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Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 10941
"O6 yTBeEpxaeHuM Mopsaka Ha3HaYeHUs ieKapCcTBEHHbIX NpenapaToB, GopM

peuenTyp...

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 26.01.2026

3apeructpupoBano B Muntocte Poccuu 30 Hosiops 2021 r. N 66124

MWHUCTEPCTBO 30PABOOXPAHEHUA POCCUNCKOWU ®EQEPALINU

NMPUKA3
oT 24 Hos6psa 2021 r. N 1094H

Ob YTBEPXAOEHWUU NMOPAOKA
HA3SHAYEHUA NEKAPCTBEHHbIX NMPEMAPATOB, ®OPM PELIEMNTYPHbIX
BJIAHKOB HA NEKAPCTBEHHbIE MNPEMAPATbI, MOPAAKA O®OPMJIEHUA
YKA3AHHbIX BJIAHKOB, UX YHYETA U XPAHEHUA, POPM BJIAHKOB
PELIENTOB, COAEPXALUMX HASBHAYEHUE HAPKOTUYECKUX CPEACTB
UIN NCUXOTPOINHbIX BEWECTB, MOPAOKA UX U3ITOTOBJIEHUA,
PACMNPEAENEHUA, PETUCTPALUN, YHETA U XPAHEHWA,
A TAKXE NMPABUIT O®POPMIIEHUA BJTAHKOB PELIEINTOB,
B TOM YACJIE B POPME JJIEKTPOHHbLIX AOKYMEHTOB

B coorBercTBuu ¢ nmynktom 16 yactu 2 crateu 14 denepanbHoro 3akoHa ot 21 Hos0psa 2011 r. N
323-®3 "OO6 ocHOBax oOXpaHbl 310poBbs rpaxaan B Poccuiickoit @enepauuu" (CoOpanue
3akoHoarenscTBa Poccuiickoit denepanuu, 2011, N 48, cr. 6724; 2017, N 31, ct. 4791), nyuktom 2
cratbu 26 ®@enepanbHoro 3akoHa oT 8§ sHBapsa 1998 r. N 3-®3 "O HapKOTHYECKHUX CpEIACTBaxX U
ncuxoTponHbix BemniecTBax" (Cobpanue 3akoHoatenscTBa Poccuiickoit denepanuu, 1998, N 2, cr. 219;
2017, N 31, ct. 4791), noanynkramu 5.2.177, 5.2.178 n 5.2.179 nynkra 5 IlomoxxeHuss o MuUHHCTEpCTBE
3npaBooxpaHeHus Poccuiickorr  @expepannu, YTBEP)KIAECHHOTO IOCTaHOBIeHHEM IIpaBurenbcTBa
Poccuiickoit ®@eneparuu ot 19 wuions 2012 r. N 608 (Cobpanue 3akoHomaTenbcTBa Poccuiickoit
®enepanun, 2012, N 26, ct. 3526; 2015, N 23, ct. 3333; 2017, N 52, ct. 8131; 2021, N 43, ct. 7258),
MIPUKA3HIBAIO:

1. YTBepauTh:
[Topsinok Ha3HAYEHUs JIEKAPCTBEHHBIX MPENapaToB COMIACHO MPUIOkKeHUo N 1;
(bopMBI perienTypHBIX OJaHKOB Ha JIEKAPCTBEHHBIE MIPEMmapaThl COrIacHO MpuioxkeHuo N 2;

[Topsimox odopmieHns penenTypHbIX OJaHKOB Ha JIEKAPCTBEHHBIE NpenapaThl, UX ydeTa H
XPaHEHHUs COIIaCHO IpuinoxkeHuto N 3;

(bopMbl 6JIAHKOB PELIENTOB, COACPXKALIMX Ha3HAUEHHE HAPKOTUYECKUX CPEACTB MIIU IICUXOTPOIMHBIX
BEIIECTB, COTIACHO MPHIOKEHHIO N 4;

[TopsiIOK M3rOTOBJIEHMS, PACIPEEIICHNUS, PETUCTPALIUHU, YUETa U XPAHEHUS PELENTOB, COAEPKAIINX
Ha3HaYeHHe HApKOTHUECKUX CPEACTB UJIU IICUXOTPOIHBIX BELIECTB COrNIACHO MpMIokKeHuto N 5;

[TpaBuna odopMiIeHUsT pPELeNnTOB, COAEP)KAIIMX Ha3HAUYEHHE HAPKOTHYECKHX CPEICTB WU
MICUXOTPOITHBIX BEIIECTB, B TOM YHCIe B (OpMe 3JIEKTPOHHBIX JOKYMEHTOB COTJIACHO MPHIoKeHHIo N 6.

www.consultant.ru CrpaHnua 2 n3 47
HafeXXHaa npaBoBad noaaep)xka


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=510750&date=26.01.2026&dst=225&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=471038&date=26.01.2026&dst=391&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=471038&date=26.01.2026&dst=391&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=509044&date=26.01.2026&dst=65&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=509044&date=26.01.2026&dst=118&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=509044&date=26.01.2026&dst=106&field=134

Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 1094H
"O6 yTBeEpxaeHuM Mopsaka Ha3HaueHUs ekapCcTBEHHbIX NpenapaTos, GopM

peuenTyp...

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 26.01.2026

2. [Ipu3HaTh yTpaTUBIIUMH CUITY:

npuka3 MunmucrepcTsa 3apaBooxpanenus Poccuiickoii @enepanuu ot 1 aBrycra 2012 r. N 54u "O06
yTBepKACHUH (GOpMbI OJAHKOB PELENTOB, COACPXKAIIUX Ha3HAYeHHE HAPKOTHUYECKUX CPEACTB HIIU
IICUXOTPOITHBIX BEIIECTB, NOPSAKA UX U3TOTOBJIEHUS, PACIPEACIICHUs, PETUCTPALIUH, YUETa U XpPaHEHUs, a
TaKoke npaBmi opopmiieHus" (3aperucTpupoBad MuHUCTEPCTBOM rOcTUIMU Poccuiickort deaepanuu 15
asrycta 2012 r., perucrpanuonnsiii N 25190);

npuka3 MunuctepcTBa 3apaBooxpanHenust Poccuiickoin @enepanuu ot 30 utons 2015 r. N 3851 "O
BHECEHUU M3MEHEHUN B puka3 MuHucrtepcTBa 31paBooxpanenus Poccuiickoit @enepanuu ot 1 aBrycra
2012 r. N 54n "OO0 yrBepxaeHuU GOopMbI OJaHKOB PEIIENITOB, COJICPKAIMX Ha3HAYCHUE HAPKOTUUECKHUX
CPEICTB MJIU IICUXOTPOIHBIX BEUIECTB, NOPAAKA UX U3IOTOBIIECHUS, PACIPEIEICHUs, PETUCTPALlMK, yUeTa
W XpaHEeHHs, a TakkKe MnpaBuil opopmiieHus" (3aperucTpupoBaH MHUHHCTEPCTBOM FOCTUIIMN Poccuiickoit
Oenepanun 27 Hosa0ps 2015 r., peructpaunronnsiii N 39868);

npuka3 MuHuctepcTBa 3apaBooxpaneHus Poccutickoit ®enepannu ot 21 ampens 2016 r. N 2540
"O BHeceHUMM U3MEHEHUH B mpuka3 MuHucTepcTBa 31paBooxpaHeHus Poccuiickoit @enepauuu ot 20
nexabpsa 2012 r. N 11751 "O6 yTBepkIeHUU MOpSAIKAa HAa3HAYEHUS U BBIMHCHIBAHUS JIEKAPCTBEHHBIX
[pernapaToB, a TakXke (OpM peLenTypHbIX OJAHKOB Ha JIEKapCTBEHHbIE IIpernaparhl, MOpsaKa
odopmIileHHs YKa3aHHBIX OJIAHKOB, UX y4yeTa U XxpaHeHus" u npuiokenue N 2 kK npukazsy MuHuUcCTepcTBa
3npaBooxpaHeHusi Poccuiickoit @enepanuu or 1 asrycra 2012 r. N 54n "OO yrBepxkaeHUU (OPMBI
OJIaHKOB PEIENTOB, COAEPXKALIUX HAa3HAUYCHHWE HAPKOTUYECKUX CPEJCTB WM MCUXOTPOMHBIX BEIIECTB,
NOpSAJIKa UX W3TOTOBJICHUS, PACHpPENENICHUs, DPETUCTpallMy, Y4eTa U XpaHEHMs, a TaKXKe IpaBuil
odpopmienus" (3apeructpupoBad MuHHCTEpCTBOM rOCTHIIMU Poccuiickoit ®eneparnuu 18 urons 2016 r.,
peructpauroHHblid N 42887);

IIYHKT 4 U3MEHEHUH, KOTOPBIE BHOCSTCS B HEKOTOPBIE ITPUKa3bl MUHHUCTEPCTBA 3APAaBOOXPAHEHUS U
conuanbHOrO paszButus Poccuiickoit @enepaunn m MunucrepcrBa 3apaBooxpaHeHus Poccuiickon
@enepany MO BOMpocaM OOpallleHUs JIEKapCTBEHHBIX IPENaparoB, COJACPXKAIIUX HApKOTHUYECKHE
CpEICTBa, NCHXOTPOMHBIE BEIIECTBA M HMX IPEKypCOpbl, U JIEKAPCTBEHHBIX CPEICTB, MOJJIEKAIINX
IIPEIMETHO-KOJIMYECTBEHHOMY YYETY, YTBEP)KIEHHBIX IpHUKa3oM MUHUCTEPCTBA 3paBOOXPaHEHUS
Poccuiickoit ®enepaunu ot 31 oxtabpsa 2017 r. N 882H (3apeructpupoBaH MUHHCTEPCTBOM FOCTHIIMH
Poccuiickoit @enepanuu 9 ssaps 2018 r., perucrpaunonssiii N 49561);

npuka3z MunucrepcTBa 3apaBooxpanenns Poccutickoit ®eneparuu ot 11 nexabps 2019 r. N 10211
"O BHeceHMH u3MEHEHUH B npwioxeHus N 2 m 4 x npukasy MuHHCTEpCTBa 31paBOOXpPaHEHUS
Poccuiickoit @enepanun ot 1 aBrycra 2012 r. N 541 "O0 yrBepxaeHuu (Gopmbl OJAHKOB PELENITOB,
COJEpKAIllMX HA3HAYECHUE HAPKOTHMYECKHX CPEACTB WJIM IICUXOTPONHBIX BELIECTB, MOpAJKAa HX
U3TOTOBJICHUS], pPAcHpEleNeHUs, PErUCTpallMM, ydyeTa W XpaHEHHUs, a Takke NpaBuil opopMieHHs"
(3apeructpupoBan MuHnucrepctsoM toctunun  Poccuiickoit ®enepaummn 28  guBaps 2020 r.,
peructpanronubiii N 57293);

npuka3 MuHHcTepeTBa 3/1paBooxpanenHus Poccuiickoit @eneparnuu ot 8 okts10pst 2020 r. N 1076H
"O BHeceHuu u3MeHeHMU B [lopsaok perucrpanuy, ydera M XpaHEHHs CIEHHAIBHBIX PELENTYPHBIX
OTaHKOB Ha HApPKOTHYECKHE CPEACTBa WM IICUXOTPONHbIE BEIIECTBA, YTBEPXKICHHBIM NPUKA30M
MununcrepctBa 3npaBooxpaHeHus Poccmiickor ®enepammun ot 1 aBrycra 2012 1. N 54"
(3apeructpupoBaHn MuHuctepcTBoM toctuuuu Poccuiickoit ®eneparuu 13 Hos6ps 2020 1.,
peructpanronHbiii N 60898);
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Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 1094H
"O6 yTBeEpxaeHuM Mopsaka Ha3HaueHUs ekapCcTBEHHbIX NpenapaTos, GopM
peuenTyp...

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 26.01.2026

npuka3 MuHuctepcTBa 3apaBooxpaneHus Poccutickoit ®eneparuu ot 14 suBaps 2019 r. N 41 "O6
YTBEPKACHUM TOPSIIKA HAa3HAYCHUS JIGKAPCTBEHHBIX TIPENaparoB, (GopM perenTypHbIX OIaHKOB Ha
JIEKapCTBEHHbIE TMpenaparbl, Mopsaka oGOpMIICHHUS YKa3aHHBIX OJIaHKOB, MX y4yeTa MU XpaHeHus"
(3apeructpupoBan  MunucrepctBoM toctunmu  Poccuiickoit  ®epepauun 26 wmapra 2019 1.,
peructpanronHbii N 54173);

npuka3z Munucrepera 3apaBooxpanenus Poccuiickoit ®@enepannn ot 11 nexadbps 2019 r. N 1022n
"O BHeCeHMH HM3MEHEHUW B IpuKka3 MuHuctepcTBa 31apaBooxpaHeHus Poccuiickoit ®@enepauun ot 14
saBapss 2019 r. N 4u "OO yTBepKIEeHUU TOpPSAKA HA3HAYCHHS JIGKAPCTBEHHBIX MpeEraparoB, (hopm
pelenTypHbIX OJAHKOB Ha JIEKaPCTBEHHbIE IMperapaThl, Mopsika opopmileHUsT YKa3aHHBIX OJAHKOB, UX
ydyeta U XpaHeHus" (3apeructpupoBan MunucrepctBoMm toctuuiun Poccuiickoit @enepanuu 28 sHBaps
2020 r., peructparmonabii N 57292);

npuka3 MunucrepcTBa 3apaBooxpanenuss Poccuiickoit ®enepanunu ot 8 oxta6pst 2020 r. N 10751
"O BHeCEHUH U3MEHEHUI B MOPSA0K Ha3HAYCHUS JIEKAPCTBEHHBIX MPENapaToB, YTBEPKACHHBINA TPUKA30M
MunucrepctBa 3apaBooxpaHeHust Poccuiickoit ®enepauuu ot 14 suBaps 2019 r. N 4n"
(3apeructpupoBan  MwuHUCTEPCTBOM rOcTHIMU Poccmiickoit ®enepanuu 22 gexadbps 2020 r.,
peructpanronubiii N 61695);

nyHKT 3.8 MHCTpyKIMU O TOpsSAKE BBINUCHIBAHHUS JIEKAPCTBEHHBIX IMPEnapaToB U o(OpMIICHUs
perenToB W TpeOOBaHMIA-HAKIIAAHBIX, YTBEPKICHHOW MPUKAa30M MHHHCTEPCTBA 31PaBOOXPAHCHHS M
couuanbHoro pasButHs Poccuiickoit @enepannu ot 12 despans 2007 r. N 110 "O nopsiaxe HazHauUCHUS
W BBIIMCHIBAHUS  JIGKAPCTBEHHBIX  MPEMaparoB, W3ACIUNA  MEIUIMHCKOTO  Ha3HAYCHUs U
CHEIHATM3UPOBAHHBIX MPOAYKTOB JIeUeOHOro muTaHusd" (3aperucTpupoBaH MHHHCTEPCTBOM HOCTHUIIMU
Poccutickoit ®eneparuu 27 anpens 2007 r., peructpannoHusiii N 9364);

npuka3 MHUHHUCTEPCTBA 3[PaBOOXPAHEHUs M colMaibHoro pa3Butus Poccuiickoii denepanuu ot 17
Masg 2012 r. N 562n "OO6 yrtBepxknenun Ilopsinka otmycka (U3MYECKMM JIMLAM JIEKapCTBEHHBIX
IIPENapaToB JUIsl MEAULMHCKOTO MPUMEHEHUS, COACPKAIIUX KPOME MAJIbIX KOJMYECTB HApPKOTHUYECKUX
CPEICTB, ICUXOTPOIHBIX BELIECTB U UX MPEKYPCOPOB Apyrue ¢papMaKkoJOrH4ecKue akTHBHbIE BeliecTa"
(3apeructpupoBan MunucrepctBom toctuuuu  Poccuiickoit  ®enpepanuum 1 umona 2012 1.,
peructpauoHHbIA N 24438);

IIYHKT 2 U3MEHEHUH, KOTOPBIE BHOCSTCS B HEKOTOPBIE TPUKa3bl MUHHUCTEPCTBA 3APAaBOOXPAHEHUS U
conuasibHOro  pasButua  Poccuiickoin  denepanuu, YTBEPXKACHHBIX IIpUKa3oM MuUHHCTEpPCTBA
3npaBooxpaHeHuss Poccuiickoit ®enepaumu or 10 wurons 2013 r. N 3691 (3apeructpupoBaH
MunuctepctBoM rocturinu Poccuiickoit @eneparuu 15 uronst 2013 1., peructpanmonusii N 29064);

npuka3 MunucrepcTBa 3apaBooxpaneHus Poccuiickoit @enepanuu ot 21 aBrycra 2014 r. N 4651
"O BHECEHMM W3MEHEHHUH B MOPSAOK OTIyCKa (U3WYECKUM JIMIAM JIEKAPCTBEHHBIX IpPEnapaToB JUIs
MEIUIMHCKOTO IPUMEHEHMSI, COAEPXKAIUX KPOME MalbIX KOJMYECTB HApPKOTHUYECKHUX CPEICTB,
MICUXOTPOIHBIX BEIIECTB W HUX MPEKypCcOpoB Jpyrue ¢apMakoIOrHUYeCKHe aKTUBHbIE BEIIECTBA,
YTBEPXKJACHHBIN INpUKa30M MUHHCTEPCTBA 3APAaBOOXPAHEHUS M COLMAIBHOIO pa3BuUTHUs Poccuiickoit
@Oenepaunu ot 17 mas 2012 r. N 562H" (3apeructpupoBaH MunucTepcTBOM rocTHIMM Poccuiickoit
®eneparun 10 centsiops 2014 r., peructpaunonssiii N 34024);

IIYHKT | U3MEHEHUH, KOTOpPbIE BHOCATCS B HEKOTOPBIE IPHKa3bl MUHHUCTEPCTBA 3PaBOOXPAHECHUS U
couranbHOro passutuss Poccuiickonn @enepaunu u MuHucrepcrsa 3apaBooxpaHeHuss Poccuiickoin
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Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 1094H
"O6 yTBeEpxaeHuM Mopsaka Ha3HaueHUs ekapCcTBEHHbIX NpenapaTos, GopM

peuenTyp...

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 26.01.2026

®denepanuu, yTBEpPKACHHBIX ITpuKa3oM MuHuctepcTBa 3apaBooxpanenust Poccuiickoit @enepanuu ot 10
centsiopss 2015 r. N 634n (3apeructpupoBan MuHHcTepcTBOM roctuimu Poccuiickoit @eneparun 30
ceHTsa0ps 2015 r., perucrpannonnbiii N 39063);

MYHKT 3 U3MEHEHUH, KOTOPbIE BHOCSATCS B HEKOTOPbIE MPHUKa3bl MUHUCTEPCTBA 3APABOOXPAHECHUS 1
conuanbHoro passutusi Poccuiickoit ®denepanu u MuHHCcTEpcTBa 3ApaBooxpaHeHusi Poccuiickoit
@enepauuy 10 BoNpocaM OOpallleHHsl JIEKApCTBEHHBIX IIPENAapaToB, COAEPXKALIUX HAPKOTHUECKHE
CpEICTBa, ICHUXOTPOIHBIE BEIIECTBA M HMX MPEKYpPCOPOB, U JIEKAPCTBEHHBIX CPEACTB, MOAJEKALIUX
MPEAMETHO-KOJIMYECTBEHHOMY YYeTy, YTBEP)KICHHBIX NpHUKa3oM MUHUCTEPCTBA 3/IpaBOOXpaHEHUS
Poccutiickoit ®eneparnuu ot 31 okTsa6pst 2017 r. N 882H (3apeructpupoBaH MUHHCTEPCTBOM FOCTHUITUN
Poccuiickoit ®enepanuu 9 suBaps 2018 r., perucrpanuonssiii N 49561).

3. Penentypubie Onanku ¢opmel N 107/y-HII, u3rotoBieHHbIE a0 IHA BCTYIUICHUS B CHILY
HACTOSILEro IprKa3a, MOr'yT ObITh HCIIOIb30BaHbl 10 1 Mapta 2023 roaa.

4. Hacrosmuii npuka3 BcrynaeT B cuity ¢ 1 mapra 2022 r. u aeiictByer q0 1 mapra 2028 r.

MuHucTp
M.AMYPAIIKO

[Ipunoxenne N 1

K IIpUKa3y MUHUCTEPCTBA 3/[paBOOXPaHEHHUS
Poccniickoit ®enepanuun

ot 24 Hos6ps 2021 r. N 1094n

norPAAOK HASHAYEHUA NEKAPCTBEHHbIX NMPEMNAPATOB
. O0owme nonoxeHunn

1. Ha3HayeHue JeKapCTBEHHBIX IpenapaToB JUIs MEIUIMHCKOrO IpHMEHeHHus (namee -
JIEKapCTBEHHBIE IIpenapaThl) OCYLIECTBISCTCA JIEHallUM BpadyoM, (eIbAlIepoM, aKyHIepKOW B cCilydae
BO3JIOKEHUS HA HMX IIOJHOMOYMM JI€Yallero Bpaya, NpPU OKAa3aHUM MEJMLIMHCKOM IIOMOIIM B
MEAUIMHCKUX OpraHm3auusx <I1>, B MOpsAJKe, YCTaHOBJIEHHOM HpuKazoM MuHHUCTEpCTBA
3/IpaBOOXpPaHEHMs U colraibHOro passutusi Poccuiickoit denepanun ot 23 mapra 2012 r. N 2521 "O6
yrBepxkaeHun [lopsnka Bo3noxkeHUS Ha (Qenpamepa, aKylmepKy pPYKOBOAMTENIEM MEIUIIMHCKOM
OpraHM3aly IpU OpraHU3alUd OKa3aHUs NEPBUYHOM MENMKO-CAHUTAapHOM IIOMOIIM M CKOpOU
MEAUIMHCKOW TOMOIIM OTHAEIbHBIX (YHKIMI Jieyallero Bpaya IO HENOCPEICTBEHHOMY OKa3aHUIO
MEIULMHCKOW TOMOILIM MAaIlMEeHTy B Mepuoja HaOMIOAEHUS 3a HUM U €ro JIeYeHHUs, B TOM YHCIE IO
Ha3HAYEHUI0 M MPUMEHEHHUIO JIEKApCTBEHHBIX IPENapaTroB, BKIIOYash HApPKOTUYECKUE JIEKapCTBEHHBIE

npenapaTbl u MCUXOTPOITHBIC JICKApCTBCHHBIC npenaparbl " <2>, HHAUBUAYaJIbHBIMU
NpeANpUHUMATCIIAMHA, OCYHICCTBIAIOINMU MCIAUIUHCKYIO JCATCIBHOCTD (Jla.nee - MCOUIIMHCKHUC
paOOTHUKN).
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Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 1094H
"O6 yTBeEpxaeHuM Mopsaka Ha3HaueHUs ekapCcTBEHHbIX NpenapaTos, GopM
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<1> Ilynkr 11 crateu 2 ®denepanphoro 3akoHa oT 21 Hos6psa 2011 r. N 323-@3 "O6 ocHoBax
oXpaHbl 3/10poBbsi rpaknaHn B Poccuiickoit denepamuun" (CobOpanue 3akoHomareabcTBa Poccuiickoi
Oenepanun, 2011, N 48, ct. 6724, 2019, N 52, ct. 7796) (nanee - Oenepanbubiit 3akoH N 323-D3).

<2> 3apeructpupoBan MunuctepctBoM roctuiiun Poccuiickoit @enepaunu 28 ampens 2012 r.,
peructpauroHHblii N 23971 ¢ u3MeHeHUs MU, BHECEHHBIMU NPUKa30M MUHHUCTEPCTBA 3paBOOXPAHEHHUS
Poccutickoit ®enepanuu ot 31 okTsa6ps 2017 r. N 882H (3apeructprpoBaH MUHUCTEPCTBOM IOCTUIIMH
Poccuiickoit ®eneparuu 9 susapst 2018 r., peructpanuonubiii N 49561).

MenuuuHCKUii pabOTHUK, OGOPMHUBIIMN pEHenT C HapyIICHHEM HACTOSIIEro IMOpAIKa, WIIH
PYKOBOJIUTENb MEAMLIMHCKOM OpraHu3alMd  OOECHEeuMBAlOT CBOEBPEMEHHOE IepeopopMiIeHHE
TpeOyeMoro ISl MalleHTa peLenTa.

