MWHUCTEPCTBO 30PABOOXPAHEHUA POCCUACKON ®EQEPALIUA

NMPUKA3
oT 24 Hos6ps 2021 r. N 1094H

Ob YTBEPXOEHUU NMOPAOKA
HA3HAYEHUA NNEKAPCTBEHHbIX NMPEMNAPATOB, ®OPM PELIEMNTYPHbIX
BJIAHKOB HA JIEKAPCTBEHHbBIE NMPEMNAPATbI, NTOPAOKA O®POPMJIEHUA
YKA3AHHbIX BJIAHKOB, UX YYETA U XPAHEHUA, POPM BJIAHKOB
PELIENTOB, COOEPXALUMX HASHAYEHUE HAPKOTUYECKUX CPEACTB
UITN NCUXOTPOINHbLIX BELWWECTB, MOPAOKA UX U3ITOTOBJIEHUA,
PACMNPEAENEHUA, PETUCTPALUUN, YHETA U XPAHEHUA,
A TAKXE NMPABUJT OPOPMJTIEHUA BJTAHKOB PELIEINTOB,
B TOM YUCIIE B ®OPME 3JIEKTPOHHbIX JOKYMEHTOB

B cootBercTBuM ¢ myHKTOM 16 yactu 2 ctateu 14 ®expepanbHOro 3akoHa ot 21 HOsOps
2011 r. N 323-®3 "O6 ocHOBax OxpaHbl 310poBbs rpaxkaaH B Poccuiickoit ®@eneparun" (Co-
Opanue 3akoHomarenscTBa Poccmiickoit @enepanuu, 2011, N 48, cr. 6724; 2017, N 31, cr.
4791), nynkrom 2 crareu 26 @enepanbHoro 3akoHa oT 8 sHBapsa 1998 r. N 3-®3 "O napkoTuye-
CKUX CpeACTBax M MCUXOTponHbIx BemecTBax" (CoOpanue 3akoHomatenbcTBa Poccuiickoit De-
nepauun, 1998, N 2, ct. 219; 2017, N 31, cr. 4791), noanynkramu 5.2.177, 5.2.178 u 5.2.179
nynkra 5 Ilosoxenus o MunucrepcrBe 3apaBooxpaHeHust Poccuiickon denepanuu, yrBep-
XJAeHHoro nocraHosieHueM IIpasutensctBa Poccuiickoit @enepauuu ot 19 urons 2012 r. N 608
(Cobpanue 3axoHomarensctBa Poccuiickoit @eneparuu, 2012, N 26, ct. 3526; 2015, N 23, cr.
3333; 2017, N 52, ct. 8131; 2021, N 43, ct. 7258), npukas3biBaio:

1. YTBepauTh:

Ilopsi 10Kk Ha3HAYEHM S JIEKAPCTBEHHBIX IIPENAPATOB COINIACHO NMPUIIOKEHHIO N 1;

(hopMbI perienTypHBIX OJIaHKOB Ha JIEKAPCTBEHHBIE MpEnapaThl COrNIACHO MPUIIOKEHUI0 N

2;

[opsanok oopMiIeHUsT pelenTypHbIX OJTaHKOB Ha JIEKAPCTBEHHBIE MPEMaparhl, UX yueTa U
XpaHEHUs CoracHo npuioxeHuto N 3;

(hopMbI 6IIAHKOB pEIeNTOB, COAEPKAIIMX Ha3HAUCHHE HAPKOTUYECKUX CPEACTB WIIHM TICH-
XOTPOIIHBIX BEUIECTB, COTJIACHO MPUIIOKEHUIO N 4;

IlopsioK M3rOTOBJIEHUS, pacpee/eHus, pErUCTpaliy, YUeTa U XpaHEHUs PELENTOB, CO-
JepXKalluX Ha3HAY€HUE HAPKOTUYECKUX CPEACTB WM IICUXOTPOIIHBIX BEILECTB COIVIACHO IpH-
noxxkennio N 5;

IIpaBuna opopMIIEHUS PELENTOB, COJEPKAIUX Ha3HAUCHHEe HAPKOTUYECKUX CPEICTB MIIU
MICUXOTPOITHBIX BEIIECTB, B TOM YHCJe B (popMe MEKTPOHHBIX JOKYMEHTOB COTJIACHO MPHIIOKE-
Huto N 6.

2. Ilpu3HaThe yTpaTUBILIUMHU CUILY:

npuka3 Munucrepersa 3apaBooxpanenust Poccuiickoit @enepauuu ot 1 aBrycra 2012 r. N
541 "OO6 yrBepxkaeHUU (OpPMBI OJIAHKOB PELIETITOB, COJEPKANIUX HA3HAYCHHE HAPKOTUYECKHX
CPEICTB WJIM ICUXOTPOIIHBIX BEIIECTB, MOPSAKA UX M3TOTOBIEHUS, PAcIpEAEIeHUs, pErTUcTpa-
IIUH, y4eTa U XpaHeHHsI, a TaKkxke MpaBuil opopmieHus” (3aperucTpupoBad MUHUCTEPCTBOM FOC-
tunuu Poccuniickoit @enepauuu 15 arycra 2012 r., peructpaunonssiii N 25190);

npuka3 MunucrepcTBa 3apaBooxpanenus Poccuiickoit @enepanuu ot 30 utona 2015 r. N
3851 "O BHeceHMM M3MEHEHMH B npuka3 MuHucrepcTBa 3apaBooxpanenus Poccuiickoit ®@ene-
pauuu ot 1 aBrycta 2012 r. N 541 "O06 yrBepxaeHuu (HopMbl OIaHKOB PELETITOB, COAEPKAIINX
Ha3HAYEHUE HAPKOTHUYECKUX CPEACTB WJIM ICUXOTPOIHBIX BEIIECTB, NOPAAKA UX U3FOTOBJICHHUS,
pacripesiesieHus], perUCTpaly, yUueTa U XpaHEHUs, a TakxKe MpaBui opopmiieHUs" (3aperucTpu-
poBaH MunucrepcTBoM toctuimu Poccuiickoit @eneparuun 27 HosOps 2015 r., peructpanuoH-
HbIi N 39868);



