNTaM{ Ha JIeKapCTBEHHBIE MpenapaThl, OQ)OpMICHHBIMU Ha OyMaKHOM
HOCHTEJE, PELENTOB Ha JIEKapCTBEHHEBIE Ipenaparhl, cHOpMHUPOBaHHEIX B ¢opme
3NEKTPOHHBIX TOKyMEHTOB.

3.Ilpu BBIMHCKE MalMEHTa W3 MEAWIMHCKOM OpraHW3alldd, B KOTOpOi eMy
OKa3bIBaIach MEAUIIMHCKAs TIOMOIIb B CTAIMOHAPHBIX YCIOBUIX, TP HEOOXOIUMOCTH
IPOAO/DKEHUs IIpHEMa JIEKapCTBEHHOro mpenapara B aMmOylaTOpHBIX YCIOBHAX
JaHHOMY MAal{eHTy N0 pPEIICHHI0O pPYKOBOAHMTENS MEAWLMHCKON OpraHu3alyH
Ha3zHa4dalTcs ¢ opopMIIeHHEM pelenTa B popMe INMEKTPOHHOTO JOKyMEHTa W (WJIH)
Ha OyMa)XHOM HOcHTeNe (32 UCKIIoUeHHeM O(hOpPMIIEHHS PELIENITOB Ha JIEKAPCTBEHHBIE
mpemnaparsl, HOJJIeXallde OTIYCKy OecIUIaTHO HJIM CO CKHAKOW) Nu0O0 BBIAAIOTCS
(maupeHTy WO €ro 3aKOHHOMY IIPENCTaBHTENIO) OXHOBPEMEHHO C BBIIHCKOM
U3 UcTOpHH OoOJie3HHM JIeKapCTBEHHBbIE IIpeNapaThl, B TOM 4YHUCJIE€ HapKOTHYECKUe
U IICUXOTPOIIHBIE JIEKapCTBEHHbIE NpernapaTsl, BHeceHHbIe B criicku 11 u Il nepedns
HapKOTHYECKHX CPEICTB, IICUXOTPOIIHBIX BEIIECTB U UX MPEKYypPCOPOB, MOANEKAIIMX
KoHTpoiro B Poccuiickoit @enepanmy, yreepxaeHHoro IlpasurensctBom Poccuiickoin
®enepanuu’ (nanee — I[epedeHs), CHIBHOAEHCTBYIOINE IEKAPCTBEHHEIE PENApaTh,
Ha CpOK IpyeMa MaleHTOM 10 5 JHeil.

4. HazHayeHwe JeKapCTBEHHBIX IpeNapaToB IpH OKa3aHHHM MEIMIIMHCKOM
IOMOIIM B CTAlMOHAapHBIX YCJIOBHSAX MOXET OCYIIECTBIATECS IIOCPEACTBOM
TpeOOBaHUI MEOMLIMHCKON OpraHU3al[iH, HAIIPaBIIAEMBIX B allTeYHbIE OpPraHU3aLH,
SABJISIONIMECS CTPYKTYPHBIMH ITOJIPa3eIeHUSIME MEUIIMHCKOM OpraHu3alum.

5. HazHaueHMe J1€KapCTBEHHBIX IpenapaToB OCYMIECTBISETCS MEAHIIMHCKUM
paboOTHHKOM 110 MEXAyHapOAHOMY HENAaTCHTOBAaHHOMY HAaMMEHOBAHHIO, a MpHU €ro
OTCYICTBHM — TIpYNIHAPOBOYHOMY WJIM XHMUYECKOMYy HaMMeHOBaHHMIO. B cimydae

3 Mynkr 2 crateu 20 Oepepansuoro 3akoxa Ne 323-03 (Cobpanue 3akoHonaTenscTsa Poccutickoit denepanmy, 2011, Ne
48, cr. 6724; 2021, Ne 27, c1. 5159).

4 Tlynkr 1 crateu 26 DepepamsHoro 3akoHa or 8 smBaps 1998 r. Ne 3-@3 «O HapKOTHYECKHX CpPEACTBAax
H IICHXOTPOMHBIX BelecTBax» (Cobpanne 3axoHomarenscTBa Poccuiickoii emepamu, 1998, Ne 2, c1. 219, 2017, Ne 31,
cT. 4791) (nanee — GepepanbHblii 3aKkoH Ne 3-D3).

5 Cobpanmue 3akoHomarenscTsa Poccuiickoit ®enepaumn, 2010, Ne 16, cr. 1815, 2019, Ne 52, ct. 7793.

S IMynxt 2 cratby 2 PemepansHoro 3akona Ne 3-®3 (Cobpanve 3akoHORaTenscTBa Poccutickoit @enepaimm, 1998, Ne 2,
cT. 219; 2016, Ne 27, cT. 4238).

7 IMyukr 54 crath 4 PenepansHoro 3akoHa ot 12 ampemns 2010 r. Ne 61-03 «O6 obpawmeHnd JEKaPCTBEHHBIX CPEACTBY
(Cobpanme 3akoHOmaTenbcTBa Poccmiickoit ®enepammm, 2010, Ne 16, ct. 1815; 2019, Ne 31, cr. 4456) (nanee —
®enepanbhbiii 3aKoH Ne 61-P3).
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OTCYTCTBHA MEXIYHAPOAHOTO HEATCHTOBAHHOTO HAMMEHOBAHUA U I'PYIIIIUPOBOYHOIO
WIH XUMHYECKOrO HauMEHOBaHWS JICKapCTBEHHOIO IIperapara JieKapCTBEHHBIN
mperapar Ha3sHa4JaeTcs MEOULMHCKUM pabOTHUKOM MO TOProBOMY HaMMEHOBAHHIO.
Ilpy HanMuMy METUIMHCKUX MOKa3aHWi (MHAMBUIYalbHAs HENepeHOCUMOCTb,
[I0 JKA3HEHHBEIM IOKa3aHHWAM) IO pEelIeHHIO BpadyeOHONH KOMHCCHM MEAUIMHCKOU
OpTraHH3allIM®  OCYIIECTBIAETCA HasHAauYeHWEe ©  OQOpPMIEHHE  Ha3sHAYEHHS
JIEKapCTBEHHEIX MpeNapaTroB, HE BXOIMIMX B CTaHAApThl MEAMLMHCKON ITOMOIH,
pa3paboTaHHbIE B COOTBETCTBHM € IyHKTOM 14 crtateu 37 PeaepanbHOro 3aKoHa
Ne 323-®3°, wnM He IPeAyCMOTPEHHBIX COOTBETCTBYIOIIEH KIMHHUYECKOM
peKoMeHanuei, JIn0o o TOProBeIM HaMeHOBaHUAM. PemeHne BpaueOHOH KOMHCCHU
MEIVLIMHCKONW OpraHu3amiy GUKCHpyeTcs B MEAUIMHCKON JOKyMEHTAlMK NAlEHTa U
B )XypHaJie BpaueOHO! KOMUCCHHU.

Ecimu mpm okasaHMM TMaleHTy MEAWIMHCKOH NOMOIM B MEAUIIMHCKOM
OpPraHM3alid B CTAllMOHAPHBIX YCJIOBHSX IO PENICHHI0 BpauyeOHON KOMHUCCHH
OCYILECTBIIIIOTCA Ha3HAaYeHHe W INPUMEHEHHE JIEKapCTBEHHOIO Ipenapara
C KOHKPETHEIM TOProBHIM HaWMEHOBaHHMEM, TO IIPH OKa3aHWM AAHHOMY I[aLUEHTY
MEIWIIMHCKOM IOMOINM B HMHOH MEIUIMHCKON OpraHuM3allid B CTAallMOHApHBIX
YCIOBHSX, 8 Takke B aMOYJIaTOpHBIX YCIOBHAX OCYIISCTBISICTCS HAa3sHAYCHHE €My
JIEKapCTBEHHOTO TIPeNapara ¢ TeM ke TOProBEIM HauMeHOBaHHeM ',

6. HasHauenne JeKapCTBEHHOTO Iperapara B pelente Ha 6yMaKHOM HOCHTEJIE
HIH pelienTe B popMe 3JIEKTPOHHOr0 JOKyMeHTa 0GOopMIIsIETCS Ha UM IIaliHEHTa, IS
KOTOPOTO MpeIHa3HA4€EH JIeKapCTBEHHBIN Npernapar.

Penent Ha OymMaXHOM HOCHTeNe, OQOPMICHHBIH Ha peLeNnTypHOM OlaHke
dopm Ne 107/y-HII, Ne 107-1/y, Ne 148-1/y-88, Ne 148-1/y-04(x), yTBepKIECHHBIX
HACTOSIOHUM IIPHKa30M, MOXET OBITh INOIydeH MAalHueHTOM, €ro 3aKOHHBIM
OpeACTaBUTENIEM WKW JIMLIOM, HWMEIOMUM OQOPMIEHHYI0O B  COOTBETCTBHH
C TpaXxIaHCKUM 3aKoHonaTenbcTBOM Poccuiickoii denepanuu JTOBEPEHHOCTH
OT Mal[MeHTa Ha PaBO MOJIyUeHHs TaKOro pelenTa (anee — yIioIHOMOYEHHOE JIULIO).

[IpencraBneHre HOBEPEHHOCTH He TpeOyeTcss B Ciydae NOJNYy4YEHHs peLenTa
Ha JIEKapCTBEHHBIN NpenapaT [yisi HHKypabelbHoro 60I5HOT0 Ha 3aBEPILIAIOIIEM JTarie
€ro >XU3HM JIMIIOM, OCYIIECTBIISIONIMM YXOX 32 TaKUM HHKYypaOelnbHBIM OONBHBIM.
B TakoM ciydyae MEOMIMHCKHN PaOOTHHUK BBIAAET JIUILY, OCYLIECTBIISIONIEMY YXOZ
32 HHKYpaGenbHBIM OONBHBIM, IOKYMEHT, IOATBEPXIAIOMUN HHKypaOelbHOe
COCTOsIHME OOJIBHOrO, COAEpXKamMii CBeJeHHs O JHIe, KoTopoe OyAeT IOodydaTh
JIeKapCTBEHHEIE MpenapaTthl o peuenty (GhaMuius, UM, OT4ECTBO (TIOCIEHEE — NIPH
HAJIMYWH), BH, cepus # (WIM) HOMEP JOKYMEHTa, yJOCTOBEPSIONIETrO JIHYHOCTH),

8 [Ipuxas MUHKCTEPCTBa 3APABOOXpAHEHHS U COLMANBHOro pa3suTusi Poccuiickoit denepamu ot 5 Mas 2012 r. Ne 5020
«O6 yTBepKAEHMM TMOpPAAKA CO3JAHUA H JEATENPHOCTH BpauyeOHOM KOMHCCHM MEJMUMHCKOH OpraHH3alimn»
(3apeructpuposad MuHHCTepCTBOM FocTHLMH Poccuiickoit ®enepamm 9 mons 2012 r., perucTpaunoHHsii Ne 24516)
¢ H3MCHEHHSMH, BHECEHHBIMH NpHKa30M MHUHACTEPCTBA 3apasooxpaneHus Poccuiickoit Penepamuu ot 2 nexabpsa 2013 r.
Ne 886H (3apeructpupoBan MunucTepcTBOM IocTHIMH Poccuiickoii ®enepanun 23 nexabpa 2013 r., perucTpauoHHbIH
Ne 30714). :

9 Cobpanne 3aKoHOAaTeNLCTBA Poccuiickoi enepaunn, 2011, Ne 48, ct. 6724,

10 ITynkt 2 nocranosnenus [IpasurensctBa Poccuiickoif ®enepammu ot 30.06.2020 Ne 965 «O BHeceHHM H3MEHEHHH
B [TpaBuia GpopMHPOBAHMS MEPEYHS JEKaPCTBEHHBIX CPEACTB, 3aKyIKa KOTOPRIX OCYIIECTBIAETCS B COOTBETCTBUH C HX
TOPrOBHIMH HAUMEHOBAaHHAMH, W O [PFMEHEHHH JICKapCTBEHHBIX IIPENApaToB C KOHKPETHBIMH TOPrOBBIMH
HauMeHoBaHmwIMu» (CobGpanue 3akoronatenscTBa Poccuiickoit @enepammu, 2020, Ne 28, cr. 4422).
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3aBepEHHBIM IIOQIMHCHI0 M IeYaThI0 JAHHOTO MEOMIUHCKOro pabOTHHKA, a TaKke
[Ie4YaThiO0 MEANIIMHCKOM OpraHu3aLiu.

JIOKYMEHT, MOATBEPKAAIOMIMA HHKYpaOeIbHOe COCTOSIHNE OONBHOI0, OCTAeTCA
B alITEYHOM OpraHu3allyi.

Perient B opMe 3JIEKTPOHHOTO AOKyMEHTa (OpMHpYyeTCs ¢ HCIONB30BaHHEM
roCylapCTBEHHON HMH(OPMALFIOHHOM CHCTEMBI B cdepe 3ApaBOOXpPaHEHHS CyOBEKTa
Poccuiickoit denepaiyii, METUIIMHCKOH MHPOPMALMOHHON CHCTEMBI MEIUIIMHCKOM
opraHu3zarum !,

®axT BEIAAYH pelienTa Ha JIEKapCTBEHHBIN NTpenapar 3aKOHHOMY IIPEICTABUTEIIO
HITH YIIOJIHOMOYEHHOMY JIHLYY PUKCHPYETCS B MEOULIMHCKON JOKyMEHTALMH [IAIIUEHTA.

7. MepguiHcKuM ~ paboTHMKaM — 3ampemaercs  OoGOpMIIATh  PELEHTHI
IIp¥ OTCYTCTBHHM y NHallMeHTa MEAULMHCKUX IIOKa3aHWH; Ha HE3aperuCTPHUPOBaHHEIE
JeKapCTBEHHBIE  IpemapaThi'’; Ha  JIeKapCTBEHHBIE  IpeHapaThl,  KOTOpEHIe
B COOTBETCTBHH C HMHCTPYKIHEH MO MEJUIMHCKOMY NPUMEHECHHIO IpeJHa3HaY€HBI
IUIA PUMEHEHHS TOJIKO B MEAMIMHCKHX OpraHu3allisaX; Ha HAPKOTHYECKHE CPEICTBA
¥ IICHXOTPOIIHEIE BellecTBa, BHECeHHbIe B cnucoK II IlepeuHs, 3aperucTpHpOBaHHbIE
B KayecTBe JIEKQpPCTBEHHBIX MpENapaToB, B LENIX NPUMEHEHHs I JIeYCHHUS
HapKOMAaHUHU.

WHauBuyalbHBIM —NPEANPUHUMATENSM, OCYIIECTBISAIOMHUM METUIHHCKYIO
NeATEIbHOCTh, MNOMOJMHHUTENIbHO K TpeOOBaHUAM, YyKa3aHHBIM B a03ale mNepBOM
HACTOSIIETO MyHKTA, 3anpeniaercs oQpopMIIATh peLeNThl Ha HAPKOTHUECKHE CPENCTBA
¥ IICHXOTpOIHBIE BemiecTBa, BHeceHHBle B crnuckd II u III Ilepeuns (namee —
HAPKOTHYECKHE M TICUXOTPONHbIE JieKapcTBeHHBIE Ipemaparhl cnuckoB II m III
Tlepeuns).

8.Ilpy Ha3sHaYeHHH HAPKOTHYECKUX M IICUXOTPOIHBIX JIEKapCTBEHHBIX
npenapatoB crvcka Il [lepeqns, 3a HCKIITOYEHHEM JIEKAPCTBEHHEBIX MPENAPATOB B BUAE
TpaHCHEPMANbHBIX TEPAllEBTHYECKMX CHCTEM M JICKapCTBEHHBIX IIPEMaparoB,
coAepXaluX HApKOTUYECKOE CPEICTBO B COYETaHHHM C AHTArOHMCTOM OIMOMIHBIX
pELENTOPOB, pelentsl Ha OyMaXXHOM HocHTele OGQOPMIIIOTCS Ha PpELENTypHOM
6nanke popmel Ne 107/y-HIL.

9. PenenitypHsiii 6mank Gpopmbr Ne 148-1/y-88 odopmisercs MpH Ha3HAYEHUH:

1) HaApKOTHYECKHX W ICHXOTPOIHBIX JIEKAPCTBEHHBIX IpenapaTtoB comcka Il
Ilepeynss B BHIE TPAaHCACPMAJIBHBIX TEPANCBTHYECKHX CHCTEM, HAPKOTHYECKHUX
JexapcTBeHHbIX mpenaparoB cnucka [I Ilepeuns, cozepxammx HapKOTHYECKOE
CPE/ICTBO B COYETaHMM C AHTAarOHMCTOM OIHMOHIHBIX PELENTOPOB, MCHXOTPOIHBIX
JieKapCTBeHHBIX IpenapaToB crucka III Ilepeuns;

2) KoMOMHMPOBAHHBIX JIEKAPCTBEHHBIX NIPENapaToB, COAEPKAIIUX:

a) KOIEMH WK ero coiu (B IepecueTe Ha YHCTOE BEILECTBO) B KOJIHYECTBE
10 20 Mr BKIIFounTeNnbHO (Ha 1 103y TBEpIOi JIeKapCTBEHHOH ()OPMBL) HITH B KOJIHYECTBE
10 200 mr BkmounTensHo (Ha 100 M wu 100 1 )xuzaKo#t tekapcTBEHHON (GOPMEI 1St
BHYTPEHHETO IPHMEHEHN);

1 Crateu 91 u 91.1 ®enepansroro 3akona Ne 323-®3 (CoGpanue 3akoHOHaTeNbcTBa Poccuiickoli ®enepaumy, 2011,
Ne 48, cT. 6724; 2021, Ne 27, cT. 5141).

12 pemenne Cosera Epasutickoit SkxoHOMHUecko#t xomuccHd oT 3 HoAGpsa 2016 r. Ne 78 «O IlpaBmiax perucTpanyn
¥ OSKCIEpTH3bl JEKAPCTBEHHBIX CPEACTB UIA MEQHLHMHCKOro NpHMEeHCHW1» (oduumaneHbli caiit EBpasuiickoro
JKOHOMHYECKOTO CO03a hitp:/www.eaeunion.org/, 21 Hos6pa 2016 r.). Crateas 13 ®DemepanbHOro 3axoHa
Ne 61-@3 (Cobpanue 3akonoxaTenbeTsa Pocemiickoit @enepammm, 2010, Ne 16, ct. 1815; 2020, Ne 14, ct. 2028).
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6) mncesno3deaprHa TMAPOXJIOPHA B KOJIMYecTBe, NpeBbimaromem 30 Mr,
1 10 60 Mr BKIIOYMTENBHO (Ha 1 103y TBEpHO¥ IeKapCTBEHHOH (HOPMEL);

B) mceBroddeAprHa THAPOXJIOPHUA B KOIMYecTBe, IpeBbmaromeM 30 M,
1 70 60 Mr BKIIOYHTENBHO B COYETAHHH C AEKCTpoMeTopdaHoM rUapoOpoMUAOM
B KOJIM4eCTBe, npeBbimaromeM 10 mr, u 1o 30 Mr BkmoyuTensHO (Ha 1 1o3y TBepaon
JIeKapCTBEeHHOH (OpMBI);

r) mexkctpomeropdana rugpodpomun B komudecTse A0 200 MI BKIIOYMTEIHHO
(#a 100 M unu 100 1 kUKo leKapcTBEHHOM (GOPMBI 11 BHYTPEHHEr0 IPHMEHEHN);

n) adenpuHa THAPOXIOPH] B KondecTBe, npesbimatomemM 100 mr, u 1o 300 mr
BrrounTensHo (Ha 100 mut wu 100 1 oxuaKoii TekapcTBEHHOM (GOPMBI A1 BHYTPEHHETO
[IpUMEHEHHUS);

€) adefprHa THIPOXIOPHI B KomdecTBe 0 S0 Mr BKIIOUHTENbHO (Ha 1 no3y
TBEpHAOii JIeKapCTBEHHOM HOpMEIL);

) (EHHIMPONAHONAaMUH B KOJHYECTBE N0 75 Mr BKIIOYMTENbHO (Ha 1 1mo3y
TBEPIOH JiekapcTBeHHOM (opmsbr) wiu xo 300 mr BrmrouuTensHO (Ha 100 M mam 100 r
MHIKOM JIEKApCTBEHHOM (JOPMEI 1T BHYTPEHHET O IPUMEHEHH);

3) ¢eHoOapbutan B KoJHMYeCTBE OO 15 Mr BKIIOYUTEIBHO B COYECTAHHH
C KoJeuHOM (MM €ro CONsIMH) He3aBUCHMMO OT KonudectBa (Ha 1 1no3y TBepmoi
JieKapCTBEHHOH (OpMEIL);

H) ¢eHoOapbutan B KommdyecTBe 0 20 Mr BKIIOUMTENBHO B COYETaHHH
¢ 3(QeIpUHOM THAPOXJIOPHAOM HE3aBHCHMO OT KoinudecTBa (Ha 1 103y TBepmoi
JIEKapCTBEHHOH (OpPMBI);

K) XJIOpAWAa3eloKCHA B KonuyecTBe, mpeBbimiaomeM 10 mr, u go 20 wmr
BKJIIOYUTENBHO (Ha 1 103y TBEpAO# JIeKapCTBEHHOH (OPMBI);

3) NneKapCTBEHHBIX MpellapaToB HHANBHIYAJIBHOIO H3TOTOBICHHMS, CONEPIKAIIHX
HapKOTHYECKOE CPEICTBO HIIM IICUXOTPOMHOE BemecTBO crucka II Ilepeuns, u npyrue
dapMakonoruieckie aKTHBHBIE BEIIECTBA B J03€, HE IPEBBINAIOIIEH BBICIIYIO
Pa30BYIO 03y, U IPU YCIOBUH, YTO 3TOT KOMOMHHMPOBAHHEIH JIeKapCTBEHHBIH Mpenapar
He SBJIAETCA HAPKOTUIECKUM MU IICHXOTPOITHBIM JIEKAPCTBEHHBIM IPENapaToM CIIHCKa
II Ilepeuns;

4) neKapCTBEHHBIX IpeNnapaToB, BKIIOYEHHBIX B IEPEYCHb JIEKAPCTBEHHBIX
CpPEACTB AJI METUIIMHCKOTO TPUMEHEHHS, MOIEXAIIHX MPEIMETHO-KOTHYECTBEHHOMY
y4ety (anee — JleKapcTBEHHEBIE IPENapaThl, BKIIOYeHHbIe B niepedens [IKY)P.