2. CBeI[eHI/Iﬂ O Ha3HA4YCHHOM JICKAPCTBCHHOM IIPCIIapaTc (HaI/IMeHOBaHI/Ie JICKAPCTBCHHOI'O
npemnapara, J03UpPOBKa, croco6 BBCACHHA W INPHUMCHCHUSA, PCKUM HOO3HUPOBAHUA, MPOAOJDKUTCIBHOCTD
JIeueHus U 000CHOBaHHE Ha3HAUYEHHUS JICKApCTBCHHOI'O npenapaTa) BHOCATCA MCINIITMHCKHUM pa6OTHI/IKOM
B MCIMIMWHCKYIO IOKYMCHTAIHIO IMAlIUCHTA.

B cnydasx, ykazanHbix B nyHkTax 8 - 11 Hactosmiero Ilopsiaka, MeAMIIMHCKUN pPaOOTHHK,
HA3HAYMBIINNA JIGKAPCTBEHHBINA Tpenapar, oGopMisier Ha3HauYCHHE JIGKAPCTBEHHBIX IPENapaToB, B TOM
YHCJIC MOJICKAIIUX M3TOTOBJICHUIO M OTIYCKY alTeUYHBIMH OpPTraHU3alUsMH (Jajiee - JIGKAPCTBEHHBIC
npernapaTsl HHANBUAYAIBHOTO M3TOTOBJICHUS), HAa pelenTypHOM OnaHke, oOpMIIEHHOM Ha OyMa)KHOM
HOCHUTEIIC 3a CBOCH MOJIKCHIO (J1anee - peuenT Ha OyMa)XHOM HOCHTENE), U (MJIM) C COIJIACHS MaIlMeHTa
WIH €ro 3aKOHHOTO IMPEICTaBUTENS <3> Ha peenTypHoM OjaHke B (hopMe 3JIEKTPOHHOTO JTOKYMEHTa C
UCIIOJIb30BAHUEM YCUJICHHOW KBaTH(DUIIMPOBAHHOM AIIEKTPOHHON MOIIKMCHA MEIUIIMHCKOTO Pa0OTHHKA
(mamnee - peuienit B popMe IIEKTPOHHOTO IOKYMEHTA).

<3> Ilymkr 2 crateu 20 @enepanpHoro 3akoHa N 323-@3 (CobOpaHue 3aKOHOIATEIHCTBA
Poccuiickoit @eneparuu, 2011, N 48, ct. 6724; 2021, N 27, ct. 5159).

PerienT B popme 2IEKTPOHHOTO TOKYMEHTA, COJIEpKaINil Ha3HAUeHNE HAPKOTUYECKUX CPEJCTB WIIH
ICUXOTPOMHBIX BCHICCTB, IMOAIMCBIBACTCA C HCIIOJIb30BAHHUEM yCI/IJ'IeHHOI\/'I KB&J’II/I(bI/IIIHPOB&HHOfI
ANEKTPOHHON MOJIHICH JIeUallero Bpada win ¢enpaniepa, akynepk, Ha KOTOPhIX BO3TI0XKEHBI (PyHKIIHH
JIieYaIero Bpayda, ¥ COOTBETCTBYIOIICH MEIUIIMHCKON opraHu3auu <4>,

<4> [lyukTt 1 crateu 26 denepanbHoro 3akoHa oT 8 sHBaps 1998 r. N 3-®3 "O HapkoTHYECKHX
cpeacTBax U ncuxorponHbix BemecTBax" (CoOpanue 3akoHoaatenscTBa Poceuiickoit @enepannu, 1998,
N 2, ct.219,2017, N 31, ct. 4791) (nanee - enepanbubiii 3akoH N 3-03).

Odopmnenue perentoB B GopMe dIEKTPOHHBIX JOKYMEHTOB OCYIIECTBIISCTCS B ClIydae MPUHSITHS
YIIOJIHOMOYEHHBIM OPTaHOM HCIIOJHUTENBbHOM BiacTu cyobekta Poccuiickoit deneparyiv B COOTBETCTBUU
c nyHktoM 4 crarbu 6 @enepanbHoro 3akoHa ot 12 ampens 2010 r. N 61-®3 "OO obpauienun
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JIEKApCTBEHHBIX CpeACTB" <5> pemieHuss 00 HWCIOJIB30BAaHUM Ha TEPpUTOpHH CcyObekTa Poccuiickoii
Odenepanu HapsAAy C peHeNTaMH HA JIEKAPCTBEHHBIC IpermapaThl, OPOPMIICHHBIMH Ha OyMaKHOM
HOCHUTEJIE, PEIEeNTOB Ha JIEKAPCTBEHHbIC NIpernapaTsl, CPOPMUPOBAHHBIX B (OpME IIIEKTPOHHBIX
JIOKYMEHTOB.

<5> Cobpanue 3akononarenscTBa Poccuiickoit ®eneparuu, 2010, N 16, cr. 1815, 2019, N 52, cT.
7793.

3. Ilpu BbINMCKE NalMEeHTa W3 MEIULUHCKOM OpraHu3alud, B KOTOPOM €My OKa3blBaJlach
MEIULMHCKAsT TOMOIIb B CTAlMOHAPHBIX YCIOBHSX, NPU HEOOXOIMMOCTH MPOAOIDKEHHS IpHeMa
JIEKapCTBEHHOT'0 IpenapaTa B aMOyJaTOPHBIX YCIOBUSX JAHHOMY HAllMEHTY MO PEIIEHUI0 PYKOBOJUTENS
MEIUIMHCKOW OpraHu3alMy Ha3HA4YaroTCcs ¢ oOopMIIEHHEM perenTa B GopMe AIIEKTPOHHOTO JTOKyMEHTa
u (naM) Ha OyMaXHOM HOCUTENe (3a HCKIIOUYEHHEM O(QOPMIICHHsI PELENTOB Ha JIEKapCTBEHHbIE
IpernapaTel, MOJISKANINE OTIYCKY OECIUIATHO WM CO CKHUIKOW) JIMOO BBITAOTCS (NAIMEHTY W €ro
3aKOHHOMY HPEICTABUTEINI0) OJHOBPEMEHHO C BBIMMCKOM M3 HCTOpPUU OO0JIE3HU JIEKapCTBEHHbIE
IpernapaTsl, B TOM UYHCJI€ HAapKOTHMUECKHUE U ICUXOTPOIIHBIE JIEKAPCTBEHHBIE IIPEraparbl, BHECEHHbIC B
ciucku Il u |1l mepedyHs HapKOTHYECKMX CPEACTB, INCHUXOTPOIIHBIX BEILECTB M HUX IPEKYpPCOpPOB,
nouIe)Kaux KOHTposito B Poccuiickont denepanun, yreepxkacHHoro IlpaBurensctBoM Poccuiickon
®enepanun <6> (nanee - [lepeuens), CUIBLHOAEHCTBYIONINE JIEKAPCTBEHHbBIE MpenapaThl, Ha CPOK IpuemMa
MTaLUEHTOM JI0 5 THEM.

<6> Ilynkr 2 crateu 2 ®enepansHoro 3akoHa N 3-D3 (Cobpanue 3akoHOIaTEIbCTBAa Poccuiickoi
Oenepanun, 1998, N 2, cT. 219; 2016, N 27, c1. 4238).

4. Ha3naueHue JIEKapCTBEHHBIX NPEeNaparoB MpU OKAa3aHUM MEAUIUHCKOW TIOMOIIM B
CTAaIlMOHAPHBIX  YCIIOBUSIX MOJKET OCYIIECTBJISITBCS  IMOCPEACTBOM  TPEeOOBaHMM  MEIUITMHCKOU
OpraHM3alli¥,  HampaBIseMbIX B  aNTE€YHbIC  OpPraHMU3allvH,  SBISAIOIIMECS  CTPYKTYPHBIMHU
MOJpa3IeICHUSIMA MEAUIIMHCKON OpraHn3anuu. <7>

<7> Ilyukt 54 crathu 4 @enepanpHoro 3akoHa ot 12 ampens 2010 r. N 61-®3 "OO6 obparienuu
nekapcTBeHHbIX cpenacTB" (CoOpanue 3akoHonaTenbeTBa Poccuiickoit @eneparuu, 2010, N 16, cr. 1815;
2019, N 31, ct. 4456) (nanee - ®enepanbublit 3akoH N 61-D3).

5. Ha3HaueHue JEeKapCTBEHHBIX MPEMapaToOB OCYIICCTBISETCS MEAMIIMHCKUM pPaOOTHUKOM TIO
MEXYHapOJAHOMY HENAaTEHTOBAHHOMY HAaMMEHOBAHUIO, a IIPU €ro OTCYTCTBUM - TPYNIIMPOBOYHOMY WIIH
XMMHUYECKOMY HaMMEHOBaHHI0. B ciydyae OTCyTCTBHS  MEXKIYHAPOJIHOTO HENaTEeHTOBAHHOTO
HAaUMEHOBAHMSI M TPYNIIUPOBOYHOIO WM XHMHUYECKOIO HAWMEHOBAHMS JIEKApCTBEHHOIO IIpernapara
JIEKapCTBEHHBIN MpenapaT Ha3HAYaeTCsl MEAUIIMHCKUM PaOOTHUKOM 10 TOProBOMY HauMeHoBaHMIo. [Tpu
HaJIMYUU MEOUIMHCKUX MOKa3aHUM (MHAWBUAYaAJIbHAsI HEMEPEHOCUMOCTb, 110 KU3HEHHBIM IOKa3aHMIM)
[0 PEUICHUI0 BpaueOHOM KOMHCCHM MEIUIIMHCKOM OpraHu3aluu <8> OCYIIECTBISETCS Ha3HAUeHHE U
oopmieHre Ha3HAuEHUS JIEKAPCTBEHHBIX IIpenapaToB, HE BXOAALIMX B CTaHIAPThl MEIUIIMHCKOM
MOMOIIH, pa3paboTaHHbIE B COOTBETCTBUM C MyHKTOM 14 cratbu 37 denepanbHoro 3akoHa N 323-03
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<9>, UM He NMpelyCMOTPEHHBIX COOTBETCTBYIOIEH KIMHUYECKON pEeKOMEHJaluel, 1100 1Mo TOProBbIM
HAaMEHOBaHMUAM. PemieHne BpaueOHOM KOMHCCHMM MEAWLUMHCKOW OpraHu3anuu (QUKCHpYyeTcsl B
MEIULMHCKON JOKYMEHTAIMH AllMEeHTa U B )KypHasle BpaueOHOIl KOMUCCHH.

<8> [lpuka3z MuHHCTEpCTBa 3paBOOXPaHEHMs U COLMAIBLHOTO pa3BuThs Poccuiickoit denepanuu
ot 5 mas 2012 r. N 502u "O6 yTBep:KIeHUH MOPSAIKA CO3JaHUS U JIEATEIbHOCTH BpaueOHONH KOMUCCHH
MEIUIIMHCKOW opraHu3anuu’ (3aperucTpupoBan MuHuCTEpCTBOM rOcTHIMU Poccuiickoit deneparuu 9
utoHst 2012 r., peructpanuonusiii N 24516) ¢ u3aMeHEeHUSIMU, BHECEHHBIMU NpPUKa3oM MUHHCTEpPCTBA
3napaBooxpanenus Poccuiickoit ®denepanun ot 2 gekabps 2013 r. N 886H (3apeructpupoBaH
MunuctepctBoM rocturmu Poccuiickoit @eneparuu 23 nexkadps 2013 r., perucrpanuonusiii N 30714).

<9> CoOpanue 3akoHogaTenbcTBa Poccutickort @enepannm, 2011, N 48, cr. 6724.

Ecnu npu okazaHuM NalMEeHTY MEAMLUMHCKOW IOMOLIM B MEAMIMHCKOW OpraHu3alud B
CTallMOHAPHBIX YCJIOBUAX [0 PEUICHHIO BpaueOHOW KOMHCCHUU OCYIIECTBISIOTCS Ha3Hau€HUE U
IPUMEHEHHE JIEKapCTBEHHOTO IpernapaTa ¢ KOHKPETHBIM TOPrOBBIM HAaUMEHOBAaHHEM, TO IPHU OKa3aHUU
JAHHOMY TalMEHTy MEIUIMHCKON MOMOIIM B MHOW MEIUIMHCKOW OpraHu3alud B CTAallMOHAPHBIX
YCIOBHAX, a TaKkKe B aMOYJIaTOPHBIX YCIOBHUSIX OCYIIECTBISIETCS Ha3HAYEHUE €My JIEKapCTBEHHOI'O
Ipernapara ¢ TeM K€ TOProBbIM HaUMEHOBaHUEM <10>.

<10> ITynkt 2 mocranosienus [IpaBurenscTBa Poccmiickoit denepanmu ot 30.06.2020 N 965 "O
BHeceHNH n3MeHeHuil B [IpaBuia ¢opmupoBaHus mepedHs JeKapCTBEHHBIX CPEACTB, 3aKyINKa KOTOPBIX
OCYHICCTBIIACTCA B COOTBCTCTBHU C UX TOPIrOBHIMU HAMMCHOBAHUSAMU, U O MPUMCHCHUU JICKAPCTBCHHBIX
IPEenapaToB ¢ KOHKPETHBIMU TOProBbIMU HauMeHoBaHUsAMH" (CoOpaHue 3akoHOAaTenbcTBa Poccuiickoi
Oenepanun, 2020, N 28, ct1. 4422).

6. HazHaueHue JIeKapCTBEHHOIrO Ipenapara B pelenTe Ha OyMa)XHOM HOCUTENE WIM PELEnTe B
¢dopMe HIEKTPOHHOIO JOKYMEHTa O(OpMIISeTCs Ha HMMs MalueHTa, JUId KOTOPOro MpeJHa3HauyeH
JIEKApCTBEHHBIN ITpernapar.

Peniennt Ha OymakHoM HocuTelne, opopMieHHbI Ha perentypHoM Omanke ¢opm N 107/y-HII, N
107-1/y, N 148-1/y-88, N 148-1/y-04(x1), yTBEp>KICHHBIX HACTOSIIIUM TPUKA30M, MOKET OBITH MOIy4YeH
NAIMEHTOM, €r0 3aKOHHBIM IMPEICTABUTENEM WM JIULOM, UMEIOIIMM O(OPMIIEHHYIO B COOTBETCTBUU C
rpaXJIaHCKUM 3aKOHOJaTenbcTBOM Poccuiickoit denepanuv JOBEPEHHOCTh OT MAalMEHTa Ha IPaBO
MOJTyYEeHHUs TAKOTO pelenTa (ajnee - yHoIHOMOYEHHOE JIUIIO).

[IpencraBieHyne OBEPEHHOCTH HE TpeOyeTcs B Cilydae MOJIYYEHHs pelenTa Ha JIEKapCTBEHHBIN
mpemapar JUIsi  MHKypaOelnbHOro OONBHOTO HAa 3aBEpIIAIOIIEM JTale ero JKU3HH  JIUIIOM,
OCYIIECTBIISIONIUM yXO/ 32 TAKUM WHKYpaOeIbHBIM O0JBHBIM. B TakoM citydae METUIIMHCKUN paOOTHHUK
BBIJIaET JIMILY, OCYIIECTBISIONIEMY YXOJ 32 WHKYypaOelIbHBIM OOJIBHBIM, JOKYMEHT, MOJTBEPKIAIOIIHIA
WHKYpaOeJIbHOE COCTOSIHHE OOJIBHOTO, COJEpXAIlfil CBEICHHS O JIMIe, KOTOpoe OyIeT MoJydarh
JIEKapCTBEHHBIE Mpenaparthl Mo peuenty (haMuius, UuMs, oT4ecTBO (TOCIEAHEe - MPU HAIMYUH), BH],
cepus U (WIM) HOMEpP JIOKYMEHTA, yJIOCTOBEPSIONIETO JIMYHOCTDH), 3aBEPEHHBIA IMOANMHUCHI0O M TICYATHIO
JAHHOTO MEAUIIMHCKOTO PabOTHHKA, a TAK)KE TIeYaThI0 MEIUIIMHCKOM OpraHu3aIliy.
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JIOKyMeHT, MOATBEpKAAIOIUNA HMHKYpaOeIbHOE COCTOSIHHE OOJBHOrO, OCTaeTcsi B AalTEYyHOM
OpraHu3alMH.

Peuent B opme 31eKTpOHHOrO JOKyMEHTa (OPMHUPYETCS C HMCIOJb30BaHUEM TOCYIAapCTBEHHOM
nHPOPMALIMOHHOM cuUCTeMbl B cdepe 3apaBooxpaHeHusi cyoOwbekta Poccuiickoit ®enepanmu,
MEIUIIMHCKOW HMH(POPMAIIMOHHON CUCTEMbI MEIUIIMHCKOM opraHu3anun <1 1>,

<11> Crarpbu 91 m 91.1 ®depepampHoro 3akona N 323-O3 (CobOpaHue 3aKOHOIATEIIHCTBA
Poccuiickoit ®eneparuu, 2011, N 48, ct. 6724; 2021, N 27, ct. 5141).

daxkTt BblIa4YM pCLCIITA Ha HeKapCTBeHHBIfI npemnapar 3aKOHHOMY HPCACTABUTCIIIO WA
YIIOJIHOMOYCHHOMY JIMIY q)HKCpreTCH B MCHHHHHCKOﬁ AOKYMCHTAIUU IMallUCHTA.

7. MenuuuHCKUM pabOTHHKAM 3ampemaercs opopMIIsATh PEelenTshl IPU OTCYTCTBHHU Yy MAIEeHTa
MEIMIMHCKUX II0Ka3aHWi; Ha HE3aperMCTPUPOBAaHHBIE JIEKApCTBEHHBIE Ipemnaparsl <12>; Ha
JIEKAPCTBEHHBIE IIPENapaTsl, KOTOPHIE B COOTBETCTBUMU C MHCTPYKLHEH 110 MEAULMHCKOMY IPUMEHEHUIO
[IpeAHa3HAYEeHbl 1) IPUMEHEHHS TOJIBKO B MEIULIMHCKUX OpraHU3alysX; Ha HAPKOTUYECKUE CPEACTBA U
IICUXOTPOIIHBIE BEIECTBA, BHECEHHbIe B cnucok II Ilepedns, 3aperucrpupoBaHHBIE B KauyeCTBE
JIEKApCTBEHHBIX IIPENAPATOB, B LUENIAX IPUMEHEHUS IS JICUCHHUS] HADKOMAHUH.

<12> Pemenne CoBera EBpasuiickoii skoHOMUYeCKOW komuccuu oT 3 Hosa0ps 2016 r. N 78 "O
[IpaBwiax perucTpauu W SKCIEPTH3bI JICKAPCTBCHHBIX CPEJACTB JUISI METUIIUHCKOTO TPUMEHEHHS"
(odbunmanpHbIl caiit EBpasuiickoro skoHoMu4eckoro corosa http://www.eaeunion.org/, 21 wosops 2016
r.). Crates 13 ®@enepanpHoro 3akona N 61-®3 (Cobpanue 3akoHomarenbcTBa Poccuiickoit deneparnumy,
2010, N 16, ct. 1815; 2020, N 14, cT. 2028).

NHauBuAyalbHBIM — NPEANPUHUMATENSAM, OCYILECTBISIIOIIMM ~ MEOULIMHCKYIO  JESTEIBbHOCTD,
JIOTIOJIHUTENBHO K TpeOOBaHMSIM, yKa3aHHbIM B a03alle MEpBOM HACTOSALIETrO IyHKTa, 3amlpeuiaercs
o(opMIIATH perenThl Ha HAPKOTHUECKUE CPEICTBA U TICUXOTPOIHBIE BEIIECTBA, BHECEHHbIE B crICKH 11 1
Il Tlepeuns (manmee - HApPKOTMYECKUE M ICUXOTPOMHBIE JeKapcTBeHHbIe mpemnaparbl cruckoB II u 11
[Tepeuns).

8. Ilpyn Ha3HAueHMM HAPKOTHYECKHUX U ICUXOTPONHBIX JIEKApCTBEHHBIX INpemnaparoB crucka [l
IlepeuHs, 3a HUCKIIOYEHUEM JIEKAPCTBEHHBIX IPENapaToB B BUAE TPAHCAEPMAIBHBIX TEpaneBTUYECKUX
CHCTEM U JIEKapCTBEHHBIX IIPEnapaToB, COJAEPKAIIUX HAPKOTHUYECKOE CPEICTBO B COYETAHHH C
AQHTarOHUCTOM ONHMOUJAHBIX PpELEeNTOpOB, pelUenTsl Ha OyMa)kHOM HocuTesle Oo(OpMISIOTCS Ha
peuentypaoM 6sanke Gopmsl N 107/y-HII.

9. Peuentypusblit 6ank Gopmer N 148-1/y-88 odopmisiercs npu Ha3HAUCHUH:

1) HapKOTHYECKMX M TCHXOTPOIHBIX JICKAapCTBEHHBIX mpernaparoB crucka Il Tlepeuns B Buze
TpaHCIEPMAJIbHBIX TEPANlEBTUYECKUX CUCTEM, HApKOTUYECKUX JIEKAPCTBEHHBIX IpenapartoB cnucka [l
[lepeunsi, conepkalux HAPKOTUYECKOE CPEACTBO B COYETAHMM C AHTArOHMCTOM ONMHMOUIHBIX
PELEnTOPOB, ICUXOTPOIHBIX JIEKAPCTBEHHBIX Npenaparos cnucka 1l [lepeuns;
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2) KOMOMHHPOBAHHBIX JIEKAPCTBEHHBIX MPENApaTOB, COACPIKALIUX

a) KOJEUH WJIM €ro COJIM (B MepecyeTe Ha YUCTOE BEIIECTBO) B KOIMUECTBE A0 20 MI' BKIIFOUUTEIBHO
(Ha 1 mo3y TBepaoii JiekapcTBEHHOUN (opMbl) Win B koiaudecTBe 10 200 mr BrimountenbHo (Ha 100 Mo
wi 100 1 KUIKOH JIeKapcTBEHHON (GOPMBI ISl BHYTPEHHETO IPUMEHEHHU);

0) nceBnoadeapuHa TUAPOXIOPH] B KOIUYECTBE, MpeBbimaromeM 30 mr, u 10 60 Mr BKIIOYHTEIEHO
(na 1 no3y TBepaOil TeKapCTBEHHOH (POPMBI);

B) 1ceB03GeIprHa IMIPOXJIOPHU B KOJIMYeCTBe, npeBbimatonem 30 Mr, 1 10 60 M BKIFOUUTEIBHO
B COYETaHHH C AEKCTPOMETOP(PaHOM THIpOOPOMHUIIOM B KOIHUYecTBe, mpesbimatoniem 10 mr, u g0 30 mr
BKJIIOYMTENBHO (Ha 1 103y TBEpOH JIeKapCcTBEHHOU (hOpMBI);

r) AekcTpoMeTopdana runpodpomus B koaumaectse 10 200 mr BrmrountensHo (Ha 100 Mo mma 100 T
KHJIKOH JIeKapCTBEHHOM (POPMBI JUIsl BHYTPEHHETO IPUMEHEHN);

1) 3denpuHa THIPOXIIOPU B KomudecTBe, pesbimaroniem 100 mr, u 70 300 Mr BKIIFOUUTEIBHO (Ha
100 mi mu 100 r skuIKOM JIeKapCTBEHHOM (DOPMBI 1711 BHYTPEHHETO MPUMEHEHHS);

e) sdeapuHa TUAPOXJIOPUA B KoiumdectBe a0 S50 Mr BriarouuTenbHO (Ha 1 103y TBepaoit
JIEKapCTBEHHOM (POpMBI);

XK) (DeHWIPONaHOJIAMUH B KOJHMYECTBE 1O 75 Mr BKIIOYHTENbHO (Ha 1 103y TBepmoit
nekapcTBeHHOU (popmbl) niau a0 300 mr BrimrounteabHo (Ha 100 M wmm 100 T skuaKoO# JIeKapCTBEHHOM
(bopMBI 17151 BHYTPEHHETO TPUMEHEHHS);

3) (¢eHOOApOUTAT B KOJMYECTBE A0 15 MI' BKIIOYUTEIHHO B COYECTAHHHM C KOAEHHOM (MU €ro
COJISIMHM ) HE3aBUCUMO OT KoJM4ecTBa (Ha 1 103y TBepoi JeKapCTBEHHON (OpPMBI);

u) ¢enobapbutan B komuyectBe a0 20 Mr BKIIOYUTENBHO B COYETaHUM C 3PeIpuHOM
THJIPOXJIOPHIOM HE3aBUCUMO OT KoJmdecTBa (Ha 1 103y TBepAoH J1eKapCTBEHHON (pOpMBI);

K) XJIOpJMa3enoKCu B KOoJuuecTBe, npespiaromeM 10 mr, u 10 20 Mr BKIOUUTENbHO (Ha 1 103y
TBEPAOH JIEKapCTBEHHOM (popMBbI);

3) nexapcTBEHHBIX IPENapaToB MHIUBUAYAJbHOIO H3TOTOBJICHMS, COAEPIKALIMX HApKOTHYECKOe
CPEICTBO WM McuxoTponHoe BeuiecTBo cnucka I Ilepeuns, u apyrue papmakonoruueckue akTUBHBIE
BEIIECTBA B [103€, HE MPEBBIAIONIECH BBICHIYIO pa3OBYH 103y, M IIpU YCIOBUU, YTO ITOT
KOMOMHHUPOBAHHBIA JIEKAPCTBEHHBIM Mpenapar He SBISETCS HAPKOTUYECKUM WM TCUXOTPOIHBIM
JIEKapCTBEHHBIM IIpenapatoM cnucka Il [Tepeyns;

4) nexkapCTBEHHbIX IpENapaToB, BKJIIOYEHHBIX B TIE€pEUYeHb JIEKAPCTBEHHBIX CPEACTB JUIS
MEIAUIMHCKOTO  NPUMEHEHHs, MOUIEKAIIMX MPEIMETHO-KOJIMYECTBEHHOMY  ydeTry (Jamee -
JIEKapCTBEHHbIE Mpenaparthl, BKIIOYeHHbIE B iepedeHb [IKY) <13>.