npuka3z Munucrepcera 31paBooxpaneHus Poccuiickoit @enepaunu ot 21 anpena 2016 r. N
2541 "O BHeceHMM M3MEHEHMH B IpuKa3 MuHucTtepcTBa 31paBooxpaneHust Pocculickoit dene-
pauuu ot 20 nexabps 2012 r. N 11751 "OO0 yTBepkKIeHUN NOPsIKa HA3HAYECHUS U BHIITHCHIBAHUS
JICKapCTBEHHBIX MPEINapaToB, a Takke (GOpM pelenTypHbIX OJaHKOB HA JIEKApCTBEHHBIE Ipera-
patbl, opsiika opopMIIeHHs yYKa3aHHBIX OJJAHKOB, MX yueTa U XpaHeHus" u npuioxkenue N 2 K
npuka3zy MunucrepcTBa 3apaBooxpaneHus Poccuiickoit @enepanuu ot 1 aBrycra 2012 r. N 54n
"O6 yrBepkaeHUH (OpMBI OJAHKOB PEIENTOB, COJCPXKAIIMX HAa3HAUYEHHWE HAPKOTHUECKUX
CPEICTB WJIM ICUXOTPOIIHBIX BEIIECTB, MOPSAKA UX HM3TOTOBIEHUS, PACIpEAEICHUs, PETUCTpa-
IIUM, y4eTa U XpaHeHHsI, a TaKkxke MpaBuil opopmieHus” (3aperucTpupoBad MUHUCTEPCTBOM FOC-
tunuu Poccuniickoit @enepauuu 18 nrons 2016 r., peructpanmonnsiii N 42887);

IIYHKT 4 WU3MEHEHUH, KOTOpble BHOCATCS B HEKOTOpbIE NMpHKa3bl MHUHHMCTEpPCTBA 3/paBo-
OXpaHeHUs U couuanbHOro passutus Poccuiickon denepanuu u MuHucTepcTBa 34paBoOXpaHe-
Hus Poccuiickoit depepannu no BompocaMm oOpalieHus JeKapCTBEHHBIX MPENapaToB, CoJepxkKa-
IIUX HAPKOTUYECKUE CPEACTBA, ICUXOTPOIHBIE BELIECTBA U UX NPEKYPCOPHI, U JEKAPCTBEHHBIX
CPEICTB, MOUIEKAIIUX IPEAMETHO-KOJIMYECTBEHHOMY YUETY, YTBEP)KAECHHBIX IpUKa3oM MuHHU-
crepcTBa 3apaBooxpanenusi Poccuiickoit ®deneparuu ot 31 oxts6ps 2017 r. N 882n (3aperu-
cTpupoBad MunuctepctBoM roctunnu Poccuniickoit ®@enepaunn 9 ausaps 2018 r., perucrpanu-
oHHbIN N 49561);

npuka3 MunHHcTepcTBa 31paBooxpaHenus Poccuiickoit @enepaunu ot 11 nexabps 2019 r.
N 10211 "O BHeceHun uzMeHeHuil B npuioxxeHuss N 2 u 4 x npukazy MuHucrepcTBa 31paBo-
oxpanenust Poccuiickoit @enepauuu ot 1 aBrycra 2012 r. N 54 "O06 yrBepkaeHun (HOpMBbI
OJTAaHKOB PEIIETITOB, COACPKAIINX Ha3HAYCHUE HAPKOTUYECKHX CPEJICTB MJIM ICUXOTPOITHBIX Be-
LIECTB, MOPSAAKA UX U3TOTOBIEHUS, PACIPEIEICHUs, PETUCTPALUY, yUeTa U XPAaHEHUs, a TaKKe
npaBui opopmiieHus" (3aperucTpupoBan MunucrepcTBoM toctunmu Poccuiickoit deneparyn
28 suBaps 2020 r., peructpanuonsslii N 57293);

npuka3 MunucrepcTBa 31paBooxpaHenus Poccuiickoit @enepanuu ot 8 oktssops 2020 r. N
10761 "O BHecenun u3MeHeHul B Ilopsnok perucTpauny, yuera U XpaHEeHHUs CIIELUaIbHBIX pe-
LENTYPHBIX OJAHKOB HAa HAPKOTHYECKUE CPEICTBA MIIM MCUXOTPOITHBIE BEUIECTBA, YTBEP)KICH-
HBIN npukazoM MuHHcTepcTBa 3apaBooxpaHeHus Poccuiickoit @enepanuu ot 1 aBrycra 2012 r.
N 54u" (3apeructpupoBan MunucrepctBoM roctuiiu Poccuiickoit @enepanun 13 Hosiopst 2020
I., peructpaunoHHbd N 60898);

npuka3z MunucrtepcerBa 31paBooxpanenus Poccuiickoit @enepaunu ot 14 suBaps 2019 r. N
41 "OO0 yTBepXJEHUM TOpsAKa Ha3HAUCHHs JIGKAPCTBEHHBIX IpEnapaToB, (opM perenTypHbIX
OJaHKOB Ha JIEKAPCTBEHHBIE MPETapaThl, MopsaKa 0(OpMIICHUS YKa3aHHBIX OJIaHKOB, UX y4eTa U
xpaHeHus" (3apeructpupoBaH MuHuctepcTBoM roctunuu Poccuiickoit @enepanuu 26 mapra
2019 r., peructpaunonssiii N 54173);

npuka3 MunHcTepcTBa 31paBooxpaHenus Poccuiickoit @enepaunu ot 11 nexabps 2019 r.
N 10221 "O BHeceHuM U3MEHEHHH B Ipuka3 MuHucTepcTBa 31paBooxpanenus Poccuiickoit de-
nepauuu oT 14 suBapst 2019 r. N 41 "OO0 yTrBep)KIeHHH MOPsAKa Ha3HAUCHHS JIEKaPCTBEHHBIX
npenaparoB, GOpM pelenTypHbIX OJaHKOB Ha JIEKAPCTBEHHBIE MpEmaparhl, Mopsaka opopmiie-
HUS YKa3aHHBIX OJIAHKOB, UX y4deTa M XpaHeHHA' (3aperucTpupoBaH MUHHUCTEPCTBOM FOCTUIMH
Poccuiickoit @enepanuu 28 ssaBapst 2020 r., peructpaunonusiii N 57292);