10. Peuentypusiii  Gmank  Qopmer  Ne 148-1/y-04(i) odopmisercs
Opd Ha3HAYCHWH JIEKapCTBEHHBIX IIPENapaToB TIpaXJaHaM, HMMEIOIMHUM IIpaBo
Ha OecmnaTHOe TIONyYEeHHE JIEKAPCTBEHHBIX IIpeNapaToB MM  IOIy4YeHHE
JIEKapCTBEHHBIX IIPENapaToB CO CKHIKOM.

11. PenenrrypHsriii 61ask popmsr Ne 107-1/y odopmisiercs NpH Ha3HAYEHHH:

1) nekapCTBEHHBIX IIpenapaToB, HE YKa3aHHBIX B IyHKTaxX 8, 9 HACTOAIIEro
Ilopsinka;

2) KOMOMHHPOBAHHBIX JIEKAPCTBEHHBIX MTPENAapaToB, COAEPKAIINX:

a) 3proTaMydHa MHAPOTAPTpPaT B KONUYECTBE IO 5 MI BKIIOUMTENBHO (Ha 1 no3y
TBEPAOMH JIeKapCTBEHHOH (HOPMBI);

6) a¢denpuna ruapoxiopua B komudectse 1o 100 mMr BxiouynTensHO (Ha 100 mu

BB TJoanynkr 5.2.171(1) nyskra 5 mocraHosienus Ilpasutensctsa Poccuiickoit Penepammm ot 19.06.2012 Ne 608 «O6
yTBepxaennn [lonoxennas o MuHHCTEpCTBE 3IpaBooxpaHenus Poccuiickoit ®enepauuu» (manee - Ilonoxenue o
Munnucrepcerse) (CoGpanue 3akoHonarenscrsa Poccuiickoit @enepamam, 2012, Ne 26, ct. 3526; 2013, Ne 16, cr. 1970).
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win 100 r xuaKoit JeKapCTBEHHO#H (GOPMBI IS BHYTPEHHETO IIPUMEHEHHS );

B) nceBnoddenpHHa THAPOXJIOPHI B KOJIMYECTBe, He IpeBblmaiomem 30 mr
(ua 1 no3y TBepHOit IeKapCcTBEHHOH (POPMBI);

r) nceBnoddeapuHa TUAPOXJIOPHI B KOJNMYECTBe, He mpeBbmmuaromeMm 30 wMr,
B COUYETaHMH C JEKCTpoMeTop(aHOM r'HApoOPOMUIOM B KONUYECTBE, MPEBBIMIAIOIIEM
10 mr, 1 10 30 Mr BKIIOYHTEIBHO (Ha 1 103y TBEPIOif TeKapCTBEHHOH HOpMEL);

o) mexcTtpomeropdaHa ruapoOpoMHI B KOJHMYECTBE, NpeBbimaomeMm 10 wmr,
1 10 30 Mr BKIIouHTENBHO (Ha 1 103y TBEpAOi iekapcTBEHHOH (OpPMBI);

e) (enobapbutan B KonmuecTBe, mpeBblmatomeMm 20 mr, © 10 50 Mr
BKIIIOYHTENBHO (Ha 1 103y TBepHoii TeKapCTBEHHOH (GOpMBI);

X) ¢eHobapbutanr B KkonpdectBe 0 20 Mr BKIIOYHTENIBHO B COYETaHWH
C 3proTaMMHOM T'MIPOTApTpaTOM HE3aBUCHUMO OT KoimdecTBa (Ha 1 mo3y TBeproit
JieKapCTBEHHO# (hOpMEI);

3) XJIOpAHA3eoKCH ] B KoimdecTBe 10 10 Mr BkmoduTensHO (Ha 1 103y TBepaon
JIeKapCTBEHHO (POpMBEI).

12.Ilpy  Ha3HayeHWHW  JIEKAPCTBEHHOI'O  IIpemnapaTa HHAMBHIYaJIbHOI'O
M3TOTOBJIEHUS B pelenTe Ha OyMakHOM HocuTelle W (WiH) penente B (opme
3NIEKTPOHHOTO JOKyMEHTa HAWMEHOBAHHS JIEKQpPCTBEHHBIX CpPEACTB (BEMECTB),
BKIIOUeHHBIX B mepedeHb I[IKY, yka3pIBaloTCs B Hadale peLelTa, 3aTeM — BCe
OCTaIbHBIE MHIPEIUEHTBL.

13. Ilpy Ha3sHa4YeHHH JIEKAPCTBEHHOrO Ipemapara B pelente Ha OyMaXXHOM
Hocurejge HW (MiIH) penente B (opMme 3JIEKTPOHHOTO [JOKYMEHTa 3allpemaercs
MPEBBIIATh KOJMMYECTBO HAPKOTHYECKWX CPEACTB MM IICHXOTPOIHEBIX BEIIECTB,
KOTOpOe MOXeT OBITh BHIIMCAHO B OAHOM peLENTe, YCTaHOBIEHHOE NPHIIOKEHHEM
Ne 1 x Hacrosmemy ITopsaky, 3a HCKIIFOUEHHEM Clly4daeB, yKa3aHHBIX B IIyHKTax 15
1 24 Hactosmero [Topsnka.

14. IIpy Ha3HAUYeHWH JEKApCTBEHHBIX IIPENapaToB, BKIIOYEHHBIX B IEPEYECHb
IIKY, no3a KOTOpBIX IPEBHIMIAET BBICIIMM ONHOKPATHBIA IPHEM, MEIWIMHCKHA
paGOTHHK o00O3HayaeT Jo3y OJTOro JIEKapCTBEHHOIO IIpemapara B  peLente
Ha OyMa)KHOM HOCHTeJIE IIPOIHKCBHIO C IPOCTaBICHHEM BOCKIHLATENEHOIO 3HaKa
¥ (WIK) MPOCTaBisgeT BOCKIHLATENBHBIA 3HAK NpH OGOPMIICHHH pelenTta B ¢opme
3JIEKTPOHHOIO JOKYMEHTA.

15. KomuyecTBO Ha3HaUYE€HHBIX JIEKAPCTBEHHBIX MpPENAapaToB, BKIIIOYEHHBIX
B nepeuenb [IKY, npu oka3zaHWM [TallMEHTaM, HYKAAOIIUMCS B JUIMTEILHOM JICYCHHUH,
[EPBAYHON MeIUKO-CAHMUTApHON INOMOIIY M HNaNIHATUBHONW MEAMIIMHCKOW IOMOLIH
MOXeT OBbITh YBEIUYEHO C yYETOM KIMHUYECKHX peKOMeHJalui He 6oee 4yeM B 2 pasa
TI0 CPaBHEHHUIO C KOTMYECTBOM HApKOTUYECKUX CPEACTB MM IICHXOTPOIMHBIX BELIECTB,
KOTOPO€ MOXXET OBITh BBIMCAHO B OJHOM DpeEIENTE, YCTAHOBICHHEIM MPHIOXKEHHUEM
Ne 1 k Hactrosimemy [lopsaxy.

B cimyuasx, mnpenycMOTpeHHBIX a03alleM IEpBBIM HACTOSAMIErO IIyHKTa,
Ha pelientax Ha OyMaXXHOM HOCHTelle Npou3BoAMTCA Haamuch «llo crnermansHOMYy
Ha3HAUEHMIO», OTAEILHO 3aBepEeHHAas IOAMUCHI0 MEIUUHHCKOro paboTHHKA
¥ [eYaThl0 MEIMIUMHCKOM opraHusaiuu «J[is pewentoB», Ha peLenrtax B ¢opme
3JIEKTPOHHOrO JOKyMEHTa IPOHM3BOAMTCS oTMeTKa «llo cnenualbHOMY Ha3HaYEHHION
C TMpOCTaBIIeHHEM YCHWICHHOW KBAIU(QHUIMPOBAHHOM 3JEKTPOHHOH  IMOIIHUCH
MEIMIIMHCKOro pabOTHHKA.

16. CocTaB JI€eKapCTBEHHOrO Ipenapara, JiekapcTBeHHas ¢opma U obpalleHHe
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MEOUIUHCKOro paboTHHKa K (apMaleBTHUYECKOMYy paboTHUKY 00 OTImycke
JIEKapCTBEHHOTO Mperapara Ha OyMaXHOM HocuTele 0QOpMILIIOTCS Ha IATHHCKOM HJIH
PYCCKOM s3bIKE B POAMTENBHOM IIaJieXe, 32 HCKIIOYeHHEM O(OpMIICHHSA PELelTOB
B (hopMe EKTPOHHOr0 JOKYMEHTa, OCYIECTBIAEMOr0 Ha pyCCKOM SI3BIKE.

IIpn o¢opMIIEHHH peUenTypHBIX OJNIAHKOB MOMYyCKaeTCs MCIOIb30BaHUE
cokpateHuit (mpunoxxeHre Ne 2 xk HactosmeMy [lopsaaxy).

IIpn Ha3HaYeHWM JIEKQpPCTBEHHOIO IIperapara He JOIIyCKaeTcs COKpalleHHe
HAMMEHOBaHUN  HHIPEAMEHTOB, COCTaBIAIONIMX  JIEKapCTBEHHBIM  Ipemapar,
He MO3BOJIAIONINX YCTaHOBUTH, KAaKOW MMEHHO JIEKapCTBEHHBIN MpernapaT Ha3Ha4YeH.

17. Cnoco6  mpuMeHeHHs]  JIEKapCTBEHHOrO  Ipermapara  00O3HadaeTcs
C YKa3aHHEM ITyTH BBEACHMS, JO3bl, YaCTOTH], BpeMEHH IpHeMa OTHOCHTEJIHHO CHa
(yTpoM, Ha HO4Yb) U €ro JUIMTEIBHOCTH, a i1 JIEKApCTBEHHBIX IIpENaparos,
B3aMMOJIEHCTBYIOMHUX C MUMIEH, — BpEMEHH UX YMOTpeOIeHHsI OTHOCUTENBHO IpUeMa
U (0 €1IbI, BO BpeMs €Ibl, II0CHe eIbl).

18. [Ipy HEOOXOMMMOCTH HEMEIJIEHHOTO WM CPOYHOro (B TE4YeHHE ABYX
pabounx OHeil) OTIycka JIEKapCTBEHHOro Ipelapara MalUeHTy B BEPXHEH YacTH
penierita Ha 6yMa)XHOM HOCHTENEe MPOCTABISIOTCS 0003HaUYeHHUs «cCito» (CpOYHO) WIIH
«statim» (HemenyeHHO). AHaOorngHble 0003HAYEHUS IMPOCTABIIOTCA B BUJIE OTMETOK
pu 0HOpMIICHHH pelienTa B popMe NMEKTPOHHOTO JOKYMEHTA.

19.1lpu odopmiieHHH Ha3HA4YE€HHS TOTOBOIO JIEKAPCTBCHHOIO IIpemnapara
B pellelTe Ha OyMaXKHOM HOCHTeJe WM pelente B GopMe 3IeKTPOHHOTO JOKYMEHTa
KOJIMYECTBO JEHMCTBYIOIMX BEIIECTB YKa3hIBa€TCH B COOTBETCTBHUH C HHCTPYyKLMEH
110 MEJULIMHCKOMY NMPHUMEHEHHIO JIEKapCTBEHHOTO mpemnapara. JIoIyCcTUMO yKa3hIBaTh
JIO3UPOBKY JIEKAPCTBEHHBIX IPENapaToB CUCTEMHOro AeHCTBUA (Ui pe30pOTHBHOIO
IpHeMa) B TBEPABIX JEKapCTBEHHBIX ¢opMax (HampuMmep, TaOIeTKH, MOPOIIKH,
KaliCyJbl) KaK COJIep)KaHWe OJHOTO WM HECKONBbKHX MIeHCTBYIOLIUX BEIIECTB
B €IWHHIIAX Macchl (B rpaMMax, MIUTHTpaMMax). JlolmycTuMO yKas3bIBaTh JO3HUPOBKY
JIEKApCTBEHHBIX MPENIAPaTOB CUCTEMHOTO JeHCTBHS (11 pe30pOTUBHOTO IIPUMEHEHN)
B OKMAKHX JIEKapCTBEHHBIX (opMax (HampuMep, pacTBOpBl, CYCIEH3MH) Kak
cofiep)KaHhe OJHOTO MJIH HECKOJBKHX JeHCTBYIOMIMX BEIIECTB B €AMHULIAX MacChl Ha
eMUHUILY 06BeMa (HalpuMep, MIJLTHIPaMM/MUWLTWIMTP) € YKa3zaHHeM ob1ero oorema
JIeKapCTBEHHOH (POPMBI.

Ilpn odopmieHun Ha3HaYeHHS JIEKAPCTBEHHOTO INpenapaTta HHAUBHIYaIbHOI'O
U3rOTOBJIEHMS B pelenTe Ha OyMaXHOM HOCHTele WIM pelente B Qopme
3NIEKTPOHHOTO JOKYMEHTa KOJMYECTBO TBEPABIX H CHITy4HX (PapMaleBTHYECKUX
cyOcranimit ykaspiBaercs B rpammax (0,001; 0,5; 1,0), »unkux — B MHJUTMIHTpAX,
rpaMMax M Karisix.

20. Peuentsl Ha OGymMa)kHOM HoOcHTelle, B (opMe 3IIEKTPOHHOTO JOKYMEHTAa,
o opMIIeHHBIE Ha perieniTypHoM Giianke ¢popMbl Ne 148-1/y-88 v mpennasHaueHHEIE 11
OTIyCKa JIEKAPCTBEHHBIX IMpenapaTtoB, IPEeJyCMOTPEHHBIX MOAMyHKTaMu 1-3
nyHkta 9 Hactosmero Ilopsnmka, OelCTBUTENBHBI B TeYeHHe 15 nHed co aHA
othopmIteHHUS.

21. Peuentsl Ha OyMaKHOM HOCHTeNle, B (OpMe 3JIEKTPOHHOIO AOKYMEHTa,
ohopMIIEHHBIE Ha pelienTypHOM GiaHke ¢popmbr Ne148-1/y-04(;1) u npesHa3HaYEHHBIE
IJIsL OTIyCKa JIEKapCTBEHHBIX IpenapaToB TIpakAaHaM, yKa3aHHBIM B IyHkTe 10
Hactosimero Ilopsiaka, AelicTBUTeNbHBl B TeueHue 30 aHed co gHA odopmieHHs,
3a HCKJIIOYEHHEM CIy4aeB O(pOpMIIEHHS peLienTa B COOTBETCTBHH C IyHKTamH 38 u 39
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HacTosmiero [lopsnka, mpH KOTOPHIX OH ACHCTBUTENIEH B TeueHHE 15 nHeil co JHA
odhopmiteHHS.

22. Peuentsl Ha OyMaXHOM HOCHTelle, B (popMe 3JIEKTPOHHOIO JOKYMEHTa,
oopmiieHHBIE Ha penenTypHoM OtaHke Gopmel Ne 148-1/y-04(i1) 1 npeaHa3HAYEHHBIE
I OTIyCKa JIeKapCTBEHHBIX IIpenapaToB TIpaKAaHaM, AOCTUTIIMM IEHCHOHHOTO
BO3pacTa, MHBAJIMJAM II€pBOM TpYMNIbl, ACTIM-MHBAJIHAAM, a TakKXkKe TIpaXIaHaM,
CTpaalolM XPOHHIECKAMH 3a00JI€BaHIAMH, TPEOYIOIIUMH [UTHTEIBHOTO KYPCOBOTO
JieueHus, NeHCTBUTENbHH B TedeHrne 90 nHeit co qHA opOopMIIEHHS, 32 HCKITIOYEHUEM
cllydaeB, yKa3aHHBIX B IyHKTax 38 u 39 nacrosmero Ilopsimka, mpu KOTOPBIX
OH JIeHCTBUTENEH B TeueHue 15 aHeit co nHg opopMIIeHHUS.

Jis nedeHHs XpOHHWYECKHX 3a00jieBaHMH yKa3aHHBIM KaTeroOpHsM TpaKaaH
JIeKapCTBEHHbIE MpernapaTthl ¢ O(QOpMIIEHHEM pEeLENnTOB Ha OyMaXHOM HOCHTENE
WIH peunentoB B (opMe 3JIEKTPOHHOTO IOKyMEHTa MOIYyT Ha3HauyaThCS Ha Kypc
neuenud no 180 gHell.

23. Penentel Ha OyMaXHOM HocuTelle, B ()opMe 3JIEKTPOHHOTO IOKYMEHTa,
opopmieHHpie Ha peuentypHoMm Omamke ¢opmel Ne 107-1/y m npemHazHadYeHHEIE
JUTSI OTITYCKa JIEKapCTBEHHBIX MIPEMapaToB, IPEAYCMOTPEHHBIX ITyHKTOM 11 HacTosmIero
INopsanka, AeficTBUTENBHEI B TedeHHe 60 qHei co THA opopMITeHHU.

IIpy Ha3HaYeHWM TOTOBBIX JIEKapCTBEHHBIX IIPEMapaToB M JIEKapCTBEHHBIX
IIPENapaToB HMHAMBHAYAJIBHOTO M3TOTOBICHHUS MalMeHTaM C 3a00JieBaHUSIMH,
TpeOYIOIUMH [UIUTEIEHOTO KypCOBOIO JIeYeHHs, ¢ OQOpMIEHHEM Ha peLeNTypHOM
6nanke ¢opmbr Ne 107-1/y penenta Ha OyMaxXxHOM HOCHTele Wi B (dopme
3JNEKTPOHHOro JOKYMEHTa YCTaHaBIMBaeTCS CpPOK JEHCTBUS pelenta B Ipefenax
JI0 OGHOTO roja.

B ciydae ycraHoBneHus cpoka AEHCTBHS pelienTa B MpeAenax A0 OJHOro roja
B pelelTe Npou3BoaUTCA HaAIHUCh: «[lo crempaibHOMy Ha3Ha4eHHIO», 0003HadaeTcs
CpPOK [eHCTBHS pelenta U MEPHOOUYHOCTh OTIyCKa JIEKapCTBEHHBIX IpenapaToB
U3 alTeYHOM OpraHM3alMy WIH HHAWBHAYAIbHBIM IpEANpPUHUMATENIEM, UMEIOIIUM
JULIEH3MIO Ha papMaleBTHYECKYIO IeATENLHOCTE * (€KeHeIebHO, e)KEMECSTIHO U HHBIE
neprosl). JIOMONHUTENBHO 3TO yKa3aHWE 3aBepseTcs MNOANMMCHI0 MEIMIMHCKOTO
paboTHHMKA, a TaKXe MedaTbl0 MEAMIIMHCKON opraHu3anuu «Jlis perenTon»
(s peuenta Ha OyMaXHOM HOCHTENE) WIM YCHICHHOW KBalTU(UIIMPOBAHHOIM
9JIEKTPOHHOM TITOANHUCHI0O MEIUIIMHCKOro pabOTHHMKAa U JHUIA, YIOJHOMOYEHHOI'O
3aBepATh AOKYMEHThl OT MMEHHM MEIWIMHCKOH opraHu3aunuu (I perenta B ¢popMme
3JIEKTPOHHOTO JOKYMEHTA).