<13> TloamynkT 5.2.171(1) mynkTa 5 mocranosienus [IpaBurenscTBa Poccuiickort deneparuu ot
19.06.2012 N 608 "O6 yrBepxnenun Ilonoxxenuss o MuHucTepcTBe 3ApaBooXpaHeHus Poccuiickoit
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Oenepanun" (namee - Ilonoxkenne o MunucrepctBe) (CoOpanme 3akoHoAaTeNlbcTBa Poccuiickoi
®enepanun, 2012, N 26, ct. 3526; 2013, N 16, ct. 1970).

10. Penentypubiit 6mank Gopmsl N 148-1/y-04(;1) odopmisieTcst mpu Ha3HAYCHUH JICKAPCTBEHHBIX
MpernapaToB rpaxkJaHaM, UMEIOIIUM MPaBO Ha OECIIaTHOE IMOJyYCHHE JICKAPCTBEHHBIX MPENapaToB MU
MOJTy4eHUE JICKAPCTBEHHBIX TIPETapaToB CO CKHUIKOM.

11. Peuenrtypusiii 6;1ank Gopmer N 107-1/y odopmitsieTcst mpu Ha3HAYCHUU:
1) tekapcTBEHHBIX MPEMapaToB, HE YKa3aHHBIX B MMyHKTax 8, 9 Hacrosmero [lopsaka;
2) KOMOMHHPOBAHHBIX JIEKAPCTBEHHBIX MPENAPaTOB, COACPIKALIUX

a) JproTaMMHa THUAPOTApTpPaT B KOJUYECTBE JO S5 MI BKJIIOYUTENbHO (Ha 1 103y TBepnoi
JIEKapCTBEHHOM (POpMBI);

0) adenpuna ruapoxsopusl B koaudectse 10 100 mr BxmrounTenbHo (Ha 100 vt wnm 100 1 xuakoi
JICKaApCTBEHHOM (OPMBI JUIsi BHYTPEHHETO IIPUMEHCHUS );

B) IceBAod(epruHa THAPOXIOPU B KOJTUYECTBe, He mpesbimatomem 30 mr (Ha 1 o3y TBepmoi
JIEKapCTBEHHOM (POpMBI);

r) mceBnoddeapuHa THIPOXJIOPHA B KOJMYECTBE, HE TNpeBbimaromeM 30 MI, B COYETaHHU C
JeKCTpoMeToppaHoM THIpoOPOMUIOM B KoJauuecTBe, npesbimaronieM 10 mr, u 1o 30 Mr BKIIFOYUTEIBHO
(1a 1 no3y TBepAOH JIeKapCTBEHHON (OPMBI);

1) JexcTtpomeropdaHa ruapoOpoMua B KoiuyecTBe, npesbimatomeM 10 mr, u go 30 mr
BKJIIOUUTENBHO (Ha 1 103y TBEpAOH JIeKapCTBEHHOU (pOpMBI);

e) ¢eHobapbuTan B KonumdecTBe, nmpebimatonieM 20 Mr, u 10 50 Mr BKIIOUUTENbHO (Ha 1 103y
TBEPAOH JIEKapCTBEHHOU (popMmBbI);

K) (enoOapbutan B komumuecTBe a0 20 Mr BKJIIOYHUTENBHO B COYETAHHMM C SProTaMHHOM
TUIPOTApTPAaTOM HE3aBUCUMO OT KOJIMUYecTBa (Ha 1 103y TBEpAOH JieKapCTBEHHOU (popMmbl);

3) XJIOpAMA3enoKcua B KoiauuyecTBe 10 10 Mr BriIrounTenbHO (Ha 1 703y TBEpOi JeKapCTBEHHOM
(bopMbI).

12. Tlpu Ha3HAYEHMH JIEKAPCTBEHHOI'O Ipernapata MHIAMBUAYAJILHOTO M3TOTOBJIEHHUS B pelenTe Ha
OyMa)XHOM HocuTene W (uiau) penente B (¢GopMe DBJIEKTPOHHOTO JOKYMEHTa HauMEHOBaHUS
JIEKapCTBEHHBIX CPE/CTB (BEIIECTB), BKIIOUEHHBIX B nepedeHb 1KY, yka3piBaloTcsl B Hayaje peLenta,
3aTeM - BCE OCTaJIbHBIE HHTPEANCHTHI.

13. Ilpu Ha3HaueHMM JIEKAPCTBEHHOrO MpemapaTa B pelente Ha OyMakHOM HocuTene U (MiH)
perente B (opMe 3JIEKTPOHHOTO JOKYMEHTa 3alpeliaeTcss MPEeBbIIATh KOJIMYECTBO HAPKOTUYECKUX
CPEACTB WM TIICUXOTPOMHBIX BEIIECTB, KOTOPOE MOXET OBbITh BBIIMCAHO B OJHOM pELENTe,
ycTaHoBieHHOe npuioxkeHneM N 1 k Hactosimemy llopsnky, 3a MCKIIOUEHHEM CiIy4yaeB, YKa3aHHBIX B
nyHkTax 15 u 24 nacrosimero Ilopska.
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14. IIpu Ha3HauYeHWU JIEKAPCTBEHHBIX MpenapaToB, BKIOUCHHBIX B nepedeHb [IKY, no3a kotopeix
NPEBBIIACT BBICIIMN OJHOKPATHBIA IpHEM, METUIMHCKUNA paOOTHUK 00O03HA4YaeT 103y 3TOTO
JIEKapCTBEHHOI'0 IpernapaTta B pelente Ha OyMa)kHOM HOCHUTEJE INPONUCHI0 C MPOCTaBICHHEM
BOCKJIMIIATENIFHOTO 3HAKa M (WJIM) MPOCTABISET BOCKIMLATEIBHBIA 3HAK MpH OGOPMIICHHH pelenTta B
(dbopMe FIIEKTPOHHOTO JOKYMEHTA.

15. KonnuecTBO Ha3HAUYEHHBIX JIEKAPCTBEHHBIX MpPENapaToB, BKIIOUEHHBIX B nepedeHb [IKY, npu
OKa3aHUU [IALIMECHTaM, HYKJIAIOIUMCS B JUIMTEIbHOM JICYEHUHM, IEPBUYHON MEIUKO-CaHUTAPHOU
MOMOIIM ¥ TMAJJIMATUBHOW MEIUIIMHCKOW TOMOIIM MOXKET OBITh YBEIMYEHO C YYETOM KIMHHYECKHX
pekoMeHaanui He Oojiee yeM B 2 pa3a IO CPaBHEHHUIO C KOJUYECTBOM HApKOTHUECKUX CPEICTB WIIU
IICUXOTPOIIHBIX BEILECTB, KOTOPOE MOXKET OBITh BBIIMCAHO B OJHOM pELENTE, YCTAaHOBJIEHHBIM
npwiokeHneM N 1 k Hactosemy [lopsiaky.

B ciydasix, mpeaycMOTpeHHBIX a03alieM MepBBIM HACTOSIIETO ITyHKTa, Ha pelenTtax Ha OyMakHOM
HocuTelle NMpou3BoanuTcs Haanuch "[lo cnennanbHOMY Ha3HA4YEHUIO", OT/ENBbHO 3aBEPEHHAs! MOJIHUCHIO
MEIUIMHCKOr0 pabOTHMKA M IeYaThi0 MEAMIMHCKOM opraHuzanuu "Jlins peuenTtoB'", Ha peLenrax B
dopme DBIEKTPOHHOIO JOKyMEHTa mpousBoaurcsd oTMmerka "llo coenuambHOMY Ha3Ha4deHHIO" C
MPOCTABIICHHEM YCHJICHHOW KBaTH(PUIIMPOBAHHON JIEKTPOHHOM MOAMUCH MEIUIIUMHCKOTO PaOOTHHUKA.

16. CocraB JieKapCTBEHHOrO Ipemapara, JeKapcTBeHHas (opma M oOpalleHHe MEIUIIMHCKOTO
paboTHUKa K (hapMareBTHUYECKOMY PabOTHUKY 00 OTHYCKE JICKaPCTBEHHOI'O Ipermapara Ha OyMaKHOM
HocuTelle 0(hOPMIISIFOTCS Ha JIATHHCKOM HIIM PYCCKOM SI3bIKE B POJMTEIBHOM IaJICKE, 32 UCKIIOYCHUEM
oopmieHus perenToB B GOpMe IEKTPOHHOTO JOKYMEHTA, OCYIIECTBIIEMOTO HA PYCCKOM SI3BIKE.

[Tpu opopmiieHHH PEeLIETITYPHBIX OJIAHKOB JIOIYCKAETCS UCIIOIb30BAHUE COKPAIICHUH (TIPUIIOKEHHUE
N 2 x Hacrosmemy [opsiaky).

HpI/I Ha3HA4YCHUU JICKAPCTBCHHOI'O IIPCIlapaTa HC HOOIMMYCKACTCA COKpPAIICHHEC HauMEHOBaHHUMN
HHI'PEAUCHTOB, COCTABIAIOIIUX JIeKapCTBGHHBIfI npemnapar, HE MO3BOJIAIOIUX YCTAHOBUTD, KaKoh UMEHHO
J'ICKapCTBCHHHﬁ npemnapar Ha3HA4YCH.

17. Criocob nmpuMeHeHus JIEKapCTBEHHOro npenapara o003HavyaeTcs ¢ yKa3aHUEeM IyTH BBEICHUS,
7103bI, YaCTOThl, BPEMEHHU IpHEMa OTHOCHTEIbHO CHAa (YTPOM, HAa HOYB) M €ro JJUTEIbHOCTH, a JUIs
JIEKapCTBEHHBIX IpEnapaToB, B3aUMOJEHCTBYIOIIMX C MHILEH, - BpPEMEHHM UX YHOTpeOJIeHUs
OTHOCHUTEJIBHO MTpHUeMa MULIH (0 €1bl, BO BpeMs €Ibl, ITOCIIE €/Ibl).

18. Ilpu HEOOXOIMMOCTH HEMEJUIEHHOTO WM CPOYHOro (B T€UEHHE IBYX pabouMX IHEH) OTIycKa
JIEKapCTBEHHOTO Ipernapara MaluMeHTy B BepXHell wyacTu perenrta Ha OyMaXHOM HOCHUTeNe
MPOCTABIISIIOTCS 0003HadYeHus "cito" (cpouHo) wium "statim" (HeMeIeHHO). AHaIOTUYHbIE 0003HAYEHUS
MIPOCTABJISIOTCS B BUJIE OTMETOK MPHU 0(hOPMIIEHUH pelienTa B popMe 3JeKTPOHHOTO IOKYMEHTA.

19. IIpu odopmiaeHNN Ha3HAYEHUS] TOTOBOTO JIEKAPCTBEHHOI'O Tperapara B peLente Ha OyMaXHOM
HOCUTENIE WM peuente B (opMe 3JIEKTPOHHOIO JOKYMEHTa KOJMYECTBO JCHCTBYIOIIUMX BEILECTB
YKa3bIBa€TCS B COOTBETCTBMM C MHCTPYKIMEH MO MEIUIIMHCKOMY HPUMEHEHHIO JIEKApCTBEHHOTO
npemnapara. [lomycTUMO yKa3bIBaTh J03UPOBKY JIEKAPCTBEHHBIX MPENapaToB CUCTEMHOTO JEHCTBUS (A7
PE30pOTUBHOTO MpHEMa) B TBEP/IbIX JIEKAPCTBEHHBIX (hopMax (Harpumep, TabIeTKH, TOPOIIKH, KarlCyJbl)
KaK COJIepXKaHHWE OJHOTO WJIM HECKOJbKHX JEeHCTBYIOIIMX BEIIECTB B €IMHUIAX Macchl (B rpammax,
MUJUIATpaMMax ). JlomycTuMO yKa3bIBaTh J1I03UPOBKY JIEKAPCTBEHHBIX MPENapaToB CUCTEMHOIO JEHCTBUS
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(st pe3opOTHBHOTO TPUMEHEHHsI) B IKHIKHUX JIGKAPCTBEHHBIX (opMmax (Hampumep, pacTBOPBHI,
CYCIICH3HH) KaK COJIEp’KaHUE OJHOTO WM HECKOJIbKHUX JIEHCTBYIOIIMX BEIISCTB B €IUHHUIIAX MAcChl Ha
eauHUIly o0beMa (HampuMmep, MUJUTUTPaMM/MILTAIUTD) € YKa3aHHeM oOIero oobema JeKapCTBEHHOU

¢bopMmBL.

[Ipu odopmieHun Ha3zHAueHUs JIEKAPCTBEHHOIO IpernapaTa HHAWBHUYaJbHOTO HM3TOTOBJICHUS B
perenite Ha OyMa)KHOM HOCHTENIE WM pelenTe B popMe JIEKTPOHHOTO IOKYMEHTa KOJTUYECTBO TBEP/IBIX
U ChIMy4ynXx (hapMalneBTHUEeCKUX cyOcTaHmmii ykaswsiBaetcs B rpammax (0,001; 0,5; 1,0), ugkux - B
MUJUTHJIUTPAX, TpaMMax M Karuisx.

20. Penentsl Ha OymMakHOM HocuTene, B (popme 3JIEKTPOHHOTO JOKYMEHTa, O(POpPMIICHHBIE Ha
penentypaoM Omanke Gopmbel N 148-1/y-88 w mnpenHasHaueHHBIE NS OTIYCKA JIEKAPCTBEHHBIX
[IpernapaToB, IPEeIyCMOTPEHHBIX MoAnyHKTaMu 1 - 3 mynkra 9 Hactosmero llopsaka, 1eCTBUTENbHEI B
TeyeHue 15 qHe co 1HA opopMIIeHHUS.

21. Penentsl Ha OymMa)kHOM HocuTese, B (popMe 3JIEKTPOHHOTO JOKYMEHTa, O(POPMIICHHBIE Ha
peuentypuoMm Omnanke (opmbl N 148-1/y-04(;1) U npegHa3HauyeHHBIE JIS OTIYCKA JIEKAPCTBEHHBIX
MpemnapaToB rpakaaHamM, ykazanHeIM B myHkTe 10 Hactosmero [lopsaka, nefictButenbHbl B TeueHue 30
THEH co THS 0pOPMIICHHS, 32 UCKITFOYCHUEM CIydacB oOPMIICHHUS pEIenTa B COOTBETCTBUH C ITyYHKTAMHU
38 u 39 nacrosmero [lopsaka, mpu KOTOPBIX OH JEHCTBUTENEH B TeueHUE 15 nHel co aHs odopMiIeHUs.

22. Penentsl Ha OyMa)kHOM HOCHTENE, B (OpME 3JIEKTPOHHOTO JOKYMEHTa, OPOPMIICHHBIC Ha
penentypuoM Onanke (opmbl N 148-1/y-04(;1) m mpegHa3zHauyeHHbIE IS OTIyCKa JIEKAPCTBEHHBIX
MpenapaToB TrpakJaHaMm, JIOCTUTIIMM TMEHCHOHHOTO BO3pacTa, WHBAJIMJAM I€PBOM TPYIIIbI, JETAM-
WHBaJIMAaM, a TakXKe TCpaXkIaHaM, CTPAJAOIIMM XPOHHUYECKUMU 3a00JEBAaHUSIMHU, TPEOYIOUIUMHU
JUTATEIIPHOTO KYpPCOBOTO JICYCHHS, NEHCTBUTENBHBI B TeueHHe 90 nHEell co mHA odopmieHuUs, 3a
UCKITIOYEHHEM Cily4aeB, yKazaHHbIX B mnyHkTax 38 u 39 Hactosmiero Ilopsiaka, mpu KOTOPBIX OH
NefcTBUTENEH B TeueHue 15 aHeit co qus odhopMIteHuUs.

Jis nedeHHs XpOHMYECKMX 3a00JIeBaHUIM YKa3aHHBIM KaTeropusM TpakIaH JEeKapCTBEHHBIE
npenaparsl ¢ 0QOpMIIEHHEM PELENTOB HAa OyMa)KHOM HOCHUTENIE WM PELENTOB B (hOpME DIIEKTPOHHOIO
JOKYMEHTa MOT'yT Ha3Ha4aTbcsl Ha Kypc jedeHus 1o 180 nueit.

23. Penentsl Ha OyMaXHOM HoOcUTeJ€, B (POpME 3JIEKTPOHHOTO JTOKYMEHTA, OPOPMIICHHbIE Ha
peuentypHoM Osanke Gopmel N 107-1/y u npegHa3HaueHHbIE AJIS OTIYCKA JIGKAPCTBEHHBIX MPENapaToB,
MpeAyCMOTpeHHBIX TyHKTOM 11 Hacrosimero Ilopsinka, nelcTBUTENbHBI B TeueHue 60 qHEH co JHA
odopmiteHusl.

HpI/I Ha3HA4YCHUMW TOTOBBIX JICKAPCTBCHHBIX IIpCIapatoB W JICKAPCTBCHHLIX IIPCIIapaToB
WHIUBUAYAIILHOTO U3TOTOBJICHUS MAallMEHTaM C 3a00JIeBaHUSIMH, TPEOYIOIIMMHE JITUTETFHOTO KypCOBOTO
nedeHus1, ¢ opopMiieHneM Ha perentypHoM Onanke ¢popmbl N 107-1/y penienta Ha OyMaXHOM HOCHUTETIE
Wi B popMe dIEKTPOHHOTO IOKYMEHTA YCTaHABIMBAETCS CPOK JEHCTBUS pelernTa B Ipe/esax 10 OJHOTO
roja.

B cnydae ycraHoBieHHs CpOKa JNEUCTBHS peEUENTa B Ipelaenaax g0 OJHOrO roja B pelente
npou3BoauTcss Haamuch: "llo cmenumanpbHOMY Ha3zHaueHUIO", 0003HA4YAETCs] CPOK JCHCTBUS pelenTa u
MEPUONYHOCTD OTIYCKA JICKAPCTBEHHBIX IIPENAPATOB U3 allT€YHOM OpraHU3alWK WM UHAUBUYaTbHBIM
MpealpuHUMAaTeIeM, UMEIOIIUM JIMIEH31I0 Ha (PapMaleBTHUECKYIO JIeATeIbHOCTh <14> (eXeHeaeNnbHO,
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©KEMECAYHO U HHbIC Mepuojbl). JOMOTHUTENBHO 3TO yKa3aHHUE 3aBEpSeTCS MOAMUCHI0 MEIUIIMHCKOTO
paboTHUKA, a TaKKe NeYaThi0 MEAUIIMHCKON opranu3anuu "Iy penentoB" (U1s perenta Ha OyMaXHOM
HOCHTEJIE) UM YCUJICHHOW KBATU(DHUIMPOBAHHON AJIEKTPOHHON MOAMUCHI0 MEIUIIMHCKOTO paOOTHHUKA U
JIULA, YIOJHOMOYEHHOTO 3aBEPSATh JOKYMEHTBI OT UMEHU MEAMIIMHCKOW opraHu3auuu (i pelenta B
(dhopme IEKTPOHHOTO JOKYMEHTA).

<14> Ilynktr 47 yactu 1 crarbu 12 ®enpepanpHoro 3akoHa ot 4 mas 2011 r. N 99-®3 "O
JTUIEH3UPOBAHUN OTACIBHBIX BHJIOB JeATeNbHOCTH" (nasiee - @enepanbhblii 3akoH N 99-03) (Cobpanue
3akoHoarenbcTBa Poccuiickoit deneparuu, 2011, N 19, ct. 2716; 2021, N 27, ct. 5177).

24. PenenThl Ha JICKapCTBEHHBIE Mpenaparhl, BKIOYEHHbIe B mepedeHb [IKY, mis neuenus
MAIUEHTOB ¢ XPOHHYECKUMU 3a00JIEBAHUSIMHU MOTYT OOPMIISIThCS Ha Kype JieueHus 10 60 THEH.

B cnywae, korma kypc jeueHust coctaBiser Oosnee 30 gHEH, TOMOJHUTENBHO B pelenTax Ha
OyMakHOM HOcHUTeNe mpou3BoauTcs Haanuch "[lo cnennanbHOMY Ha3HAYEHUIO", 3aBEpEHHAs! MOITUCHIO
MEIULMHCKOr0 pabOTHHKA M I€4aThl0 MEIUIMHCKOM opraHu3zauuu "Jlias peuenToB", Ha peLenTtax B
dbopMe DICKTPOHHOTO JOKYMEHTa Tpou3Bomutrcs orMetka "[lo crnernuanmbHOMY Ha3HaueHWIO" C
IIPOCTABJICHUEM YCHJIEHHON KBaJIM(UIIMPOBAHHOM 3JIEKTPOHHOM IMOAMUCH MEIUIUHCKOIO pabOTHHKA U
JM1a, YIIOJTHOMOYEHHOTO 3aBEPSTh JJOKYMEHTHI OT UMEHU METULIMHCKON OpraHu3aluy.

25. Peuent Ha OymMaXHOM HocuTele B (opMe DIEKTPOHHOTO JOKYMEHTa, O(GOpPMIICHHBIA C
HapyIlIEHUEM YCTAaHOBJICHHBIX HacTosMM [lopskoM TpeboBaHMil, CUNTAETCSA HEEHCTBUTEIBHBIM.

Il. HasHayeHMe nekapCcTBEHHbIX NpenapaToB NPU OKasaHUuU
MeAULIMHCKOW NOMOLUM B CTaLMOHaAPHbIX YCNOBUSAX

26. Ilpu oka3aHuMM NALUEHTY MEAMIMHCKOW IOMOIIM B CTAllMOHAPHBIX YCIIOBUSAX Ha3HAYCHHE
JIEKapCTBEHHBIX IIPENapaToB MPOU3BOAUTCA 0Oe3 oQopMileHHs pelenTa MEAUIMHCKUM pPaOOTHUKOM
€IMHOJIMYHO, 33 UCKIIIOUEHUEM CIIy4YacB, yKa3aHHbIX B IIyHKTe 27 HacTtosAwmero [lopsaaxa.

27. CornacoBaHMe Ha3HA4EHUs JICKAPCTBEHHBIX IPENAapaToB C 3aBEAYIOIIMM OTAEICHUEM WIN
OTBETCTBEHHBIM JIEKYPHBIM BpayoM JIMOO JPYTUM JIMIIOM, YIIOJTHOMOUYEHHBIM MTPUKA30M IJIaBHOTO Bpaya
MEIUIMHCKOW OpraHu3aliy, a TakXe, MpU HaJIWu4ud, C BpadyoM - KIMHUYECKUM (HapMaKoJOorom
HE00XO0/AUMO B CIIydasix:

1) 0IHOBpEMEHHOT0 Ha3HAUYEHUs IISATH U 00Jiee JIEKApCTBEHHBIX MPENapaToB OJJHOMY HallUEHTY;

2) Ha3HaYeHUs JICKApCTBEHHBIX MpEnapaToB, HE BXOJAIIUX B NE€PEUCHb )KU3HEHHO HEOOXOIUMBIX U
BAXHEHIINX JIEKAPCTBEHHBIX IMpernapaToB <15>, MpU HETUNUYHOM TEUYEHHM 3a00JIeBaHUs, HATIUYUU
OCJIO)KHEHUH OCHOBHOTO 3a0o0jieBaHMA M (WJIM) COIMYTCTBYIOIIMX 3a00J€BaHMN, NpU Ha3HAYEHUU
JIEKapCTBEHHBIX IPENapaToB, OCOOCHHOCTH B3aMMOIEHCTBHSI M COBMECTUMOCTH KOTOPBIX COIJIACHO
MHCTPYKLIMSAM 10 HUX TMPUMEHEHHUIO TMPHUBOIAT K CHHXKEHUIO 3((EKTUBHOCTH U 0€30MacHOCTH
dapmakoTepanuu U (WIK) CO3/1AI0T NOTEHLIUATIbHYIO OMTACHOCTb JIJIS 5KM3HU U 3/10pOBbs MallMeHTAa.

www.consultant.ru CrpaHuua 14 3 47
HafeXXHaa npaBoBad noaaep)xka


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=505891&date=26.01.2026&dst=100147&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=496460&date=26.01.2026&dst=105018&field=134

Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 1094H
"O6 yTBeEpxaeHuM Mopsaka Ha3HaueHUs ekapCcTBEHHbIX NpenapaTos, GopM

peuenTyp...