npuka3 MunucrepcTsa 3paBooxpanenus Poccuiickoit @enepanuu ot 8 oktss6ps 2020 r. N
10751 "O BHeceHMM M3MEHEHHMI B MOPSAJOK HA3HAYEHUS JIEKAPCTBEHHBIX MpenaparoB, yTBEp-
KJCHHBIN ITpuKa3zoM MuHuctepcTBa 3apaBooxpanenus Poccuiickoit @enepanuu ot 14 sHBaps
2019 r. N 41" (3apeructpupoBad MunuctepcTBoM foctuuuu Poccuiickoii @enepanuu 22 nexad-
ps 2020 r., peructpanmonsbsiii N 61695);

nyHKT 3.8 MHCTPYKIIMM O MOPSAKE BHIMHCHIBAHUS JEKAPCTBEHHBIX MpenapaToB U o(popm-
JICHUS PELeNnTOB M TpeOOBaHUN-HAKIAJAHBIX, YTBEPKIACHHONW MpHKa3oM MUHHCTEPCTBA 3]IpaBoO-
OXpaHEHMs ¥ colanbHoro pa3BuThs Poccuiickoit @eneparuu ot 12 despans 2007 r. N 110 "O
MOPSIIKE HA3HAUYEHHS U BBINMCBHIBAHMS JIEKAPCTBEHHBIX IPENApaToB, W3JEIMH MEAMIIMHCKOIO
HA3HAYEHUS U CIEIMAIM3UPOBAHHBIX MPOIYKTOB JieueOHOro mutaHua" (3aperucrpupoBaH Mu-



HuctepcTBoM toctunun Poccuiickoit @enepaunn 27 anpens 2007 r., peructpauumoHHbIl N
9364);,

npuka3 MuHucTepCcTBa 31paBOOXPAHEHUS U COLMANbHOrO passurus Poccuiickont denepa-
uu ot 17 mas 2012 r. N 5621 "OG0 yrBepxkaenuu Ilopsaka oTmycka GU3NUECKUM JIMLIAM JIeKap-
CTBEHHBIX IIPENapaToB Il MEAUIIMHCKOTO IPUMEHEHMS, COAEPKAIINX KPOME MaJIbIX KOJIUYECTB
HapKOTHYECKUX CPEJCTB, MCUXOTPOIHBIX BEUIECTB U MX MPEKypCOPOB Apyrue (GapmMaxogormye-
CKUE aKTUBHbIE BenlecTBa" (3apeructpupoBan MunucrepctBoM roctuninu Poccuiickoit denepa-
uuu 1 nrons 2012 r., peructpaunonssiii N 24438);

IIYHKT 2 WU3MEHEHUH, KOTOpblE BHOCATCS B HEKOTOpbIE NMpHKa3bl MHUHHMCTEpPCTBA 3/paBo-
OXpaHeHUs U conuanbHOro passutus Poccuiickon denepanuu, yrBep:KICHHBIX IpUKa3zoM Mu-
HucTepcTBa 3apaBooxpaneHus Poccuiickoit @enepanuu ot 10 urons 2013 r. N 369u (3aperu-
cTpupoBadH MuHnucrepctsoM roctunu Poccutickoit @enepanun 15 uronst 2013 r., perucrpanu-
oHHbIN N 29064);

npuka3 MunucrtepcTBa 31paBooxpaneHust Poccuiickoit @enepanuu ot 21 asrycra 2014 1.
N 4651 "O BHeceHUM U3MEHEHUH B MOPSAJOK OTIYCKA (PU3UYECKUM JIMIIAM JIEKAPCTBEHHBIX TIpe-
[1apaToB JUIsl MEAULIMHCKOIO MPUMEHEHUS, COAEPKAIIMX KPOME MaJbIX KOJUYECTB HApKOTHUYE-
CKHX CPEJICTB, IICUXOTPOIHBIX BELIECTB U UX MPEKYPCOPOB Apyrue papMakoJIOrndecKue aKTHB-
HbI€ BEILIECTBA, YTBEPXKACHHBIN NpHUKa3oM MHUHHCTEPCTBA 3[paBOOXPAHEHUS U COLUAIBHOIO
paszButus Poccuiickoit @enepaunu ot 17 mas 2012 r. N 5621" (3apeructpupoBan MuHucrep-
crBoM foctunmu Poccuiickoit @eneparun 10 centsiops 2014 r., perucrpaunonnsiii N 34024);

IIYHKT | W3MEHEHU#, KOTOpble BHOCATCS B HEKOTOpbIE NMpHKa3bl MHUHHMCTEpPCTBA 3/paBo-
OXpaHeHUs U couuanbHOro passutus Poccuiickon denepanuu u MuHucTepcTBa 34paBoOXpaHe-
Hus Poccuiickont denepanuu, yrBep:KACHHbBIX IpUKa3oM MunucrepcTsa 3apaBooxpanenus Poc-
cuiickoit @enepanuu ot 10 centsadpst 2015 r. N 634 (3apeructpupoBaH MUHHUCTEPCTBOM FOC-
tuin Poccuiickoit @enepanuu 30 centsiOpst 2015 r., peructpanuonusii N 39063);

IIYHKT 3 W3MEHEHUH, KOTOpble BHOCATCS B HEKOTOpbIE NMpHKa3bl MHUHHMCTEpPCTBA 3/paBo-
OXpaHeHus U couuanbHOro passutus Poccuiickon denepanuu u MuHucTepcTBa 34paBoOXpaHe-
Hus Poccuiickoit depepannu no BompocaMm oOpalieHus JeKapCTBEHHBIX MPENapaToB, CoJepxkKa-
IIMX HAPKOTHYECKHE CPEJCTBA, ICUXOTPOITHBIE BEIIECTBA U UX IPEKYPCOPOB, U JEKAPCTBEHHBIX
CPEICTB, MOUISKAIINUX PEAMETHO-KOJIMYECTBEHHOMY YUETY, YTBEP)KIAECHHBIX IpUKa3oM MuHHU-
crepcTBa 3apaBooxpanenus Poccuiickoit deneparnu ot 31 oxts6ps 2017 r. N 882H (3aperu-
cTpupoBad MunuctepctBoM roctunmuu Poccniickoit ®@enepaunn 9 ausaps 2018 r., perucrpanu-
oHHbIN N 49561).