24. PeneniThl Ha JIeKapCTBEHHBIE NPENapaTsl, BKIIOYeHHBIE B riepedeHs IIKY, mid
JIeUeHHUs MallHeHTOB C XPOHHYECKUMH 3a00JNeBaHUAMH MOryT O(QOpPMIATECS Ha Kype
nedeHus 1o 60 nHeii.

B ciydae, korma Kypc JiedeHus: cocraBiser Oonee 30 nmHell, HOIOJIHHUTENIBHO
B pelenrax Ha OyMaxHOM Hocutene IpousBoaurcs Haanuck «llo cmemuansHOMY
Ha3HAYEHHIO», 3aBEpeHHas TMOAMMCHI0 MEIUIIMHCKOro paboTHHKA U MeYaThio
MeIUIIMHCKOM opranu3amuu «Jljig pementos», Ha peLentax B (opMe 3IEKTPOHHOTO
JOKyMeHTa  npousBogurcsi orMmerka «llo  cmemmanbHOMY — Ha3HAYEHHIO»
C THpPOCTaBJIEHHEM YCHICHHOH KBATH(QUUUPOBAHHOM JJIEKTPOHHONH IOIIIHCH

4 [Mynxr 47 uactu 1 crater 12 @enepansHoro 3akoHa ot 4 Mas 2011 r. Ne 99-03 «O nULEH3HPOBaHAM OTAEIbHBIX BUIOB
JesTensHOCTH» (manee — PenepansHblii 3akoH Ne 99-03) (Cobpanue 3akoHomaTenbcTBa Poccuiickoil Peneparmu, 2011,
Ne 19, c¢T. 2716; 2021, Ne 27, c1. 5177).
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MEIUIMHCKOT0 pabOTHUKA U JIUIIA, YIIOTHOMOYEHHOTO 3aBEPATh JOKYMEHTHI OT IMEHH
MeIULIUHCKON! OpraHN3aIHH.

25. Peuent Ha OyMakHOM HOcHTene B (OpMe 3JIEKTPOHHOIO HOKYyMEHTa,
o(OpMIIEHHEIH C HapylIeHHeM YCTaHOBIEHHBIX HacTosmuM Ilopsimkom TpeGoBaHMIA,
CUMTAETCA HeIeHCTBUTEIBHEBIM.

II. HazHa4yeHme 1eKapCTBEHHBIX IIpenapaToB IIPY OKa3aHHHU
MEIUIIHHCKOM MOMOIIH B CTALIHOHAPHBIX YCIOBUIX

26.Tlpu oKka3aHMHM NAIMEHTy MEAWLMHCKONM IIOMOIIM B CTalMOHApHBIX
YCIIOBHSAX Ha3sHAYEHHe JIEKApCTBEHHEBIX IpENapaToB Ipom3BogutTcs Oe3 odopmieHHs
peuenTta MeIWOHHCKAM PpaOOTHHKOM €AMHOJIMYHO, 33 HCKIIOYEHHEM CIYy4acs,
yKa3aHHBIX B ITyHKTe 27 Hacrosuiero [lopsaka.

27. CornacoBaHue Ha3HAYCHHS JICKapCTBEHHBIX IIPENapaToB ¢ 3aBELyIOLIHM
OTHENICHHEM WM OTBETCTBEHHBIM IEKYPHBIM BpadyoM JHUOO APYTHM JIULOM,
YIOJHOMOYEHHBIM IPHKa3oM [JIaBHOTO Bpada MEAMLMHCKOH OpraHH3aluH,
a TaKke, NMPU HAJIMYHH, C BPadOM — KIHHUYECKHM (apMaKoIoroM Heo0XO0IUMO
B CIIy4asix:

1) onHOBpeMEHHOr0 Ha3HA4YEeHUS NATH U Oojiee JEKapCTBEHHBIX IIPEIapaToOB
OIHOMY MALIMEHTY;

2) Ha3Ha4YeHHUs JIEKapCTBEHHBIX IIpenaparoB, HE BXOZSIIMX
B IepedeHb KH3HEHHO HEOOXOMMMEIX M BAXHEHIIMX JIEKAPCTBEHHEIX IpEnapatos’’,
IPA HETUNMUYHOM TeYeHHHM 3a00/NeBaHMs, HAIM4YHUM OCJIOXHEHHH OCHOBHOIO
3a6oJieBanys 1 (MIK) COIMyTCTBYIOMKX 3a00JIeBaHM, IPH Ha3HAYEHHH JICKaPCTBEHHBIX
IpenaparoB, OCOOCHHOCTH B3aMMOJCHCTBHS M COBMECTHMOCTH KOTOPBIX COTJIACHO
HHCTPYKIHSAM II0 HX DPAMEHEHHIO DpPUBOAAT K CHIDKEHHIO 3(P(EKTHBHOCTH
u Ge3omacHOCTH apMakoTepanuy U (MIH) CO3Jal0T MOTEHIUATBHYIO ONAaCHOCTh JJIA
JKU3HH U 310pOBbs MALMECHTA.

B yKa3zaHHBIX CIlydasX Ha3Ha4eHHE JICKApCTBEHHBIX IPENapaToB (GHKCHPYETCS
B MEIMIMHCKOH JOKYMEHTAllUM MAalleHTa U 3aBepseTcs IOAIHUCBIO MEIHIHHCKOro
pabOTHHKA ¥ 3aBEIyIOIIEro OTAENCHHEM (OTBETCTBEHHOIO [EXYPHOrO Bpaya WIH
APYTOTro YHOJTHOMOYEHHOTO JIHLA).

28. MequUMHCKUM paGOTHHK MEIOWIIHHCKOM OpraHu3amuu (ee CTpYKTYpHOTO
MoIpa3eNeHus), paclolOXEHHOH B CEIbCKOM HACEJICHHOM ITyHKTE, OCYIIECTBIIIET
Ha3HayeHHe JIEKapCTBEHHBIX IIpenapaToB B CIydasX, yKa3aHHBIX B IyHKTax 27 u 29
Hacrosmiero [lopsaaka, equHOINYHO.

29.Tlo pemenHno BpaueOHOM KOMHCCHM IIAIMEHTaM IPH  OKa3aHWHU
MM MEIUIMHCKOM IMOMOINY B CTAallMOHAPHBIX YCIOBHIX HAa3HAYaIOTCH JICKAPCTBEHHBIC
npenaparsl, He BKIIOYECHHBIE B IT€peUeHb >KU3HEHHO HEOOXOIHMMBIX M BaXKHEMIIHX
JIEKapCTBEHHBIX TMPeraparoB, B ClIydae HX 3aMEHBl K3-3a MHAMBHAYaIbHON
HETIepEeHOCUMOCTH, I10 KU3HEHHBIM ITOKa3aHUAIM.

Pemenne BpaueOHOM KOMHUCCHU (PUKCHpPYETCS B MEIUIMHCKOM TOKYMEHTAI[HH
HaLHeHTa U XypHale BpaueOHOM KOMHCCHH.

30. B ciuydasx oOciemoBaHUs U JIC4EHHMsS IpaXJaHHHA B CTalHOHAPHBIX

15 Yacti 1 ctateu 60 ®eaepansHoro 3akoHa Ne 61-03 (Cobpanue 3akoHozaTenbcTBa Poccmiickoil denepauuy, 2010,
Ne 16, c1. 1815; 2020, Ne 29, cT. 4516).
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YCIOBHAX B paMKaX IPeJOCTaBI€HUsS MEAUIMHCKHUX YCIYyT Ha BO3ME3JHOH OCHOBE
32 CUeT JHYHBIX CPEACTB TIPaXAaH, CPEACTB IOPUAMYECKUX JIMII M HHBIX CPEACTB
Ha OCHOBAaHHHM JOrOBOpa, B TOM 4YKCJ€ AOroBopa X0OpOBOIBHOTO MEIHIIMHCKOIO
cTpaxoBaHus'S, eMy Moryr OBITh Ha3HadeHbl JIEKAPCTBEHHBIC MpeIaparsl,
HE BXOHSIIHE B MEPEeYCHb XU3HEHHO HEOOXOAUMBIX U BaXKHEHIIMX JIEKapCTBEHHBIX
IpernapaToB, €ClM WX Ha3HayeHHe U INpUMEHEHHE OOYCIIOBICHO MEIUIMHCKAMMU

TMOKa3aHHUsIMU.

II1. Ha3zHa4ueHHe TeKapCTBEHHBIX IPENapaToB
IpY OKa3aHUH MEPBUYHON MEOUKO-CAaHUTAPHOM MOMOIIHU, CKOPOH
MEIUIMHCKOM MOMOIIY ¥ NAUIHATHBHON MeJUIITHHCKON MOMOIIHA

31. Ilpu oka3aHMM MEPBUYHON MEIMKO-CAHUTAPHON MOMOIIM M IaJUIMATHBHOM
MEIUIMHCKOM IIOMOIIM B aMOYJaTOPHBEIX YCIOBHAX Ha3HaYC€HHE JIEKApCTBEHHBIX
NpernapaToB OCYLIECTBISIETCS MEIUIMHCKHMM pabOTHMKOM B Cly4asX THIIMYHOI'O
TeyeHUs 3a00JIeBaHUs MALMEHTa UCXOS U3 TSHKECTH B XapaKTepa 3abo/ieBaHus.

32. Hasmauenue JI€KapCTBEHHBIX TMPENapaToB IO peIIeHHI0 BpadeOHOMN
KOMHCCHM IIPH OKAa3aHHH TEPBHYHON MEAMKO-CAaHHTAPHOH MOMOINH, MaJTIMaTHBHOM
MEIHUIIMHCKOM ITOMOITH B aMOyTaTOPHBIX YCIOBUSX MTPOU3BOAUTCS B CIIydasX:

1) OIHOBpEMEHHOr0 Ha3HauYeHWs ONHOMy [alMeHTy nartu H  Ooiee
JIEKapCTBEHHBIX MpernapaToB B TEYEHHE ONHHMX CYTOK HJIM CBBIIE OECATH
HaMMEHOBaHUI1 B TeUeHUE TPUALIATH JHEMH;

2) Ha3Ha4YCHHU JICKQpPCTBEHHBIX IIPENapaToB IpM HETHIOHYHOM TEYCHHUHU
3a00/IcBaHUsl, HAIMYMH OCIOXKHEHHH OCHOBHOrO 3aboneBaHus H  (MIH)
CONYTCTBYIOIIUX 3a0ojieBaHWM, NpHM Ha3HAYCHHWM JIEKapCTBEHHBIX IIPENaparos,
0COOEHHOCTH B3aHMOIEHUCTBUS H COBMECTHMMOCTH KOTOPBIX COIVIACHO HHCTPYKLIHAM
I10 MX PUMEHEHHIO TIPUBOAT K CHIDKEHHUIO () (HEeKTUBHOCTH U 6€30M1aCHOCTH JICUEHHMS
marueHTa W (WiIM) CO3Jal0T IOTEHIHUANBHYIO OINACHOCTh A JKH3HH H 310pOBBA
MalKCHTA;

3) mepBHYHOrO Ha3HAYEHUs MALMEHTY HApKOTHYECKHX H IICHXOTPONHBIX
nekapcTBeHHBIX mpemnaparoB cmuckoB II u III Ilepedns (B ciyyae NpUHATHA
PYKOBOOMTENIEM  MEIMIMHCKON OpraHM3allud peIIeHHs O  HeoOXOmAUMOCTH
COrNacoBaHMs HA3HAYEHHS TaKMX JIEKQpCTBEHHBIX IMpenaparoB ¢ BpadeOHOH
KOMHCCHEH).

33. [ToBTOpHOE Ha3Ha4YeHHE HAPKOTHYECKHUX M IICHXOTPOIHBIX JIEKAPCTBEHHBIX
npenapatoB crmuckoB I u III IlepeuHs HmpoOM3BOAMTCS MEAUIMHCKAM PabOTHHKOM
CaMOCTOSATENILHO WM €IUHONHYHO Oe3 ydacTHs BpadyeOHON KOMMCCHH IallHeHTaM
C BBIp@OKEHHBHIM OOJIEBEIM CHHIPOMOM JIO00r0 TreHe3a, HapylIeHHEM CHa,
CYJOPOXXHEIMA  COCTOSHHSIMH,  TPEBOXHBEIMH  pacCTpodcTBaMH,  (oOHsMH,
MICHXOMOTOPHBIM BO30YXIECHHUEM.

34. IIpu oka3aHUHU CKOPOH MEAUIMHCKON IOMOIIH JIEKApCTBEHHBIE MpernapaThl
HA3HAYAIOTCS MEIUIMHCKHUM pPabOTHUKOM BBIE3JHONH Opuragsl CKOPOH ITOMOIIH,
MEIULMHCKMM PaGOTHHKOM MEIMIUHCKONH OpraHW3alliy [P OKa3aHHM MEIULMHCKOM
IOMOIIM TpakgaHaM npu 3a0oneBaHWAX, HECYACTHBIX Clly4asaX, TpaBMaXx,

16 TJoctanosnenne IIpasutenscta Poccuiickoii denepaumu ot 4 okra6pa 2012 r. Ne 1006 «O6 yreepxnenuu [Ipasmn
NPENOCTABICHAA MENMIMHCKAMY OPTaHW3alMAMH IUTATHBIX MeZMIMHCKEX ycmyr» (CobpaHue 3aKOHOAATeNbCTBA
Poccuiickoit ®eneparm, 2012, Ne 41, c1. 5628).
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OTPaBJICHHAX W JAPYIMX COCTOSHHSAX, TPeOYIOIIUX CPOYHOrO METULIMHCKOTO
BMEIIATEJIBCTBA.

IV. HazHauenne nekapcTBEHHBIX NIPENApaTOB rpakKaaHaM,
UMEIONTNM NpaBo Ha OecIulaTHOe Moy4YeHHe JTeKapCTBEHHbBIX
IpenapaToB WK INOMyYCHHE JIEKAPCTBEHHBIX MIPENapaToB
CO CKHIKOW, P OKa3aHWH NEPBUYHON MEAUKO-CAHUTAPHON IOMOIIA

35.1Ipn oxa3aHMM NEPBUYHON MEIWUKO-CAHHUTAPHON ITOMOIIM Ha3HA4YeHHE
MEOUIIMHCKUM PabOTHHKOM HAa OCHOBE KIMHUYECKHMX PEKOMEHAALUNA U C YUETOM
CTaHJApTOB MEIMIMHCKOM moMomu!’ JIeKapCTBEHHBIX MPENapaToB, OTIIYCKAEMBIX
OecraTHO WM CO CKUAKOHW, IpaAaHaM, HMEIONIMM IpaBo Ha ofecriedeHue
JIEKApCTBEHHBIMU TperapaTaMd 3a CYeT CpeJCTB OMMKETHBIX aCCUTHOBaHUMN
denepansHOrO OrOmMKeTa U OromxeroB cyOsexkToB Poccuiickoit ®enepanuw,
OCYIIECTBIIIETCA Ha perentypHoM Omanke Ne 148-1/y-04(a).

ITpu odpopmieHun peuenta Ha Omanke Gopmber Ne 148-1/y-04(i1) Ha OymakHOM
HOCcHTENEe OQOPMIISIOTCSA JIBa 3K3EMIUISpa, OAUH M3 KOTOPHIX OCTAETCS B AlTEYHOM
OpraHu3alyy, BTOPO — B METUIIMHCKON JOKYMEHTAllUH MAlUECHTA.

36. IlpaBo Ha3HAUATh JTeKapCTBEHHBIE MIPENapaThl rpaXKiaHaM, HMEIOIIMM IIPaBo
Ha OecIUlaTHOe IIOJyYeHHE JIEKAPCTBEHHBIX IMPENapaToB WM  MOJIy4YeHHE
JIEKapCTBEHHBIX MpEenapaToB CO CKUIAKOU, TAK)Ke UMEIOT:

1) menunuHckue paboOTHHKH, paboTaromue B MEOUIUHCKONW OpraHHU3aluf
IO COBMECTHUTENLCTBY (B Mpe/ienax CBoei KOMIIETeHIINHN);

2) MeOUUHHCKAE pabOTHUKH CTAl[MOHAPHBIX OpraHMU3alMii COLHUaIbHOTO
oOCIy)XMBaHHsA TIPM HAIMYMM JIMLEH3WHM Ha OCYIIECTBICHHE MEIULUHUHCKOU
JesATensHOCTH S, mpemycMmaTpuBaromedl BIONHEHHe paboT (OKasaHHe yCIyT)
O OKA3aHHIO NEPBHYHOM MEIHKO-CAHUTAPHONW MOMOIIM B aMOyJaTOPHBIX YCIOBHSAX
(He3aBHCUMO OT BEJOMCTBEHHOM MPUHAJIEKHOCTH);

3) ™MemuumHCKHE paGOTHHKM MEAMIMHCKMX OpraHu3alldii, OKa3bIBAIOIIMX
[EPBUYHYI0 MEAMKO-CAHWTAapHYIO IIOMOIIb, ITOJBEIOMCTBEHHBIX (enepanbHBIM
opraHaM HCIIOJIHUTEBHOM BIACTH WIJIM OpraHaM HCIOTHHUTENbHOH BIACTH CyOBEKTOB
Poccuiickoit ®enepaiuy;

4) wWHOWBHUIYallbHBIE IIPEANPUHUMATENH, OCYIIECTBIAIOMME MEIHULIUHCKYIO
IEeATEeIFHOCTD ¥ BKIIIOUSHHBIE B peeCTp MEIULMHCKIX OPTaHA3aLUH, OCYIIECTBIIAIOMINX
JIEATEIIFHOCTD B cepe 00543aTeTbHOr0 MEAUIIMHCKOIO CTPAXOBaHHUs.

37.1lpu Ha3Ha4yeHMH JIeKapCTBEHHBIX IIpPENapaToB TIpaXAaHaM, HMEIOIIMM
mpaBo Ha OecCIUIaTHOE MOIMy4YE€HHE JICKapCTBEHHBIX IIPENaparoB WIM IOyYECHHE
JIeKapCTBEHHEBIX IPENapaToB CO CKUAKOMW, B pellenTe yKa3blBacTcsd HOMep TenedoHa,
II0 KOTOpoMy pabOTHHK aNTeYHOH OpraHM3allid IIpH HEOOXOAUMOCTH MOXET
COTJIacoOBaTh C MEAUIIMHCKAM PabOTHUKOM 3aMeHy JIEKapCTBEHHOTI'O IIpenapara.

38. Ha3HaueHHe HApKOTHYECKHX M IMCUXOTPOIHBIX JEKapCTBEHHBIX NMpEnapaToB
cnucka II Tlepeuns (3a HCKIIOYCHHEM JIEKapCTBEHHBIX IIpeNapaToB B BHJE

17 Cratpa 37 ®enepansuoro 3akona Ne 323-®3 (Co6panue 3akonoparensctBa Poccuiickoit demeparmn, 2011, Ne 48,
cT. 6724; 2021, Ne 27, c1. 5186).