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 26.01.2026

<15> Yactu 1 crateu 60 DenepanpHoro 3akoHa N 61-O3 (CobpaHue 3aKOHOIATEIIHCTBA
Poccuiickoit ®eneparuu, 2010, N 16, ct. 1815; 2020, N 29, ct. 4516).

B ykazaHHBIX cilydasix Ha3HAu€HHUE JEKAPCTBEHHBIX NpEnapaToB (UKCHPYETCS B MEAULIMHCKOM
JOKYMEHTAllMM [alMeHTa W 3aBepsieTcs MNOAINMChI0 MEIUIMHCKOrO pabOTHHKAa M 3aBelyHOILEro
OTJeJIEHHEM (OTBETCTBEHHOIO JIEKYPHOI'O Bpaya WM JIPYroro yrmoJIHOMOUYEHHOTO JIMLA).

28. MeaunuHCKuii pabOTHUK MEIUIIMHCKOW OpraHu3aluu (€€ CTPYKTYPHOTO IOJApa3/eiieHus),
pAacIoJIOKEHHONM B CEIbCKOM HACEJIEHHOM IIYHKTE, OCYILECTBIIACT Ha3HAYEHUE JIEKapCTBEHHBIX
[IpernapaToB B clAyyasX, yKa3aHHbIX B MyHKTax 27 u 29 Hacrosmero [lopsinka, e AMHOIMYHO.

29. Tlo pemenuro BpadyeOHOW KOMHUCCUM MAalMEHTaM IMPH OKAa3aHUW UM MEIUIIMHCKOW MOMOIIH B
CTAallMOHAPHBIX YCIIOBHSIX HA3HAYAIOTCS JICKAPCTBEHHBIC IpENaparhl, HE BKIIIOYCHHBIC B IEPCUCHb
KU3HEHHO HEOOXOIUMBIX M BaKHEHIIMX JICKAPCTBEHHBIX IIPENaparoB, B ClIydae MX 3aMEHBI H3-3a
WH/IUBUYyAIbHOW HENIEPEHOCUMOCTH, 110 KHU3HCHHBIM MTOKA3aHHSIM.

Pemenne BpaueOHON KOMHCCUH (PUKCUPYETCSI B MEAMIIMHCKOW JOKYMEHTAIMH MAI[EHTA U KYypHAJe
BpaueOHOM KOMHCCUU.

30. B cayuasx oOcnenoBaHusi U JIEYEHMs] T'pakJaHWHA B CTAllMOHAPHBIX YCIOBUSAX B paMKax
NPEJIOCTABICHUST MEIUIMHCKUX YCIYI Ha BO3ME3HOM OCHOBE 3a CYET JIMYHBIX CPEJICTB TpakaaH,
CPEACTB IOPUAMYECKUX JIUI] M HWHBIX CPEACTB HAa OCHOBAaHWUHU JOTOBOpA, B TOM YHCIE JIOTOBOpa
IO0OpPOBOJIBHOTO MEIUIMHCKOTO CTpaxoBaHUs <16>, eMy MOryT OBITh Ha3HAa4eHBI JICKAPCTBEHHBIC
npenaparel, HE BXOIMIIME B IEPEYCHb JKU3HEHHO HEOOXOIMMBIX M BAKHEHIINX JIEKAPCTBEHHBIX
IpernaparoB, €CJIM X Ha3HaYeHUE U MPUMEHEHUE 00YCIOBICHO MEJUIIMHCKIMU TTOKa3aHUSMH.

<16> [locranosnenue IlpaButensctBa Poccuiickoit @enepanuu ot 4 oktsa6ps 2012 r. N 1006 "O06
yTBepkaeHNH [IpaBun npenocTaBieHnss MEUIIMHCKAMHU OPTaHNU3alUsIMH TUIATHBIX METUIIMHCKAX YCITyT"
(CoOpanue 3axkononarenscTBa Poccuiickoit @enepannu, 2012, N 41, ct. 5628).

lll. HazaHayeHMe NeKapCTBEHHbLIX NpenapaToB MpPU okasaHUn
nepBUYHON MeAUKO-CaHUTAPHOM MNOMOLLM, CKOPOU MeAULIMHCKON
NOMOLUM U NaNMaTMBHOU MeAULIMHCKOWN NoMoLLMU

31. Ilpu oka3aHMM TNEPBUYHOM MEIMKO-CAHUTAPHOW MOMOIIM M NAUIMATUBHOW MEIULIMHCKOU
MOMOIIM B aMOyJIaTOPHBIX YCJIOBHSIX Ha3HAY€HWE JIEKAPCTBEHHBIX TMPENapaToB OCYIIECTBIACTCS
MEIUIIMHCKUM paOOTHHUKOM B CIy4asiX TUIIMYHOTO T€YCHHs 3a00JIeBaHUS MAIlEHTa UCXOS U3 TSKECTH U
XapakTepa 3a00JIeBaHHUS.

32. Ha3Hauenue NeKapCTBEHHBIX MPENapaToB MO PEUICHHIO BPauyeOHON KOMHCCHM TIPU OKa3aHUU
MEPBUYHON MEIUKO-CAHUTAPHON TOMOIIH, MAJUTHATHBHOM MEIUIIMHCKON TMOMOIIM B aMOyIaTOPHBIX
YCJIOBUSX MPOU3BOAUTCS B CIIydasix:

1) ogHOBpEMEHHOT0 Ha3HAUYEHHs OJHOMY MAlMEHTY IMATH M Oojee JeKapCTBEHHBIX MpenaparoB B
TEUEHUE OJIHUX CYTOK WJIH CBBIIIE NECATH HAMMEHOBAHUI B T€YEHUE TPUALIATU JHEH;
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2) Ha3HAYeHMsl JIEKAPCTBEHHBIX IMpEnapaToB IPU HETUIMYHOM TEUCHMM 3a00JI€BaHUs, HAIUYMU
OCJIO)KHEHUH OCHOBHOTO 3a0ojieBaHMs M (WIM) COIMYTCTBYIOIIMX 3a00JIeBaHUM, NpU Ha3HAYECHUHU
JIEKapCTBEHHBIX IPENapaTroB, OCOOCHHOCTU B3aUMOJEHCTBHS M COBMECTUMOCTH KOTOPBIX COIVIACHO
MHCTPYKLIHUSAM TI0 MX MPUMEHEHUIO MPUBOIAT K CHIDKEHUIO 3(PPEKTUBHOCTH M OE30MaCHOCTH JICUCHHS
HalueHTa U (WIn) Co3/1ar0T MOTEHIUAIbHYIO OIIACHOCTD IS )KU3HHU U 3/10pOBbs MTALIUEHTA;

3) TEpBUYHOTO HA3HAYCHUS MAIUEHTY HAPKOTUYECKUX H TCHUXOTPOIHBIX JIEKApPCTBEHHBIX
npenaparoB criuckoB I u Il [Tepeuns (B ciydae NpuHATHS PYKOBOIUTEIIEM MEIUIIUHCKONW OpraHU3aluu
pelIeHrs 0 HEOOXOMMOCTH COTJIACOBAaHUS Ha3HAUCHUs TAKMX JIEKAPCTBEHHBIX MIPEMapaToB ¢ BpauyeOHON
KOMHMCCHEH).

33. IloBTOpHOE Ha3HAUEHHE HAPKOTMYECKUX M IICUXOTPONHBIX JIEKAPCTBEHHBIX IpPENapaToB
cnuckoB Il u Il Ilepeuns npousBoaUTCS MEIUIMHCKMM PaOOTHUKOM CAMOCTOSITEIbHO MM €AMHOIUYHO
0e3 yuyacTus BpaueOHOW KOMHCCHH MAIlMEHTaM C BBIPAYKCHHBIM OOJIEBBIM CHHAPOMOM JII0O00TO TeHe3a,
HapylIeHUEM CHA, CYJIOPOXHBIMM  COCTOSHUSIMHM, TPEBOXKHBIMH  paccTpoicTBamu, (hodusmu,
IICUXOMOTOPHBIM BO30YX/IECHUEM.

34. Ilpn oxka3aHMM CKOpPOM MEIMIMHCKOW ITOMOLIM JIEKAPCTBEHHBIE IIpernapaThl Ha3HAYAIOTCS
MEIUIUHCKUM pAaOOTHUKOM BBIC3THOW OpUTagsl CKOPOM IOMOIIM, MEIUIUHCKUM pPaOOTHHKOM
MEIMLUHCKOW OpraHu3aldy IMpH OKa3aHUM MEJUIMHCKOM HOMOIIM IpaxJaHaM Npu 3a00JeBaHMSIX,
HECYACTHBIX Cllyyasx, TpaBMaX, OTPaBICHUAX U JAPYTUX COCTOSHHUSAX, TpPEOYIOIHUX CPOYHOTrO
MEIULMHCKOI0 BMELIATENIbCTBA.

IV. HasHayeHne nekapCcTBeHHbIX NpenapaTtoB rpaxaaHam,
MMeloLWMM NpaBo Ha 6ecnnaTHoe Nony4yeHue nNeKkapcTBeHHbIX
npenapaTtoB WUIU NoJsly4YeHune NeKapCcTBEeHHbIX NpenapaToB
CO CKMAKOW, NPU OKa3aHUU NepBUYHOMN
MeAUKO-CaHMTapHOM NOMOLLM

35. Ilpm oOka3zaHMM TEPBUYHONM MEAMKO-CAHUTAPHOW TOMOIIM HAa3HAY€HHE MEIUIUHCKUM
pa6OTHI/IKOM Ha OCHOBC KIIMHHUYCCKHUX peKOMeHI[aIII/Iﬁ U C y4€TOM CTaHAapTOB MGI[I/IIII/IHCKOI\/'I IIoMo1Iu
<17> nexkapcTBEHHBIX MpENapaTroB, OTMYCKAEMbIX OECIIaTHO WJIM CO CKHAKOW, rpaskJaHaM, UMEIOIINM
MpaBO Ha 00ECIEeUeHUE JICKAPCTBEHHBIMHU MperapaTaMy 3a CYET CPEACTB OFOJKETHBIX aCCUTHOBAHUH
dbenepanpHOro OromKeTa W OIOKETOB cyOBekToB Poccuiickoit ®enepanuu, OCYIIECTBISETCS Ha
pernenrypaom 6manke N 148-1/y-04 (o).

<17> Crarbs 37 ®enepanpHoro 3akoHa N 323-d3 (Cobpanme 3akoHomarenbcTBa Poccuiickoit
®enepaunn, 2011, N 48, ct. 6724; 2021, N 27, ct. 5186).

[Ipu odopminenun penenta Ha Onanke ¢opmbsl N 148-1/y-04(1) Ha OyMakHOM HOCHTENE
oopMIISIFOTCS Z1Ba AK3EMIUISIpa, ONWH M3 KOTOPBIX OCTaeTCs B alTEYHOH OpraHHW3alliH, BTOPOH - B
MEIULIMHCKON JOKYMEHTAIMH MAIHeHTa.

36. IlpaBo Ha3HauaTh JIEKAPCTBEHHBIC Mpemaparhl TpakKJaHaM, UMEIOIUM MPaBO Ha OecriiaTHOE
MOJIyYECHUE JIEKAPCTBEHHBIX MTPENAPATOB WK MOJyYEHUE JIEKAPCTBEHHBIX MPENAPATOB CO CKUJIKOM, TAKKE
HMEIOT:
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1) MeauuuHCcKue pabOTHUKH, paboTaroLe B MEAULIMHCKOW OpraHu3aly 110 COBMECTHTEILCTBY (B
Ipeienax CBOeH KOMIIETEHIINH );

2) MeaMUMHCKHE pPAOOTHHKU CTAallMOHAPHBIX OpTraHU3alMid COLMAJIBLHOrO OOCTY)XKUBAaHUS MpU
HaJU4YUM JIMLIEH3UU Ha OCYIIECTBICHHE MEIUIIMHCKON JAesTelbHOCTH <18>, mpemycmaTpuBaroiei
BBITIOJTHEHHE pPaboT (OKa3aHHWE YCIYr) MO OKa3aHUI0 MEPBUYHOM MEIUKO-CAaHUTApHOM IOMOIIN B
aMOyJaTOPHBIX YCIOBUSAX (HE3aBUCUMO OT BEOMCTBEHHOM MPUHAIIICKHOCTH);

<18> IlynkT 46 yactu 1 crateu 12 ®@enepanpHoro 3akona N 99-03 (Cobpanue 3aKOHOJATEIHCTBA
Poccutickoit ®eneparuu, 2011, N 19, ct. 2716; 2021, N 27, cT1. 5159).

3) MeauIMHCKUE PAaOOTHUKH MEIULMHCKUX OpraHM3allfii, OKa3bIBAIOIIUX MEPBUYHYIO MEIUKO-
CaHWTAPHYIO IOMOIIb, IOJBEIOMCTBCHHBIX (enepabHBIM OpraHaM HCIHOJHUTEILHON BJIACTH WIIN
OpraHaM MCHOJHUTENbHOH BiacTu cyobekToB Poccuiickoit denepanuu;

4) WHAUBUIYyaAJIbHBIC MPEANPUHUMATENIH, OCYIIECTBISIONINE MEIUIIMHCKYIO ACITEIBHOCTh U
BKJIIOUEHHBIE B PEECTP MEIULMHCKUX OpraHHu3alfii, OCYIIECTBISIIONINX JeATENbHOCTh B cdepe
00513aTeTLHOTO METUITMHCKOTO CTPaXOBaHUSI.

37. Ilpu Ha3HauEHUU JIEKAPCTBEHHBIX MpENapaToB rpakJaHaM, UMEIOLIUM MpaBO Ha OecIiaTHOE
MOJIyYeHUE JIEKAPCTBEHHBIX IPENapaTOB WM TOJYyUYECHHUE JICKAPCTBEHHBIX IMPENapaTroB CO CKHUIKOM, B
periente yKasbplBaeTcsi Homep TenedoHa, MO KOTOpOMY pAaOOTHHMK AamnTeYHOW OpraHu3aludd MpH
HEOOXOMMOCTH MOXKET COTJIACOBATH C MEAMIIMHCKUM paOOTHUKOM 3aMEHY JIEKapCTBEHHOTO Tpenapara.

38. Ha3naueHne HapKOTHYECKUX M IICUXOTPOITHBIX JICKAPCTBEHHBIX mpemnapatoB crucka Il [epeuns
(3a MCKITFOUEHUEM JICKaPCTBEHHBIX MPENapaToB B BHJIE TPAHCACPMAIBHBIX TEPANCBTUYCCKHX CHCTEM, a
Takke JIeKapCTBEHHBIX IMPEMapaToB, COAEPKAIIMX HAPKOTHYECKOE CPEICTBO B COUYETAHUH C
AQHTarOHWCTOM OITMOWJIHBIX PEIENTOPOB) TpaXkJIaHaM, WUMEIONIMM IPaBO Ha OeCIUIaTHOE IOIYYCHHE
JIEKapCTBEHHBIX MPENapaToB WM MOJYyUYEHUs JIEKAPCTBEHHBIX MPENapaToB CO CKUAKOW, OCYIECTBISIETCS
Ha perentypHoMm Omanke ¢Gopmbl N 107/y-HII, k xoTopomMy DOMOTHUTEIHHO O(DOPMIISIETCS PELENT Ha
penentypaoM Onanke Gopmbl N 148-1/y-04(;1) (B ABYX dK3eMmIuigpax npu odopmieHuu Ha OyMakHOM
HOCHTEJIE).

39. HazHayeHMe HAPKOTMYECKHUX U IICUXOTPOIIHBIX JIEKAPCTBEHHBIX Npenaparos crucka I [lepeuns
B BHUJE TPAHCACPMAIbHBIX TEPANEBTUYECKUX CHCTEM, HAPKOTHMUECKHUX JIEKaPCTBEHHBIX IpernapaToB
cinucka II Ilepeuns, comepkammx HapKOTHYECKOE CPEICTBO B COYETAHWU C AHTAarOHUCTOM OIHMOUIHBIX
pEeLEenTopoOB, ICUXOTPOIHBIX JIEKAPCTBEHHBIX IpenapatoB crnucka [II Ilepeuns, nexapcTBEHHBIX
IIpenapaToB, BKIIOUEHHBIX B nepeueHb 1IKY, copepxkamuxcs B nmoanyHkre 2 myHkTa 11 Hacrosmiero
[lopsnka, mpenHa3HayeHHbIE JUId JICYEHUS TpPaXKJAaH, HMMEIOLIUX IpaBO Ha OECIUIaTHOE MOIy4YeHHe
JIEKapCTBEHHBIX MPEMNApaTOB WM MOJIyYE€HUE JIEKAPCTBEHHBIX MPENApaToOB CO CKUIKOM, OCYIIECTBISAETCS
Ha penentypHbix Omankax ¢opm N 107-1/y m N 148-1/y-88, k KOTOPBIM JOMOJHUTEIBHO OGOPMIIIETCS
peuent Ha perentypHoM Omanke ¢opmbl N 148-1/y-04(;1) (B 1BYyX 3K3eMIUIApax Mpu o(opMiIeHUH Ha
OyMaXHOM HOCHUTEJNE).
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KOJIMYECTBO

[Tpunoxenue N 1

K [lopsaky Ha3HaueHus
JIEKAPCTBEHHBIX MPENAPATOB,
YTBEPKACHHOMY IIPUKa30M
MuHuncTepcTBa 31[paBOOXpaHEHUs
Poccniickoit enepanuu

oT 24 Hos16ps 2021 r. N 1094u

HAPKOTUYECKUX CPEACTB UM NCUXOTPOINHbLIX BELUECTB, KOTOPOE

MOXET BbITb BbIMMCAHO B O4QHOM PELEENTE

N MexayHapoaHOE HENTATEHTOBAHHOE @dopMa BBIIyCKa U Konunuectso
/Tl | HauMEHOBaHHE HAPKOTHUECKOTO U JIO3UPOBKA
TICUXOTPOITHOTO JIEKAPCTBEHHOT'O
npernapara
1. Bbynpenopdun + Hanmokcon Tabnerku 60 TabneTok
cyonuurBanbsabie 0,2 | (ymakoBka, KpaTHas
mr + 0,2 Mr N 20)
2. Bbynpenopdun PactBop s 30 ammyn (mmpui-
uabeknui, 0,3 mr/ma 1 TIOOMKOB)
MIT
3. Bbynpenopdun TpancnepManbHbIi
IJIaCTHIPh
35 mkr/gac 20 nacteipeit
52,5 mMxr/4ac 10 numacteipen
70 MKr/4ac 5 nnacteipeit
4, Mopdun PactBop miis
UHBEKUUH, pacTBOp A | 20 ammysn (mmpu-
MOJAKO>KHOTO BBEIECHUS TIOOUKOB)
10 mr/mon 1 Mot
S. Konenn + Mopdun + Hockanun + PactBop miis
[TanaBepun + Tebann MOJIKOYKHOTO BBEJICHUS
0,72 +575+2,7 + 20 AVt
0,36 + 0,05 mr/mi 1 mi y
1,44+ 115+54 +
0,72 + 0,1 mr/mi 1 mn
6. Tpumenepunux TaGnerku 25 mr 50 TabneTok
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7. Tpumenepunra PacTtBop miid nabEKIUI 20 ammys (wmpu-
10 mr/mn 1 Mo T1OGUKOR)
20 mr/mi 1 ma
8. Mopdun Tabnerku (Karcyisr) 180 Tabnerox
MIPOJIOHTUPOBAHHOTO (karrcym)
NerCTBUS 60 Tabierox
10 mr (karrcym)
30 mr 40 TabneTok
60 Mr (karrcym)
100 mr 20 TabneTok
200 mr (karrcym)
20 tabneTox
(karrcym)
9. Mopdun Tabnerku
5wmr 100 TabmeTox
10 mr 100 Tabmerok
10. Mopdun Kannu nns npuema
BHYTpPb 20 mr/mut 20 mi 4 dnaxona
11. Mopdun PactBop miig npuema
BHYTPb (MOHOO3BbI)
2 Mr/mn 5 min 100 ammyn /3
6 Mr/mi 5 mi 80 ammyn /3
20 mr/mn 5 M 30 ammyn /3
12. OxkcukonoH + HamokcoHn Tabnerkn
MIPOJIOHTUPOBAHHOTO
JEUCTBUSA
Swmr+2,5wMr 100 TabaeTok
10 Mr + 5 mr 60 TabneTok
20 mr + 10 mr 40 TabneTok
40 mr + 20 mr 20 tabneTox
13. | IlpormonundernmTokcHITIIIUIepH | TableTku 3alievyHble 50 Tabnerok
TUH 20 mMr
14. deHTaHuI [InacTeipp
12,5 mkr/gac 20 macTeipeit
25 mxkr/4ac 20 mnacTeipen
50 Mkr/4ac 10 nuacteipen
75 MKr/4ac 10 nuacteipeit
100 mkr/gac 10 nuacteipen
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Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 1094H
"O6 yTBeEpxaeHuM Mopsaka Ha3HaueHUs ekapCcTBEHHbIX NpenapaTos, GopM

[okymeHT npepoctasneH KoHcynbTaHTI0C

[aTta coxpaHeHus: 26.01.2026

peuenTyp...
15. deHTaHuI Crpeil Ha3aIbHBIN
®naxon 50 MKr/1m03a
2,0 mut (10 mo3) 24 ¢nakona
3,2 M (20 mo3) 12 ¢phnakoHOB
5,0 mi (40 m03) 6 bmakoHOB
®nakon 100 MKkr/mo3a
2,0 M (10 m03) 12 ¢pnakoHoB
3,2 M (20 mo3) 6 drakoHOB
5,0 mi (40 103) 3 dbnakona
@nakon 200 MKr/mo3a
2,0 i (10 no3) 12 pakonoB
3,2 M (20 mo3) 6 drakoHOB
5,0 mu (40 03) 3 dbnmakona
[Ipunoxenue N 2
k [Topsiaky Ha3HAUCHWMSI
JIEKapCTBEHHBIX MPENapaToB,
YTBEPXKJIECHHOMY IIPUKa30M
MuHHCTEpCTBA 31PaBOOXPAHEHUS
Poccuiickoit denepanuu
oT 24 Hos16ps 2021 r. N 1094n
CnpaBo4yHO
PEKOMEHOOBAHHbIE K UCTTOJIb3OBAHUIO COKPALLEHUA
nP1 OPOPMITEHUN PELIENTOB
N | Coxkpamienue [TonHoe Hanucanue ITepeBog
n/m
1. aa ana 110, IOPOBHY
2. ac., acid. acidum KHCJIOTa
3. aer. aerozolum a’po30J1b
4. amp. ampulla amIryna
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Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 1094H
"O6 yTBeEpxaeHuM Mopsaka Ha3HaueHUs ekapCcTBEHHbIX NpenapaTos, GopM

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 26.01.2026

peuenTyp...
5. ag. aqua BOJIA
6. aq. purif. aqua purificata BOJIa OUHIIICHHAS
7. but. butyrum Maciio (TBepoe)
8. caps. capsula KarcyJsa
9. comp., cps compositus (a, um) CIIOKHBIH
10. D. Da (Detur, Dentur) Beinaii (ITycts Beimano, Ilycts
OyZeT BBIIAHO)
11. D.S. Da, Signa Detur, Signetur Brinait, 06osnaus Tlycrs Oyner
BbI1aHO, O003HAYEHO
12. D.t.d. Da (Dentur) tales doses Boinait (ITycts OynyT seirans:)
TaKHUE€ O03bI
13. dil. dilutus pa3BeCHHBIN
14. | Div. in p. aeq. Divide in partes aequales Paznenu Ha paBHBIE YacTh
15. emuls. emulsio OMYIIbCUS
16. extr. extractum JKCTPAKT, BBITSDKKA
17. in enem. in enemas B MHKDPOKJIM3Max
18. F. Fiat (fiant) [TycTp o6pazyercs (0OpazyroTcs)
19. gran. granulum TPaHyJIbI
20. ot., gtt gutta, guttae Karuis, Kari
21. gtt. peror. guttae peroralis KaIUTH JJ1s TIpUeMa BHYTPb
22. inf. infusum HacTOH
23. in amp. in ampullis B aMITyJiax
24. in tab. in tab(u)lettis B Ta0JIeTKax
B Ta0JIETKax C
25. | in tab. prolong. in tab(u)lettis prolongatis MPOJIOHTUPOBAHHBIM
BBICBOOOXKIEHUEM
B TaOJIETKax C
26 in tab. prolong, in tab(u)lettis prolongatis MPOJIOHTUPOBAHHBIM
' obd. obductis BBICBOOOYK/ICHHEM, ITOKPBITHIX
000J104KOi
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Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 1094H

"O6 yTBeEpxaeHuM Mopsaka Ha3HaueHUs ekapCcTBEHHbIX NpenapaTos, GopM

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 26.01.2026

peLenTyp...
27. in tubul. in tubulis B TIOOMKaxX

28. lin. linimentum JIMHAUMEHT

29. lig. liquor JKUIKOCTh

30. lot. lotion JIOCHOH

31. m. pil. massa pilularum IUTIOJbHAS Macca

32. | membr. bucc.

membranulae buccales

IIJICHKHU 3alllCYHbIC

Cwmenrai

33. M. Misce, Misceatur (Iyers ByieT cMemano)
34. mixt. mixtura MHKCTYpa

35. N. numero YUCIIOM

36. ol. oleum Maciio (KUIKOE)

37. past. pasta nacra

38. pil. pilula, pilulae IIAITEOJIS, TTHITFOJIH
39. p. aeq. partes aequales pPaBHBIE YaCTH

40. | ppt., praec. praecipitatus OCaXKICHHBII

41. pulv. pulvis MOPOIIOK

42. q S quantum satis CKOJIBKO HOTpI—(I?f;/:TC}I, CKOJIBKO
43. r., rad. radix KOpEHb

44, Rp. Recipe Bo3bsmu

45, Rep. Repete, Repetatur HOBT(E)OPLS;[;’;;E)@HGT
46. rhiz. rhizoma KOPHEBHUIIIC

a.| s Signa, Signetur Obosane (Tyems Syer
48. sem. semen cems

49, simpl. simplex MIPOCTOM

50. Sir. sirupus CHpPOII
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Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 1094H

"O6 yTBeEpxaeHuM Mopsaka Ha3HaueHUs ekapCcTBEHHbIX NpenapaTos, GopM

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 26.01.2026

pewenTyp...