3. Peuentypusie Onanku Gopmbsl N 107/y-HII, nzroroBneHHbIe A0 JHS BCTYIUICHHS B CHILY
HACTOSIIIETO MPUKa3a, MOT'YT OBITh UCIOJIb30BaHkbl 10 1 Mapta 2023 roxa.

4. Hacrosiuumii mpuka3 BcrymnaeT B cuity ¢ 1 mapra 2022 r. u nelictByet a0 1 mapra 2028 1.

Munuctp
M.A.MVYPAIIIKO

[Mpunoxenne N 1

K IpHuKa3y MuHHECTEpCTBA 3paBOOXPaHEHHS
Poccuiickoil @enepanun

ot 24 nostopst 2021 r. N 10941

norPAAOK HASHAYEHUA NEKAPCTBEHHbIX NMPEMAPATOB
. O6wme nonoxeHun

1. HazHaueHue eKapCTBEHHBIX MPENapaToB JUIsl MEAUIIMHCKOTO NPUMEHEHUs (ajiee - je-
KapCTBEHHBIE MPENapaThl) OCYIIECTBIICTCS JIeYallluM BpauoM, (hesbamepoM, aKynepkoi B Ciy-
4yae BO3JIOXKCHUS HAa HUX MTOJTHOMOYMH JIEYaIlero Bpaya, Ipyu OKa3aHUU MEIULUHCKOM MIOMOIIU B
MEIUIMHCKUX OpraHu3anusax <1>, B mOpsaKe, yCTaHOBIEHHOM IIpUKa3oM MuHHCTEpCTBa 31pa-



BOOXpaHEHUs U coluanbHOro pasutus Poccuiickoin @enepanuum ot 23 mapra 2012 r. N 252H
"O06 yrBepxkaenuu [lopsaka Bo3noxeHHus Ha (enpamepa, akymepKy pyKOBOAUTEIEM MEIUIIMH-
CKOM OpraHu3aluy IIpU OpPraHUu3alMKM OKa3aHUs IEPBUYHOM MEIUKO-CAHUTAPHOM IOMOIUM U
CKOpOI MEAULIMHCKONW TTOMOIIM OT/AENbHBIX (PYHKIUH JIeHalero Bpaya 1o HernocpeCTBEHHOMY
OKa3aHHUIO MEIUIIMHCKON MOMOIIM MalMeHTy B MEpuoJ HAOIIOACHUS 32 HUM U €ro JICYCHHUs, B
TOM YHCJE 110 HA3HAYEHUIO U NIPUMEHEHHUIO JIEKAPCTBEHHBIX MPENAapaToB, BKJIIOYas HapKOTHYE-
CKHE JIEKapCTBEHHbIE IIPENapaTsl U MCUXOTPOIIHBIE JIEKAPCTBEHHBIE IIpenapaTsl’ <2>, UHANUBU-
NyajdbHBIMU IPEANPUHUMATEISIMH, OCYIIECTBISIOIUMHY MEAUIMHCKYIO AEATEIbHOCTh (Janee -
MEJUIIMHCKUE PAOOTHUKH).

<1> Ilynkr 11 craren 2 @enepanpaoro 3akoHa ot 21 HostOpst 2011 r. N 323-03 "O6 ocHOBax OXpaHBI 30POBBS TPAKIAH
B Poccwuiickoii @eneparm” (Cobpanue 3akoHomaTenscTa Poceuniickoit @epepanun, 2011, N 48, cr. 6724, 2019, N 52, ct. 7796)
(manee - denepansusii 3akoH N 323-03).

<2> 3apeructpupoBan MunuctepcTBoM foctunuu Poccutickoii @eneparim 28 ampens 2012 r., peructpanuoHHsid N
23971 ¢ n3MeHeHNsIMH, BHECCHHBIMHU IpHKa30M MunuctepcTBa 3apaBooxpanenust Poccuiickoit @enepamym ot 31 oxrsopst 2017
r. N 882u (3apeructpupoBan MunucrepctBoM toctuimu Poccuiickoit ®eneparmu 9 sHBaps 2018 r., peructpanmonssii N
49561).

MenuiHckuii pabOTHUK, 0()OPMUBIINNA PELIENT ¢ HAPYILIEHUEM HACTOSILETO MOPSIKa, HITH
PYKOBOJAUTENIb MEIUIIMHCKON OpraHM3aluu 00eCHeunBalOT CBOEBPEMEHHOE IMepeodopMiIeHne
TpeOyeMoro i MaIeHTa perenTa.

2. CBeneHMs 0 Ha3HAYEHHOM JIEKAPCTBEHHOM IIpenapaTre (HaMMeHOBAaHHEe JIeKAPCTBEHHO-
ro mpemnapara, 103MpOBKa, cII0cC00 BBeJeHHMS U NPHUMEHEHHs, PeKUM J03UPOBAHMSA, IPO-
AOJIKATEJIbHOCTH JIeYeHUs 1 000CHOBAaHHME HAa3HAYEHHUSsI JIEKAPCTBEHHOI'0 Mpenapara) BHO-
CATCA MEAULMHCKUM paOOTHUKOM B MEMIIMHCKYIO IOKYMEHTALIMIO MAIIMEHTA.

B cnyyasx, ykazaHHbIX B myHKTax 8 - 11 Hacrosimero Ilopsaka, MeAMIMHCKUN pabOTHUK,
HA3HAYMBIIHH JIEKAPCTBEHHBIN Mpenapar, opopMIsieT Ha3HAYeHUE JIEKAPCTBEHHBIX MPENaparos,
B TOM YHCJIE€ NOJUIEKALIMX U3TOTOBJICHNUIO U OTIIYCKY alTEUHbIMU OpraHMU3alMsIMM (Hanee - je-
KapCTBEHHBIE IpenapaThl WHAWBUIYAILHOTO M3TOTOBIIEHUS), HA PELEITYPHOM OnaHKe, 0(opM-
JICHHOM Ha OyMa)>KHOM HOCHTEJIE 332 CBOEH MOJAIMUCHIO (Jaee - perent Ha OyMa>KHOM HOCHTEINE),
U (WIK) ¢ corjiacus ManueHTa Wik ero 3aKOHHOTO MPEACTaBUTEN <3> Ha pelenTypHOM OJaHKe
B (hopMe 3JEKTPOHHOTO JOKYMEHTA C MCIOJIb30BaHUEM YCHJICHHOW KBaTU(PUIIMPOBAHHOM 3J€K-
TPOHHOU TOANUCH MEIUIMHCKOTO pabOTHHKA (Jajee - peuent B (opMe 3JIEKTPOHHOTO JOKY-
MEHTA).