18 [TynkT 46 wacty 1 cratem 12 ®enepanbHoro sakona Ne 99-®3 (Cobpanue 3axoHoxaTenscTBa Poccuiickoii Oepepary,
2011, Ne 19, cr. 2716; 2021, Ne 27, cT. 5159).
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TPaHCACPMAaIbHBIX TEPAlleBTUYECKUX CHCTEM, a TaKXKe JIEKApCTBEHHBIX MpeENapaTros,
COJepXKaIlMX HAPKOTHYECKOE CPEACTBO B COYETAHHMH C AHTArOHHUCTOM OITHOHIHBIX
peLenTopoB) rpaxiaHaM, KMEIOMHUM MpaBO Ha OeCIUIaTHOE IOJy4YEHHE
JEKapCTBEHHBIX IpEenaparoB WM [OIY4YeHHWS JIEKQpCTBEHHBIX IPENapaToB
CO CKHMJKOH, OCYIIECTBIIIETCS Ha peLentypHoMm Omanke ¢opMel Ne 107/y-HII,
K KOTOpPOMY JOIOJIHHUTENBHO OQOPMIIIETCS peleNnT Ha pelenTtypHoM OaHke (GopMeI
Ne 148-1/y-04(x1) (B nByX sK3eMIUIsIpax mpu opopMiIeHHH Ha OYMaKHOM HOCHTEJIE).
39. Ha3zHaueHne HApKOTHMYECKUX M IICUXOTPOITHBIX JIEKAPCTBEHHBIX MPEMapaToB
cnucka II Tlepeuns B BUAE TpaHCOEPMANBHEIX TEpPAaNeBTHYECKHX CHCTEM,
HapKOTHYECKHX JIEKapCTBEHHBIX IpenaparoB cmnucka II Ilepedns, copepxamux
HapKOTUYECKOE CPEACTBO B COYETAHMM C AHTAarOHHCTOM OMNHOUIHBIX PELENTOpOB,
IICHXOTPOIHBIX JIEKAPCTBEHHEIX IIpenapaToB cmucka III IlepeuyHs, jmekapcTBEHHBIX
IIperapaToB, BKIIIOYeHHBIX B niepedeHs [IKY, comepxanuxcs B NoAMyHKTe 2 myHKTa 11
HacToswero Ilopsnka, npeaHasHauYeHHbIE I JI€YeHUs FPaKaaH, HMEIOIIMX [IPaBo Ha
OecIaTHOE IOMy4YeHHe JIEKapCTBEHHBIX IIPEapaToB HIIH MONTy4YeHHE JIEKAPCTBEHHEBIX
IIPENAapaToB CO CKUAKOM, OCYIECTBIIAETCS Ha pellenTypHBIX Oiankax ¢opm Ne 107-1/y
u Ne 148-1/y-88, k KOTOPBIM JOMIOMHHUTETHEHO OQOPMIIAETCSA PEIENT HA PEIENTYPHOM
Onanke ¢opmer Ne 148-1/y-04(o1) (B 1ByX 3K3eMIUIgpax TMpH OQGOPMIICHHH
Ha O6yMa)XHOM HOCHUTEIE).
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ITpunoxxernue Ne 1

K Ilopsiaky HazHaYeHUs
JIeKapCTBEHHBIX MPENapaToB,
YTBEpPXKIEHHOMY IPHUKa30M
MuHHCTEPCTBA 3APABOOXPAHEHUS

Pogcuiickoi CDe,uepa;
onﬁ &2@2’2 2021 r. Ne ¢/ g’?//

Koan4ecTtBO
HAPKOTHYECKHX CPeACTB HJIH ICHXOTPONHBIX BelllecTB,
KOTOpOe MO3KeT ObITh BHIMHCAHO B OJJHOM penente

Ne MexayHnapoaHoe HenaTeHTOBAHHOE ®opma BbIycKa Koanuaecrso
n/n HAHMEHOBaHHE HAPKOTHYECKOIo H 03HPOBKA
H ICHXOTPONHOTO JIEKAPCTBEHHOI0
npenapara
1. Bynpenopdun+Hanokcon Tabnetku cyOnHHrBaIbHBIC 60 Tabnerok
0,2 mr+0,2 Mr (ynakoBka, KpaTHas
Ne 20)
2. Bynpenopdun PacTBOp 111 MHBEKIHH, 30 amnyn
0,3 Mr/mut 1 Mt (InpHU-TIOGHUKOB)
3. Bynpenopdun TpaHcaepManbHBIN
IUTaCTHIPh
35 mkr/gac 20 mnacTteipeit
52,5 mkr/4gac 10 mnacreipeit
70 MKr/gac 5 mwiacTeipeit
4. Mopodun PacTBOp 17151 HHBEKIMH,
PacTBOp IS MOJIKOXKHOIO 20 ammyn
BBEICHHUA (WmpHL-TIOOMKOB)
10 mMr/mn 1 M
5. Kopeun+Mop¢un+Hockanun+Ilanasepun PacTrOp A1 MOAKOXKHOTO
+Tebaun BBEJICHUA 20 ammyn
0,72+5,75+2,7+0,36+0,05
Mmr/mi 1 mn
1,44+11,5+5,4+0,72+0,1
mr/mit 1 mn
6. Tpumenepuaux Tabnerku 25 Mr 50 Tabnerox
7. Tpumenepunux PactBOp AN HHBEKUMH
10 Mr/mn 1 mn 20 amyn
20 mr/mn 1 M (WIIpUL-TIOOHKOB)
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8. Mop¢un Tabnetku (kancysl) 180 Tabnerox
TIPOJIOHTHPOBAHHOTO (karcyom)
neHcTBUA 60 TaGnetox
10 Mr (kancyon)
30 Mr 40 Tabnerok
60 Mr (xancyir)
100 mr 20 rabnetok
200 Mr (kamncyn)
20 Tabnerok
(xancyn)
9, Mopdusx TabneTku
SwMmr 100 TabmeTok
10 Mr 100 Tabnerox
10. Mopdun Karunu mns npuema BHYTpb
20 mr/mn 20 M 4 ¢naxona
11. Mopdun PactBop nns npuema
BHYTpPb (MOHOZO3BI)
2 Mr/mi 5 mMn 100 ammys />
6 Mr/mi 5 Mn 80 ammys /3
20 Mr/mn 5 M 30 ammyn /3
12. Oxcukogon+Haokcon Tabnetku
MIPOJIOHTPOBAHHOTO
ACVCTBHA 100 TabneTok
5 Mr+2,5 mr 60 TabeToK
10 Mr+5 mr 40 Tabnerok
20 mr+10 Mr 20 TabneTok
40 Mr+20 Mr
13. IpormoHuI¢peHITITOKCHI THITNMIEPHAHH Ta6nerku 3ameunsie 20 Mr 50 Tabnerox
14. DeHTanuN ITnacteips
12,5 mxr/g9ac 20 nnacTeipeit
25 Mxr/gac 20 nnacTeIpeii
50 mxr/gac 10 nacTeipeit
75 Mxr/4ac 10 mnacteipeit
100 Mxr/uac 10 mnacTeipeit
15. DenTaHuN Crpeii Ha3aNbHBIA

®nakon 50 Mkr/no3a
2,0 mut (10 o3)
3,2 mu1 (20 mo3)
5,0 mu1 (40 no3)

®maxkon 100 Mxr/mosza

24 ¢nakoHa
12 ¢pnaxonos
6 ¢naxoHoB

2,0 Mt (10 no3) 12 ¢nakonos

3,2 M (20 103) 6 ¢pnakoHOB

5,0 M1 (40 no3) 3 ¢nakoHa
®nakon 200 Mxr/no3a

2,0 M (10 no3) 12 ¢pnaxonos

3,2 M (20 o3) 6 ¢pnmaxonos

5,0 mi (40 no3) 3 ¢makoHa




[Tpunoxenue Ne 2
K Ilopsnky Ha3HaYeHUS

JIeKapCTBEHHEIX IIpeiapaToB,

YTBEPXKICHHOMY ITPUKa3OM

MuHucTepcTBa 31paBOOXPAHEHHUS

Poccuiickoii ®enepanuu

ot o/ Wﬁw 2021 1. Ne/ P4

CrnpaBouHo
PexomeHaI0BaHHDbIE K HCNOJb30BAHHIO COKpalleHUS
npu opopMIiIeHHH pelenToB
Ne
i CokpaieHue I[TonHoe HanmvMcaHue Ilepeson
1. aa ana 110, TOPOBHY
2. ac., acid. acidum KHCJIOTa
3. aer. aerozolum a’po30Jib
4. amp. ampulla aMIryJia
5. aq. aqua BOJIa
6. ag. purif. aqua purificata BOJa OYHIICHHAS
7. but. butyrum MacJjio (TBEpIoe)
8. caps. capsula Kamncyna
9. comp., Cps compositus (a, um) CIIOXKHBIH
Brigaii (ITycts Beinaso,
10. D. Da (Detur, Dentur) 1t (TTyct Bei
ITycts Gyner BbIAAHO)
Da, Signa Brrgaii, 0603Ha4b
11. D.S. . Ilycts 6yneT BrAaHO,
Detur, Signetur Y YACT B
O603Ha4ueHO
Brigaii (IT 6 aHb
12. D.t.d. Da (Dentur) tales doses bina (I1yers OyAyT BLLaRED
TaKue J03bI
13. dil. dilutus pa3BeJIEeHHBIH
. Divide in partes aequale:
14. Div. in p. aeq. widemnp quates Pa3nieny Ha paBHBIE YaCTH
15. emuls. emulsio SMYJIbCHSA
AKCTPaKT, BBHITSIKKA
16. extr. extractum P
17. in enem. in enemas B MHKPOKJIA3Max
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18. F. Fiat (fiant) [TycTts o6pasyercs (06pa3ytorcs)
19. gran. granulum TpaHyJIBI
20. gt., gtt gutta, guttae KaruIs, Karjiu
21. gtt. peror. guttae peroralis KaIUTH I/ IpueMa BHYTPb
22. inf. infusum HaCTOM
23. in amp. in ampullis B amIrysiax
24. in tab. in tab(u)lettis B TabneTKax
B TabneTkax
25. in tab. prolong. in tab(u)lettis prolongatis C IIPOJIOHTHPOBAHHBIM
BBICBOOOXICHHEM
B TabneTkax
26. in tab. prolong. in tab(u)lettis prolongatis obductis ¢ IPOIORTHPOBAHHEIM
obd. BBICBOOOXKIEHHEM, TOKPHITHIX
obostouKoi
27, in tubul. in tubulis B TIOOMKax
28. lin. linimentum JIMHAMCHT
29. lig. liquor KHAKOCTD
30. lot. lotion JIOCBOH
31. m. pil. massa pilularum MTONBHA Macca
32. membr. bucc. membranulae buccales IJICHKH 3alIe9HbIe
33. M. Misce, Misceatur (Myers g)l:elfiiemano)
34. mixt. mixtura MHKCTypa
35. N. NUMEro 9HUCIIOM
36. ol. oleum Macio (KHIKOE)
37. past. pasta macra
38. pil. pilula, pilulae MUTIONS, THTIONHN
39. p. aeq. partes aequales PaBHBIE YaCcTH
40. ppt., praec. praecipitatus OCaKICHHBIN
41. pulv. pulvis MOPOIIOK
4. Qs quantum satis CKOJIBKO moTpedyercs,

CKOJIBKO HaJI0
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43. r., rad. radix KOPEHb

44, Rp. Recipe Bozpmu

45. Rep. Repete, Repetatur HOBT?;S(;I;’:;Z)GYMT

46. rhiz. rhizoma KOPHEBHIIE

. S Signa, Signetur OBoumem, (Tyer Gyer

48. sem. semen ceMs

49, simpl. simplex TPOCTOM

50. sir. sirupus cupor

51. sol. solutio pacTBOp

52. Spr. spray crpeit

53. Spr. nas. spray nasale crpeli Ha3aNbHBIH

54. supp. suppositorium CBeYa, CYNIO3UTOpHil

55. susp. suspensio CyCIIeH31S, B3BECh

56. tab. tab(u)letta TabreTka

57. t-ra, tinct. tinctura HACTOHKa

58. tubulis tubulis TIOOHKH

Systema TpancaepMaLHAs

59. STT Therapeutica TepanesTryeckas
Transcutanea Cucrema

60. ung. unguentum Ma3b

61. vitr. vitrum CKJISTHKa




ITpunoxenune Ne 2
K npuKa3y MUHICTepCTBa 3ApaBOOXPAHEHUS
Poccpmc /1 Oenepauuun

/m// W20 Ne 1 /W

®opma penentypHoro 6aanka Ne 107-1/y

MHUHHCTEPCTBO 3ApaBOOXPaHEHHUS Kox ¢popmet mo OKY T

Poccniickoit ®enepanun Kon yupexnenus no OKIIO
MeaunuHCcKas JOKYMEHTaAs

HanmeHOBaHue (MITaMIT) ®opma Ne 107-1/y

MEIMIMHCKONH OpraHu3aluy YTBepxaeHa NIPHKa3oM

Mnnncrepcma 3ApaBOOXPAHEHHS
HanmeHOBaHue (IITAMII) Poccuiickoit Qenepanyu
HHAABAIYATHHOTO NpeANPUHAMATEIISA ordY /10 Vf /2 Ne /ﬂﬂ 4&

(ykazathb aapec, HOMEp U IaTy JIHLCH3HH,
HaHMEHOBaHHE OpraHa rocyJapCTBEHHOH BIacTH,
BBIAABILIETO JINIICH3HIO)

PEL[EIIT

(B3pOCBIi, AETCKUI — HYXKHOE ITOUEPKHYTh)
« » 20 r

Oamunis, HHALKAATH HIMEHH H OTYeCTBa (IOCIIeAHEE — MTPU HATHIKH)
MalHeHTa
JHara poxaenus
DaMIIHS, MHILHAIBI IMEHH U OTYECTBA ([IOC/IeIHEE — IPH HATMYHH)
Jievamero Bpaya (¢enbaimepa, aKkymepkH)

py0.|xom.| Rp

.............................................................................

.............................................................................

IMoanuce
U TIe4aTh JIeyalero spaya M.IL
(nomnuck $enpaniepa, aKymepku)

Peuent peiicrBureneH B TeueHue 60 aueii, mo 1 roga ( )

(HY>XHO€ TIOXYEPKHYTH) (yka3aTh KOJIHYECTBO JHEi)




O6opoTHas CTOpOHA

OTMeTKa O Ha3HAYeHHH JIEKApPCTBEHHOT'O
Tpenapara Io PeleHHIo BpaueGHONH KOMUCCHA

IpuroroBun ITpoBepun Oryctun

@®opma penentypHoro 6;1anka Ne 148-1/y-88

MuHHCTEPCTBO 3APaBOOXPAHEHHST

Poccuiickoii ®enepanyu Kon ¢popmer mo OKY [T 3108805
MenumHckas AOKyMEHTalHs

Haumenosanue (mrrami) ®opma Ne 148-1/y-88

MEeIUIMHCKOM OpraHH3alul VTBepxKIEHa IPHKA30M
MuHKCTEpCTBA 3ApaBOOXPaHEHUS

Haumenopanue (mrramin) Poccujickoii deneparmm

HHIHBHAYAJIHHOTO MPEINPHHHAMATENS oT ; oL d flpﬂﬂ/ Ne 189%4

(yxa3aTh agpec, HOMEp U JATy JIHMLIEH3HHY,
HaMMEeHOBaHHe OpraHa rocy/iapCcTBEHHO#H BI1acTH,
BBIJABIIETO JIMLIEH3HUIO)

cepps | TLIT | [0 ] TEI]TETT)
L WA - L (I
« » 20 1.

PELIEIIT

(mata odopmiIeHHS-peLIENTa)
B3POCIIBIH, TETCKHH - o€ nojye b
p HY»KH PKHYT

Damuins, HHULHAIE KMEHH M 0TYeCTBa (IOC/eHee — IIPH HAJTUIMH)
[aLHeHTa

Hara poxzaeHus

Anpec MecTa KHMTENbCTBA WIM Ne MEIOWLMHCKOH KapTel amOyJaTOPHOrO NAaUMEHTa, MOJyYaromiero
MEIHLIMHCKYIO TIOMOIIb B aMOyIaTOPHBIX YCIIOBHAX

daMuTHs, MHALMAIEI IMCHH M OTYECTBA (IIOC/Ie{HEE — MIPH HATHYHH)
nevamero Bpaya ((denpauepa, aKymepKs)

Py6. Kon. Rp:

............................................................................

............................................................................

............................................................................

............................................................................

IToanuce 1 meyaTs Jeyallero Bpavya M.IL
(nonnucsk denpauiepa, akymepkH)

PeuenT aelicTBHTENIEH B TedeHHe 15 mHeit




O6opoTHas CTOpoHa

OTMeTKa 0 Ha3HAUeHHH JIEKapPCTBEHHOTO
mpenapara 1o peLIeHHI0 BpadeOHOH KOMHCCHI

[Ipurororun IIpoBepun Ornyctn

®opma peuentypHoro Gyianka Ne 148-1/y-04(xn)

MHuHHACTEPCTBO 3APABOOXPAHCHUA VTBEPXJIEHA
Poccutickoii deaepaiuu MECTO U14 IITPUXKOJA" npuka3oM MHUHHCTEPCTBA
3/paBOOXpaHEeHHS Poccuiickoit Denepaimu
or ¥ » /myézu(, 2021 r. Nef@%%e
Hitamn
Kon
MEIULMHCKON OpraHu3aum
INEEEEEEEEEEREE

e LTI 1]
Kon
HHIHBHAYANEHOTO NIPEANPHHUMATENA

NN EEEEEEEEN

Koa ¢opmsr no OKY]] 3108805
®opma Ne 148-1/y-04(;1)

Kon kareropnu Hcrounvk puHAHCHPOBAHHSA:
rpaxnaH Kon Hozomorudeckoit hopMel (NOA4EPKHYTD) % OTLNATHL:

(o MKB) (IOA4EpKHYTB)

1.DeaepanbHslif Gr0mKET

2. Biomxet cy6nexta Poccutickoli dexepawum | 1. becruiatHo

3. MyHuiunanbHsli OI0KET 2.50%
3. unHoit %
PELIEIIT Cepus Ne Jlarta odopmieHus: 20__r.
damuus, HHULHAIE MMEHH H OTYECTBA (TIOCeAHEee — MPH HaNW4KH)
NalyeHTa Jata poxaeHus
CHUJIC
Ne nonuca
0053aTeTBHOr0
MCOVMLIHHCKOTrO
CTPAXOBAHHA:
Homep MeauIIMHCKOH KapThl MALIHEHTA, OTY4alONIero MeAULIMHCKYIO IOMOIIE B aM6ynatopHBIX
YCIIOBHAX

damwIns, MHMLHAIBI MMEHH M OTYECTBA (MOCTeiHee — IIPH HATWYHH)
neuyainlero Bpava ((enpauiepa, aKymepKu)
Py®6. Kom. R ittt

.................. 000000000 0aattsses i tseesesteeesseestesssorsosiaessesentsnssessstossessersanssnoes

| DR X« PP PPN

.
Signa:
D R P cesesnacnnes Gesereesans F R R R TR TR

TTommuck ¥ nevars Jievallero Bpaya
(noamuce Qenbamepa, aKymepKu) M.IL

PenenT feiicTBHTENCH B TeueHHe 15 mueit, 30 mHel, 90 nHel (HyXHOE NOTYEPKHYTh)
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--------------- (3amonHseTCA CHENHANUCTOM amTeYHON OpraHN3alyH)
OTrynieHo Ho peuenty: ToproBoe HAUMEHOBAaHHE U JO3HPOBKA:
Hara ormycka: «___ » 20 r. KomuuecTeo:
[Tpuroroun: IIpoBepun: Ormyctun:
(JTMHAA OTPHIBA)
Koperiok perienTypHoro 6i1aHka Crnioco6 mpUMEHEHHM:
HammMeHoBaHue IIponomKUTENEHOCTD nHe#
JIEKapCTBEHHOTO Mpernapara:
Josuposka: Komu4ecTBo IPHEMOB B ICHB: pas
Ha 1 mpuem: ea.

O6opoTHas cTOpoHa

<*> B ¢jly4yae H3rOTOBJICHUS PELIENTYPHOro O/1aHKa ¢ HCTIOJIb30BaHHEM KOMIBIOTEPHBIX TEXHOJIOTHH

Ot1MeTKa 0 Ha3HaYECHUH JIEKAPCTBEHHOIO
Tpenapara o pellieHHIO BpaueOHOH KOMUCCHH

IIpuroroBun TIpoBepun

Ornyctun




[Ipunoxxenne Ne 3
K IIpHKa3y MuHHCTepcTBa 3ApaBOOXPaHEHHS
curickoj Penepauuu

ot //g?//,fq//o/ﬂo//z‘l\fg 1077y

Ilopsinok
odopMIeHHs peleNTYPHBIX G6JIAaHKOB Ha JIEKAPCTBEeHHbIE NMPeNapaThl,
HX, y4eTa H XpaHeHHus

I. Odopmienue perenrta Ha OyMaXXHOM HOCHTEIE

1. Ha penentypHbIx 6;1ankax ¢opm Ne 107-1/y, Ne 148-1/y-88 u Ne 148-1/y-04(x)
B JIEBOM BEPXHEM YLy IMPOCTaBISETCS WITAMII MEQHUIMHCKONW OpraHu3alidd ¢
yKa3aHMEM €€ HauMEHOBaHHs, agpeca M TelepoHa ¢ [aToOM BHIMKMCKH (IaTOM
oopmieHHs) peLiernTa Ha JIeKapCTBEHHBIH Ipemnapar.

HononHutensHO Ha  peuentypHoM Omanke ¢opmer  Ne 148-1/y-04(n)
MPOCTABIsIeTCS KOA MEAMIIMHCKOM OpraHu3allud B COOTBETCTBHH ¢ (OCHOBHBIM
rocyAapCTBEHHBIM PerHCTpallMOHHEIM HoMepoM (nanee — OI'PH).

Cepus peuentypHoro Omanka ¢opmer Ne 148-1/y-04(;1) BKmOYaeT Kox
cyopekta Poccuiickoii ®enepanuu, COOTBETCTBYIOIIMI [ABYM TMepBbIM IHdpam
Obmepoccuiickoro kiaccugukaropa 06beKTOB aAMHHHUCTPATHBHO-TEPPUTOPHAIBLHOTO
nenenus (nanee — OKATO).