51. sol. solutio pacTBop

52. spr. spray cpei

53. spr. nas. spray nasale crpel Ha3aabHBINA

54, supp. suppositorium CBeYa, CYIIO3UTOPHUI

55. susp. suspensio CYCIICH3HsI, B3BECh

56. tab. tab(u)letta TabaeTKa

57. t-ra, tinct. tinctura HacTOKa

58. tubulis tubulis TIOOUKH

59, STT Systema Therapeutica TpancaepmanbHas
Transcutanea TepaneBruueckas Cucrema

60. ung. unguentum Ma3b

61. vitr. vitrurn CKJISTHKA

[Tpunoxenue N 2

K IIpuKa3y MuUHHCTEpCTBA 31paBOOXPAHEHUS
Poccuiickoit denepanuu

oT 24 Hos16ps 2021 r. N 1094n

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

MUHHUCTEPCTBO 3APAaBOOXPAHEHUS
Poccuiickoit ®enepanun

Kox ¢opmer mo OKY /1
Kon yupexnenus no OKITO

MCI[I/IIII/IHCKEUI JOKYMCHTAaIUA

Haumenosanue (1ramin)
MEIUIIMHCKOW OpraHu3anuu

HaumenoBanue (1ram)
WHIUBUIYATBHOTO TIPS IITPHHUMATETS
(Yykazatpb agpec, HOMep U J1aTy JUICH3UH,
HaUMEHOBAHKE OpraHa rocyaapCTBEHHOM
BIIACTH, BBIIABIIETO JIUIICH3HIO)

®opma N 107-1/y

YTBepKaeHa IPUKa30M
MuHucTepcTBa 3[paBoOXpaHEHUS
Poccuiickoit denepanun

ot 24 Hos16ps 2021 1. N 1094n
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Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 1094H
"O6 yTBeEpxaeHuM Mopsaka Ha3HaueHUs ekapCcTBEHHbIX NpenapaTos, GopM

peuenTyp...

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 26.01.2026

PELIEIIT
(B3pOCTBIN, IETCKUI - HYKHOE MOTYEPKHYTh)
" n 20_ 1_,.

CDaMI/IJ'H/IH, nHUOuaJibl UMCHHU U OTUYECTBA (HOCJ’IC,I[HGG - Ipu HaJ'II/I‘{I/II/I)
nanmucHTa

Jara poxnenus

damuiis, THAIIAIBI UMEHU M 0TYeCTBa (TIOCTICIHEE - PU HATWIHH )
neydarero Bpada (denpamnepa, akymepKu)

pyo0.[kom.| Rp.

[Tonnucs M.IIL.
U 1eyaTh Jieyallero Bpaya
(monmuck Qenpamepa, aKymepKu)

Peuent mericrBuTeJeH B TeueHue 60 mHer, mo 1 rToma ( )
(HyXHOEe TOIYEepPKHYTH) (yKazarob
KOJIMUYEeCTBO IHEN)

O6opoTHas CTOpoHa

OtMeTKa 0 Ha3HAYCHUH JICKAPCTBEHHOTO
nperapaTa 110 pelieHHIo BpadyeOHOM
KOMHCCHH
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Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 1094H

"O6 yTBeEpxaeHuM Mopsaka Ha3HaueHUs ekapCcTBEHHbIX NpenapaTos, GopM AokymeHT npeaoctasner KorcynetaHTrinioc

[aTta coxpaHeHus: 26.01.2026

peuenTyp...
IIpurorosun IIposepui Otnyctun
O®OPMA PELEIITYPHOI'O BJIAHKA N 148-1/Y-88
MUHHCTEPCTBO 3/IpaBOOXPAaHEHUS Kox dopmer mo OKVY /[ 3108805
Poccuiickoit ®enepanun MenuuuHcKas JOKyMEHTalMs

®opma N 148-1/y-88
YTBepxkAcHa IPUKA30M
MuHucTepceTBa 34paBoOXpaHEHUS
Poccuiickoit ®enepanun

ot 24 Hos0ps 2021 r. N 1094u

Haumenosanue (1urami)
MEIULMHCKONW OpraHu3aliu

HaunmenoBanue (mramir)
WHIVUBUIYATBHOTO TIPS IITPHHUMATEIS
(Ykasath azpec, HOMEp U JIaTy JIMICH3UH,
HAaUMEHOBAHHE OpraHa rocyIapCTBEHHOM
BJIACTH, BBIIABIICTO JIMIICH3HUIO)

e | | ][] v L L L L

PELIEIIT "o 20 1.
(mara odopmiteHUSI-pererTa)

(B3pOCBIH, IETCKUM - HYKHOE MOTYEPKHYTh)

CDaMI/IJ'II/ISI, HMHHUIWAJIbl UMCHHU U OTYCCTBA (HOCJ'ICI[HCC - IIpA HaJ'II/I‘lI/II/I)
nanyuecHTa

Jarta poxneHus

Anpec MecTa JKHTENbCTBAa MWIM N MEIUIIMHCKOM KapThl aMOyJlIaTOpHOTO TAaIMeHTa,
MOJIYYArOLIEro MEIUIMHCKYIO IIOMOIIb B aMOyTaTOPHBIX YCIOBUAX

damunus, THUIMAIBI UMEHU U 0T4YecTBa (TIOCeIHee - IPU HATUYHH)
Jevainero Bpava (¢enpaiiepa, aKymepku)

Pyo0. Kom. Rp:
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Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 1094H
"O6 yTBeEpxaeHuM Mopsaka Ha3HaueHUs ekapCcTBEHHbIX NpenapaTos, GopM

peuenTyp...

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 26.01.2026

[Toanuce u neyarts jeqaiero Bpada M.IL
(moxmuck Qenpamepa, aKymepKu)

Pertent geiicrBuTeneH B Teuenue 15 quen

O6opoTHas cTOpoHa

OTMeTKa 0 Ha3HAYEHHUH JIEKAPCTBEHHOTO
rpernaparta 1o peueHuo BpauyeOHon
KOMUCCHUH

IIpuroroBun [Iposepui Otnyctun

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

MHUHUCTEPCTBO 3APABOOXPAHECHUS YTBEPXJIEHA
Poccuiickoit denepanuun MECTO  npukazom Munucrepcrsa
JJTA 3ApaBOOXPAHECHUS

IOTPUXK  Poccuiickoit ®enepanuu
OHIA <*> ot 24 Hos10ps 2021 1. N
1094u

Iramm
Kon

M€,ZII/II.[I/IHCKOI71 oprannu3aliuin
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Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 1094H
"O6 yTBeEpxaeHuM Mopsaka Ha3HaueHUs ekapCcTBEHHbIX NpenapaTos, GopM

peuenTyp...

[okymeHT npepoctasneH KoHcynbTaHTI0C

[aTta coxpaHeHus: 26.01.2026

Iramm
Kon

HHIUBUAYAJIBHOI'O IPCAIIPUHUMATEIIA

Kox ¢hopmer mo OKY /1 3108805

®opma N 148-1/y-04()

Kon

KaTeTOpUM | HO30J0TUYECKON
rpakaad | ¢opmsl (mo MKB)

Kon

Hcrounuk puHaHCHpOBaHUS:
(MOaYEepKHYTH)

1. ®enepasibHBIN OIOKET

2. bromxer cyobekTa Poccuiickoit
denepanuu

3. MyHuIMnanbHbIA OFOIKET

% OILIATHI:
(MO4epKHYTD)

1. becmatao
2. 50%
3. uaon %

PELIENT Cepus

damunusi, THUIMAIBl MMEHU U OTYeCTBa (TOCTIEAHEE - MPHU
HaJUYMH) ITalHCHTA

Jara odopmicHwUs:

20 1.

[ara poxnaenus

CHUIIC

N nonuca
00513aTEJILHOTO
MCIAUITUHCKOT'O
CTpaxOBaHHS:

HOMep MEIHUIIMHCKON KapThl MalUCHTA, [MOJYyHYaronero MEANIUHCKYIO ITIOMOIIbL B aM6y.TIaT0pHBIX

YCIIOBUSIX

damunus, THUIMAIBI UIMEHU U 0T4YeCTBa (TIOCeIHEee - TPU HATUYHH)
Jevainero Bpaya (¢enpaiiepa, akymepku)

Py0. Konm.

O PSP
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Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 1094H
"O6 yTBeEpxaeHuM Mopsaka Ha3HaueHUs ekapCcTBEHHbIX NpenapaTos, GopM

peuenTyp...

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 26.01.2026

ST [ ] - SRR

HOI[HI/ICB M 11ICYaTh JIeHalero Bpavda

M.IL
(moamuck Qenpamepa, aKymepKH)

Peuent neticrBurenen B TeueHue 15 aueit, 30 gueit, 90 nueli (Hy)KHOE TOTYEPKHYTH)

OTnyuieHo no penenry: ToproBoe HaMMEHOBAHUE U TIO3UPOBKA:
Hara ormiycka: " " 20 . Konuuecto:
[TpuroroBuit: [Tpoepuit: Otnyctuit:

Kopemok penentypHoro 01anka Cnoco6 npuMeHeHUs:

HayMeHOBAHIE [IponoKUTENBHOCTD THen

JICKApCTBCHHOT'O IIperiapara:

Jlo3upoBka: KonndecTBO mpueMoB B A€Hb: pa3

Ha 1 npuewm: en.

<*> B ciy4ae M3rOTOBJICHUS PEIENTYPHOTO OJIaHKa C UCTIOJIb30BAHHEM KOMIBIOTEPHBIX
TEXHOJIOTHUMU.

O6opoTHas CTOpoHa

OtMeTKa 0 Ha3HAYCHUH JICKAPCTBEHHOTO
nperapaTa 110 pelieHHIo BpadyeOHOM
KOMHCCHH
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Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 1094H

"O6 yTBeEpxaeHuM Mopsaka Ha3HaueHUs ekapCcTBEHHbIX NpenapaTos, GopM AokymeHT npeaoctasner KorcynetaHTrinioc

[aTta coxpaHeHus: 26.01.2026

peuenTyp...
[IpuroToBun [Iposepuin Otnyctuin
[Ipunoxenne N 3
K MprKa3y MUHUCTEPCTBA 37paBOOXPAHCHUS
Poccniickoit enepanuu
oT 24 Hos16ps 2021 r. N 1094H
NOPAOOK
OPOPMJIEHNA PELENTYPHbBIX BJIAHKOB HA JIEKAPCTBEHHbBIE NMPEMNAPATDI,
NX YYETA N XPAHEHUA

I. OchopmneHue peuenta Ha GyMmaHOM HocuTene

1. Ha penentypubix 6mankax ¢gopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(;1) B 1eBOM BepXHEM
YTy MPOCTaBISETCS INTaMIT MEAMIIMHCKOW OpPTaHM3aIllii C YKa3aHHEeM e¢ HAaMMCHOBaHWs, ajapeca |
TenedoHa ¢ 1aToW BBIMUCKH (1aTol 0(hOpMIICHHS ) pelieriTa Ha JIKAPCTBEHHBIN Tpenapar.

HononuurensHo Ha penentypHoM Onanke ¢opmer N 148-1/y-04(s1) mpoctaBisieTcss Kon
MEIUIIMHCKOW OpraHu3allid B COOTBETCTBUU € (OCHOBHBIM TOCYJAapPCTBEHHBIM PETUCTPALIMOHHBIM
Homepom (nanee - OI'PH).

Cepust penentypHoro Omanka ¢opmbl N 148-1/y-04(1) BkimrouaeT koj cyObekTa Poccuiickoii
denepanuu, COOTBETCTBYIOMMM ABYM MepBbIM mudppam OOmEepoccuiickoro kiaccudukaTopa 0o0HEKTOB
aJIMUHUCTPaTUBHO-TEppUTOpUAIbHOTO Jenenus (nanee - OKATO).

Paspermaercs u3roraBnuBarh perentypubie Omanku ¢popmel N 107-1/y u dopmber N 148-1/y-04(x) ¢
MIOMOIIIbKO KOMITBIOTEPHBIX TEXHOJIOTUH.

Peuenrypusie Omanku  (opmbl  Gopmbl N 148-1/y-88 W3roTaBIMBarOTCS HCKITIOYUTEIBHO
TUNIOTPadCKUM CIIOCOOOM.

2. Ha penentypubix OsaHkax, oOQOpMISEMBbIX WHIUBUIYaIbHBIMU MpPEINPUHUMATEISIMH,
UMEIOLUMH JIMIEH3UI0 Ha MEIUIMHCKYIO JeATeNIbHOCTh, B BEPXHEM JIEBOM YIUNIy THUIIOTPadCKUM
CIOCOOOM WJIM TyTeM NPOCTABICHMS MITaMIa JOJDKeH OBITh yKa3aH aapec WHAWBUIYAIbHOTO
MpEeANpPUHUMATENS, HOMEpP M JaTa JUIEH3UM, HANMEHOBAaHWE OpraHa TOCYJAapCTBEHHOM BIACTH,
BBIJIABIIETO JIULEH3HIO.

3. Penentypubie Omanku ¢dopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n) 3amomHstOTCS
MEIUIIMHCKUM paOOTHUKOM YEepPHIJIAMHU WM IAPUKOBON PYUKOH.
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Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 1094H
"O6 yTBeEpxaeHuM Mopsaka Ha3HaueHUs ekapCcTBEHHbIX NpenapaTos, GopM

peuenTyp...

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 26.01.2026

4. Jlomyckaetcst opopMIIeHHE BCEX PEKBU3UTOB (32 MCKIIOUEHHEM pekBu3uTa "[loamuck Jieuariero
Bpaua (moanuch (enpamiepa, akymepku') penentypHsix 6mankoB Gopmbl Gopmbr N 107-1/y, dopmber N
148-1/y-88 u popmbl N 148-1/y-04(1) ¢ HCIIONIB30BaHUEM IT€UATAIOIINUX YCTPOMCTB.

5. Odopmnenne peuentypubix OmankoB ¢opmbel N 148-1/y-04(;) Brimrodaer mudpoBoe
KOJIMPOBaHUE.

[ludpoBoe KoaupoBaHHE yKa3aHHBIX PELENTYPHBIX OJaHKOB BKIIIOYAET:

1) xog MemuuuHckou opranuzamuu (OI'PH) wiam kon WHAMBUAYAIBLHOTO MNPEANPUHUMATENS B
coOTBETCTBUU C (OCHOBHBIM T'OCYJapCTBEHHBIM PETUCTPALMOHHBIM HOMEPOM HHAUBUIYaTBHOTO
npeanpuanmatens (nanee - OI'PHUII), mpocTaBiisiemMblii TPy U3TOTOBJICHUH PELECTITYPHBIX OJIAHKOB;

2) KOJI KaTeropu TpaxJaH, UMEIONIMX IPaBO Ha TOJIYYCHHE JIEKAPCTBEHHBIX IpPENapaTtoB B
COOTBETCTBHUHU CO cTarbeil 6.1 denepanbHoro 3akona ot 17 uronst 1999 r. N 178-D3 "O rocynapcTBeHHOM
conpanbHOi momoumm" <1>, W KojJ Ho30J0rH4YecKod (GopMbl MO0 MeXITyHApOJHON CTATHCTUYECKOM
kiaccuukanuu OoJie3He M MpoOieM, CcBsA3aHHBIX co 3a0poBbeM (10-i mepecmotp) (mamee - MKD),
3aIlOJTHSICMbIE JICUAIIMM BPAdyoOM IyTEM 3aHECCHHS KaXIO0H IMUGPBI B MyCThIC SYCUKH, TIPU ITOM TOYKa
MIPOCTABJISIETCS B OTACTBHOM Aueiike;

<1> Cobpanue 3akoHoaarenbcTBa Poccuiickoit @enepammu, 1999, N 29, cr. 3699; 2020, N 52, cr.
8577.

3) orMerky 00 wuctouHuke (uHaHCUpOBaHUs ((emepabHbIl OmKeT [1], OMOKEeT CyOBEeKTa
Poccuiickoit @enepanuu [2], MyHUIMNATbHBIA Or0mKeT [3]) U mpoleHTe ormaThl peuenta (O6ecriaTHO
[1], 50% [2], wHOH % [3]);

4) mTPUX-KOJ - JTOTOJHUTENBHBI PEKBU3UT (B Cllyyae M3TOTOBJIECHUS Ha TEPPUTOPUU CYyObEKTa
Poccuiickoit @enepanuu penenTypHOro 0J1aHka ¢ UCIIOJIb30BaHUEM KOMIIBIOTEPHBIX TEXHOJIOTH).

6. B peuentypnsix O1ankax ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(x1) B rpade "Damumnmus,
WHUIMAIbl MMEHM W oTyecTBa (MOCIeAHee - IpH HaJIWM4uMu) ManueHTta" yKasblBaloTcd (aMuius,
MHUIMAJIBI MMEHU M OTYeCTBa (TIOCNIeAHEee - MPU HAIMYMM) MAlUEeHTA.

7. B penentypubix Omankax ¢opm N 148-1/y-88, N 107-1/y u N 148-1/y-04(1) B rpacde "[ara
poXxIeHus" yKa3bIBaeTCs JaTa pOKJIEHHs MalueHTa (YMcio, MecsL, rox).

JlonomHUTENBHO B penenTtypHbix OmaHkax ¢Gopmer N 148-1/y-88 u dopmer N 107-1/y mis nereit B
Bo3pacte 110 1 roga B rpage "Jlata poxxaeHus" yKa3bIBaeTCsl KOJIUYECTBO MOJHBIX MECSIIEB.

8. B peuentypubix Onankax ¢opmbl N 148-1/y-04(1) B rpadax "CHWJIC" u "N mnonuca
0053aTeNIbHOTO MEIUIMHCKOIO CTpaxoBaHMA" YKa3bIBAIOTCA CTPAaXOBOW HOMEP WHAWBUIYAIBHOTO
JUIEBOro cyera rpaxaanuHa B [lencuonnom ¢oune Poccuiickoit @enepanun (CHUIIC) (mpu Hanuuun)
¥ HOMEp ToJKca 0053aTeTbHOTO MEIUIIMHCKOTO CTPaXOBaHMSL.

9. B penentypubix Omankax ¢Gopmer N 148-1/y-88 B rpade "Anpec mecra KUTEIHCTBA I HOMEP
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MEIULMHCKOW KapThl MalMEHTa, MOJIyYarollero MEJUIMHCKYIO IOMOIIb B aMOYIAaTOPHBIX YCIOBUAX',
YKa3bIBAE€TCSl TOYTOBBIM aJapec MecTa JKUTENbCTBA (MecTa NpeObIBaHMS HIM MecTa (DaKTHUYECKOro
IIPO’KMBAHUA) NAlMEHTa WIK HOMEp MEIUIMHCKOM KapThl MalMeHTa, IOJYYarollero MEIUIIMHCKYIO
MOMOIIb B aMOYyJIaTOPHBIX YCIOBUSIX <2>.

<2> [lpuka3z MunuctepcrBa 3apaBooxpanenus Poccuiickoit @enepanuu ot 15 gexabpst 2014 r. N
8341 "OO yTrBepXkAcHUU YHU(PUIHMPOBAHHBIX (OPM MEIAMIIMHCKON TOKYMEHTAIIUH, HCIIOJIb3yEeMBIX B
MEIUIIMHCKUX OpPTaHU3aIUsAX, OKA3hIBAIONIUX MEIUIIMHCKYIO MOMOIIL B aMOYJIaTOPHBIX YCJIOBUSX, H
MOPSIIKOB TI0 UX 3amojHeHuto" (manee - Ilpukas N 834H) (3apeructpupoBadH MUHHCTEPCTBOM HOCTUIIMH
Poccuiickoit @eneparun 20 despans 2015 1., peructpanmonusii N 36160) ¢ u3MeHEHHSIMH,
BHECEHHBIMH ITpUKa3zaMu MUHHCTEPCTBA 3paBooxpaHeHus Poccuiickoit @enepanun ot 9 ssuBaps 2018 1.
N 2 (3apeructpupoBan MunuctepctBoM roctuiuun Poccuiickoit ®enepanuu 4 anpenst 2018 r.,
peructpanroHHbii N 50614), ot 2 Hos6ps 2020 r. N 1186H (3aperucrpupoBaH MHUHHCTEPCTBOM
toctuninu Poccutickoit @enepammu 27 Hosiops 2020 1., peructpanuonsbiii N 61121).

Vkazanue u aapeca MeCTa JKXUTCIILCTBA U HOMEpA MEIHUIIMHCKOMN KapThbl MallkeHTa, NOJYy4aromcro
MCIUIHUHCKYHO ITOMOIIb B aM6y.]'IaT0pHBIX YCIOBUAX, HEC SABJISACTCA OIIINOKOIA.

B penentypnbix 6mankax ¢popmer N 148-1/y-04(x1) B rpade "Homep MeIUIIMHCKON KapThl MAIIUCHTA,
MOJTYYAOIIEro MEIUIIMHCKYIO IIOMOIb B aMOYJIaTOPHBIX YCIOBHSX" YKa3bIBaeTCS HOMEP MEIUIMHCKOMN
KapThl MALMEHTA, [TOJIYYaOLIEro MEAUIIMHCKYIO TOMOLIb B aMOyJIaTOPHBIX YCIOBHIX <3>.

<3> [Ipuka3 N 834n.

10. B rpade "damuiusi, ”HUIIHAIBI UMEHU U 0TYeCTBa (MTOCJIEIHEE - TIPU HAIMYWH ) JICUaIlero Bpaya
(penpamepa, akymepku)" peuentypHbeix 6mankoB gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(xn)
YKa3bIBAIOTCS TIOJIHOCTHIO (aMHIIUSl, WHHUIMAIBI WMEHH, OTYecTBa (TOCIEIHEee - TpU HAJTHYUH)
MEIULMHCKOT0 pabOTHUKA, HA3HAYMBIIETO JICKAPCTBEHHBIE NpenapaTbl U 0(OPMUBIIETO PELETIT.