<3> [lynxr 2 crateu 20 Penepansroro 3akona N 323-D3 (Cobpanue 3axonomarensctBa Poccniickoit @eneparm, 2011,
N 48, ct. 6724; 2021, N 27, ct. 5159).

Penent B (popMe 3JIEKTPOHHOIO JOKYMEHTA, COJep:KalMii Ha3HAaYeHHe HAPKOTH4e-
CKHX CPeJACTB MJIH NMCHXOTPONHBIX BelIECTB, MOANMCHIBACTCS C MCNOJb30BAHUEM YCHJICH-
HOi KBAJIM(PUUMPOBAHHOM JJIEKTPOHHOM NOANMCH Jiedallero Bpaya win ¢euabamiepa,
aKylIepKH, HA KOTOPBIX BO3JI0eHbl QYHKIIUM Jieyalero Bpaia, 1 COOTBeTCTBYIOLIeH Me-
AULUHCKON OpraHu3anum <4>.

<4> ITynkr 1 craten 26 denepanpHoro 3axkoHa ot 8 staBaps 1998 r. N 3-03 "O HapKOTHIECKHX CPEACTBAX U IICHXOTPOII-
HeIx BemecTBax" (CoOpanue 3akoHomaTenscTBa Poccuiickoit deneparmm, 1998, N 2, cr. 219, 2017, N 31, ct. 4791) (manee -
Denepanpublii 3akoH N 3-03).

Ogopmnenue peyenmos 8 popme 31eKMPOHHBIX OOKYMEHMOE OCYWECMBIAEMCs 6 Clyyde
NPUHAMUS YNOTHOMOYEHHbIM OP2AHOM UCNOJIHUMENbHOU énacmu cyovekma Poccutickou Dede-
payuu 6 coomeemcmauu ¢ nyHkmom 4 cmamou 6 @edepanvrozo 3akona om 12 anpens 2010 e. N
61-@3 "O6 obpawenuu nexapcmeentvix cpedcmg” <5> peutenuss 006 UCNOTb308AHUU HA MeEPPU-
mopuu cybvekma Poccuiickoii @edepayuu Hapaoy ¢ peyenmamu HA 1eKAPCMEeHHble Npenapa-
mbl, OQOPMIEHHLIMU HA OYMAXCHOM HOCUmMene, peyenmos Ha JeKapCmeeHHvle Npenapamol,
cpopmuposantvix 6 hopme d1eKMpPOHHBIX OOKYMEHMO8.




<5> Cobpanne 3akoHOmaTenscTBa Poceniickoit deneparmu, 2010, N 16, ct. 1815, 2019, N 52, c1. 7793.

3. Ilpu BhIIMCKE MAlUEHTa U3 MEAULMHCKOW OpraHu3allid, B KOTOPOl €My OKa3blBaJlach
MEIULMHCKAs TOMOIIb B CTAIMOHAPHBIX YCIOBUAX, MPU HEOOXOAUMOCTH MPOIOJDKEHHS puemMa
JICKapCTBEHHOTO Ipernapara B aMOyIaTOPHBIX YCIOBHIX JAHHOMY HAIMEHTY 10 PELICHUIO PYKO-
BOJMTENS MEIUIIMHCKON OpraHM3alliy Ha3HavaloTcs ¢ o(opMieHueM peuenta B GopMme dIeK-
TPOHHOTO JJOKyMEHTA U (MJIM) Ha OyMa)XHOM HOCUTEJIE (3a UCKTIOUeHUEeM OGhopMIeHUs peyenmos
Ha JleKapcmeenHble npenapamel, nooexcauue Omnycky 6ecniamuo uiu co cKuokot) 1ubo 6vi-
oaromcs (nayuenmy unu e2o0 3aKOHHOMY npeocmagumento) OJHOBPEMEHHO C BBIITHCKOHW U3 HCTO-
pun 00JIe3HU JIEKAPCTBEHHBIE MIPENapaThl, B TOM YHCJIe HAPKOTHUYECKHE U IICUXOTPOIIHBIE JeKap-
CTBEHHBIE IIpernaparsl, BHECEHHbIE B crucku I m III nepedHs HapKOTUYECKUX CPEACTB, IICUXO-
TPOIIHBIX BEUIECTB U MX IPEKYpPCOPOB, MOJUICKAIUX KOHTpoJro B Poccuiickoir ®enepauuu,
yTrBepxkacHHoro IIpaBurensctBom Poccuiickoit denepanun <6> (nanee - Ilepeuens), cuibHO-
JNEUCTBYIOLIUE JICKAPCTBEHHBIE IIPENapaThl, Ha CPOK MIPUEMaA MALUEHTOM JI0 S AHEH.

<6> Ilynkr 2 craten 2 ®enepansHoro 3akoHa N 3-D3 (Cobpanue 3akoHomaTenbcTBa Poccniickoit denepanny, 1998, N
2, cr. 219; 2016, N 27, ct. 4238).

4. Ha3HaueHue JIEKapCTBEHHBIX MPENapaToB NpU OKa3aHUU MEIULIMHCKON IOMOINU B CTa-
[IUOHAPHBIX YCIOBHIX MOXET OCYIIECTBIATHCSA MOCPEACTBOM TpeOOBaHMI METUIIMHCKOM opra-
HU3AalUU, HAIIPABJISIEMBIX B alITEUHbIC OPraHU3aLUU, SBJIAIOIIMECS CTPYKTYPHBIMU IOIpa3elie-
HUSMU MEAULIMHCKON OpraHu3auuu. <7>

<7> Ilynkr 54 crareu 4 OenepansHoro 3akona ot 12 anpenst 2010 r. N 61-®3 "O6 obpamieHnu IeKapCTBCHHBIX CPECTB"
(Cobpanume 3akonomarenbcTBa Poccmiickoit @eneparmu, 2010, N 16, cr. 1815; 2019, N 31, ct. 4456) (manee - denepanbHbIi
3akoH N 61-D3).