Paspemaercs wmsroraBnuBath penentypusie Omanku  ¢dopmer  Ne 107-1/y
1 popmsel Ne 148-1/y-04(31) ¢ mOMOIIBEIO KOMITBIOTEPHBIX TEXHOJIOTHIA.

Penentypubie Omanku ¢opmsl  (opmbl  Ne 148-1/y-88 wu3roTaBIHBaIOTCA
HCKITIOYUTENBHO TUIIOTPad)CKUM CITOCOOOM.

2.Ha  peuentypHeix  OnaHkax, o¢QOpMIISEMBIX  HWHIHBHIYaJHLHBIMH
NPEeAIIPUHUMATENAMY, HMEIOIUMY JHMICH3NI0 Ha MEIULUHCKYIO JEeATENbHOCTb,
B BEpXHEM JIEBOM yIJIy TUNOTIpad)CKHM CIIOCOOOM HIIM IMyTEM IPOCTaBJICHHS LITaMIIa
JOJKEeH OBITh yKa3aH ajipec MHAMBHAYaTbHOrO HpeAnpUHUMATeNs, HOMep M JaTa
JUIEH3NH, HAUMEHOBaHHE OpraHa rocy/1apCTBEHHOH BIAacTH, BBIIABIIETO JIMLIEH3UIO.

3. PeuentypHusie 6manku ¢popm Ne 107-1/y, Ne 148-1/y-88 u Ne 148-1/y-04(n)
3aIOJIHAIOTCS MEAULMHCKUM PaOOTHUKOM YEpHUIAMH HIIM IIAPUKOBOM PYUKOM.

4. lonryckaeTcsi oOPMIIEHHE BCEX PEKBHU3HTOB (3a HCKIIOYCHHEM PEKBU3UTA
«IToamuce nedamero Bpa4a (moAnuch Qpenpalepa, akylepKuy ) pelenTypHBIX OJIaHKOB
¢opmsr popmer Ne 107-1/y, dopmer Ne 148-1/y-88 u dopmer Ne 148-1/y-04(i)
C MCIIOJIb30BaHUEM T€YATAIOMUX YCTPOUCTB.

5. Odopminenne penentypHbix OnankoB ¢opmber Ne 148-1/y-04(1) BKIIOUaeT
udpoBOe KOAUPOBAHUE.

IMudpoBoe koaMpoBaHUE YKa3aHHBIX PEHENTYPHBIX OJaHKOB BKITIOYAET:

1) xox MenmunuHckoi opranmsauud (OI'PH) wunu Koa HHAHBHAYAJIBHOIO
IpeANpUHAMATENS B COOTBETCTBUYU ¢ OCHOBHBIM roCyIapCTBEHHBIM PETUCTPAallIOHHBIM
HOMEpOM HHAMBHUIyaIbHOTO npeanpunuMarens (aaiee — OI'PHUII), npocraBnseMsbrit
IIPH U3TOTOBJIEHUH PELENTYPHBIX GJIaHKOB,
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2) KOI KaTeropuu rpaxaH, MMEIOIIUX [IpaBO Ha IMONyYeHHE JIEKapCTBEHHBIX
IperapaToB B COOTBETCTBUU CO cTaThelt 6.1 denepansHoro 3akoHa ot 17 uronsa 1999 r.
Ne 178-®3 «O rocymapCTBEHHOM COIMAIBHOMN HOMOIIM»!, ¥ Kox Ho30J0rHYecKoit
dopMsl 0 MexXIyHapOaHOM CTATUCTHYECKOH KiaccHdukamuy 6onezHed u npobiem,
CBsI3aHHEIX CO 370poBbeM (10-i nepecMoTtp) (maree — MKD), 3anonHseMsble jedamym
BpauOM IIyT€M 3aHECEHUsA KaxJoi LUGpB B IycThle S4EWKH, IIPH 3TOM TO4YKa
ITPOCTaBIAETCS B OTACIBHOMN SUEHKE;

3) otMeTKy 00 mcrouHuke GuHaHCHpoBaHUS (QenepanbHbii Gromxer [1],
oomker cyobekra Poccuiickoit ®emepanmu [2], MyHununaneHbeld Oromxer [3])
U IIPOLIEHTe OILIaTH penenta (Oecruiatro [1], 50% [2], unoii % [3]);

4) WTPUX-KOX — MOIOJHUTENbHBIH pPEKBU3UT (B CiIy4ae H3TOTOBICHUA
Ha Tepputopun cyOwsekTa Poccuiickoii @expepanuu peLentypHoro OiaHkKa
C MCIIOJIB30BaHHEM KOMITBIOTEPHBIX TEXHOJIOTHIA).

6. B penenrtypHsix 6nankax ¢popm Ne 107-1/y, Ne 148-1/y-88 u Ne 148-1/y-04(1)
B rpade «Pammiusa, WHHUHAIB MUMEHH M OTYECTBa (IMOCTeqHee — NpPU HAIW9UH)
MaIMeHTa» yKa3bIBalOTCA (aMIIKs, HHULIAAIE IMEHH U OT4eCTBa (MocieHee — NIpH
HaJIM4YWK) NalieHTa.

7. B penenitypHsix Onankax ¢popm Ne 148-1/y-88, Ne 107-1/y u Ne 148-1/y-04(r)
B rpade «JlaTa poXIeHHs» YKa3bIBa€TCs JaTa poXKISHHUS NaueHTa (41Cio, MeCs1], Tox).

JIOIIONIHUTENBHO B pelenTypHbIx Onmankax ¢opmer Ne 148-1/y-88 u dopmsl
Ne 107-1/y nns nereit B Bo3pacte 10 1 roaa B rpade «Jlata poxAEHU» YKa3BIBACTCS
KOJIMIECTBO IOJIHBIX MECSIICB.

8. B peuenrypubx Onankax ¢opmer Ne 148-1/y-04(;) B rpapax «CHUIIC»
u «Ne monuca 00A3aTeIFHOTO MEIUIITHCKOTO CTPaxOBaHUD» YKa3BIBAIOTCA CTPaXxOBOH
HOMEp HWHIUBHIYATLHOTO JHIEBOro cyera rpaxkaaHuHa B IleHcumonHom donzne
Poccuiickoit ®enepanun (CHWIC) (npy Hanu4yuu) ¥ HOMep Nonuca o0s3aTeNnbHOro
MEIULIMHCKOIO CTPaXOBaHHUS.

9. B peuentypubix Onankax ¢opmer Ne 148-1/y-88 B rpade «Anpec mecra
KUTEIHCTBA UITH HOMEP MEIUIIMHCKOMN KapThl AlIMEHTa, OIyYaloIEero MEAULIMHCKY IO
IIOMOIIF B aMOyJIaTOpHBEIX YCJIOBHSAX», YKa3blBaeTCcs TIIOYTOBBIA aipec MecTa
XKHUTENBCTBA (MeCTa MPeOBIBaHUS WM MecTa (PaKTHIECKOro IIPOXXKHBAHHSA) MALUEHTa
WIK HOMEP MEAMLIMHCKOM KapThl IAlHeHTa, MOIyYaloIlero MEAUIUHCKYIO IOMOIIE B
aM6yIaTOPHEIX YCIIOBHSX.

VkazaHue U afipeca MecTa XUTEeIbCTBa U HoMepa MEAUIIMHCKOM KapThl IallMEHTa,
IOYYalOIIEr0 MEJUIIMHCKYIO IMOMOIIb B aMmMOylaTOPHBEIX YCIOBHSX, HE SBIAETCH
OIIHOKOM.

B peuenrypusix Onamkax ¢opmer Ne 148-1/y-04(n) B rpade «Homep
MEIMIMHCKOM  KapThl  TAIMeHTa, [OJydalolero MEAWIMHCKYIO  IOMOIIb

! Co6panne 3axoHomaTenscTea Poccuiickoit Menepanuu, 1999, Ne 29, cr. 3699; 2020, Ne 52, c1. 8577.

2 [puka3 MuHHCTepCTBA 31paBooxpaHenus Poccuiickoit @enepaiu ot 15 nexabpsa 2014 r. Ne 8341 «O6 yTBepX)AeHAN
YHHQHIMPOBAHHBIX (POPM MEIMLMHCKOH TOKYMEHTAIMH, HCIIONB3YEMBIX B MEAMIMHCKHX OPraHM3aUHsIX, OKa3bIBAIOAX
MEIMIMHCKYIO NOMOIIb B aMGyNaTOpHBIX YCAOBHAX, M HOPAMKOB MO MX 3amonHeHuo» (mamee — Ilpuxas Ne 834m)
(3aperucTpupoBan MunrcTepcTBoM foctuimd Poccutickoit denepawyu 20 despans 2015 r., peructpamuonHsi Ne 36160)
¢ I3MEHCHHAMH, BHECCHHEIMH NpHKa3aMu MUHHCTepCTBa 3paBooxpaneHns Poccutickoli Genepamun ot 9 sasaps 2018 r.
Ne 2 (3apeructpupoBad MunuctepcTBoM toctuuuu Poccmiicko#t ®emepamn 4 anpens 2018 r, permcTpalliOHHBIHA
Ne 50614), or 2 Hoabps 2020 r. Ne 1186H (3aperucTpupoBaH MHHHCTEpCTBOM OCTHLHH Poccuiickoii denepauuu
27 Hoa6ps 2020 r., perucrpannonnsiit Ne 61121).




B aMmOyJIaTOPHBIX YCIOBHAX» YKa3bIBa€TCS HOMEpP MEIWIIMHCKOM KapThl MallHeHTa,
TOJTyYaIOLIEro MEAUIMHCKYIO IIOMOIIb B aMOYIaTOPHEIX YCIOBHAX'.

10. B rpade «DaMmwind, WHHUIHATEI UMEHH W OTYeCTBa (MOCIENHEe — IIpH
HaJIW4MH) Jiedamiero Bpada (¢enpamepa, aKymepku)» pelenTypHBIX OJaHKOB (opMm
Ne 148-1/y-88, Ne 107-1/y u Ne 148-1/y-04(i1) yka3sIBalOTCS MOJTHOCTBIO (DaMHIIHS,
HHHUIHAIEI MMEHH oT4ecTBa (TOCiieqHee — MpH HAJIMYHUN) MEOULIMHCKOro paboTHHKA,
Ha3HAYMBIIEro JIEKApCTBEHHBIE ITpenapaTsl 1 0QOPMUBIIEr0 PeLenT.

11. B rpade «Rp» peuentypusix GmaHkoB ¢gopm Ne 107-1/y, Ne 148-1/y-88
1 Ne 148-1/y-04(i1) yka3piBaeTcs:

1) HauMEHOBaHHE  JICKapCTBEHHOro  mpemapara  (MeXIyHapomaHoe
HEIaTEeHTOBaHHOE HalMEHOBaHHE, TPYNIHMPOBOYHOE HIIH XUMUYeCcKoe HaMeHOBaHUE,
TOProBOE HAMMEHOBaHWME) Ha JIATHHCKOM SI3bIK€ MM Ha PYCCKOM s3bIKe, ¢opma
BBIITYCKa, JO3UPOBKA, KOJMYECTBO (YKa3bIBAETCS MPOIUCHIO HAa PelenTypHOM OlaHKe
dopmer Ne 107/y-HII);

2) cnoco® mMpUMeHEHHUs JIEKapCTBEHHOTO IIperapara Ha rocyJapCTBEHHOM SI3bIKE
Poccuiickoit Menepaniuy UM Ha rocyAapCTBEHHOM si3blke Poccuiickoit ®@enepanuu
U TOCYIHapCTBEHHOM S3bIKE€ pecHyOIMK W HHBIX S3bIKaX HapoxoB Poccuiickoii
®enepamun’.

13. Ilpu odopMiIeHHH penenTypHBIX OJaHKOB 3alpellaeTcs OrpaHHYMBaTHCA
o0OIIMMH yKa3aHHSIMH, HanlpuMep, «BHyTpeHHee», «3BecTHOY.

14. Peuent, odopmieHHbI# Ha perentypHoM Onanke ¢opm Ne 148-1/y-88,
Ne 107-1/y m Ne 148-1/y-04(n), noanuceiBaeTcs MEIULMHCKAM pPaGOTHAKOM
Y 3aBEpSIETCS €ro NeYaThio.

Perienit, odopMieHHBI Ha penentypHoMm Omnanke ¢opmer Ne 148-1/y-88
u ¢dopmer No 148-1/y-04(i1), mOMONHUTENBHO 3aBEpSAETCA I1€YATHIO MEAUIMHCKOMN
opraHuzaiuy « s perenTtosy.

Jlns peuenrta, ohopMIicHHOrO Ha peuentypHoM Omanke ¢dopmel Ne 107-1/y,
HaJIA4Ue IedaT «/[is1 penentoB» He ABIETCS 0053aTeIbHBIM.

15.Ha oxmuom peuentypaom Omanke ¢opmer Ne 148-1/y-88 u  dopmsl
Ne 148-1/y-04(1) paspemaeTcs OCYMIECTBIATH HAa3HAYEHHE TOIBKO OJHOIO
HaHMEHOBAHUS JIEKApPCTBEHHOTO Mpernapara.

Ha opnom penentypHom Onanke ¢opmer Ne 107-1/y  paspemaercs
OCYLIECTBJIATh HA3HAYeHHWE TOJBKO OJHONO0 HaWMEHOBAHUS JIEKapCTBEHHOIO
npenapara, otHocsierocs no ATX k aHTHUIICHXOTHYeCKHM cpeacTBaM (kon NOSA),
ankcuonutukaM (kox NOSB), cHOTBOpHEIM U cenaTHUBHEIM cpeactBaM (xox NO5C),
anTuaenpeccanraM (kog NO6A) u He moayexailero NpeaMETHO-KOIHYECTBEHHOMY
y4eTy, W OO TpeX HAWMEHOBaHWI JIEKapCTBEHHBIX IpPENapaToB — i1 HHBIX
JIEeKapCTBEHHBIX IPENapaToB, He OTHECEHHBIX K BelMeyKa3aHHbIM ATX.

16. HcnipaBrieHus B peLENTe HE JOIIyCKaIOTCH.

17. Tlpu odopmieHun penentypHbIX 61ankoB ¢opm Ne 148-1/y-88, Ne 107-1/y
u Ne 148-1/y-04(;1) Ha JseKapCTBEHHBIE IIpemapaThl, HAa3HAYEHHBIE MO PEIICHHIO
BpayeOHOH KOMHCCHH, Ha 000pOTe peLenTypHOro OJlaHKa CTaBUTCHA CICLMaIbHAsd

3 [Tpuxa3 Ne 834m.

4 Yacts 1 crateu 15 3akoHa Poccuiickoit ®enepammu ot 25 okta6psa 1991 r. Ne 1807-1 «O s3bixax Haponos Poccuiickoi
denepammu» (nanee — 3axoH Ne 1807-1). (Bemomoctu che3na HapomHeix AermyraroB PCOCP u Bepxosroro Cosera
PC®CP, 1991, Ne 50, ct. 1740; Cobpanue 3akoHonaTenbcTBa Poceuiickoii @enepauun, 1998, Ne 31, cr. 3804).




oTMeTKa (IITami).

18. Ha penientypHoM Onanke dopmbl Ne 148-1/y-04(1) BHU3Y UMeeETCSA JHHUSA
OTPbIBa, pa3feronas peuenTypHbIil 6JaHK U KOPEHIOK.

Kopemok oT pemenra, opopMIIEHHOIO Ha yKa3aHHOM peLEenTypHOM OlaHKe,
BBIJa€TCS IAlMEeHTy (ero 3aKOHHOMY IIPEICTABHTENIO) B allTeUHOM OpraHH3alH,
Ha KOpeIIKe [elaercsi OTMETKa O HaWMEHOBaHWH JIEKapCTBEHHOro mpemnapara,
IO3UPOBKE, KOJIMYECTBE, CHOCO0E MPUMEHEHUS.

II. Odopmnenne penenta B popme MEKTPOHHOTO JOKYMEHTA

19.Penent B  ¢opMe  SNEKTPOHHOrO  JOKYMEHTa,  IHOJIHCAHHOTO
YCWIEHHOW  KBATM(UIMPOBAHHON  SNEKTPOHHON  IMONMHMCHIO,  (opMupyeTcs
MEAMLMHCKUM PabOTHHKOM, CBEICHUSI O KOTOPOM BHECEHHI B (pelepalbHBIN PErucTp
MEIMIMHCKUX pabOTHUKOB’, a TaKXe€ IIPH YCIOBMH PETMCTPAllMH MENUIIMHCKON
OopraHM3aluy, B KoTtopoili odopmisercs penent, B (QenepalbHOM peecTpe
MEJUIIMHCKUX opraHH3aunﬁ6 eUHON rocyJapCTBEHHON WHGOPMAI[MOHHOH CHUCTEMBI
B cdepe 3OpaBOOXpaHEHHS M TNOAKIIOYEHHS TAaKOH MENNLUHCKOH OpraHu3alyu
K TOCYJapCTBEHHONH MHPOPMALMOHHON CUCTeMe B cdepe 3ApaBOOXpaHeHUs CyObeKTa
Poccuiickoit ®enepanyn’.

20.1Tlpu  odopmiueHum penenta B ¢GopMe IJNEKTPOHHOIO OKYMEHTa
Ha JIEKapCTBEHHBbIC Npemapathl, yKa3zaHHble B mMyHKkTax 9 u 11 Ilopsanka HasHaueHuUs
JIEKapCTBEHHBIX IPEeNapaToB, YTBEPXKAECHHOTO HACTOAIMIMM IIPUKa30M, U OTIIyCKaeMbIe
3a MOJTHYK CTOMMOCTb, 3aMIONTHAIOTCS CIEAYIOIINE PEKBU3UTHI:

1) xog cyowsekra Poccuiickoit ®emepauuu no OKATO, onpenendromuit
roCyJapCTBEHHYI0 HHPOPMAIMOHHYIO CHUCTEMY B cepe 3IpaBOOXpaHeHHUs CyOBeKTa
Poccuiickoit @enepaunn, B KOTOpoil chopMHpOBaH pelent B (GopMe 3JIEKTPOHHOIrO
IOKyMEHTAa,;

2) HaMeHOBaHMe MEIHUIMHCKON OpraHHW3aluy, ajapec, TenedoH WK (aMuius,
HHHUIAATEI MMEHH M OTuecTBa (IOciieqHee — MNpH HAIUYUH) HHIUBUIYaIBHOIO
IpeaIpUHIMATeNsl, HKMEIOIEro JIMIEH3UI0 Ha MEAHMLMHCKYIO JeATEeIbHOCTD,
€ro azgpec;

3) OI'PH ropuaudeckoro jiuna (MegunuHckod opranuzauuu) wim OI'PHUIIL
HHIUBUYAIbHOTO MPEANIPUHIMATENS;

4) nara opopmieHns perenta (YKa3bIBa€TCs YUCIO, MECAL], TOA);

5) matra oxoH4aHHs JeicTBUA perenta (¢opMupyeTcs TIOCyAapCTBEHHOM
uHGOPMaITMOHHON cHucTeMoit B cdepe 3mpaBooxpaHeHHs cyObekra Poccuiickoit
®denepalii B COOTBETCTBUH CO CpOKaMHU JelcTBHsA penentoB: 15 nuedt, 30 nueid,
60 nueit, 90 nHeit, no 1 roga);

6) yHuKkanpHEIH ~ HOMep  pellenta  (opMHpyeTCs  rocyAapCTBEHHOM
HHPOPMAaIIMOHHON cHCTeMOii B cdepe 3ApaBooxpaHeHHs cyObekra Poccuiickoii
denepauuy M 00eCIeYMBAET OLHO3HAYHYIO HAEeHTHGHKANUIO pementa B ¢opMme

3 Yacts 4 crateu 91.1 @epepansuoro 3akora Ne 323-03 (Cobpanue 3akoHOmaTenscTBa Poccutickoi ®enepaumy, 2011,
Ne 48, ct. 6724, 2020, Ne 29, ct. 4516).

$Yacte 4 crated 91.1 Oenepansuoro 3akona Ne 323-03 (Cobpanne 3akoHoxaTenscTBa Poccuiickoit ®@exepamuy, 2011,
Ne 48, cT1. 6724; 2020, Ne 29, ct. 4516).