11. B rpade "Rp" penentypueix OmankoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(xm)
yKa3bIBaETCS:

1) HauMeHOBaHKE JIEKAPCTBEHHOTO TIpernapara (MeKIyHapoJHOE HEMATEHTOBAHHOE HAUMEHOBAHHE,
IPYIIMPOBOYHOE MIIM XUMUYIECKOe HAMMEHOBAHUE, TOPIOBOC HANMEHOBAHHNE) HA JIATHHCKOM SI3BIKE HJIH
Ha PYCCKOM sI3bIKE, (hOpMa BBIITYCKa, JO3MPOBKA, KOJHUECTBO (YKa3bIBAETCS MPOIKCHIO HAa PEENTYPHOM
omanke ¢popmer N 107/y-HIT);

2) cnoco0 HpUMEHEHHUs JIEKApCTBEHHOTO Ipernapara Ha ToCydapCTBEHHOM si3blke Poccuiickoit
Qenepanuy WIM Ha TOCYAapCTBEHHOM s3bike Poccuiickoii denepanuu U roCylapCTBEHHOM S3bIKE
pecnyOIIMK U UHBIX si3bIKax Hapos10B Poccuiickoit deneparun <4>.

<4> Yactp | crarpu 15 3akona Poccuiickoit ®eneparuu ot 25 oktsiops 1991 r. N 1807-1 "O

www.consultant.ru CrpaHuua 31 3 47
HafeXXHaa npaBoBad noaaep)xka


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=476883&date=26.01.2026&dst=100042&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=476883&date=26.01.2026
https://login.consultant.ru/link/?req=doc&base=LAW&n=476883&date=26.01.2026&dst=100042&field=134
https://login.consultant.ru/link/?req=doc&base=LAW&n=476883&date=26.01.2026
https://login.consultant.ru/link/?req=doc&base=LAW&n=449609&date=26.01.2026&dst=100090&field=134

Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 1094H
"O6 yTBeEpxaeHuM Mopsaka Ha3HaueHUs ekapCcTBEHHbIX NpenapaTos, GopM

peuenTyp...

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 26.01.2026

s3bIKax HapoaoB Poccuiickoit Denepanun" (nanee - 3akon N 1807-1). (BegomocTu chbe3ga HapOAHBIX
nenyratoB PCOCP u Bepxosuoro Cosera PCDOCP, 1991, N 50, ct. 1740; CoOpanue 3akoHOAATEIbCTBA
Poccutickoit ®eneparuu, 1998, N 31, ct. 3804).

Koncynsrantlntoc: npumedanue.
Hym™mepanus myHKTOB JaHAa B COOTBETCTBUU C O(PUIIMATBHBIM TEKCTOM JI0KYMEHTA.

13. ITpu oopmiieHNH pelenTypHBIX OJIAHKOB 3aMpeIIaeTcs OrPaHNYUBATHCS OOIIUMHU YKA3aHUSMH,
Hanpumep, "Buyrpennee", "M3BecTHo".

14. Peuent, odhopmieHHslil Ha penentypHoM Omanke Gopm N 148-1/y-88, N 107-1/y u N 148-1/y-
04(J1), moaMHChIBACTCS METUITTHCKHM PA0OOTHUKOM U 3aBEPSIETCSI €ro MeYaThio.

Penent, ohopmiennsiii Ha perientypHoM Onanke ¢opmbl N 148-1/y-88 u dopmsr N 148-1/y-04(1),
JOTOJTHUTEIIBHO 3aBEpSeTCs NeUaThbio MeIUIIMHCKON opranu3aiyn "/1s penenTos'.

st penienta, odopMieHHOTO Ha pernentypHoMm Omanke Gopmel N 107-1/y, nanwmuue newarn "J{ns
penenToB" He ABISETCS 0053aTeIbHBIM.

15. Ha onaom penentypaoM Osianke ¢hopmbl N 148-1/y-88 u dopmbr N 148-1/y-04() paspenraercs
OCYIIECTBIIATh HA3HAYCHUE TOJIHKO OJTHOI0 HAMMEHOBAHHMSI JIEKAPCTBCHHOTO Mperapara.

Ha omnom peuentypHom Omnanke ¢opmbel N 107-1/y paspemiaercsi OCYIIECTBIISTh Ha3HAYEHUE
TOJILKO OJIHOTO HANMMEHOBaHHWs JICKApCTBEHHOTO mpemapara, otHocsmerocs 1o ATX k
anTuncuxoruyeckuM cpeacrsam (kox NOSA), ankcuonutukam (koa NOSB), CHOTBOPHBIM U CETaTUBHBIM
cpeanctBam  (kog NOSC), antuaenpeccantam (kox NO6A) u  He TOmISXKAIIEro IPEIMETHO-
KOJIMYECTBEHHOMY Y4Y€Ty, M JO TpEeX HaUMEHOBAHHMH JIEKAPCTBEHHBIX IMpENnapaToB - JUIsI HMHBIX
JIEKApCTBEHHBIX IIPENapaToB, HE OTHECEHHBIX K BbIIeyKa3aHHbIM ATX.

16. VictipaBienust B perienTe He AOMYCKarOTCs.

17. TIpu opopmienun perentypHbix 01ankoB Gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(11) na
JIeKapCTBEHHBIE TMpEenapaThl, Ha3HAYCHHbIE IO PEHICHWI0 BpadyeOHOW KOMHCCHHM, Ha 000poTe
pelenTypHoro OjJaHKa CTaBUTCA CHeldanbHas OTMETKa (IITamm).

18. Ha penentypnom 6manke ¢popmbl N 148-1/y-04(;1) BHU3Y HMEETCS JIMHUS OTPBIBA, pa3AeIIsronias
pelenTypHbIi OJaHK U KOPEIIOK.

Kopemok ot penenta, opopmMIIEHHOTO Ha YKa3aHHOM pELENTYypHOM OJIaHKE, BBIJACTCS MalUEHTY
(ero 3aKOHHOMY TMPEJICTABUTENI0) B AaNTEUYHOM OpraHu3aluy, Ha KOPEILIKe JAeNlaeTcs OTMETKa O
HaWMEHOBAaHHH JICKAPCTBEHHOTO Mperapara, J03UPOBKE, KOJIMYECTBE, CTOCO0e TPUMEHEHHS.

Il. OhopmneHune peuenta B popMe 3NIEKTPOHHOro AOKYMEHTa
19. PenienT B (hopme 3IEKTPOHHOTO JOKYMEHTA, MOAMUCAHHOTO YCHJICHHOW KBATH(UIIMPOBAHHOU

3JIEKTPOHHON MOAMUCKHIO, (OPMHUPYETCS] MEJUIIMHCKUM PaOOTHHKOM, CBEJIEHHS O KOTOPOM BHECEHBI B
benepanbHBIE  pEruCTp MEIUUIUHCKAX pabOTHUKOB <5>, a TakkKe MpH YCIOBUM PETUCTpaliu
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MEIMLMHCKOW OpraHu3aluu, B KOTOpoil odopmisiercs peuent, B GperepaabHOM peecTpe METULMHCKHX
opranuzanuii <6> eIMHON ToCyAapCTBEHHON MH()OPMAIMOHHONW CHUCTEMBI B cdepe 31paBOOXpaHEHHS H
MOJKIIOYEHUS TaKOH MEIUIMHCKON OpraHu3alMd K rocyJapCTBEHHONM HH(OPMALMOHHOW cUCTeME B
cdepe 3npaBooxpaneHus cyobekta Poccuiickoit denepanuum <7>.

<5> Yacte 4 crateu 91.1 ®depepanpHoro 3akoHa N 323-O03 (CoOpanme 3aKOHOAATEIHCTBA
Poccutickoit ®eneparuu, 2011, N 48, ct. 6724; 2020, N 29, cT. 4516).

<6> Yacte 4 crateu 91.1 ®depepanproro 3akoHa N 323-0@3 (CoOpaHue 3aKOHOJATEIHCTBA
Poccutickoit ®deneparuu, 2011, N 48, ct. 6724; 2020, N 29, ct1. 4516).

<7> Cratbu 91 u 91.1 denepansHoro 3akoHa N 323-03 (Cobpanue 3akoHOAaTENHCTBA POoccHiickoi
Oenepanun, 2011, N 48, ct. 6724).

20. IIpu odpopmnenun peuenta B popMe 3JIEKTPOHHOTO JOKYMEHTA Ha JIEKAPCTBEHHBIE MpEnaparsl,
ykazaHHble B myHKTax 9 m 11 Ilopsnka Ha3HaueHUs JIEKAPCTBEHHBIX IPENapaToB, YTBEP)KJIEHHOTO
HAaCTOSIIIUM IIPUKA30M, U OTIIYCKaeMbI€ 3a MOJHYI0 CTOMMOCTb, 3aIIOJIHSIOTCS CIEAYIOLINE PEKBU3UTHI:

1) xox cyOwekra Poccuiickoit ®enepanuun nmo OKATO, ompenensomuii TrocyaapCTBEHHYIO
WHPOPMAIIMOHHYIO CHUCTeMY B cdepe 3/paBooxpaHeHus cyobekra Poccuiickoit denepanuu, B KOTOPOi
chopMUPOBaH perent B (hopMe AIEKTPOHHOTO JOKYMEHTA;

2) HanMMCHOBAHUC MeﬂHHHHCKOﬁ OopraHusanuu, aapec, TeJ'Ie(I)OH NI (baMPIJ'IPIH, HMHHUIIKMAJIbl HMCHHU U
OT4YECTBa (HOCJIGIIHGG - [Ipu HaJII/I‘-II/II/I) HHIAWBUAYAJIIBHOTO MPECANIPUHUMATECIIA, UMCIOIICTO JIMICH3HUIO Ha
MCIUIHUHCKYIO NCATCIIBHOCTD, €ro aApecC,

3) OI'PH ropunnyeckoro nuua (MeauuuHckoil opranuzanuu) win OI'PHUII mnauBuayanbsHOro
peanpuHIMaTes;

4) nara odopmiieHus perenta (yka3blBaeTCs YUCI0, MECAIL, TOJT);

5) nmata OKOHYaHHUs JeWcTBUA peuenta (dhopMupyeTcs TroCyJapCTBEHHON WH(OpMAIIMOHHON
cucteMol B cepe 3apaBooxpaHeHus: cyObekra Poccuiickoii @enepanyii B COOTBETCTBUU CO CPOKaMU
neyictBus peuentoB: 15 queit, 30 quelt, 60 aueit, 90 nuei, no 1 roga);

6) yHUKaIbHBIM HOMEp penenta (popMUpyeTCsl TOCYTAPCTBEHHON MH(POPMAIIMOHHON CHCTEMOW B
chepe 3apaBooxpaHeHUs cyObekta Poccuiickoit ®Dexmepanui U o0ecrieurMBaeT  OJHO3HAYHYIO
uneHtTudukanuo perenra B Gopme aekTpoHHOTO AokymeHTa B couetannn ¢ OKATO, OI'PH wumm
OI'PHUIT);

7) ormetrku "cito" (cpouno) wmim "statim" (HEMeIIEHHO) TPH HEOOXOAUMOCTH CPOYHOTO WIIH
HEMEJIEHHOTO OTMYCKa JIEKaPCTBEHHOTO TIperapara MnaueHTy;

8) angpec mammeHTa (yKas3pIBaeTCs TOYTOBBIM aJpec MECTa JKUTEIbCTBAa (MecTa MpeObIBAaHUS WIIH
MecTa (aKTHYECKOTO MPOKUBAHUA) C YKa3aHUEM HHJIEKCa, HAMMEHOBAHUS Kpas, 00JacTH, PecIryOIuKH,
ABTOHOMHOTO OKpyTa W MHOTO cyOhekTa Poccuiickoit denepannn, HAMMEHOBAHUS HACEIIEHHOTO TYHKTA,
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HalMEHOBaHMs yJUIbl (IIPOCHEKTa, Iepeyika, Ipoe3aa), Homepa JoMa (¢ yKa3aHMEM Kopiyca, MpH
HaJIM4YUU), HOMEpa KBapTUPBHI);

9) HOMEp SJEKTPOHHOW MEIMIIMHCKON KapThl IMallMEHTa B TOCYJApPCTBEHHOW WH(OpPMAIMOHHON
cucrteme B chepe 3apaBooxpaneHus cyorekra Poccuiickoit @enepanuu;

10) pamuinus, uMs, OTYECTBO (MIOCJIEHEE - IPU HAJTHYKHU) MAllMeHTa OJHOCTHIO;

11) nmata poxneHuss nanueHTa (yKas3blBaeTCsl YHCIO, Mecsl, Toja), Mg jaered ao 1 roxa
JOTIOJTHUTEIBHO YKa3bIBAETCS KOJUYECTBO IMOJTHBIX MECSIICB;

12) hamminsi, ”HULIMAIBI UMEHH U OTYECTBA (TIOCIEAHEE - IPU HAINYHH) METUIIMHCKOTO paOOTHHUKA
HOJIHOCTBIO;

13) HauMeHOBaHUE  JIEKQpPCTBEHHOTO  Ipemnapara  (MEXIYyHapoAHOE  HEHNaTEeHTOBAHHOE
HAaUMEHOBAaHME, TPYMNIHPOBOYHOE WM XHMHUYECKOE HAMMEHOBAaHUE, TOProBO€ HAaWMEHOBAHUE),
J03UPOBKA, (hopMa BBIMTYCKa, KOJIMYECTBO (BCE MO3UIIUU YKA3BbIBAIOTCS HA PYCCKOM SI3BIKE);

14) cnoco0 npuMeHeHHus JIEKapCTBEHHOrO Iperapara Ha TOCYAAapCTBEHHOM s3blke Poccuiickoit
@enepanuy WIM Ha ToCyAapCcTBEHHOM s3bike Poccuiickoit denepanuu M TrOCyIapCTBEHHOM  SI3BIKE
pecnyOIMK U UHBIX s13bIKax HapoaoB Poccuiickoit denepanyu <8>;

<8> Yactp 1 crateu 15 3akona N 1807-1 (Bemomoctu cbe3na Hapoausix nenyratoB PCOCP u
Bepxosuoro Cosera PCOCP, 1991, N 50, cr. 1740; CoOpanue 3akoHOmaTenbcTBa Poccuiickoi
Ddeneparun, 1998, N 31, ct. 3804).

15) nOKyMeHT, NOATBEp)KIAOIIMN Ha3HaueHHE JIEKapCTBEHHOIO IIpernapara 0 pPELICHUIO
BpaueOHOM KOMUCCUU MEINLMHCKON OpraHn3allly;

16) OTMCTKa O HA3HAYCHHUU JICKAPCTBCHHOI'O IIpCIapara IO PCHICHUIO Bpa‘le6H0ﬁ KOMHUCCHH
MeI[HIIHHCKOfI oprannM3aliiu B ClIy4dasaX, YKAa3aHHBIX B 3638116 BTOpPOM ITYHKTa 6 HOprI[Ka Ha3Ha4YCHUA
JICKApPCTBCHHBIX MPCIIAPATOB, YTBCPIKIACHHOI'O HACTOAIMUM ITPUKA30M;

17) orMeTka O cnenuaJbHOM Ha3HAYEHWM JIEKAPCTBEHHOI'O Ipernapara (3amojHseTcsl B ciydasx,
yKa3aHHbIX B MyHKTax 15 u 24 Ilopsaka Ha3HAa4YeHHs JIEKAPCTBEHHBIX IPENapaTroB, YTBEP)KICHHOI'O
HACTOAIIUM IPUKA30M);

18) oTMeTKa O crielManbHOM HAa3HAYEHHUH JIEKAPCTBEHHOIO IMperapaTa MalHueHTy ¢ 3a00JIeBaHUEM,
TPEOYIONIMM JUTUTEIILHOTO KyPCOBOTO JICUCHUS (3aIlOJHICTCS B CITy4ae, yka3aHHoOM B myHkTe 23 [lopsaka
HA3HAYEHUS JICKAPCTBEHHBIX MPENapaToB, YTBEPKACHHOTO HACTOSAIIUM MPHUKA30M) C MPOCTaBICHHEM
MEPHOMIHOCTH OTITYCKa JICKapCTBEHHOTO TIperapara;

19) npu odopmiieHun perenta B popme 3JIEKTPOHHOTO JOKYMEHTA Ha JICKApCTBEHHBIE MPENapaThl,
yKa3aHHble B MOANYHKTax 2 - 5 myHkta 9 u nmyHkrte 11 Ilopsinka Ha3HaueHHs JIEKapCTBEHHBIX
IPEenapaToB, YTBEPXKIEHHOIO HACTOSALIMM INPHUKA30M, IpaxkJaHaM, MMEIOLIMM IMpaBo Ha OecriiaTHOe
MTOJIyYEHHUE JIEKApCTBEHHBIX IPENapaToB WM IOJYYEHHE JIEKAPCTBEHHBIX IPENapaTroB €O CKHUAKOM,
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3aIIOJIHAKOTCA PEKBU3UTEI, MPECAYCMOTPCHHBIC IMOAIIYHKTaMH 1 - 18 HACTOAIICTO ITYHKTA, a TaK»XKe
CJICAYIOIIUC PCKBU3UTHI:

a) KaTeropusi TIpaxJaH, HUMEIOIUX [pPaBO Ha IOJYyYE€HUE JIEKAPCTBEHHBIX IIPENapaTtoB B
COOTBETCTBHUHM cO cTaThell 6.1 @enepanbHoro 3akoHa ot 17 urons 1999 r. N 178-®3 "O rocynapcTBeHHOM
COLIMAJILHOM TToMontn" <9>;

<9> Cobpanue 3akoHoaarenbcTBa Poccuiickoit @enepannu, 1999, N 29, cr. 3699; 2020, N 52, cT.
8577.

0) xox HO300THYecKOi Gopmbl o MKB;

B) ucTOYHUK (puHancupoBanusa (1 - denepanbHbiii OromKeT, 2 - Ol0pKeT cyObekTa Poccuiickoii
®denepanu, 3 - MyHULIUNTATBHBIN OIOJKET);

r) pazmep omuatsl (1 - 6ecmatHo, 2 - 50%, 3 - unoit %);

1) CTPaxOBOW HOMEP HHIWUBUIYATHHOI'O JIMIIEBOTO cueTa rpakaaHuHa B IleHcmonHOM (oHze
Poccuiickoit ®eneparuu (npu vHanuuun) (CHUJIIC);

€) HOMep IoJIca 003aTeIbHOT0 METUIIMHCKOTO CTPAXOBAHUSI.

21. Ilpn mpocTaBieHUU OTMETKH, yKa3aHHOM B noamnyHkTte 16 myHkrta 20 Hactosiuero Ilopsaka,
peuent B (opMe SIEKTPOHHOTO JOKYMEHTa IOJIMUCHIBACTCA YCHJICHHON KBaTH(PHUIMPOBAHHOMN
ANIEKTPOHHOW TOJMNHCHIO TMpeacenaTeNs WM Ccekperaps BpayeOHON KOMHUCCHUU  METUIIMHCKOM
OpraHu3alyy, NPy MPOCTABICHUN OTMETOK, YKa3aHHBIX B noarmyHkrax 17 m 18 myHkra 20 Hacrosmero
ITopsiaka, - YCHJIEHHBIMH KBaJU(QHUIMPOBAHHBIMU 3JIEKTPOHHBIMHM TOJAMUCSIMH COOTBETCTBYIOIIUX
MEIUIMHCKUX PaOOTHUKOB.

22. Tlo TpeOoBaHHMIO MAllMEHTa WJIM €ro 3aKOHHOTO MpeAcTaBUTENS O(QOpMIIIETCS DK3EMILISP
perienita B ¢GoOpMe IIEKTPOHHOTO JOKYMEHTa Ha OyMaXHOM Hocutene ¢ oTMmeTkod "J[yOmukar
AJIEKTPOHHOTO IOKyMEHTa".

lll. YyeT peuenTypHbIX 651aHKOB (3a UCKNOYEHUEM peLenTypHbIX
6naHkoB no chopme N 107/y-HIM "CneunanbHbIM peuenTypHbIi 6naHk")

23. Vwuer penentypueix OmankoB ¢opm N 107-1/y, N 148-1/y-88 m N 148-1/y-04(x),
M3rOTaBIMBAEMBIX TUIOrpadCKUM CIOcOOOM (jajee - pelenTypHble OJIaHKH, MOAJEKaIlue YYery),
OCYIIECTBISIETCS B )KypHAJIaX ydera, IPOHYMEPOBAaHHBIX, MPOITHYPOBAHHBIX U CKPETUICHHBIX MOAMUCHIO
PYKOBOIUTENS M TI€YaTbl0 MEAWLUMHCKOW OpraHu3aly WM MOJNUCHIO  MHIMBHYaJIbHOTO
MPEIIMPUHIMATEIS, UMEIOIIETO JTUICH3HIO HA METUIIMHCKYIO IS TETLHOCTb.

24. XXypnan yyera peuentypHbix 61aHkoB popmel N 107-1/y conepkut cienyrouue rpadsl:

1) HOMep 1O MOPAIKY;
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Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 1094H
"O6 yTBeEpxaeHuM Mopsaka Ha3HaueHUs ekapCcTBEHHbIX NpenapaTos, GopM

peuenTyp...

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 26.01.2026

2) B paznene "[Ipuxon™:

a) JlaTa perucTpaluy JOKyMEHTa, HOATBEPKAAIOIIETO MOCTYIIIICHHE;

0) HOMep U J1aTa JOKYMEHTA, IOATBEPKJAI0IIEro NOCTYIUIEHUE, HAMMEHOBaHHUE IIOCTaBILUKA;
B) 00111ee KOJIMYECTBO MOCTYHUBIINX PELENITYPHBIX OJIAHKOB;

F) (baMI/IJ'II/IH, HHUOHWaJIbl UMCHH U OTUYECTBA (nocnez[Hee - IIpH HaJ'II/I‘lI/II/I) H oAU Ch OTBETCTBEHHOI'O
MCIHUIMHCKOI'O pa6OTHI/IKa, MOJIYYMBLICTO PCLCIITYPHLIC OJIaHKH OT IIOCTaBIIMKaA,

3) B paznene "Pacxon":
a) JlaTa BbIJJauM PELETITYPHBIX OJaHKOB;
0) KOJINYECTBO BBIIAHHBIX PELIETITYPHBIX OJIAHKOB,

B) (amwius, WMHUIMAIBI MMEHHM W OTYecTBa (MOCIeAHEe - TpPU HAJIUYHH) OTBETCTBEHHOTO
MEAHUIIMHCKOTO pabOTHHUKA, MOTYYUBIIETO PELENTYPHbIE OJaHKU;

I') HOJIMCHh OTBETCTBEHHOTO MEIUIIMHCKOTO paOOTHHKA, TIOTYYMBIIETO PEIeNTypHbIE OJTaHKH;

4) hamwmiins, MTHULMANIBI KIMEHH U OTYECTBA (TMOCIIEAHEE - IPU HAJMYUH) U HOJIUCh OTBETCTBEHHOT'O
MEIUIMHCKOTO PaOOTHUKA, BBIABIIETO PELETITYpHBIE OTaHKH;

5) ocTaTok peuenTypHbIX OJaHKOB.

25. Xypnan yuera peuentypHbix OmaHkoB ¢opm N 148-1/y-88 m N 148-1/y-04(1) comepkut
clieyromnue rpadsi:

1) HOMEp 1O TIOPSIIKY;

2) B pazaene "[lpuxoxn":

a) laTa perucTpaiuy J0KyMeHTa, OATBEPKIAIOIIEr0 MOCTYIICHHE;

6) HOMep M JaTa JOKyMEHTa, MOATBEPKIAIOIIEro MOCTYIUIEHHE, HAUMEHOBAHNE TOCTABIIUKA,;
B) 00111€€ KOJIMUYECTBO MOCTYMUBIIUX PELENTYPHBIX OJIaHKOB;

I') CEpUU U HOMEpA PEeLENTYPHBIX OJIAHKOB;

1) KOJIMYECTBO PEIETITYPHBIX OJIAHKOB TI0 CEPHSIM;

C) (I)aMI/IJ'II/ISI, HHHUIIKAJIbl UMCHH U OTUCCTBA (HOCJ’ICI[HCC - Ipu HaJ'II/I‘{I/II/I) 1 oAU Ch OTBETCTBCHHOI'O
MEIHUIIMHCKOI'O pa6OTHI/IKa, MOJIYUYMBHICTO PELCIITYPHBIC OJaHKHU OT IIocTaBIIvKa,

3) B paznene "Pacxon":

a) J1aTa BBIJJA4YM PELENTYPHBIX OJIAaHKOB;
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[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 26.01.2026

0) cepun ¥ HOMEpa BBIJAHHBIX PELENTYPHBIX OJIaHKOB;
B) KOJINYECTBO BBIIAHHBIX PELIENITYPHBIX OJIaHKOB;

r) ¢damwinsd, MHMLMANIBI MMEHUM M OTYecTBa (IOCIEIHEee - IpU HAJIWYMM) OTBETCTBEHHOIO
MEIUIUHCKOTO PaOOTHUKA, MOJYYUBIIETO PELENTYpPHbIC OJIAaHKH;

,I[) IOAIINCHh OTBETCTBCHHOI'O MCAUITMHCKOT'O pa60THI/IKa, IMMOJIYYHUBHICTO PEUCIITYPHBIC 6J'IaHKI/I;

4) hamuiusi, THUIMATBI UIMEHU U OTYECTBA (ITOCIICHEE - TPU HAIMYHMH) U TIOJIITUCh OTBETCTBEHHOTO
MEIUIIMHCKOTO paOOTHUKA, BBIAABIIETO PEIENTYpPHbIC OJaHKH;

5) OCTaTOK perenTypHbIX OJaHKOB.