5. Ha3HaueHHe JieKaAPpCTBEHHBIX NMPENapaToB OCYNIECTBJISIETCH MEIUIIMHCKUM paboT-
HUKOM MO MEKIYHAPOJAHOMY HENATEHTOBAHHOMY HAWMEHOBAHMIO, a IIPU €r0 OTCYTCTBUU -
TPYIIUPOBOYHOMY MJIM XMMUYECKOMY HAaMMEHOBaHUIO. B ciyyae 0TCyTCTBUSI MEXTYHAPOIHOTO
HEMAaTeHTOBAHHOTO HAaWMEHOBAHMS U TPYNIUPOBOYHOTO WIIM XMMHUYECKOTO HAMMEHOBAHUS Jie-
KapCTBEHHOTO TIperapara JIeKapCTBEHHBIN Mpernapar Ha3HadaeTcs MEAMIIMHCKUM pPaOOTHHUKOM
[0 TOProBOMy HauMeHOBaHUIO. [IpH HATMYUM MeIHMUMHCKUX NMOKA3aHUH (MHANBUIYAJIbHASA
HENEePeHOCHMOCTb, 10 KU3HEHHBIM MOKA3aHUSAM) MO pelleHHI0 BpauyeOHOH KOMHUCCHH Me-
JTUIIMHCKOM OpraHu3aIuu <8> OCyIIECTBISICTCS Ha3HAYeHHE U 0(hopMIIeHHEe HAa3HAUCHUS JIeKap-
CTBEHHBIX MPENAPATOB, He BXOASAIIUX B CTAHAAPTHI METUIIMHCKOI MOMOIIU, Pa3padoTaHHbIE
B COOTBETCTBMHU ¢ NYHKTOM 14 crarbu 37 ®PegepanbHoro 3akoHa N 323-®3 <9>, uiau He
NpPe1yCMOTPEHHBIX COOTBETCTBYIONIEH KIMHUYECKOH peKoMeHAanueil, Ju00 mo TOproBbiM
HAHMEHOBaHHUAM. Peltenne BpaueOHONH KOMHUCCHH MEQUIIMHCKON OopraHm3anui (GUKCUPYETCS B
MEIMIIMHCKON JOKYMEHTAIIMY MAIIMEHTA U B )KYPHAJIC BpaueOHOM KOMUCCHH.

<8> Ilpuka3 MuHHCTEpCTBa 3PaBOOXPAHECHUS U COIMANBHOro pasBuTus Poccuiickoit @enepanuu ot 5 mas 2012 r. N
5021 "OO6 yTBEepKACHHUH MOpPSAKA CO3JAHUS W AEATEIFHOCTH BPadeOHOM KOMHCCHH MEIHIIMHCKOM OpraHM3amuu’ (3aperucTpH-
poBan MunncrepcrBom foctunuu Poccutickoit @eneparmu 9 uronst 2012 r., peructparmonssiii N 24516) ¢ u3MeHEHHAMH, BHE-
CeHHBIMH IpHKa30M MuHHKCTepCcTBa 3apaBooxpaneHus Poccuiickoit @eneparmu ot 2 nexadbps 2013 r. N 886H (3aperucTpupoBan
Mumnucrepcrsom roctuimu Poceniickoit deneparmu 23 nexabps 2013 r., peructpanmonssiii N 30714).

<9> Cobpanue 3akoHomaTenscTBa Poceuiickoit denepammu, 2011, N 48, c1. 6724.

Ecnu npu okazaHuM nauveHTy MEOUUMHCKOW MOMOIIM B MEAULMHCKOM OpraHu3aluyd B
CTallMOHAPHBIX YCIOBHUAX MO PelICeHUI0 BPa4eOHOIl KOMMCCUM OCYIIECTBIISIIOTCS Ha3HAYEHUE U
MIPUMEHEHHE JIEKAPCTBEHHOI'O IIpErnapara ¢ KOHKPETHBIM TOPrOBBIM HAaUMEHOBAHUEM, TO IPHU
OKAa3aHMM JAHHOMY MAlUMEHTY MEAULUMHCKOW MOMOIIM B MHOW MEIMLMHCKOW OpPraHu3alid B
CTallMOHAPHBIX YCIOBHUSX, a TAKKe B aMOYJIATOPHBIX YCJOBHSAX OCYHIECTBJISETCH Ha3HAa4e-
HHE eMY JIEKAPCTBEHHOTI'0 MPenapara ¢ TeM ke TOProBbIM HauMeHoBaHueM <10>.




<10> Ilynkt 2 nocranosnenus IpaButenscrBa Poccuiickoit @eneparmu ot 30.06.2020 N 965 "O BHeceHNN H3MEHEHUI B
[NpaBuna popMupoBaHUs MEpeUHs JIEKAPCTBEHHBIX CPEICTB, 3aKyIKa KOTOPBIX OCYIIECTBISICTCS B COOTBETCTBUH C MX TOPTOBHI-
MH HaMCHOBAaHMSMH, U O IIPIMEHCHNH JIEKapPCTBEHHBIX MPETIapaToB ¢ KOHKPETHBIMU TOProBeIME HanMmeHoBaHmsIMU' (CoOpanne
3akoHOmaTenscTBa Poceutickoit denepanun, 2020, N 28, c1. 4422).

6. Haznauenue nekapcTBEHHOTO IpenapaTa B perente Ha OyMa)kHOM HOCHTEJE WK peLer-
Te B (JOpME FIEKTPOHHOTO JOKyMEHTa 0(OopMIIIETCS Ha UMl MAIUEeHTa, Uil KOTOPOTO MpeHa-
3Ha4eH JIEKapCTBEHHBIH Mpernapar.