7 Crateu 91 u 91.1 ®enepansHoro 3akoxHa Ne 323-®3 (Cobpanue 3akoHomaTenscTBa Poccuiickolt denepaman, 2011,
Ne 48, ct. 6724).




aeKTpoHHOro AokyMeHTa B couetanuu ¢ OKATO, OI'PH umun OI'PHUII);

7) oTMeTKH «cito» (CpodHO) WK «statim» (HEMeUIeHHO) MpHU HeoOXOJUMOCTH
CPOYHOTO MJIM HEMEIJIEHHOTO OTITyCKa JIeKapCTBEHHOTO Mpemnapara MalieHTy;

8) ajgpec manmeHTa (yKa3bIBaeTcs IIOYTOBBIA aJpec MecTa XXHUTeIbCTBa (MecTa
mpeOBIBaHUA WM MecTa (PaKTHIECKOrO MPOXXKHUBaHHA) € YKa3aHHEM HHAEKCa,
HaHMEHOBaHMs Kpas, 00JIacTH, pecITyOJIMKH, aBTOHOMHOI'O OKpyra MU HHOro cyObekTa
Poccuiickoii ®enepanyy, HAUMEHOBaHUSA HACEIEHHOTrO MYHKTa, HAUMEHOBAHUS YIIHLBI
(mpocmekTa, mepeyJika, mpoe3na), HoMepa JoMa (C yKkazaHHeM KopIryca, Ipy HaJIMYHH),
HOMepa KBapTHPHL);

9) HOMep 3JEKTPOHHOM MEOWIMHCKOW KapThl MAalMEeHTa B TOCyAapCTBEHHOM
uHpOpMaIlMOHHOM cHucTeMe B cdepe 3apaBooxpaHeHHs cybwrexTa Poccuiickoit
Denepauuy;

10) damMrus, uMs, 0T4ECTBO (TIOC/IeAHEE — TP HATWYKH) IIALIMEHTA IIOJTHOCTBIO;

11) mata poxxaeHus mnaurdeHTa (YKasbIBaeTCs YHCIIO, MECHI, IoA), s AeTei
10 1 roma JOMOJNHUTENFHO YKa3bIBaeTCS KOMHYECTBO ITOTHBIX MECSIIEB;

12) hbamunus, WHAIMATE MUMEHH U OT4YecTBa (MOCNeAHee — INpPH HAIHYUH)
MEAUIIMHCKOTO pabOTHHUKA MOIHOCTHIO;

13) HauMeHOBaHHE JIEKapCTBEHHOT'O npenapara (MexITyHaponHoOe
HEeIlaTeHTOBaHHOE HaHMEHOBaHHUE, IPYNIIHUPOBOYHOE HIIM XUMHUYECKOE HAMMECHOBaHUE,
TOpProBoe HaMMEHOBaHWE), JO3UPOBKa, (OopMa BHITYyCKa, KOIMYECTBO (BCE IMO3MIIMHU
YKa3bIBAIOTCS HA PYCCKOM SI3BIKE);

14) cmoco®6 mnpuUMEHEHHs JIEKQpCTBEHHOIO IpenapaTta Ha IOCyNapCTBEHHOM
sa3elke Poccmiickoit ®Depmepanuy WiIH Ha TIOCYJapCTBEHHOM s3bIKE€ PoccHHCKOn
defepallii U TOCYJAPCTBEHHOM S3bIKE€ pECHyOIMK M HMHBIX S3bIKaX HapoOJOB
Poccuiickoit ®enepanun’.

15) moKyMeHT, TOATBEepXJAIONIMi Ha3Ha4YeHHWE JIEKapCTBEHHOIO IIpenapara
I10 PEMICHHUIO BpaueOHOI KOMUCCHY MEAUIIMHCKOH OpraHM3aluH;

16) oTMeTKa © Ha3HAYEHHH JIEKAPCTBEHHOIO Mpelapara II0 PEIICHHUIO
BpayeOHOM KOMHCCHHM METUIIMHCKOM OpraHu3allMd B Clly4dasdX, YyKa3aHHBIX
B a03ame BropoM mmyHkTa 6 Ilopsiaka Ha3Ha4YeHHWS JEKapCTBEHHBIX IIPENapaToB,
YTBEPKIEHHOT'O HACTOSIIAM IIPHKA30M;

17) orMeTKa O CHENHAILHOM Ha3HaYeHHHM JIEKapCTBEHHOIO IIpenapara
(3amonHseTCS B CllydasxX, yKasaHHbIX B IyHKTax 15 u 24 Ilopsnka HasHadeHHs
JIeKapCTBEHHBIX NPENapaToB, YTBEPXKAEHHOTO HACTOSIINM IIPUKa30M);

18) oTMeTKa O CrienHalbHOM Ha3HAYeHUH JIEKApCTBEHHOTO IIpenapara IalueHTy
¢ 3aboneBaHueM, TpeOYIOIIUM JUIHTENHHOIO KypCOBOTO JI€YCHHs (3aIOJHAETCS
B CJIy4ae, ykasaHHOM B IiyHKTe 23 Ilopsinka HazHa4YeHHs JIEKapCTBEHHBIX IIPEaparTosB,
YTBEPX/EHHOr0 HACTOSIIMM IPUKA30M) C IPOCTABICHHEM IIEPHOJUYHOCTH OTITyCKa
JIEKapCTBEHHOT'O Ipernapara;

19)npu  odopmiieHnu penenta B (opMe IIEKTPOHHOIO  JOKYMEHTa
Ha JIEKapCTBEHHBIE Ipeaparsl, yka3aHHble B MOANMYHKTaxX 2—5 myHKTa 9 u myHkre 11
IMopsAnka Ha3HAYeHHS JIEKAPCTBEHHBIX IIPENapaToB, YTBEPKICHHOIO HACTOALINM
TpHKa30M, FpaXKjaHaM, UMEIOIIM IPaBo Ha GecIiaTHOe MONy4YeHHe JIEKapCTBEHHBIX

8 Yactp 1 crathu 15 3akona Ne 1807-1 (BexoMocTH chesna Hapoausix gernyratoB PCOCP u Bepxosnoro Cosera PCOCP,
1991, Ne 50, ct. 1740; Cobpanue 3akoHoaaTenscTBa Poccuiickoit ®eneparuu, 1998, Ne 31, ct. 3804).
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[IpernapaToB HIIH MOJyYeHHEe JIEKAaPCTBEHHBIX IpernapaToB CO CKUAKOM, 3allOHAIOTCA
PEKBU3HUTHI, NPeAyCMOTpeHHble MOANMyHKTaMU 1-18 Hacrosmiero IMyHKTa, a TaKKe
CIIEIYIOIIHE PCKBU3UTEI:

a) KaTeropus TIpaXkgaH, HMEIOIIMX IpaBoO Ha MOJNy4YeHHE JI€KapCTBEHHBIX
IpenapaToB B COOTBETCTBHHM cO cTatbeil 6.1 MdemepanpHOro 3akoHa oT 17 wHrons
1999 r. Ne 178-®3 «O rocyjapcTBEHHO# COLMATBHON IOMOLIN»’;

6) xox Ho3zonorudeckoit popmsl no MKB;

B) HCTOYHHK ¢uHaHcupoBaHus (1 — ¢enepanbHslii Oromker, 2 — OHOIKET
cyonekta Poccuiickoii Pepepanuu, 3 — MyHHLIUNATBHBIN OIOIDKET);

r) pasmep omnatsl (1 — 6ecruiatHo, 2 — 50%, 3 — uHO# %);

I) CTpaxOBOi HOMEp WHIWBUAYaNbHOrO JIUIICBOIO CYE€Ta TpaXIaHHHA
B I[Tencuonnom donae Poccuiickoit ®eneparu (mpu vanuaun) (CHUJIC);

€) HoMep IoJiuca 00s13aTeTbHOr0 MEAULIMHCKOIO CTPaXOBaHHs.

21.Tlpu mpocraBieHMHM OTMETKH, yKa3aHHOW B moAamyHkre 16 myHkra 20
Hacrosmiero Ilopsaka, penent B GopMe 3IEKTPOHHOIO JOKYMEHTa MHOANMCHIBAETCS
YCHICHHOM  KBaNH(UIIMPOBAaHHOH  3JEKTPOHHOMX  IMOAMMCBIO  IIpeNCeaaTess
HITH CeKpeTapst BpaueOHOM KOMHCCHH MEIUIIMHCKOH OPraHM3aLyH, IIPH [IPOCTABICHHH
OTMETOK, YKa3aHHBIX B mommyHkTaXx 17 m 18 mynkra 20 Hacrosmero Ilopsanxa, —
YCHJICHHBIMH KBaJIH(QHUIIAPOBAHHBIME 3JIEKTPOHHBIMH MOANKCIMU COOTBETCTBYIOIIHX
MEIUIIMHCKIX PaOOTHHUKOB.

22.Tlo TpeGoBaHWIO TMAIMEHTAa WX €ro 3aKOHHOIO  IPEJCTaBHTENS
ohOpPMIISETCS IK3EMIUIAP pelenta B opMe 3IEKTPOHHOIO JOKYMEHTa Ha OyMaXXHOM
HOCHTEJIE C OTMETKOH «JlyOnuKaT 371eKTPOHHOIO JOKYMEHTa».

II1. Vyet penenTypHEIX GIaHKOB (32 HCKITIOYEHHEM pelleNTypHBIX 61aHKOB
o dopme Ne 107/y-HIT «CrienpanbHEL penenTypHBIi 6/1aHK»)

23. Vuer peuenrypHeix OnmankoB ¢opm Ne 107-17y, Ne 148-1/y-88
u Ne 148-1/y-04(;), W3roTaBIMBaeMbIX THUNOrpadckuM cmocoboM (manee -
pelienTypHble ONaHKU, MOIJIEXKAMHUE ydeTy), OCYIIECTBISETCS B JKypHAlax ydera,
IPOHYMEPOBAHHBIX, MPOMIHYPOBAHHBIX M CKPEIUICHHBIX IOAIMCHIO PYKOBOAUTENS
M I€YaThl0 MEOMIMHCKOM OpraHM3aluy WIH TOANHUCHI0 HHIUBHIYaJILHOTO
npeanpUHUMATENA, HIMEIONIETo TUIEH3NI0 Ha MEAUIIMHCKYIO JeATeIbHOCTD.

24, XypHan ydera peuentypHelx OmaHkoB ¢opmer Ne 107-1/y comepxuT
crenylomue rpagsi:

1) HoMep 1O NOPAIKY;

2) B pazgene «IIpuxon»:

a) 1aTa perUCTPAaIK JOKYMEHTa, TIOATBEPXKAAIOIIEro MOCTYILICHHE,

6) HOMep M JaTa JOKyMEHTa, OATBEPXXJAl0MEro MOCTyIIeHHE, HAMMEHOBaHHE
IIOCTABIIIHKA;

B) 00I1ee KOJMYECTBO IIOCTYIMHUBIIMX PELENTYPHBIX OJIaHKOB;

r) GamMuiys, MHAOHAIEI UMEHH M OT4ecTBa (IOcieqHee — MPH HAIWYMH)
U TMOJIUCh OTBETCTBEHHOI0 MEIHIIMHCKOro pabOOTHHKA, ITONYyYUBIIETO PELENTypHBIE

? Co6panue 3akoHoaTenbcTBa Poccntickoit Penepamm, 1999, Ne 29, 1. 3699; 2020, Ne 52, ct. 8577




0J1aHKH OT ITOCTABIHKA;

3) B pasnene «Pacxomy:

a) JlaTa BBIIAYM peLelITypHBIX OJIaHKOB;

0) KOMU1eCTBO BHIIaHHBIX PELIENTYPHBIX OJIAHKOB;

B) GaMWINd, HHMLOHAIBI HMEHH M OT4YecTBa (IOCieqHee — INpPH HAIMINH)
OTBETCTBEHHOTO MEAMLIHMHCKOTO pabOTHHUKA, ITOJTyYHBIIEr0 peLenTypHble OJIaHKY;

) IOAMHUCh OTBETCTBEHHOTO MEAMIIMHCKOrO pabOTHHKA, MOIYYMBIIETO
pelienTypHble OIaHKY;

4) bamunvis, WHUOWATIEI HMEHH W OT4YecTBa (TOCHelHee — IPU HAIUYMH)
d TOAMNKCH OTBETCTBEHHOTO MEIWLIUHCKOIO pabOTHHKa, BBIAABIIEr0 pPELENTYypHEIE
OJ1aHKH;

5) ocTaTOK pelenTypHBIX OJIaHKOB.

25. Xypuan yuera peuentypHeix OmankoB ¢opm Ne  148-1/y-88
u Ne 148-1/y-04(i1) comepxuT cnenyromue rpadsl:

1) HOMep 110 HOPSAKY;

2) B paznene «IIpuxom»:

a) JjaTa peruCTPaliy JOKYMEHTA, IOATBEP KJAIOIIEro NOCTYIUICHHE;

6) HoOMep u JaTa AOKyMeHTa, IOATBEPXKAAIOMIEro NOCTYIUICHHE, HAMEHOBAHUE
MTOCTaBIIUKa;

B) 00lilee KOJIMYECTBO MMOCTYIHUBIINX PELIENTYPHBIX OJIaHKOB;

T) CEpHH U HOMEpPA PELENTyPHBIX OJIaHKOB;

1) KOJIMYECTBO PELENITYPHBIX OJIAHKOB IO CEPHSIM;

e) GamMuind, HHHUOHAILI HMEHH M OT4YecTBa (IIOCNefHee — IpH HAJIUYWH)
U IIOJIINCh OTBETCTBEHHOTO0 MEIUIIMHCKOTO PaOOTHHKA, MOTYYHBILETO PELEITYPHEIE
OJIaHKH OT NMOCTABIIHNKA;

3) B pasnene «Pacxomy:

a) Jara BhIJA4U peleNTypHbIX OaHKOB;

0) cepun 1 HOMepa BbIJAHHBIX PELENTYPHBIX OJaHKOB;

B) KOJIMYECTBO BBIAAHHBIX PEIENTYPHBIX OJIaHKOB;

r) GamMuaMs, HHHIMATEI MMEHH W OT4ecTBa (IOCieqHee — INpH HaId4KH)
OTBETCTBEHHOI'O MEIUIIMHCKOro paGOTHHKA, MOJIYYHBIIETO peleNITYpHbIE O1aHKY;

I) HOANKCh OTBETCTBEHHOTO MEIWIIMHCKOrOo pabOTHMKA, IIOJy4YHBILETO
pelenTypHele OJIaHKY;

4) ¢amMunus, VHUOUATEl MMEHH W OT4ecTBa (TMOCHeAHee — IpU HATHIMH)
U TOAIHMCH OTBETCTBEHHOI'O MEIUIMHCKOTO paGOTHHKA, BBIAABIIErO pPELIENTYpPHBIE
OaHKH,

5) ocTaTOK pelenTypHBIX OJIaHKOB.

26. Yuer peuentoB, O(QOpMIEHHBIX B (OpME 3JIEKTPOHHOIO JOKYMEHTa,
OCYLIECTBJISIETCS B TOCYJapCTBeHHONW HHGOpMAIIMOHHOH cucTeMe B chepe
3apaBooxpaneHus cyobekTa Poccuiickoit @enepanuy nocpeICTBOM BEACHHUA €HHOTO
peecTpa penenTos, oGOpMIICHHBIX B (popMe 37IEKTPOHHEBIX JJOKYMEHTOB.

IV. XpaHeHue pelenTypHbIX Gl1aHKOB (32 HCKIIIOYEHNEM PEeLENTyPHBIX 6IaHKOB
o dopme Ne 107/y-HIT «CrieruanbHEIi perentypHsli 61aHK)

27. MeIMUMHCKME OpraHM3allMi IONy4aloT HEOOXOAMMBIE pPELENTYPHBIE




0/1aHKH, OOPMJIEHHBIE THIIOIPAQCKUM CIIOCOO0M, Yepe3 TeppUTOPHATIBHBIE OPraHEI
yIpaBleHUs 3[PaBOOXpAaHEHWEM WIH OpraHM3allM, YINOJHOMOYEHHBIE Ha 3TO
OopraHaMH MCIIOJTHHTENIBHOM BlacTi cy6bpexToB Poccuiickoit @eneparuy.

28. PeuenrtypHble OnaHKH, MOANEKALIHUE YYETYy, XPaHATCA OTBETCTBEHHBIM
JIMIIOM, Ha3HAYeHHBIM PYKOBOAUTEIEM MEIWIMHCKON OpraHM3allid, B 3allMpPacéMOM
MeTanueckoM mkady (ceide) WM METAUNIMIECKOM SIIUKE.

29. UnnuBuayanbHBIN MpeANpUHUMATEND, Y (S0 1105071 JULEH3UIO
Ha MEIUIHMHCKYIO JEATEBHOCTh, XPAaHUT pELENTypHble ONaHKY, IOANeXallue
y4eTy, B 3allMPacMOM MeTaTHdecKoM mKkady (cefide) Uiy METATUIHYECKOM SIIHUKE.

30. IIpoBepka cOCTOSHHS XpaHEHUs, ydeTa, PaKTHIECKOro HAJIMYMs M pacxona
pellenTypHBIX OJIaHKOB, MOAJNEXAIIUX YYeTy, OJHMH pa3 B KBapTajl OCYIIECTBIIIETCH
KOMHCCHEH, CO3/TaHHOM B MEAUITMHCKOM OpraHU3alluH.

31. Penentypusle Onankd, odopmiaseMple Ha OyMaXHOM HOCHTENE
U TOUIEXKAIINE YYETY, BBIAIOTCS MEIUIMHCKUM pabOTHHMKaM, HMMEIOIIUM IIPaBoO
o opMIIeHHA PELIENTOB, IT0 PaCHOPSHKEHHIO ITIABHOIO Bpaya HIIM €r0 3aMECTHUTE]IA.

ITomydyeHHBIE pelenTypHble ONaHKH Ha OyMaXHBIX HOCHUTEISX XpaHATCH
MEAUIUHCKUMK PaGOTHUKAMHU B MOMELIEHUSX, 00€CIEUYNBAIOIIUX UX COXPAHHOCTb.

32. TIporpaMMHO-TEXHUYECKHE CPEICTBA I'OCYJapCTBEHHBIX MHPOPMaMOHHBIX
cucteM B cdepe 3IpaBOOXpaHEHHS, MEOUIMHCKUX HHPOPMALMOHHBIX CHCTEM
MEIMIMHCKHX OpraHu3anuii o0ecleYnBalOT XpaHEHHE JJIEKTPOHHBIX pELEITOB,
o(OpMIIEHHBIX B )OpMe INMEKTPOHHBIX JOKYMEHTOB B TEUCHHE CPOKOB, YCTAHOBIEHHBIX
IJISL XpaHEeHHs! PEeLenToB, 0QOPMIIEHHBIX Ha COOTBETCTBYIOIMX GOPMax PEENTYPHBIX
6;1aHKOB Ha 6yMaxkHoM Hocutene'’.

19 [Toamynxkr 5.2.169 ITonoxenns o Munucrepctse (CobpaHue 3akoHoaTenbcTBa Poccuiickoit enepanun, 2012, Ne 26,
¢T. 3526; 2021, Ne 43, cr. 7258).
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K IpuKa3y MUHUCTEPCTBA 3[paBOOXPAHEHHUS
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®opmMa cenuaIbHOro penentypuoro 61anka Ne 107/y-HIT

MHUHHICTEPCTBO 3XPABOOXPAHEHHS Koa ¢opmer mo OKV ]|
Poccuiickoit ®eaepanun MenunuHcKas JOKyMEHTaLMs
®opma Ne 107/y-HII,
YTBEP)KACHHAS IPHKA30M
MuHuCTEpCTBA 3/IpaBOOXPAHEHHUS
IITaMII MEAUIIMHCKON OpraHu3alluy Poccuiickoit ®enepanmnu

otdh . dot) N 10971t

PELIEIIT

| | 1 N N O I O
cepna | || [ 1% [ITT10 ]|

" " 20_ .
(mata BBEITHMCKH penenta)

(B3pOCIIBIH, JETCKHI - HY)KHOE HOAYEPKHYTh)

damuiHs, HMs1, OTIeCTBO (ITOCIeHEE — IPH HATHYHHN)
NanueHTa

Boapacr
Cepus 1 HoMep mojmca 0053aTeIbHOTO METUIIMHCKOIO CTPaXOBaHUA
Homep MenuuHCKONR KapThl
damuimd, ¥Ms, OTYECTBO (TTOCIEaHee — IPYU HATTMYKM)
neyarrero Bpaya ((enpamuiepa, akymepKH)

........................................................................................................................................