26. Yuer peuentoB, oQOpMIECHHBIX B (OpME 3JIEKTPOHHOIO JIOKYMEHTa, OCYILECTBIIAETCS B
rOCyJapCTBEeHHON WH(GOPMAMOHHON cuctemMe B cdepe 37apaBooxpaHeHus cyObekra Poccuiickoit
denepany MOCPEICTBOM BEACHUS €MHOIO PEecTpa peLenToB, 0oGOpMIIEHHBIX B (hOpME 3IEKTPOHHBIX
AOKYMCHTOB.

IV. XpaHeHue peuenTypHbIX 6N1aHKOB (3a UCKIHOYEHMEM peLenTypPHbIX
6naHkoB no copme N 107/y-HIM "CneunanbHbIX peuenTypHbIW 6naHk")

27. MeaMUMHCKUE OpraHu3alMy MOJIY4aroT HEOOXOIMMBbIE pelenTypHble OJaHKH, 0(pOpMIICHHbIE
TUNOTPAa)CKUM  CIIOCOOOM, Yepe3 TEepPUTOPUAIBHBIC OPraHbl YIPABICHHS 3PABOOXPAaHECHHEM WIIU
OpraHu3alyy, YHOJHOMOUYEHHbIE Ha 3TO OpraHaMH HCHOJHMUTENbHOH BiacTu cyOwbekToB Poccuiickoii
denepanuu.

28. PeuentypHble OiaHKH, MOMAJIEKAIINE YUETY, XPAHATCS OTBETCTBEHHBIM JIMIIOM, Ha3HAUYE€HHBIM
PYKOBOJMTENIEM MEAMIIMHCKOW OpTraHM3alliy, B 3allUpaeMoM MeTaumdeckoMm Imkady (ceride) wim
METAITUYECKOM SIIHKE.

29. UnauBuAyalbHbI TpEeINPUHUMATEIb, UMEIOIINN JIMIEH3MI0 Ha MEIULIUHCKYIO JeSTebHOCTD,
XPaHUT pelenTypHble OJaHKH, MOAJIEXKAIINE YUETy, B 3allMPaeMOM MeTalInueckoM mkady (ceitde) umu
METAJIJINYECKOM SIIIHKE.

30. IIpoBepka COCTOSIHUSI XpaHEHMs, y4yeTa, (PaKTUYECKOro HalW4Msi U pacxoja peUenTypHBIX
OJIaHKOB, NOJUIEKAIINX Yy4YeTy, OJAMH pa3 B KBapTaj OCYILECTBISETCS KOMHCCHEW, CO3JaHHON B
MEAULMHCKONW OpraHu3aliHy.

31. Penentypuble OnaHku, odopmisgeMble Ha OyMa)KHOM HOCUTENIE U MOAJEXKAILUE Y4YeTy,
BBIJIAIOTCSI MEIUIMHCKUM pabOTHHKAM, MMEIOIIUM MpaBo O(OPMIIEHHS PELENTOB, M0 PaCHOPSIKEHUIO
IJIABHOTO Bpaya UJIM €ro 3aMEeCTUTEIS.

HOJIy‘ICHHBIC PCUCITYPHBIC OlaHkM Ha 6YM8.)KHLIX HOCUTCIIIX XPaHATCAd MCIUIHNHCKUMHU
pa6OTHHKaMH B IOMCHICHUAX, 06ecneqHBa}ome X COXPAaHHOCTD.

32. IlporpaMMHO-TEXHUYECKHE CPEJCTBA T'OCYJApCTBEHHBIX HH(OPMAIIMOHHBIX CHCTEM B cdepe
3/IpaBOOXpaHEHUs, MEAUIIMHCKUX WH()OPMALIMOHHBIX CUCTEM MEIUIIMHCKUX OpraHU3aliil o0ecrednBaroT
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peuenTyp...

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 26.01.2026

XpaHEHUE 3JEKTPOHHBIX PELEenToB, OPOPMICHHBIX B (hOpME JIIEKTPOHHBIX JOKYMEHTOB B TEUYCHHE
CPOKOB, YCTaHOBJICHHBIX JUIS XpaHEHHUS peElenToB, O(GOPMICHHBIX HA COOTBETCTBYIOMHMX (opmax
pelenTypHbIX 0J1aHKOB Ha OyMakHOM Hocutene <10>.

<10> Tloamynkt 5.2.169 Ilonoxxenuss o Munuctepctee (CoOpanue 3akoHOAaTENbCTBA Poccuiickoit
Oenepanun, 2012, N 26, ct. 3526; 2021, N 43, ct. 7258).

[Ipunoxenue N 4

K IpuKa3zy MUHUCTEPCTBA 3paBOOXPAHEHHUS
Poccniickoit ®enepanuun

oT 24 Hos16ps 2021 r. N 1094H

O®OPMA CIIEHIMAJIBHOI'O PELEIITYPHOI'O BJIAHKA N 107/Y-HII

MuHHCTEPCTBO 31paBOOXPAaHEHUS Koxn ¢popmer mo OKVY /I
Poccuiickoit deneparuu MenunuHckas J0KyMEeHTanus
®opma N 107/y-HII,
YTBEPKJI€HHAs IPUKA30M
MuHucTepcTBa 34paBOOXPAHEHUS
Poccuiickoit ®eneparuu

oT 24.11.2021 N 1094u

IITaMII MEIUIIMHCKOMN OpraHu3annuu

PELIEIIT

Cepus N

n n 20 T.

(mata BBIMHUCKH peLenTa)

(B3pOCBIi, IETCKUM - HYKHOE MOTYEPKHYTh)

q)aMI/IJ'II/Iﬂ, HUMs, OTYECTBO (HOCJ’IC,[[HGG - [IpA HaJ'II/IqI/II/I)
nanueHTa

Bo3spact

Cepus 1 HOMeD MoJIKca 0053aTeILHOTO MEUIIMTHCKOTO CTPaxOBaHUs
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peuenTyp...

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 26.01.2026

Homep MenMumHCKON KapThl

damuius, UMsl, OTYECTBO (TIOCIETHEE - IPU HAJTMYNN)
neyarero Bpada (denpamepa, akynepKn)

TP PT PP PTPPPUPRRUPRPIS

[Tomnuck u TM4HAs TIeYaTh Bpayda
(moamuck Qenpamepa, aKymepKH)

M.IL

CDaMI/IJ'H/IH, UM, OTYCCTBO (HOCJ’ICI[HGG - IIpu HaJ'II/ILII/II/I) " NOANHCH YIIOJIHOMOYCHHOI'O JInlla
MEIHUITHHCKOM oprannu3aliun

M.IL

OTMeTKa anTeYHon OpraHu3anmuu 00 OTITYCKC

damuinus, UMsi, OTYECTBO (IIOCJIETHEE - IPU HAJTMUUHN) U MOANKUCH paOOTHUKA allT€YHOU
OpraHu3alu

M.IL

Cpok neiictBusg peuenta 15 qHei

ITpunoxenue N 5

K IIpuKa3y MuUHHCTEpCTBA 31paBOOXPAHEHUS
Poccuiickoit denepanuu

oT 24 Hos16ps 2021 r. N 1094n

NnOoPAAOK
N3roToBJIEHUA, PACMNPEOENEHUA, PETUCTPALIUA, YHETA U XPAHEHUA
PELIENTOB, COAEPXALUMX HASBHAYEHUE HAPKOTUYECKUX CPEACTB
UITN NMCUXOTPOINHbIX BELWWECTB

I. MopsaoK n3rotoBneHus, pacnpeaeneHus cneymanbHbIX
peuenTypHbix 6naHkoB no dopme N 107/y-HI

1. Opranu3anuio U3roTOBJIEHUS U paclpeiesieHusl pelenTypHbix 6mankoB no gopme N 107/y-HII
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[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 26.01.2026

"CnenuanbHbI penenTypHbld OnaHk" (majsiee - CHeNUalbHBIA pPEHEenTYpPHBIA OJaHK) OCYIIECTBISET
MunuctepcTBo 3apaBooxpanenus Poccuiickoit @enepaunu (ganee - MUHUCTEPCTBO).

2. CrneumanbHbIE pelenTypHbIC OJIAHKU SIBIISIOTCS 3aIIMINCHHON MOJIUTpaduyuecKor MpOaYyKIHEH
ypoBHs "B", m3roraBnuBaemMoil Ha Oymare po3oBoro mpera pazmepom 10 cm x 15 cM, TOMKHBI UMEThH
CepUI0 M HOMEp, a TaKXKe COOTBETCTBOBATh TpeOOBaHMSIM, YKa3aHHBIM B IpUKa3e MHHHCTEpCTBA
¢unancoB Poccuiickoit deneparmu ot 29 centsiops 2020 r. N 2171 "O6 yrBepxaeHun TexHUUECKUX
TpeOOBaHUN W YCIOBUU M3TOTOBJICHUS 3alllMIIEHHOHW OT MOJJCIOK MoJurpagudecko mpoaykiuu'
(3apeructpupoBan MuHuctepctBoM foctuiuu  Poccuiickori  ®Deneparuu 16 HOsiOps 2020 1.,
peructpanronsubii N 60930).

3. B mensx opraHu3ani W3TOTOBJICHHS W PacHpeAeieHHs CHEeHHATbHBIX PEUENTYpHBIX OJaHKOB
MEIMIMHCKUE OpPraHU3alyiy, UMEIOIUE IPABO OCYILECTBJIATh BbIAAYY PELENTOB HA HApPKOTUYECKHE
cpencTBa WM IcuxoTpomnHble BemectBa crnucka [l Ilepednsa m 3aperucrpupoBanHbie B Poccuiickon
@enepani B KauyecTBE JICKAPCTBEHHBIX IPENapaToB Ui MEIUIMHCKOIO IpUMEHEHus (nanee
COOTBETCTBEHHO - MEJIMLUHCKAs OpraHu3alus, HAPKOTUYECKUH (ICUXOTPOIHBIN) JIEKapCTBEHHBIN
Ipernapar), COCTaBJISAIOT 3asBKU Ha pelienTypHble OJaHKH.

4. B cpok m10 1 OKTAOpsS TEKyIIero rojaa 3asBKH MEAWIIMHCKHX OPTaHM3alHWid Ha CHEIHAIbHBIC
perentypHbie OJaHKU IPEICTABISIOTCS

1) MCIUIIUHCKUMHU  OpraHu3alusaMHi, HaxoAAIIMMUCA B BCIACHUU Q)enepaanmx OpraHoB
HUCIOJIHUTEIbHOM BJIaCTHU, - B COOTBCTCTBYIOIIIUC Q)CﬂepaﬂbHHe OpraHbl HWCHOJHUTEIBbHOMN BJIaCTH,

2) MeAMUIMHCKUMHU OpraHu3alldsM{, HaxXoAsIMMUCA B BelAeHUM CcyObekToB Poccuiickoi
Denepanyy, MEAUIMHCKUMHU OPraHU3alUsIMA MYHULIAINIAJIbHONW M YaCTHOW CUCTEM 3JIpaBOOXPAHEHUS - B
OpraHbl HUCIHOJHUTENbHOM Biactu cyObekToB Poccuiickoir ®enepanuu B cepe oxpaHbl 310pOBbS
rpaxJaH, Ha TEPPUTOPUU KOTOPBIX OHM PACIHOJOXKEHBbI (Jaree - OpraHbl HCHOJHHUTEIBbHOM BIacTH
cyonexToB Poccuiickoit denepanun).

5. B 3asBKe MEIUITUHCKOH OopraHu3ali Ha CHCHUAIBHBIC PCHCUTYPHBIC OnaHKH YKa3bIBAOTCA
CJICAYIOUEC CBCACHUA:

1) cBegeHus 0 MEAMIIMHCKOW OpTraHM3alliM, IMOJAaBIIEH 3asBKy Ha CIEIHallbHbIE PEIenTYypHbIE
0J1aHKU (TIOJTHOE HAMMEHOBAHUE, a/IpeC MECTa HAXOXK/EHHUS);

2) KOJHWYECTBO CIEIMAJIbHBIX PEIENTYPHBIX OJNIAHKOB, HM3PAcXOJOBAHHBIX MEIUIIHHCKON
opraHu3anuen Ha | sHBapsi IpeAlIeCTBYIONIErO T0/1a;

3) KOIMYECTBO CHENMATIBHBIX PELENTYpPHBIX OJAHKOB, HEOOXOIUMBIX MEIUIIMHCKON OpraHU3aluu
Ha CJIEYIOLIUI TOI.

3asBKa MEAMLMHCKOM OpraHu3allMii Ha CIEeUUAIbHbIe pELENTypHble OJaHKH IOAMUCHIBACTCS
PYKOBOJMTENIEM MEINIMHCKON OpraHu3alry, KOTOPBIM HECET NEPCOHAJIbHYK) OTBETCTBEHHOCTh 3a
000CHOBAHHOCTB U JIOCTOBEPHOCTh YKa3aHHBIX CBEJICHUH.

6. (DejlepaJ'IBHI)Ie OpTraHbl HCIIOJIHUTEILHOMN BJIaCTHU, B BEACHHUUN KOTOPBIX HAXOAATCA MCIULIMHCKHEC
opraHu3anvuun (,uanee - (I)C,[IepaJ'ILHLIC OpTraHbl HCIIOJIHUTEILHOMN BJ'IaCTI/I), U OpraHbl UCIOJHUTEIBHOMN
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"O6 yTBeEpxaeHuM Mopsaka Ha3HaueHUs ekapCcTBEHHbIX NpenapaTos, GopM

peuenTyp...

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 26.01.2026

Biactu cyownekToB Poccuiickoit denepanii Ha OCHOBAHHMM 3asBOK MEIUIIMHCKHAX OpraHW3alydid Ha
CHeIHalIbHBIC pelenTypHble ONaHKU (OPMHUPYIOT CBOJIHBIC 3asBKM Ha CHEIHAIBHBIC PEIENTypPHBIC
OJIaHKHU ¥ B CPOK 110 1 mekabpsi TEKyIIero rojia mpeacTaBIsIOT UX B MUHUCTEPCTBO.

7. B cBOAHOM 3asBKE Ha CIICIHATIbHEIC PCUCIITYPHBIC OaHKHu YKa3bIBAOTCA CICAYIOIMUC CBCACHUA:

1) cBenenust o enepanbHOM OpraHe UCIOJHUTEIBHON BJIACTH (OpraHe MCHOJHUTEIbHOM BiacTH
cyobekta Poccuiickoit @enepannn), IpeACTaBUBIIEM CBOJHYIO 3asBKY Ha CHEIHMAJbHBIC PELENTYpHbIC
0J1aHKH (II0JTHOE HAMMEHOBAHUE, aPEC MECTa HAX0XKJICHHS);

2) KOJIIMYECTBO CICIHMATBHBIX PEIENTYPHBIX OJIAHKOB, PACHpPEICIICHHBIX (eIepabHBIM OpPraHOM
WCIIOTHUTEJIPHOW BJIACTH (OpPraHOM HMCIOJIHUTEIBLHON BiacTH cyObekTa Poccuiickoit denepanuu) Ha 1
STHBApPSI MPEIIIECTBYIOLIETO I'0/1a MKy MEIUIIMHCKUMU OpraHU3alusIMU;

3) KOJMYECTBO CIELUUAIBHBIX PELENTypHbIX OJIAHKOB, HEOOXOAMMBIX (QelepanbHOMYy OpraHy
WCTIOJTHATENIBHOW BJAacTH (OpraHy HCIIOJHUTEIBHOW BiacTH cyOwbekTa Poccuiickoit Penepanum) Ha
CIICAYIOIIMN TO/1 IS pacHpeesIeHHs] MEeXly MEAULIMHCKUMHI OpraHU3alusMy;

4) cBemeHUS O TIOABEIOMCTBEHHOW OpraHH3allMH, YIOJHOMOYEHHOH (erepalbHbIM OpTraHoOM
UCIIOJHUTEJIBHOW BJIaCTU (OpraHOM HCIHOJHHUTENbHON BiacTH cyOowbekta Poccuiickoit ®enepauun)
OCYILIECTBIIATh MOJYYEHHE CIEHUATIbHBIX PELENTYPHbIX OJaHKOB OT MMHHCTEpPCTBAa, UX XpaHEHUE U
BbIJIauy MEIULMHCKUM OpraHu3alusM (II0JHOEe HauMEHOBaHMe, aapec mecta HaxoxiaeHus, MHH/KIIII,
OKTMO opranu3zanun, GpakTHIECKAN aipec TOCTaBKH).

8. Ha ocHOBaHHMM MOJyYEHHBIX CBOJHBIX 3asBOK Ha CIIELUAIbHbIE pELENTypHble OJaHKU
MUHHCTEPCTBO €KErOJHO B CPOK 110 15 sHBaps ciexyromero roja (GopMHUpPYeT W YTBEpXKIaeT IUIaH
pacripesie/ieHus] CHEelMaIbHbIX PELEeNTypHbIX OJIaHKOB, B KOTOPOM OTpPaXkaeTcsl rofoBasi MOTPEOHOCTh
Poccuiickoit ®enepanuu B CHENMAIbHBIX pPELENTYpPHBIX OJlaHKax (najee - IJIaH pacipeereHUs
MunucrepcTsa).

9. B nitane pacnipenenenuss MUHHCTEPCTBA YKa3bIBAIOTCS CIIENYIOIINE CBEICHUS:
1) mOpsIIKOBBIA HOMED 3aIUCH;

2) HaMMEHOBaHUE (erepalbHOTO OpraHa HCIOJHUTENbHONM BIIACTH (OpraHa HCIOJIHUTEIbHOU
BiIactu cyobekra Poccuiickoit ®enepanuu), NpeACTaBUBIIEIO CBOJHYIO 3asBKY Ha CHEIMaJIbHbIE
pelenTypHbie OJIaHKU;

3) HGO6XOI[I/IMOG KOJIMYCCTBO CIICHUAJIBHBIX PCHCIITYPHBIX OJIaHKOB.

10. Hanpapnenue cnenuagbHbIX PelEenTypHbIX OJMaHKOB (efepalbHbIM OpraHaM HCIOJIHUTEIbHOU
BJIACTH, OpraHaM HCIOJHUTENbHOM BiacTH cyObekToB Poccuiickoit @enepanuu OCYyIIECTBIISETCS
MUuHHCTEPCTBOM B KOJIUYECTBE, MPEYCMOTPEHHOM IIJIAHOM paclpezeseHnss MuHucrepcrsa.

11. MuHHCTEPCTBOM JOMOJHUTENBHO K KOJIHYECTBY CIEHHUATBHBIX PEIENTYPHBIX OJaHKOB,
MPEAYCMOTPEHHOMY TUIAaHOM  pacmpenaeiieHns MuHucTepcTBa, (OPMHUPYETCS PE3epBHBIN  3arac
CHEIHANbHBIX PELENTypHbIX OJIaHKOB B KOJHUYECTBe, He mpeBbimaromeM 150 000 chenmambHBIX
pelenTypHBIX OJTaHKOB.
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12. B cinyuyae yBenuueHUs NMOTPEOHOCTH B CHELHMAIBHBIX PELENTYPHBIX OsaHkax (enepaibHble
OpTraHbl UCTIOJHUTEIBHON BIACTH (OpraHbl HCTIOJIHUTENBLHON BiIacTH cyObekToB Poccuiickoii dexepannn)
HaIpaBJIIOT B MMHHCTEPCTBO CBOJHBIE 3afBKM Ha JIONOJHUTEIBHOE KOJIMYECTBO CIELUAIBHBIX
pelenTypHbIX OJaHKOB (C OOOCHOBAaHMEM YBEIWYEHUS MOTPEOHOCTH B CIEHMUAIBHBIX PELENTYPHBIX
OnaHKax), KOTOpblE MPENOCTaBIAIOTCS MUHHCTEPCTBOM M3 PE3EPBHOrO 3amaca CleHUalbHBIX
pElenTYPHBIX OJAHKOB.

13. denepanpHble OpraHbl UCIIOIHUTEIHLHONW BIACTH (OpraHbl UCIIOJHUTEIBHON BIACTH CYOBEKTOB
Poccuiickoit ®enepaniun) pacnpeaesisioT IMOJYYEHHBbIE CHEIUaIbHbIe pPELENTYpHbIE OJIAHKU MEXIYy
MEAUIMHCKUMHU OpraHu3alkMsMd Ha OCHOBaHMHM IUIAHOB pacmlpesesieHus, CHOPMUPOBAHHBIX B
COOTBCTCTBHUH C 3a1BKaMH MCIUITMHCKUX opraHH3aum”1 Ha CIICHUaJIbHbIC PCUCIITYPHBIC 6HaHKI/I.

Il. Mopspok perncrtpauumn, yyeta U XxpaHeHUs crneuuanbHbIX
peuenTypHbIX 6r1aHkoB no cpopme N 107/y-HI

14. MuHuctepcTBO, HHBIE (QelepanbHble OpraHbl HCIOJHUTENbHONM BIACTU M OpraHbl
UCIIOJIHUTENIbHON BiacTH cyObekToB Poccuiickoit denepanny OpraHu3yloT XpaHEHHE CIELUaIbHbBIX
pelenTypHbIX OJaHKOB B I0/IBEJOMCTBEHHBIX OpraHM3alUAX, YIOJIHOMOYEHHBIX OCYILECTBIISATh
[IOJIyUEHUE CHELUAIbHBIX PpEUENTYpHbIX OJIaHKOB OT MUHHUCTEpCTBA, MX XpaHEHHE M BbIIAUY
MEJIULMHCKUM OpraHU3alusM (Jlajiee - yIoJIHOMOYEHHAs! OpraHu3aus).

15. B ynosiHOMOYEHHON OpraHu3aldyd U MEIUMLUUHCKON OpraHu3aliH, MOJTY4YHMBIIEH ClielualbHbIe
peuenTtypHble OJaHKHM, OPraHU3YeTCs PErucTpaunus, y4eT W XpaHEHHE CIELUANbHBIX pPELEeNTypHBIX
OJaHKOB.

Perucrparusi, ydyeT W XpaHEHHE PE3EPBHOTO 3amaca CHEIHMAIbHBIX PEIENTYPHBIX OJIAHKOB
MuHucTepcTBa OCYILECTBISETCS  (peiepaJbHBIM  TI'OCYIapCTBEHHBIM  OIOJKETHBIM  YUPEKICHHUEM,
HaXOJsIIMMCS B BeAeHUM MUHHUCTepCTBa (Jajmee COOTBETCTBEHHO -  PE3EpBHBIM  3arac,
MOJABEOMCTBEHHOE YUPEIKICHHUE).

16. PaOOTHHMK, Ha3HAUYE€HHBIH MPUKA30M PYKOBOJIUTENS  YINOJIHOMOYEHHOM OpraHu3aiuu
(YnOJTHOMOYEHHON OpraHu3allvu, MOABEIOMCTBEHHOTO YUYPEKIEHHs) OTBETCTBEHHBIM 3a PETHCTPALUIO,
XpaHeHHE M Yy4YeT CHEeIMaJbHbIX pELHENTypHbIX OJaHKOB (Jajee - OTBETCTBEHHBbIM pabOTHMK), Ha
OCHOBAHHMH JIOBEPEHHOCTH, O(POPMIICHHOU B MOPSAKE, YCTAHOBIEHHOM 3aKOHOJIaTeIhCTBOM Poccuiickoi
@enepanuu (¢ MOAMUCHIO  PYKOBOJMTENS  YHNOJHOMOUYEHHOM oOpraHu3anu  (ymOJIHOMOYEHHOM
OpraHM3aliM, I0JIBEJOMCTBEHHOIO YUpPEXACHUs), T[JaBHOrO OyxrajaTepa, 3aBEPEHHBIX KpYTJon
NeyaThl0), MOJYy4YaeT CHeUualbHble pelenTypHble OJaHKM U OCYIIECTBISET BEJCHHME >KypHaia
perucTpalMi U ydera ClelUalbHBIX PELENnTypHBIX OJIaHKOB, K KOTOpOMY mpuoOmaer ¢oto- u (Win)
BUJieOMaTepHaibl, MOATBEpKAaomue (akT oQopMIeHHS pPELenTypHbIX OJaHKOB Ha JoMy (Tpu
HaJTU4HH).