Penent Ha OGymakHOM HOcuTene, opopMIICHHbIH Ha penenTypHoM Omanke ¢opm N 107/y-
HII, N 107-1/y, N 148-1/y-88, N 148-1/y-04(:1), yTBep/I€HHBIX HACTOSIIUM IPUKA30M, MOXKET
OBbITh MOJIY4EH MAlMEHTOM, €r0 3aKOHHBIM INPEICTABUTEIEM WM JIUIIOM, UMEIOIUM 0(QOPMIICH-
HYI0O B COOTBETCTBHM C I'PDAXKIAHCKUM 3aKOHOJATENbCTBOM Poccuiickon denepanuu I10BEpeH-
HOCTB OT MallMeHTa Ha MPaBO MOJYYEHHUS TAKOTO pelenTa (Janee - yIoJHOMOYEHHOE JIHIIO).

[IpencraBnenue OBEpEHHOCTH He TpeOyeTcs B ciaydae IOJIYYEHHs pelenTa Ha Jekap-
CTBEHHBIH IIpenapar s MHKYpaOeabHOro 00JILHOT0 Ha 3aBEPIIAIOIIEM 3TAle €ro )KU3HU JIULOM,
OCYIIECTBISIONIMM YXOJ 32 TaKMM HHKYpaOeJdbHbIM O0JIbHBIM. B Takom ciydae MeIUIIMHCKUAN
paOOTHHK BBIACT JIUILY, OCYIIECTBIISIOIIEMY YXOJ 32 MHKYpaOelbHBIM OOJBHBIM, JOKYMEHT,
NOATBEP:KIAI0IMIT HHKYpadebHOe COCTOSIHUE GOJIbHOI0, COIepPKAIMii cBeJeHUs 0 Juue,
KOTOpOe OyIeT MoJay4aTh JeKapcTBeHHbIe NMpenaparthl no peuenty (pamuaus, ums, oT4ye-
CTBO (MOCJIeIHee - MPH HAJMYHH), BU/I, cepus U (WJIN) HOMeP JOKYMEHTA, YA0CTOBepsIoLIe-
ro JIMYHOCTH), 3aBePeHHbI MOANNCHI0 U MeYaThbI0 JAHHOI0 MEeAWLIMHCKOro padoTHUKA, a
TaKsKe MeYaThi0 MeIMIUHCKOI OpraHu3anuH.

Joxkymenm, noomeepicoaouwiuilt UHKypaodenbHoe coCmoanue 00abHO20, OCHMAEMCA 6
anmeuHoil opeaHu3auuuU.

Penennt B ¢opMe 37EKTPOHHOTO JOKYMEHTa (POpMUpPYETCS C HCIOJIb30BAaHHEM Tocyap-
CTBEHHOU MH(OPMALIMOHHON cUCTEeMBI B cepe 3apaBooxpaHeHus cyobekra Poccuiickoii dene-
panuu, MeITUIMHCKON HH(QOPMAITMOHHON CUCTEMBI METUIIMHCKOM opranuzanuu <11>.

<11> Crarpu 91 u 91.1 ®enepansroro 3akona N 323-D3 (Cobpanne 3akoHomarenscrBa Poceniickoit eneparym, 2011,
N 48, ct. 6724; 2021, N 27, ct. 5141).

@axkT BpLIAYM pELENTa Ha JIEKAPCTBEHHBIM IIpenapar 3aKOHHOMY IPEICTABUTEIIO WU
YIIOJIHOMOYEHHOMY JIUILY (PUKCHPYETCS B METUIIMHCKOM TOKYMEHTALMU TallieHTa.

7. MenuiHCKUM pabOTHUKAM 3arpeniaercss o(popMIIsTh pElenThl IPU OTCYTCTBUH y Ta-
LHAECHTA MEIULMHCKUX II0KA3aHUN; HAa HE3apEerMCTPUPOBAHHBIC JIEKAPCTBEHHBIC IIpenaparsl
<12>; Ha neKkapCcTBEHHbIE IpenapaTsl, KOTOPbIE B COOTBETCTBUU C MHCTPYKLUEH MO MEAULIMH-
CKOMY IIPUMEHEHUIO NPEJHA3HAYEHBI JJI1 IPUMEHEHHUs TOJIbKO B MEIULIMHCKUX OPraHU3aLUsiX;
Ha HapKOTUYECKUE CPEACTBA U IICUXOTPOIIHBIE BEIECTBA, BHECEHHBbIE B criucok II Ilepeuns, 3a-
PErucTPUPOBAHHBIE B KAYECTBE JIEKAPCTBEHHBIX IIPENAPATOB, B LEIAX IPUMEHEHUS U1 JICUCHUS
HapKOMAaHMWH.

<12> Pemenne CoBeta EBpasniickoit sxoHoMHIecKoit komuccun oT 3 Hosiops 2016 r. N 78 "O IlpaBmnax perucrpanuu u
9KCIIEPTH3bI JICKAPCTBEHHBIX CPEJCTB AT MEIUIMHCKOTO NMpUMEHEHHS" (OQHIaNbHBIN caiT EBpasniickoro 3KOHOMHYECKOro
coro3a http://www.eaeunion.org/, 21 mHosopst 2016 r.). Crarest 13 ®enepansaoro 3akoHa N 61-03 (Cobpanue 3aKOHOZATETHCTBA
Poccwmiickoit @eneparm, 2010, N 16, cr. 1815; 2020, N 14, c1. 2028).

NuaauBuayadbHbIM NpPeINPHUHUMATENAM, OCYLIECTBISIOIMM MEIULHUHCKYIO JCATENb-
HOCTb, JIOTIOJIHUTENFHO K TPEOOBaHMM, YKa3aHHBIM B ab3alle TepBOM HACTOSIIEro IyHKTa, 3a-
npemaercss opOpMIATL pelenTbl HA HAPKOTHYECKHE CPeICcTBAa M ICHXOTPOIHLIE Belle-
cTBa, BHeceHHbIe B criucku II u III Ilepeuns (nmanee - HapkOTUUYECKUE M IICUXOTPOIIHBIE JIEKAp-
ctBeHHble penapatsl cnuckos 11 u 111 Tlepeuns).