IMoamuce ¥ TMYHAs IeYaTh Bpada
(moamuck ¢enpamepa, akymepKn)

M.IL

damunus, M, 0TYECTBO (IOCTIeJHEE — TP HAJIMYKH) M IOAMKCH YIOJTHOMOYCHHOTO JTHIA
MEIUIUHCKON OpraHu3alfi

M.IL

OTMeTKa anTeYHoi opranu3amnyuy o6 OTIyCKe

damuas, IMs, 0TIeCTBO (TIOCIIEAHEE — IPH HATMYKH) H IOANHCH paOOTHAKA alTeYHOM
OpraHu3aIuy

M.IL.
Cpoxk aeiictBus penienra 15 qaei




ITpunoxenue Ne 5

IMopsanok
H3roTOBJICHHS, pacnpe/ie/ieHHsl, perHCTPALHH, YUeTa H XPAHCHHsI peluenToB,
COAEPKAIIUX HA3HAYeHHE HAPKOTHYECKHX CPEACTB HJIH IICHXOTPONHBIX BEIIECTB

I. TTopsimox M3roTOBIIEHHUS, PacTIpeIeNICHUs CIIEHUANBHBIX PeLeNTYPHEIX O1aHKOB
o ¢opme Ne 107/y-HIT

1. OpraHuzauuio W3rOTOBJICHHS M paclpeleleHHs pPeLENTypHbIX OJIaHKOB
o ¢popme Ne 107/y-HIT «CnenipanbHblii pelienTypHBIH 61aHK» (lanee — CrenUualbHbIH
PeleNTYpHEIN GllaHK) OCyINecTBIsseT MUHHCTEPCTBO 3ApaBOOXpaHeHHs PoccHiickoi
denepaiun (nanee — MHHHUCTEPCTBO).

2. ChneupanbHeleé  peLeNTypHble  ONaHKM  SIBIIIOTCS  3allMIICHHOM
nomurpaduyeckoi mpoaykiuei ypoBHsa «B», usroraBnusaeMoil Ha Gymare po3oBOro
mBera pasmepoM 10 cm x 15 cM, IODKHEI MMETh CEPHI0O M HOMEpP, a TakKxke
COOTBETCTBOBATh TpeOOBaHHSM, YKa3aHHBIM B IpuKaze MuHHCTEpCTBa (PHHAHCOB
Poccuiickoii ®@enmepauun ot 29 centsops 2020 r. Ne 2171 «O6 yTBepx)aeHHH
TexHuuecKuX TpeOOBaHHMI M YCJIOBHM HM3rOTOBJIEHHS 3alUIIEHHOM OT IOINENIOK
nojurpaguyeckoii MPOAYKUMH» (3aperucTpupoBaH MUHHCTEPCTBOM  IOCTHIIMH
Poccuiickoit ®eneparun 16 Hos6ps 2020 r., peructparonHsiit Ne 60930).

3. B mensx opraHu3zaluyl H3TOTOBJICHHS M DACIpENeNICHUS CIelUalbHBIX
peLenTypHEIX 0JIAHKOB MEJULIHMHCKHE OPraHU3allii, MMEIOIIHE IIPaBO OCYILECTBIATh
BHI[aYy pELENTOB Ha HAapKOTWYECKHUE CpEACTBa MM IICHXOTPOIIHBIE BEIIECTBA
cnucka II Ilepeuns u 3apeructpupoBaHHble B Poccuiickoii denepanud B KavyecTBe
JIEKApCTBEHHBIX TPENapaToB Uil MEIUIIMHCKOTO IPAMEHEHHS (ajlee COOTBETCTBEHHO
— MeIMIMHCKas OpraHM3auisd, HApKOTHUYECKHH (IICHXOTPONHBIH) JIE€KapCTBEHHBIHA
Tpernapar), COCTaBISIOT 3aBKH Ha peLleNnTypHbIE OlaHKH.

4. B cpok 1m0 1 OKTAOps Tekymiero roja 3asiBKM MEJUIMHCKHX OpraHU3aluii
Ha ClIelHaJIbHBIE peleNTypHBIE OJaHKU IPENCTABIIIOTC:

1) MEOMIMHCKAME OpPraHHU3AIMSIMH, HAXOSALUIMMUCS B BeleHHH (eNepalbHBIX
OpraHOB HCIIOJIHMTENBHOM BIAcTH, — B COOTBETCTByIomHe (elepalbHble OpraHbl
HMCIIOJIHUTEIHHOM BJIaCTH;

2) MeIWIUHCKMMH OpraHH3aLisIMH, HaXOIAINIMMHCA B BeJEeHHH CyOBEKTOB
Poccuiickoii ~ ®emepany, MEIUIMHCKMMH  OpraHU3allMsAMH  MYHHUHUMATBEHOM
¥ 9aCTHOM CHCTEM 31PaBOOXPAaHEHHS — B OPraHbl HCIOJIHUTENBHOM BIacTH CyOBEKTOB
Poccuiickoit Pegepaunu B chepe oXpaHsl 300POBbs I'PaXkaH, Ha TEPPUTOPHUH KOTOPHIX
OHM PaCHOJIOKEHBI (flajiee — OpraHbl HCIIONHHUTEIPHOH BIacTH CyOonekToB Poccuiickon
denepanun).

5. B 3asBKe MEIMIMHCKON OpraHu3allii Ha CIeUallbHble pelleNTypHEbIe OlaHKH
YKa3bIBAIOTCS CIIEAYIOIINE CBEICHHUS:

1) cBeneHUA O MEAWLIMHCKON OpraHU3alliy, NOAABIIEH 3as4BKy Ha CIIELIMAIbHBIC
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penienTypHble 61aHKH (MIOJIHOE HAUMEHOBAaHKE, aJipeC MeCTa HaX0XK/ICHHU),

2) KOJNHYECTBO CHEIHANBHBIX PpEeLUEeNnTYpPHBIX OJNIaHKOB, H3PacXOMOBaHHBIX
MeIULMHCKON opraHu3alueii Ha 1 sHBaps MpeAlIECTBYIOWETO r'oAa;

3) KOIMYEeCTBO CIEHHANBHBIX peLeNTypHEIX OJaHKOB, HEOOXOAMMEBIX
MEIULIMHCKOH OpraHM3alyH Ha CIIeIYIOIUMA roz.

3asBKa METULMHCKON OpraHu3alM¥ Ha CIielHaJIbHBIe peLeNTypHble OlaHKH
MMOATIMCHIBAETCA PYKOBOAUTENIEM MEAUIIMHCKOM OpraHM3allHd, KOTOpBI HeceT
IEPCOHATBHYIO OTBETCTBEHHOCTh 32 OOOCHOBAaHHOCTH M JIOCTOBEPHOCTh YKa3aHHBIX
CBEACHU.

6. @DenepanbHble OpraHbkl HCIONTHUTENBHOM BIIACTH, B BEIEHHM KOTOPBIX
HaxoOATCs MEOUIIMHCKMEe opraHu3zauuu (namee —  denepaibHble  OpraHbl
HCTIOJIHUTENLHOM BJIACTH), U OPraHbl HCIIOIHUTENLHOU BIacTH cyosekToB Poccuiickoit
Qdenepaluy Ha OCHOBAHUHU 3asBOK MENUUMHCKUX OpraHU3alHMi Ha CIELHUAIBHEBIE
peuenTypHbele OjaHKd (OPMHPYIOT CBOAHBIE 3asBKH Ha CIEIMAJIbHBIE peLeNTypHbIE
OJ1aHKHU ¥ B CpoK 10 1 nekabps TeKymero rojja NpeACcTaBisAOT UX B MUHHCTEPCTRO.

7. B cBOAHOI 3asBKe Ha CIELIHATbHBIE peLeNTypHble OJIaHKM YKa3bIBaIOTCA
CIEeyIOLIME CBEACHUS:

1) cBemeHumss o (enepanibHOM oOpraHe HCIOJHHUTENbHON BlacTH (OpraHe
UCIIOJIHUTENbHON BiacTH cyObekTa Poccuiickoit ®enepanuu), NpeACTaBHBIIEM
CBOAHYIO 3asiBKy Ha CHEIMaJbHBbIE pelenTypHble OnaHku (TONHOEe HaWMEHOBAHUE,
aZipec MecTa HaXOXACHH);

2) KOJIHMYECTBO CIEHHANBHEIX PEHENTYpPHBIX OJaHKOB, pacrpenelleHHbIX
(henepalbHBIM OPraHOM HMCIIOJHHUTEIFHON BIAcTH (OpraHOM HCIIOIHHTEIBHOH BIAacTH
cyorexkta Poccuiickoit ®@enepamy) Ha 1 sgHBaps NpeqmIECTBYIOIIETO Iofa MEXIy
MEeIULMHCKUMH OpraHu3aIusiMu;

3) KOIHYECTBO CIEIHAIBHBIX PELENTYPHBIX OJIaHKOB, HEOOXOAMMBIX
denepaIbHOMY OpraHy HCIIOJHHUTENBHOM BIAacTH (OpraHy HCIIOJHHUTENIBHOM BIIACTH
cyobekTa Poccmiickoit Penepanuu) Ha CIeAyIOIMMH TOA AJIA paclpeleCHUs MEXIy
MeIULIMHCKUMH OpraHu3aiusMu;

4) cBemeHWsT O [IOABEAOMCTBCHHOM OpraHM3alWd, YNOJTHOMOYEHHOM
(enepalbHEIM OPraHOM HCIIONHHTENBHON BIACTH (OpPraHOM HCIIOJHHUTEIBHOH BIACTH
cyopexta Poccmiickoii depepauny) OCymIECTBIATh IONyYEHHE CIIELAAIBHBIX
pellenTypHbIX ONaHKOB OT MHHHCTEpPCTBA, MX XpaHEHHE M BhIAAYYy MEIUIMHCKUM
opranm3auusaM (IIOJTHOe HAaMMEHOBaHHWe, ajpec Mecta HaxoxkaeHus, WMHH/KIIII,
OKTMO opranu3zanuu, pakTHIECKUH agpec NOCTaBKH).

8. Ha ocHOBaHMH MOMy4YCHHBIX CBOAHBIX 3a51BOK Ha CIICLIMAIIBHEIC PELENITYPHBIE
O1aHK MHUHICTEPCTBO €XKETOAHO B CPOK 10 15 siHBaps crnepyromero roaa GpopMupyer
¥ YTBEPXKAAET TUIaH paclpeleeHus CIelUalbHBIX PeleNnTypHbIX OIaHKOB, B KOTOPOM
OoTpaXkaeTcs royosas noTpe6HOCTh Poccwutickoit ®Denepanuu
B CIIELMABHEIX PELIENTYPHBIX OIaHKaX (fajiee — IUIaH pacnpenesieHuss MUHICTEPCTBA).

9. B mane pacnpeaeneHus MUHUCTEPCTBA yKa3bIBAIOTCS CIEAYIOIIHE CBEICHHUS:

1) mopsIAKOBEIM HOMED 3aITNCH;

2) HauMeHOBaHWE (pelepalbHOTO OpraHa HCIIONHUTENBHON BIAcTH (OpraHa
UCIIOJHHUTENbHOM BiacTH CcyOBexkTa Poccuiickoii ®enmepanuu), MNpeICTaBUBIIETO
CBOJHYIO 3asBKY Ha CIeIHaJIbHBIe PelenTypHbIe OlaHKuY;

3) HEOOXOUMOE KOJIMYECTBO CIEIIHAIBHBIX PeLeNTypHBIX 61aHKOB.




10. HampasiteHne crieHaIbHBIX peleNTyPHBIX OJIaHKOB (efepabHBEIM OpraHaM
HCIIOJIHATENIHHOM BJIACTH, OpraHaM HCIIOJIHUTENIbHOW BiacT cy6nekToB Poccuiickoit
®depepany  OCyIECTBIsAETCE MHMHHUCTEPCTBOM B KOJIHYECTBE, IMPEAYCMOTPEHHOM
IUTIAaHOM pacipeneneHus MunucrepcTsa.

11. MHHHCTEPCTBOM AOIIOIHUTEIBHO K KOJIMYECTBY CIEIUATBHBIX PeLENITYPHBIX
OJIaHKOB, IIPEeIYCMOTPEHHOMY IUIAaHOM paclnpezeneHus MHUHUCTEpPCTBa, GOpMHpPYETCs
pe3epBHBI  3amac  CHOEIMaNbHBIX  pELENTYpPHBIX OJaHKOB B  KOJHYECTBE,
He npessimatomeM 150 000 creruanbHBIX peLeNTYPHBIX OJIaHKOB.

12. B ciaydae yBenu4eHHs NOTPEOHOCTH B CIENMAIBHBIX pPELENTYPHBIX
Onankax (emepajibHble OpPraHbl UCIIOTHUTENHEHOM BIacTH (OpraHbl MCIIOJNHHUTEIbHOMN
BIacTH cyObekToB Poccuiickoit @epeparin) HampasisiioT B MUHHCTEPCTBO CBOJHBIE
3a8BKH Ha [ONOJHUTENBHOE KOJNHUYECTBO CHEIMATbHBIX pelenTypHbIX OJIaHKOB
(c 060CHOBaHHEM YBEHYEHUS IOTPEOHOCTH B CHENUAIBHBIX PEIENTypHBIX OllaHKax),
KOTOpBI€ TPENOCTaBIAIOTCS MHHHMCTEPCTBOM K3 pPE3€pBHOIO 3araca CIECIHAIbHBIX
pelenTypHBIX OJ1aHKOB.

13. denmepansHble OpraHbl UCMOJIHUTENBHOM BacTH (OpraHbl MCIIOIHUTENBHON
BIacTH cyOwmekToB Poccuiickoit  ®enepanuu) pacnpefelsoT IOIy4YEHHBIE
CHEelHaIbHbIe pelenTypHble ONaHKH MEXIy MEOUIMHCKAMH OpraHM3alMsIMHM Ha
OCHOBaHHH ILIAHOB paclipefesieHus, cOpMUPOBAaHHEIX B COOTBETCTBHH C 3asBKaMH
MeAMLHHCKHX OpraHU3alliii Ha CIeNUalIbHbIe pellenTypHbIe O1aHKu.

I1. ITopsanok perucTpallvy, yueTa U XpaHECHHs
CHenUalbHEIX PelenTyPHbBIX 6:1ankoB mo Gopme Ne 107/y-HII

14. MuHUCTEPCTBO, HHBIe (enepanbHble OpraHbl HCIOIHHMTENBHOM BJIACTH
H OpraHbl UCTIOJTHUTENILHOM BracTu cyObekToB Poccuiickoit denepanuy OpraHu3yIor
XpaHeHHe CHEeIMATBHBIX PEIEeNTYPHBIX OIaHKOB B ITOIBEJOMCTBEHHBIX OpraHU3alusiX,
YIIOJITHOMOYEHHBIX OCYLISCTBIATh HOMy4YeHHE CIENHMAIbHBIX PENENTYyPHBIX OJIaHKOB
or MMHHCTEPCTBA, HX XpaHEHHWEe WM BbIJady MEIWIMHCKHM OpraHu3allisiaM (Janee —
YHOJHOMOYEHHAs OpraHu3alIus).

15. B ymomHOMOYEHHOH OpraHM3aliM M MEJUIUHCKOM OpraHM3aliHH,
MOJIyYHBIIeH CHenUaNbHbIe peleNTypHble OlaHKH, OPraHU3yeTCs PEruCTpanys, ydeT
U XpaHEeHHE CIIELHATFHBIX PeLENTypHBIX 6JIaHKOB.

Perucrpaiiys, y4eT 1 XpaHeHHEe PE3epPBHOIO 3alaca CIEIUAIbHBIX PENENTYPHBIX
OnaukoB MuHHCTepcTBa  OCyHIeCTBISeTCS  (efCpallbHEIM  IOCYJapCTBEHHBIM
OIOKETHBIM  y4YpeXIeHHEM, HaxXOISIIUMcs B BeleHMM MuHHMCTepcTBa (Hajee
COOTBETCTBEHHO, — PE3€PBHEIH 3amac, oBeIOMCTBEHHOE YUPEKACHHE).

16. PaGoTHHMK, Ha3HAYEHHBIH MPHKa30M PYKOBOAUTENIS YIOJHOMOYEHHOH
opranuzanuy (YHIOJTHOMOYEHHOM OpraHM3alUM, IOJBEIOMCTBEHHOTO YyYpexIeHHs)
OTBETCTBEHHBIM 3a PErHCTPaldIO, XpaHEHHEe M YYeT CHELHANBHBIX PEeLENTYPHBIX
OnaHkoB (manee — OTBETCTBEHHBIN paGOTHHK), Ha OCHOBaHMH JIOBEPEHHOCTH,
oQOPMIICHHONH B [OpAOKe, YCTAaHOBIEHHOM 3aKOHOAATENbCTBOM Poccuiickoi
Qenepand  (C  NOANHMCBIO PYKOBOAWTENA  YIOJHOMOYEHHOH  OpraHH3alyy
(YTIOTHOMOYEHHOM OpraHM3alliM, IOJBEJOMCTBEHHOIO YUPEX/EHMs), TJIaBHOIO
Oyxrairepa, 3aBepeHHBIX KPYIJIOM Ie4aThio), MONMydYaeT CIEIHAIbHBIE pPEeleNTypHBIe
OlaHKM M OCYIIECTBIISIET BeACHHWE >XypHajlla PErucTpalMd M y4eTa CIEIHalbHBIX
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peLeNnTypHEIX OJIaHKOB, K KOTOpoMy IpHoOmiaer ¢oto- H (MIH) BHICOMATEPUAIIBI,
noATBepxkAaroime Gakt ohopMIeHHs pelleNTYPHBIX 6JIaHKOB Ha ToMy (IIpH HAJIUYHH).

17. XXypHan perucTpaliy ¥ ydeTa ClelMaNbHBIX PEIeNTYPHbBIX 6IaHKOB TOIDKEH
OBITE TNPOHYMEPOBaH, MPOIIHYpPOBaH, HMETh Ha IIOCIEIHEH CTpaHHUIE 3alluCh,
COHEpIKAIIyI0 KOJHMYECTBO CTpPaHHIl, IOJHOE HAUMEHOBAaHHE YIIOJHOMOYECHHOMH
opranu3anyy (MEAUIMHCKONM OpraHM3aliy, ITOABEJOMCTBEHHOIO YUPEXICHHA),
a TaKXe CKpelUIeH [TOAMUCHI0 pPYKOBOOUTENS U I€YaThlO YIIOJHOMOYEHHOMH
opraHmu3anyu (MEeAUILMHCKOM OpraHu3aliH, TOIBEIOMCTBEHHOTO YUPEXKICHHS).

JXypHan perucTpaliy 1 yueTa ClieHHaIbHBIX PElleNTypHBIX 6JIaHKOB Pe3€PBHOIO
3amaca MuHuCcTEpCTBa CKpeIUIAeTCs TaKKe MOATIMCHIO JIHApEeKTOpa
(B ciydae ero OTCYTCTBHS — 3aMECTHTENA JUpekTopa) JlemapraMeHTa peryiMpoBaHHsA
oOpaleHus JTeKapCTBEHHBIX CPEACTB U MEIULIMHCKHX H3Jenuil MuHHCTEpCTBa H
nevaTe0 MUHHCTEPCTBA.

18. B XypHajle PEerucTpalMid K y4eTa CIEHUAIbHBIX PELENTyPHBIX OaHKOB
YKa3bIBaIOTCS CJIEYOILIHE CBEACHMS:

1) mopsAaKOBBI HOMEp 3aIUCH;

2) NpHXO[ CIIENHANBHBIX PeLENTyPHBIX OJIaHKOB:

a) PeKBHU3UTHI U JaTa pETUCTPAlMH IPUXONHOTO JOKYMEHTA;

6) obIee KOJIMYECTBO IOCTYIHBIINX CIEIUATBHBIX PELENTYPHBIX OJIaHKOB;

B) cepusi M HOMep CIIELHabHOTO peLleNTypHOro O1aHKa;

I') KOJTMYECTBO CIENHANBHBIX PELENTYPHBIX OJaHKOB MO KaXIOH CEpHH;

n) daMuidsa, uMs, OT4eCTBO (HOCIe[Hee — IPH HAIMYHMH) M IOAMKCH
OTBETCTBEHHOI'O pabOTHHUKA;

3) pacxojl CrieLUAIbHBIX PELENTYPHBIX OJIaHKOB:

a) JaTa BBIIauM CIIEIMATIbHBIX PELeNTYPHBIX 6JIaHKOB;

6) ceprr ¥ HOMEpa BBIAAHHBIX CIEIMABHBIX PEENTYPHBIX 61aHKOB,

B) KOJIMYECTBO BBINAHHBIX CIEIHAIBHBIX PELENTYPHBIX GAaHKOB C yKa3aHHEM
B CKOOKAax KOJIHMYECTBA CIELHAIBHEIX PELENTYPHBIX OJaHKOB, BBINAHHBIX IS
odopmieHus Ha oMY,

r) daMunus, UMs, OTYECTBO (TOCNeNHee — NpPH HaIW4YMH) M MOAIMHCH JIHIIA,
TOJIyYMBIIETO CIENHANTBHEIE PEIeNTypHBIC OIIaHKH;

1) KOJIHYECTBO CIIELHMATBHBIX PELENTYPHBIX 6J1aHKOB, 0O(OPMIIEHHBIX Ha JIOMY;

e) daMuims, uMs, OTYeCTBO (IIOCHeqHee — NPH HAIMYMM) M IOAIMCH JIMIIA,
0(OpPMHBIIETO CHIEIUATbHbIE pELENTYPHEIE O1aHKH Ha [0MY;

4) ¢amunus, wMs, OT4eCTBO (HOCiHeAHee — NpPH HATMYHM) M IOAMHCH
OTBETCTBEHHOTO pabOTHHKA;

5) ocTaToK CHELHATBHBIX PELENTYPHBIX OJaHKOB.