17. XypHan peructpauud ¥ ydera CHEIHAJIbHBIX pELEeNnTypHbIX OJaHKOB JOJDKEH ObITh
IIPOHYMEPOBaH, IPOIIHYPOBAaH, MMETh Ha IOCIEJHEH CTpaHMIE 3alUCh, COJECPIKALIYI0 KOJIUYECTBO
CTpaHMIl, MOJHOE HAMMEHOBAHHE YIOJHOMOYEHHOW OpraHuM3auuu (MEIMIIMHCKOM OpraHu3aluy,
MO/IBEIOMCTBEHHOTO  YUPEXK/IEHHUSA), a TakKKe CKpEeIUIeH TMOANUChI0 PYKOBOIAUTENS M IEYaTbhio
YIIOJIHOMOYEHHOW OpraHu3aniy (MeIMIMHCKON OpraHu3alyy, MoABEJOMCTBEHHOTO YUPEKICHNS).

KypHan peructpauum M ydera CIEUHUAJIbHBIX PELENTYpHbIX OJaHKOB pPE3EpBHOIO 3amaca
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MuHHCTEepCTBa CKPEIUISETCS TakKe MOMAMKMCHIO JUpPEKTopa (B Clydae €ro OTCYTCTBHS - 3aMECTHTEIS
nupektopa) JlemapramMeHTa peryiupoBaHHs OOpaIICHHS JIEKAPCTBEHHBIX CPEACTB M  MEIUIIMHCKUX
u3aenui MUHUCTEPCTBA U e4aThi0 MUHKCTEPCTBA.

18. B KypHalie pEerucTpallid W y4YeTa CICUHATbHBIX PELENTYPHBIX OJAHKOB YKa3bIBAIOTCS
CJIE1YIOLME CBEICHUSA:

1) nopsAKOBBIM HOMED 3aINCH;

2) mpuX0/ CHEUATBHBIX PELENITYPHBIX OJIaHKOB:

a) PEKBU3UTHI U J1aTa PErUCTPALIUU IPUXOJHOTO JOKYMEHTA;

0) ob1ee KOMTMYECTBO MOCTYMHUBIINUX CIEIMATBHBIX PEUENTYPHBIX OJaHKOB;

B) Cepusi U HOMEP CIELUAIbHOIO PELENTYPHOIO OJIaHKa;

T') KOJIMYECTBO CIEUAIbHBIX PEUENTYPHBIX OJAHKOB MO KaXKIOW CEpUU;

1) hammust, ©Msi, 0TIECTBO (ITOCIICTHEE - IPHU HAJMYWH) U ITOAMKUCH OTBETCTBEHHOTO pa0OTHHKA,
3) pacxoJ cielManbHbIX PelenTypPHBIX OJaHKOB:

a) J1aTa BBIJAuM CIIEHUAIBHBIX PEIENTYPHBIX OJIaHKOB;

0) cepuu ¥ HOMEpa BBIJAHHBIX CHEIHATBHBIX PELENTYPHBIX OJAHKOB;

B) KOJMYCCTBO BbBIJAHHBIX CIHCHHUAJIBHBIX PCHCHTYPHBIX 0JaHKOB C YKa3zaHueM B CKOOKax
KOJIMYCCTBA CIICHUAIIBHBIX PCLCIITYPHBIX 6J'IaHKOB, BBIJAHHBIX IJIA O(l)OpMJ'IeHI/ISI Ha 10MY;

r) ¢damuius, uMs, OTY4ECTBO (IOCHEAHEE - MPH HAJIMYWMU) U MOANHUCH JHIA, MOJYyYUBIIETO
CreLMalIbHbIE PeLleNTYpHbIE OJIaHKY;

1) KOJIMYECTBO CIELUATIBHBIX PELENTYpPHBIX OJaHKOB, 0()OPMIICHHBIX HA JIOMY;

e) damunus, uMs, OT4eCTBO (TOCIEAHEE - MPU HAJUYUK) W TOANUCH JUIA, O(GOPMHUBIIETO
CHeTMANIbHBIC PEICNITYPHBIC OJTAaHKU HA JIOMY;

4) bamunusi, UM, OTYECTBO (TIOCJIEHEE - TPU HAIUYHMH) U MTOJMUCH OTBETCTBEHHOTI'O pabOTHHKA,
5) ocTaToK crielMaIbHBIX peUenTypPHBIX OJaHKOB.

19. CrnenmanpHblii pelENnTypHBbIH OJNaHK SBISETCS JOKYMEHTOM CTPOTOM OTYETHOCTH. 3amac
CHEIHAJIbHBIX pEelenTypPHBIX OJIAHKOB B MEIMIIMHCKON OpraHU3alluy JOJKEH XPaHUThHCS B CHEIHAbHBIX
MOMEIICHUsX, celi(hax WM B CIEUATBbHO U3TOTOBICHHBIX IIKadaX, OOMTHIX OIMHKOBAHHBIM XKEJIE30M, C
HaJEeKHBIM BHYTPEHHUM WJIM HAaBECHBIM 3aMKOM.

HOMCH_[CHI/ISI, CCfI(I)BI, I_HKa(I)BI, B KOTOPBIX XPAHATCA CIICHHUAJIBHBIC PCLCIITYPHBIC 6J'IaHKI/I, JOJI2KHBI
OBITE 3aKpBITBI HA 3aMKH W TII0CJIIC OKOHYaHHA pa6OTBI orr€yaTraHbl II€4YaTbIO YHOHHOMOLIeHHOﬁ
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opranuzanuu (MEAUIMHCKONW OpraHU3aIiK) WK OIUIOMOUPOBAHBI.

20. B MeIMIMHCKMX OpraHU3alMsAX 3arac CHEHUaIbHBIX PELENTYPHBIX OJaHKOB HE JOJDKEH
MPEBBILIATH I'0JI0BOM MOTPEOHOCTH.

21. Paspemaercs BbIIAaBaTh MEAWLIMHCKOMY paOOTHHKY, HWMEIOIIEMY TpaBO Ha3HA4aTh
HapKOTHYECKUE (IICUXOTPOIHBIE) JIEKAPCTBEHHBIE IIpenaparhl, €IMHOBPEMEHHO He Oojiee JBajlaTH
CIELMANBHBIX PELEeNTYPHBIX OJaHKOB.

MenuuuHckre paOOTHUKH, BBIIKCHIBAIOIIME pELENThl HAa HAPKOTUYECKUE (IICUXOTPOITHBIC)
JIEKApCTBEHHBIC Mpernaparbl, HAa OCHOBAHWU IMPHKa3a PYKOBOAMUTENS MEIUIMHCKON OpraHu3aluyd HECYT
JUYHYI0 OTBETCTBEHHOCTh 3a COXPAHHOCTb IIOJYYEHHBIX CIEHUANbHBIX PELENTYpHBIX OJaHKOB.
CriennanbHbIe pElENTYpHBIE OJIAHKH, OJYYEHHBIC MEIUIIMHCKHM PAOOTHUKOM, XPAHSTCS TI0]l 3aMKOM B
ceiidax, MeTaAIIIMYECKHX IKadax Wik METANIMYECKUX AIIUKAX.

22. B MeOuIIMHCKOW OpraHu3allMi CO3[aeTCs TMOCTOSHHO JCUCTBYIOIIAs KOMHCCHS, KOTOpas He
pexxe 1 pasa kBapran (IO pPEIICHUI0 PYKOBOAMUTENS MEIUIIMHCKON OpraHu3aldd BO3MOXKHO 4alle)
OCYIIECTBJISIET TIPOBEPKY COCTOSIHUSI PETUCTPAIIMU M YUeTa CICIHAIBHBIX PELUENTYPHBIX OJIAHKOB, B TOM
Yuclie MyTeM CBEPKH 3aluceil KypHalla pEerucTpaiii U ydeTa CHelHalbHbIX PEHEnTYPHBIX OJaHKOB, C
(aKTUYECKUM HAJTMYHUEM CIICIHATBHBIX PEICNITYPHBIX OJIAHKOB, a TAKXKE MPOBEPKY COCTOSHUS XPAHCHUS
CHEIHAIbHBIX PELEeNTYPHBIX OJIAHKOB.

[To pe3ynbpTaTam MpoOBEPKU B KypHAJIE PETUCTPAIIMU U yUYeTa CIEIHABHBIX PEIENTYPHBIX OJIAaHKOB
JIEJIAeTCs 3allMCh O pe3yJsibTaTax MPOBEACHUS CBEPKU JAHHBIX, 3aKPEIUICHHAs NOAMMUCAMM BCEX UYJICHOB
KOMUCCHH, HJIA CO3HAETCA CIIEIUAIbHbIA aKT IPOBEPKH.

23. denepanbHble OpraHbl HCIOIHUTEIBHOM BIACTH U OPraHbl UCIIOJHUTEIbHON BIACTH CyOBEKTOB
Poccuiickoit @enepanyiv OCyIIECTBIAIOT KOHTPOJIb 332 OpraHU3allMed PErHCTpalliH, ydeTa U XpaHEHUs
CIELUANbHBIX pEHENTypHbIX OJAHKOB B  YHNOJHOMOYEHHBIX OpTraHU3alMsIX M  MEIUIMHCKHUX
OpraHu3anusx.

24. Bplgaua coenMaigbHBIX pPELHENTYypHBIX OJaHKOB K3 pe3epBHOrO 3amaca MUHHUCTEpCTBa
(denepanbHBIM OpraHaM MCIIOJHUTEIBHOW BJIACTH W OpraHaM MCIIOJHUTEIBHONW BIIACTH CYOBEKTOB
Poccuiickoit  ®enepanuu  OCyLIECTBISETCS  OTBETCTBEHHBIM  PAaOOTHHKOM  I10O/IBEJOMCTBEHHOI'O
YUpEXKJIeHUSI Ha OCHOBAHUU pelIeHUs 00 OTHYCKE CHEeIHabHBIX PEeUEeNTypHBIX OJIaHKOB, O(hOPMIIEHHOTO
B BHJIE IUCHbMA, MOJIMUCAHHOTO JUPEKTOPOM (B Cllyyae €ro OTCYTCTBHUS - 3aMECTHTEIEM IUPEKTOpa)
JlemaptamMeHTa peryJupoBaHMsl OOpalleHHs] JIEKapCTBEHHBIX CpPEACTB U MEAUIMHCKUX HW3JEIHH
MuHucrepcTsa.

IIpoBepka NEATENIBHOCTH MOJABEIOMCTBEHHOIO YUPEXKACHUS MO PETUCTPALMH, YUETY U XPAHEHUIO
pe3epBHOro 3amaca ocyliecTBisercs JlemapTaMeHTOM peryJupoBaHUsS OOpalieHHusl JeKapCTBEHHBIX
CPEACTB M MEIMIMHCKUX wu3aenuid MuHucrepctBa 2 pasza B roj He mnoszaHee 20 yucina mecsia,
CHEAYIOLIETO 32 UCTEKIIUM ITOJYTOAUEM.
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[Tpunoxenue N 6

K MprKka3zy MUHUCTEPCTBA 3paBOOXPAHCHUS
Poccuiickoit @enepanuu

oT 24 Hos10ps 2021 r. N 10941

NMPABUIIA
OPOPMIIEHUA PELENTOB, COOAEPXALUMX HASHAYEHUE HAPKOTUYECKUX
CPEACTB UIIN NCUXOTPOIHbIX BELWECTB, B TOM YACJIE B POPME
ANEKTPOHHbIX AOKYMEHTOB

I. OcbopmneHue peuenta Ha 6yMaKHOM HocuTene

1. Ha peuentypubix 6mankax ¢gopmbl N 107/y-HIT B neBoM BepxHEM YTy MpPOCTABIAETCS LITAMII
MEIUIMHCKOW OpraHu3allii C yKa3aHWEM €€ IOJHOr0 HaWuMEHOBaHUS, ajpeca W TelnedoHa C OaToi
BBIMUCKY (Z1aToi 0(OpMIICHHS) PelLienTa Ha JIEKApCTBEHHBIN Iperapar.

Peuentypusie Omanku ¢dopmbl N 107/y-HII u3roraBiuBaroTCs HCKIIOYUTEIBLHO THUIIOTPadCKuM
crocobom.

2. Ha penentypubix OnaHkaX, OQOPMISEMBIX HHIMBUIYaJIbHBIMA NPEIIPUHUMATEISIMH,
UMEIOIIMMH JIMIIEH3UI0 HAa MEIULMHCKYIO JIeATeIbHOCTh, B BEPXHEM JIEBOM YIUIy THIOIpa@CKUM
CIOCOOOM WJIM TyTeM NPOCTABICHHUSA UITaMIla JOJDKEH OBITh yKa3aH aapec WHAWBUIYAIBHOTO
IIpEeAIIPUHUMATENS, HOMEP W Jara JIMIEH3MM, HAaUMEHOBAHME OpraHa TOCYJapCTBEHHOW BIACTH,
BBIJIaBLIETO JIULEH3HIO.

3. Penentypubie Omanku Qopmbel N 107/y-HII 3anonusitorcs MEIULIMHCKUM PaOOTHUKOM
YEpHWIAMH WM HIAPUKOBOU PYYKOM.

4. NonyckaeTcst opopMIIeHHE BCEX PEKBU3MTOB (3a MCKIItoUeHHeM pekBusuTta "[lonmuch nevarero
Bpaua (moxamuchk (enpamepa, akymepku)") penentypHbix OmankoB ¢opmbl N 107/y-HII ¢
HCII0JIb30BAHNEM I1€YATAIOIIUX YCTPOUCTB.

5. B peuentypnom 0nanke popmsl N 107/y-HII B ctpokax "damumnus, ums, oT4ecTBO (IIOCIEIHEE -
py HaM4yuK) nanuenTta” u "Bo3pact” yka3bIBaroTCsl MOJTHOCTBIO (haMUIIHSI, UMsI, OTYECTBO (TIOCIIEAHEE -
IIpY HAJIMYMHK) TAlMEeHTa, €r0 BO3PacT (KOJINYECTBO MOJIHBIX JIET).

JlomycTUMO yKa3aHMe JaThl POXKJICHHS MaleHTa.
6. B peuentyprnom Onanke ¢popmel N 107/y-HIT:

1) B ctpoke "Cepus U HOMep mojuca 00A3aTeTbHOTO MEIUIIMHCKOTO CTpaxoBaHMs'" yKa3bIBaeTCs
HOMED MoJuca 00s3aTeIFHOTO MEUIIMHCKOTO CTPaXOBAaHUS MaI[UeHTa (TIPY HAJTUYHH ),

2) B crpoke "Homep MeIMLMHCKON KapThl' yKa3bplBaeTCsd HOMEpP MEIMLIMHCKON KapThbl MAlMEHTa,
MOJIYYaIOIIEro MEAMIIMHCKYIO MOMOIIb B aMOYJIaTOPHBIX YCIIOBHUSX, MM HCTOPUU OOJIE3HU MAIMEHTA,
BBIIIMCBHIBAEMOI'0 U3 MEIMIIMHCKON OpraHU3allvy;

3) B cTpoke "damunms, UMsi, OTIECTBO (TIOCTIEHEE - TIPU HAIMYWH) JIeHaliero Bpaya (¢enpamepa,
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aKyIlepKku)" yKa3bIBaeTCs MOJHOCTHIO (pamMuiusi, UMs, OTUYECTBO (IIOCIIEHEEe - MPU HAIWYMH) Bpayda
(penpamiepa, aKymiepku), BBIMHACABIIETO PELENT HA HAPKOTHYECKHN (IICUXOTPOIHBIN) JEKAPCTBEHHBIN
npenapar.

7. B rpade "Rp" peuentyproro 6imanka ¢popmer N 107/y-HII yka3eiBaercs:

1) HaMMeHOBaHKE JICKAPCTBEHHOTO IpenapaTa (MeXIyHapoIHOe HelaTeHTOBAaHHOE HAaHMEHOBAHMUE,
IrpynimvupoBOYHOC WJIM XUMHUYCCKOC HAMMCHOBAHWEC, TOProBOC HaI/IMeHOBaHI/Ie) Ha JaTHUHCKOM A3bIKC HJIN
Ha PYCCKOM si3bIKe, (hopMa BBIITYCKa, TO3UPOBKA, KOIMYECTBO (YKa3bIBACTCS MPOIKCHIO HA PELENTYPHOM
onanke ¢popmbl N 107/y-HIT);

2) crocod NpUMEHEHHs JIEKapCTBEHHOI'O Ipernapara Ha TroCyAapcTBEHHOM s3blke Poccuiickoi
Qenepanuu WM Ha TocyaapcTBeHHOM s3bike Poccuiickoi denepanuu M TrOCyIapCTBEHHOM S3BIKE
pecnyOIMK U UHBIX s13bIKax HapoaoB Poccuiickoit denepanyn <1>.

<1> Yacrtp | crarbu 15 3akona Poccuiickoit @eneparuu ot 25 oktsiops 1991 r. N 1807-1 "O
sa3plkax HaponoB Poccuiickoit @enepanun” (nanee - 3akon N 1807-1). (Bemomoctu cbhe3na HapoJIHBIX
nenyratoB PCOCP u BepxoBunoro Cosera PCOCP, 1991, N 50, ct. 1740).

8. IIpu odopmieHnN penenTypHBIX OJAHKOB 3alpelIaeTCs OrPAaHUYMBATHCS OOIIUMH yKa3aHHSIMHU,
Hanpumep, "Buyrtpennee", "13BecTHO".

9. Ilpu odopmiiennn nanueHty penentypHoro Omanka ¢opmbl N 107/y-HII Ha HapkoTuueckuit
(ICUXOTPOIHBINA) JIEKAPCTBEHHBIM TIpemapar B paMKaxX OKa3aHWs MEIUIMHCKOM TIOMOIIU TpHU
orpeaeNeHHOM 3a00JIeBaHUU TaKOM perenT 3aBepsieTcs:

1) moanuceIo M IMYHOW NeYaThio Bpaya JU00 MOANUCKIO (hebalepa (aKymepKn);

2) medaTpl0 MEAMIIMHCKOW OpraHM3aluH, JHUOO CTPYKTYPHOTO TMOAPA3JEICHUS MEIUIIMHCKON
opranuzanuu "Ilns penentoB”, KOTOpas MPOCTABISIETCS JIMIIOM, YIIOJHOMOYEHHBIM PYKOBOJUTEIEM
MEIUIIMHCKOW OpraHu3alliu C yKa3aHueM (QaMuiInd, UMEHH, OTYecTBa (TOocjielHee - MpU HaJUu4uu) U
MIPOCTABJICHUEM €T0 JIMYHOMN TTOJIIUCH.

B cnyuasx HeoOxoaumocTH OQOpMIIEHHS pelenta Ha HapKOTMYECKHH (TICHMXOTPOIHBI)
JIEKapCTBEHHBI TIpenapar Ha JOMYy B paMKaxX OKa3aHWs TMaUIMATHBHONH MEIMIIMHCKOW ITOMOIIN
JIOMyCKAeTCsl MpeBapUTEIbHOE 3aBEpeHHE pelenTa ITaMIIOM MEAMLMHCKOW OpraHu3aliH, NeYaThbio
MEIUIMHCKOW OpTaHW3alH JIMOO CTPYKTYPHOTO MOJIPA3/eICHUs METUIIMHCKON opranm3anuu "Jlims
peuenToB”, KoTopas MPOCTaBISETCS JIMIOM, YHOJHOMOYEHHBIM PpPYKOBOAMUTEIEM MEAMLUHCKOM
OpTraHU3aIlH, C YKa3aHueM (paMUIINH, UMEHH, OTYECTBA (IIOCIEIHEE - MPU HAJTHMYUHU) U TPOCTABICHUEM
ero nuuHOM moxamucu. Ilpu 3TOM B JKypHane perucTpalud M ydeTa pEeLEenTypHbIX OJaHKOB B
cooTBeTCTBUH C [lopsaKoM permcrpanvu, ydera U XpaHeHHs CHEeIHANBHBIX PEIEeNTypHBIX OJIAHKOB Ha
HapKOTHYECKUE CpEeACTBA WIM IICUXOTPONHbBIE BELIECTBA, YTBEP)KJICHHBIM HACTOSIIUM MPUKA30M,
JenaeTcs OTMETKa O €ro Bblgade Jus OpOpMIICHHS Ha JOMY, a TaKKe OTMETKa, YJAOCTOBEpEHHAs
MOJNKMChIO Bpaua J1ub0 Qenpamepa (akymepku), oGopMHUBIIErO peuent, o ¢akre ero odopMieHus,
KOTOPBIM MOKET OBITh JOMOJHUTEIBHO MOATBEPKACH (POTO- U (MITN) BUIEOMATEpUATIAMHU.
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Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 1094H
"O6 yTBeEpxaeHuM Mopsaka Ha3HaueHUs ekapCcTBEHHbIX NpenapaTos, GopM

peuenTyp...

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 26.01.2026

B crpoke "OTmeTka anTeyHOM oOpraHm3anuu 00 OTIMycKe" CTaBUTCS OTMETKAa alTeuyHOM
OpraHu3alnuu 00 OTIYCKE HApKOTUYECKOro (IICMXOTPOIIHOr0) JEKApCTBEHHOI'O IpenapaTa (C yKa3aHueM
HAaUMEHOBAHMSI, KOJMYECTBA OTHYIIEHHOTO HAPKOTHYECKOro (IICMXOTPOMHOI0) JIEKAPCTBEHHOTO
mpernapara U JaThl €ro OTIYCKa), KOTOpas 3aBepsieTcs MOANMCHhI0 pabOTHHKA anTEeYHOH OpraHHM3allvy,
OTITYCTHMBILIETO HAPKOTHUYECKUM (IICUXOTPOIHBII) JIEKapCTBEHHBIN Mpenapar (C yKkazaHueM ero (paMuini,
UMEHH, OT4YecTBa (TIOCIENHEE - MPU HAIWYUM), a TAKXKE KPYIJOW IedaTbio anTeYHOW OpraHu3aluu, B
OTTUCKE KOTOPOU TOJIKHO OBITh UACHTU(DULIIMPOBAHO MOJTHOE HAUMEHOBAHHUE AalITEUHOM OpraHu3aluu.

10. Ha ogaoMm penentypHoMm Onanke ¢opmbr N 107/y-HIT pa3zpenraercss ocymecTBIsITh Ha3HAYCHHE
TOJIBKO OJTHOTO HAMMEHOBAHHMSI JIEKAPCTBEHHOTO Tperapara.

11. McipaBienust B perienTe He AOMYCKatOTC.
Il. OchopmneHune peuenta B popmMme 3NEKTPOHHOro AOKYMEeHTa

12. Penenit B popMe 3IEKTPOHHOTO JOKYMEHTA, MOJIIMHCAHHOTO YCHJICHHON KBaJTU(HUIIMPOBAHHOU
3JIEKTPOHHON MOAMUCKHIO, (OPMHUPYETCS] MEIUIIMHCKUM PaOOTHUKOM, CBEJIEHHS O KOTOPOM BHECEHBI B
benepanbHBIE  PETUCTP MEAMIMHCKUX PaOOTHUKOB <2>, a TaKkKe MPH YCIOBUU PETUCTPALUH
MEIULUHCKOW OpraHu3aluy, B KOTOpoil odopmisiercs peuent, B genepajbHOM peecTpe METULMHCKUX
opranuzanuii <3> eIMHON TOCYAapCTBEHHOW MH()OPMAIMOHHOW CHUCTEMBI B cdepe 3IpaBOOXpaHEHHS H
MNOJKIIOYEHUS! TaKOH MEIUIMHCKON OpraHu3aliyd K TOCyIapCTBEHHOM HMH(OpPMAIMOHHOM CHCTEME B
cdepe 3npaBooxpaneHus cyobekTa Poccuiickoit denepanum <4>.

<2> Yacte 4 crateu 91.1 ®depepanmproro 3akoHa N 323-O@3 (CoOpaHme 3aKOHOIATEIHCTBA
Poccutickoit ®deneparuu, 2011, N 48, ct. 6724; 2020, N 29, ct1. 4516).

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

<4> Cratpu 91 u 91.1 denepansHoro 3akoHa N 323-03 (Cobpanue 3akoHOAaTENHCTBA Poccuiickoi
®enepaunn, 2011, N 48, ct. 6724).

13. Tlo TpeOGoBaHMIO MAallMEHTAa WJIM €ro 3aKOHHOTO MpPEACTaBUTENS O(OPMIISETCS HK3EMILISP
perienita B ¢GoOpMe IIEKTPOHHOTO JOKYMEHTa Ha OyMaXHOM Hocutene ¢ oTMmeTkod "J[yOmukar
3JIEKTPOHHOTO IOKyMEHTa".
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