19. CrneuuansHbI pelLENTYpHbIH OJaHK SBIsAETCS JOKYMEHTOM CTPOrOi
OTYETHOCTH. 3amac CrielHalIbHbIX PELeNTYPHbIX 6JIaHKOB B MEIMLIMHCKOM OpraHu3aliu
IOJDKeH  XPaHUTBCS B CIEIHATBHBIX  IOMEIECHUIX, ceiipax  wiH
B CIELHAIBHO M3rOTOBJIEHHBIX MIKadaX, OOWTHIX OLMHKOBAHHBIM XKEIIE30M,
C HaJIe)KHBIM BHYTPEHHHM WJIM HABECHBIM 3aMKOM.

IMoMemenns, ceidbl, mKadpl, B KOTOPBIX XPaHATCS CIELHAIBHEIE PELCIITYPHbIE
6naHKW, MODKHBI OBITh 3aKpEITHI HA 3aMKHM M TOCTHe OKOHYaHMA paboTel
OmeyaTaHbl EYaThIO YIIOMIHOMOYEHHON OpraHu3alyy (MEOUIIMHCKON OpraHHM3allHH)
HJIH OIUIOMOHMPOBAHBL.
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20. B MeIUIMHCKUX OpraHU3alMsX 3arac CIelHAIbHBIX PELenTYPHBIX OJIaHKOB
He JIOJI’KEH TIPEBAIIIATE FOI0BOM MOTPEOHOCTH.

21. Paspemiaercs BbIaBaTh METUIMHCKOMY DAaOOTHHMKY, HMMEKOIEMY IIpaBoO
Ha3HayaTh  HAapKOTHUYeCKue  (TIICUXOTPONHBIE)  JIEKAapCTBEHHBIE  IIpEIapartsl,
eJMHOBPEMEHHO He GoJiee ABaJIaTH CIEeUUATBHBIX PeleNTYPHEIX OJIaHKOB.

MenuuuHcKHe pabOTHHUKHM, BBITMCBHIBAIOIINE pEHEnTsl Ha HapKOTHYECKHE
(ICHXOTPOIHEIE) JIEKAPCTBEHHBIE Ipenaparsl, HA OCHOBAaHWM INPHKa3a PYKOBOIUTEINS
MEAMIMHCKOM OpraHu3allii HeCyT JHMYHYI0O OTBETCTBEHHOCTh 334 COXPaHHOCTB
HOJly4eHHBIX CIIEMUANBHBIX pelenTypHBIX OnaHkoB. CnenuanbHeEIE DPElENTypHBIE
61aHKH, OTydeHHBIE MEIUIHHCKIM DPaOOTHHKOM, XPaHATCS ITOJ] 3aMKOM B celdax,
METAJNTHYECKUX MKadhaX WM METAULIMIECKUX SAIIHKaX.

22. B MeOUIIMHCKOM OpraHM3allMd CO3JaeTCi HNOCTOSHHO EeHCTBYOIas
KOMHCCHS, KOTOpad He pexe | pa3a kBapraq (IO PpEIICHHIO PYKOBOIMTENSA
MEIMLMHCKOM OpraHH3alil BO3MOJXKHO Hallle) OCYLIECTBISET IPOBEPKY COCTOSHHMS
PETHCTPALMY ¥ YYeTa CIIENUaAIbHBIX PEIENTYPHBIX 61aHKOB, B TOM YHCIIE I[yTEM CBEPKH
3anKcell JXKypHalla PEerMCTpPalMid M ydeTa CIENMABHBIX PEeleNnTypHHIX OIaHKoOB, C
(paKTHUECKHM HAJNMYHEM CHENHANbHBIX PEENTyPHBIX OIaHKOB, a TakXke IPOBEPKY
COCTOSIHHS XpaHEHMs CIISIUAIBHBIX PELleNTypHBIX O1aHKOB.

ITo pe3ynbpraraM NMPOBEPKH B JXKypHAje PETHCTpalM¥ M y4YeTa CICIHalbHBIX
pELENTYPHEIX OJIAHKOB JieNIaeTCsl 3aMUCh O Pe3yNibTaTaxX NPOBENECHUS CBEPKH JaHHBIX,
3aKpeIUICHHAs TIOAMHUCSIMH BCEX WIEHOB KOMUCCHH HIIH CO3JAaeTCs CIEIHANbHBIA aKT
MPOBEPKHU.

23. ®enepanbHbIe OPraHbl HCIIOIHUTEIBHON BIACTH M OPraHbI HCIIOIHUTEILHOM
Bi1acTH cy6BekToB Poccuiickoit @enepaiy oCyIeCTBIAIOT KOHTPOJIb 38 OpraHu3alne
perucCTpalliy, Yyd4eTa M XpaHeHHs CHelHUAIBHBIX PpELEeNTypHBIX  OJaHKOB
B YIIOJTHOMOYEHHBIX OpTaHU3aLUAX 1 MEAUIMHCKUX OPraHU3aIUAX.

24. Bblgaua cCHeNMaIbHBIX PELENTYPHBIX OJIaHKOB W3 Ppe3epBHOrO 3amaca
MunuctepcTBa (¢efepalbHBIM OpraHaM HCIOJIHUTENBHOM BIACTH M OpraHaM
HCIIONIHUTENRHOM BinacTH cyOpekToB Poccuiickoi ®enepalii OCYIIECTBIIAETCS
OTBETCTBEHHHIM PabOTHHKOM MOJBEIOMCTBEHHOIO YUYPEXACHHUS Ha OCHOBAHUU
pelieHus 06 OTIyCKe CIELHANBHBIX PeleNTyPHBIX 6l1aHKOB, OQOPMIEHHOTO B BHIE
[HCbMa, IMOAMHCAHHOTO AMPEKTOPOM (B CIy4ae €ro OTCYTCTBHA — 3aMECTHUTENIEM
nupekTopa) [lemaprameHTa peryiMpoBaHMs OOpalleHHs JIEKapCTBEHHBIX CPEACTB U
MEINIIMHCKIX U3ienuii MUHHCTEepCTBRA.

IMpoBepka [esATeNbHOCTH MOABEIOMCTBEHHOIO YYPEXKICHHA MO DPErHCTpaluy,
y4eTy W XpaHEHHIO pe3epBHOTO 3amaca OCYHIECTBIsSETCA JlemapTaMeHTOM
peryIMpOBaHUs OOpalleHus] JTEeKapCTBEHHBIX CPEACTB H MEIMIMHCKUX H3IENHH
MuHucTepcTBa 2 pasa B rof He nosaHee 20 4ucna Mecsna, CIeAyOUIETo 3a HCTEKIINM
MIOJTyTOAUEM.
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IIpaBuaa
odopmiieHHs pelleNTOB, COAEPKAIIHX HA3HAYEHHEe HAPKOTHYECKHX CPeCTB HJIH
NCHXOTPONHBIX BellleCTB, B TOM YHCJIE B pOpMe JIEKTPOHHBIX JOKYMEHTOB

I. OdbopmiteHue perienita Ha GyMa)KHOM HOCHUTEINE

1. Ha peuentyprbix Omankax ¢opmel Ne 107/y-HII B neBoM BepxHeM yTily
IPOCTABISAETCS [ITaMI MEIWIUHCKON OpraHu3alli¥ C YKa3aHWEM €€ IIOJIHOTO
HaVMEHOBaHMs, ajpeca H TeledoHa ¢ JaToi BHITUCKH (AaToi 0hOpMICHHS) peLenTa
Ha JIEKapCTBEHHBIH Ipenapar.

Peuentypusie 6anku popmer Ne 107/y-HIT n3roraBiuBaroTcss HCKIFOYHTEIBHO
THITOrpadCKUM CIIOCOOOM.

2.Ha  peuentypHeix  OmaHkax, oQopMIseMbIX  HHIUBHIYalbHBIMU
NpeANPUHUMATENSAMYE, HMEIOIIUMH JIMIECH3HIO Ha MEIULMHCKYIO JIEATEIbHOCTD,
B BEPXHEM JIEBOM YIIIy THIOrpad)cKuM crocoOOM HIIM IIyTEM NPOCTaBJICHHUS ILTaMIIa
IOJKeH OBITh yKa3aH afpec WHAVNBHAYAJIbHOTO HpEAIpHHHUMATels, HOMEp M Hara
JUIEH3UH, HAUMEHOBaHHE OpraHa rocyIapCTBEHHOM BIaCTH, BBIAABILETO JIMIIEH3HIO.

3. Penentypusle O6manku ¢opmsel Ne 107/y-HII 3anonHsioTCs MEIHMIIMHCKHM
pabOTHUKOM YEPHIIaMH WY IIAPUKOBOH PyYKOH.

4. TonyckaeTcsi oopMiIeHHE BCEeX PEKBU3HTOB (3a HCKIIOYEHHEM DEKBH3HTA
«[Toanucs neyaiero Bpaya (MOAMUCH GenbAlIepa, aKyIIepKi» ) peleNTypHbIX 6J1aHKOB
¢dopmer Ne 107/y-HIT ¢ ucrionszoBaHueM HeYaTarOMUX yCTPOKCTB.

5. B peuentypHom Onanke ¢opmel Ne 107/y-HII B ctpokax «Damuius, ums,
or4ecTBO (IOCiHeAHee — MNP HAIWYWM) NanueHTa» U «Bo3pacT» yKa3bIBaloTCA
HOJHOCTHIO (paMHIIHs, MMs, OTYECTBO (MOCIeqHEee — IPH HAJIMYMH) MAalWeHTa, €ro
BO3PAacT (KOJIMYECTBO IONHEIX JIET).

JloImycTUMO yKa3aHHE JaThl POXKACHHUS ITalUEHTA.

6. B peuentypHoM 6:anke ¢popmer Ne 107/y-HIT:

1) B crpoke «Cepus m HOMep IoaHMca O0O0A3aTEIBHOIO MENULIMHCKOTO
CTpaxoBaHUA» YyKa3plBaeTCs HOMep IoiHMca 00s3aTeNbHOr0  METUIMHCKOTO
CTpaxOBaHHA MalieHTa (MpH HaTU4INH);

2) B ctpoke «Homep MeIMIHMHCKOM KapThD» YKa3bIBaeTCs HOMEDP MEIUIIMHCKON
KapThl [ALMEHTA, MTOIyYaloLUIero MeUIHHCKYIO IIOMOLIb B aMOyJIaTOPHBIX YCIIOBHSX,
WK HCTOPUH OOJIE3HH MMaleHTa, BBITUCBIBAEMOTO U3 MEIULMHCKON OpraHu3aiyy,

3) B cTpoke «DaMIIIUs, UMs, OTIECTBO (TIOCIIeHee — IIPH HAIMYHMH) JI€Yallero
Bpaua (¢enpamepa, akymepKu)» YKa3blBaeTCs HMONHOCTHIO (paMMIMs, UMs, OTYECTBO
(mocnenuee — Mpu HATMYKMK) Bpada ((enpamepa, aKkylepKu), BEIACABLIETO PELENT Ha
HapKOTUIECKHU# (NCUXOTPOIHBIH) JIeKapCTBEHHBIH Ipenapar.

7. B rpade «Rp» peuentyproro 6aanka ¢popmel Ne 107/y-HI1, ykaseiaercs:




1) HaMMEHOBaHHE  JIEKapCTBEHHOro  mpemapata  (MeXIYHapOIHOE
HENAaTEHTOBAaHHOE HAMMEHOBAaHUE, IPYNIIMPOBOYHOE HIH XHMHUYECKOE HAMMEHOBAHUE,
TOProOBO€ HaMMEHOBAHHE) Ha JIaTHHCKOM S3BIKE HIIM Ha PYCCKOM s3bIKe, (opMa
BBIMTYCKa, JIO3UPOBKA, KOMHYECTBO (YKa3bIBae€TCS MPOIUCHIO HA PELENITYPHOM GIaHKe
¢opmal Ne 107/y-HID);

2) croco® nprMeHeHuUs JIEKapCTBEHHOTO Mpenapara Ha FoCyJapCTBEHHOM A3bIKe
Poccuiickori @efepaliy WIH Ha TocyZapcTBEHHOM si3biKe Poccmiickoit Deneparuu
H TOCY[apCTBEHHOM S3BIKE peclyONMK W HHBIX S3BIKaX HapomoB Poccuiickoi
®eneparun’.

8.Ilpu odopMieHHH peleNTypHBIX OJAaHKOB 3allpelllacTCs OrPaHMYMBATHCS
obmuMH yKka3aHUsSIMH, Hanpumep, «BHyTpeHuee», « A3BECTHON.

9. Ilpu odopmieHHN NanueHTy penentypHoro Ginanka ¢opmer Ne 107/y-HIT
Ha HapKOTHYEeCKH (IICHXOTPOIIHBIN) JIEKAPCTBEHHBIH IIpernapar B paMKaxX OKa3aHHs
MEIUIHHCKOM MOMOIIY IPH OIIpE/IEIEHHOM 3a00JIeBaHUH TaKOM PElENT 3aBepSIeTCs:

1) nmommuchlo W JNUYHON medaThl0O Bpavya MO0 IOAMUCEIO (eNbamepa
(axymepkn);

2) meyaTpi0 MEIUIUHCKOM OpraHU3aIliH, JIM0O CTPYKTYPHOrO IHOJpa3ieieHus
MEIMIMHCKOM opraHu3aumu «JIas penenToB», KOTOpas NPOCTABISETCS JIHILIOM,
YIOJTHOMOYEHHBIM PYKOBOINHUTENIEM MEIOWIMHCKONH OpraHM3allid C YyKa3aHHeM
(baMHINM, HMEHH, 0T4eCTBa (IIOCIIEeAHEee — IPH HAJIUYHH ) M IIPOCTABIICHHEM €ro JTHYHOM
HOJIHCH.

B cinydasx HeoOxomumocTH oQOpMIIEHHS pelenTa Ha HapKOTHYECKHi
(ICUXOTpONHEBIN) JIeKapCTBEHHBI mpemapaT Ha JOMYy B paMKaX OKa3aHHS
NAUIMaTUBHOM MEAMIMHCKON IMOMOIIM MOITyCKAaeTCs IIpeBapUTEIbHOE 3aBEPEHHE
peLienTa MTaMIIOM MEIUIMHCKOM OpraHM3alliy, MeYaThi0 MEIUIIMHCKOM OpraHu3aIiu
TG0 CTPYKTYPHOTO MOAPA3ENIEHUS MEAUIMHCKOM opraHu3zanuu «JIjas perentoBy,
KOTOpasi MpOCTaBIsieTCs JIHIOM, YHOJTHOMOYEHHBIM DPYKOBOIHUTENEM MEIUIHHCKOR
OpraHU3alluM, ¢ yKa3aHueM (paMUINH, UMEHH, OTYeCcTBa (IIOCIeIHEE — MPH HATUYHH)
U IpPOCTaBICHHEM ero JHW4YHOH moamucd. Ilpum 3TOM B KypHange perHCTpaIldu
U ydeTa PEeLEeNTypHbIX OIaHKOB B COOTBETCTBHM C IlopsakoM peructpaiuu, y4era
¥ XpaHEHHs CIELHAIbHBIX PELENTYPHBIX OJJaHKOB Ha HAPKOTUYECKHE CPEACTBa HIIH
[ICHXOTPOITHBIE BELIECTBA, YTBEPKACHHBIM HACTOAIINM IIPHKA30M, JeIaeTcsl OTMETKa O
ero Bblgade 1 opopMIICHHS Ha JIOMY, a Takoke OTMETKA, yIOCTOBEPEHHAs ITOITHCHIO
Bpada 1160 ¢enpamepa (aKymepku ), opopMUBLIEro pelenT, o ¢pakTe ero ohopMIIeHuU,
KOTOpPBIi MOXET OBITh JOMOJHHUTENBHO TOATBEPXIeH ¢GoTto- u  (Win)
BUJIeOMaTepUallaMHy.

B crpoke «OTMeTka amnTeyHOM oOpraHu3aldd o0 OTIMYCKe» CTaBUTCA
OTMETKa aNTe4YHOH OpraHu3alid 00 OTHycke HapKOTHYECKOro (IICHXOTPOIHOTIO)
JIEKapCTBEHHOTO Ipenapara (C yKa3aHHueM HauMEeHOBAaHMs, KOJMYECTBa OTIIYIIEHHOTO
HapKOTHYECKOro (IICHXOTPOITHOr0) JIEKapCTBEHHOTO Tpernapara U IaThl ero OTITyCKa),
KOTOpasi 3aBepseTcs MOAMUCHI0 pabOTHHKA anTeYHOH OpraHW3allld, OTITyCTHBIIETO
HapKOTHYeCKUH (NICHXOTPOIHBIH) JIeKapCTBEHHBIH Ipemapar (C YyKa3aHHEM €ro
baMury, UMeHH, oT4ecTBa (TIOCNIefHee — [IPY HAJMYHH), a TAKKE KPYIJIOH MevaThio

' Yacts 1 crateu 15 3akona Poccuiickoii @enepauun ot 25 oktsa6ps 1991 r. Ne 1807-1 «O s3bikax Haponos Poccuiickoit
Oepepanun» (nanee — 3akoH Ne 1807-1). (BemoMoctu cpe3na Hapoaubix xemytatoB PCOCP u Bepxosnoro Cosera
PCPCP, 1991, Ne 50, ct. 1740).




anTeyHO! OpraHu3aliH, B OTTHCKE KOTOPOH JOJDKHO OBITh HASHTH(PHUIMPOBAHO IOJHOE
HaUMEHOBaHUE alTeYHOH OpraHu3aIluu.
10. Ha omuom penentypHoM Omnanke ¢opmer Ne 107/y-HII paspemaercs
OCYIIECTBIIATh Ha3HaYeHHUE TOJIBKO OJJHOTO HAMMEHOBAHHUS JIEKAPCTBEHHOT O ITpernapara.
11. McnpaBnenus B peLieniTe He HOILyCKAIOTCA.

I1. Odopmnennue perernta B popMe 3JeKTPOHHOTO TOKYMEHTa

12.Peuent B ¢opMe  DIEKTPOHHOTO  JOKYMEHTa,  IIOANHMCAHHOTO
YCHIEHHOW  KBTM(HUIMPOBAaHHOM  JJIEKTPOHHOW  IOAMHUCHIO,  (opMHpyeTcs
MEIOUIMHCKUM pabOTHHUKOM, CBEACHHS O KOTOPOM BHECEHHI B (pellepalibHBIN PErucTp
MEJUIMHCKMX paGOTHHKOB?>, a TaKX€ IPH YCIOBHH PETUCTPALMH MEIUIMHCKON
OpraHu3allii, B KOTOpoi odopmisiercs penent, B (QeaepalbHOM peecTpe
MeHIMHCKMX OpraHM3aliiii’ €IUHOM roCyAapCTBEHHOM MH(OPMALMOHHON CHCTEMBI
B cepe 34paBOOXpaHEHHsT U TOAKIIOYEHUS TaKOW MENULIMHCKOH OpraHM3aluu
K TOCYIapCTBEHHOM MH(POPMAIMOHHOM cucTeMe B cdepe 3ApaBOOXpaHEHUS CyOBEKTa
Poccuiickoii ®enepanun’.

13.1lo TpeGoBaHHMIO mMalMeHTa WIA €ro 3aKOHHOIO IPEACTaBHTEIS
othopMIIseTCs IK3eMILLIp pelenta B ¢popMe 3MEKTPOHHOTO JOKyMEHTa Ha OyMaXHOM
HOCHTEJIe C OTMETKO# «J[yOnuKaT 31eKTPOHHOTO JJOKYMEHTA.

2 Yacts 4 crateu 91.1 Pepepansroro 3akona Ne 323-03 (Cobpanne 3akoHoAaTenbCTBa Poccuiickoii Penepanmm, 2011,
Ne 48, ct. 6724; 2020, Ne 29, cT. 4516).

3 Yacrn 4 craten 91.1 @enepansHoro 3akoHa Ne 323-®3 (CobGpanue 3akoHonarenbeTsa Poccniickoit ®enepanuu, 2011,
Ne 48, ct. 6724; 2020, Ne 29, cT. 4516).

4 Crarsu 91 u 91.1 denepansHoro 3akoHa Ne 323-®3 (Cobpanue 3akoHOnatenscTBa Poccuiickoli denepammn, 2011,
Ne 48, cT. 6724).