8. Ilpy Ha3HAYEHMH HAPKOTHYECKMX M IICHXOTPOIHBIX JIEKAPCTBEHHBIX IpPENapaToB
cinucka II Ilepeuns, 3a MCKIIFOUEHHMEM JIEKAPCTBEHHBIX IPENAPATOB B BUJE TPAHCIECPMAJIbHBIX
TEpaNeBTUYECKUX CHUCTEM M JIEKAPCTBEHHBIX IIPENApaToB, COACPIKALUX HAPKOTUYECKOE Cpel-
CTBO B COYETAaHWU C AHTArOHHUCTOM OTHOMIHBIX PELENITOPOB, PELENTHl HA OYMa)KHOM HOCHUTEIE
odopmistoTes Ha perentypHoM 6nanke ¢popmsl N 107/y-HII.



9. PenenitypHsiit 61ank Gpopmbr N 148-1/y-88 opopmisercs nmpu Ha3HAUCHUH:

1) HapkOTMUYECKUX M TCUXOTPOIHBIX JIEKAPCTBEHHBbIX NpenaparoB cnucka Il Ilepeuns B
BHJIE TPAHCACPMAIIbHBIX TEPANIEBTUUYECKUX CUCTEM, HAPKOTHUECKUX JIEKAPCTBEHHBIX IIPENapaToB
cnucka II Ilepeuns, comepxamux HApKOTHYECKOE CPEACTBO B COUYETAHHHM C AHTAarOHUCTOM
OIIMOUJIHBIX PELENITOPOB, IICUXOTPOIIHBIX JIEKAPCTBEHHBIX Npenapatos cnucka [II Ilepeuns;

2) KOMOMHUPOBAHHBIX JIEKAPCTBEHHBIX MPEMAPATOB, COACPKAIINX:

a) KOJIEUH WJIM €ro COJH (B MEpecueTe Ha YMCTOE BEUIECTBO) B KOJUYECTBE J10 20 MI BKIIIO-
yuTenbHO (Ha 1 703y TBepHo#l JekapcTBEHHON (Gopmbl) mim B KoiauuecTBe 10 200 MI BKIIIOYH-
tenbHO (Ha 100 Mt mmu 100 r 5kuKoM TeKapcTBEeHHOM (OPMBI I BHYTPEHHETO IPUMEHEHUS);

0) mceBnoddenpruHa THAPOXIOPHUI B KoJmdecTBe, mpesbimaromem 30 mr, u g0 60 mr
BKJIIOYMTENBHO (Ha 1 103y TBEpIOH JIeKapCTBEHHOM (POpMBI);

B) miceBAoddeApruHa TUIPOXIOPHUI B KoymdecTBe, mpeBbimatomem 30 mr, u go 60 mr
BKJIIOYUTEIBHO B COYETAHUU C JIEKCTPOMETOP(PaHOM TUAPOOPOMHUIOM B KOJMYECTBE, PEBbIIIA-
forteM 10 mr, 1 10 30 Mr BKITtounTeNnbHO (Ha 1 103y TBEpAOH JIeKapCTBEHHOM (hOpPMBI);

r) AekcrpomeTopdana ruapoOpomus B koiauuyectse A0 200 mr BrimountenbHo (Ha 100 mi
win 100 1 KuaKo# JiekapcTBEHHOH (hOPMBI ISl BHYTPEHHETO IPUMEHEHHU );

1) adeapuHa TUAPOXIOPU B KomudecTBe, mpesbimaromeM 100 mr, u 10 300 Mr BKIIOYH-
tenbHO (Ha 100 Mt mmu 100 r 5kuKoM TeKkapcTBEeHHOM (OPMBI Il BHYTPEHHETO PUMEHEHUS);

e) aenpuna ruapoOXIOPU B KOJIHUecTBe 10 SO Mr BKIIOUHUTENHHO (Ha | 103y TBEpIOii Jie-
KapCTBEHHOU (hOpMBI);

K) (peHUIPONaHOIAMUH B KOJIMYECTBE IO 75 MT BKIIOUHTENHHO (Ha 1 103y TBepaoi je-
kapcTBeHHOU (hopmbl) umu 10 300 mr BmouutenbHo (Ha 100 ma mmm 100 r xuakoit mekap-
CTBEHHOU (POPMBI [ BHYTPEHHETO NIPUMEHEHHUS);

3) penobapOUTan B KOIMUECTBE 0 15 MI BKIIOYHTENHHO B COYETAHUM C KOJCHMHOM (WM
€ro COJIIMU) HE3aBUCUMO OT KoJIn4ecTBa (Ha 1 103y TBEp10ii JeKapCcTBEHHOH (popMBI);

1) penobapOuTan B kommuecTBe 10 20 MI' BKIFOUMTENBHO B COUETAaHUU C 3()EePUHOM TH-
POXJIOPUIOM HE3aBHCHUMO OT KoJnyecTBa (Ha 1 103y TBepaoil iIekapCTBEHHOM (OpMBI);

K) XJIOpJMA3eNOKCU] B KOJInuecTBe, npesbimatomem 10 mr, u 10 20 Mr BKIIIOUUTENHHO (Ha
1 no3y TBepAoii IeKapcTBEHHOU (hOpMBI);

3) nexapcTBEHHBIX NPENapaTOB MHANWBUYaIbHOTO M3TOTOBIIEHUS, COAEPKAIMX HAPKOTH-
YeCcKOoe CPEeJICTBO WM MCUXOTpornHoe BemecTBo cnucka Il Tlepeuns, u npyrue ¢apmakomaoruye-
CKUE aKTHBHBIE BEILECTBA B J]03€, HE MPEBBIIIAIOLIEH BBICUIYIO Pa30BYIO 103y, U IIPU YCIOBHUH,
YTO 3TOT KOMOMHUPOBAHHBIN JIEKAPCTBEHHBIN MpenapaT He SBIAETCS HAPKOTUYECKUM HIIU TICH-
XOTPOIIHBIM JIEKApCTBEHHBIM ITpernapaToMm criucka II Ilepeuns;

4) nexkapCTBEHHBIX MPENaparoB, BKIIOUEHHBIX B IEPEUYEHb JIEKAPCTBEHHBIX CPEICTB VIS
MEUIIMHCKOTO MPUMEHEHUS, MOJIEKAIINUX MPEAMETHO-KOJIMYECTBEHHOMY YUYeTy (Janee - Jie-
KapCTBEHHBIE MTpenapaThl, BKIOYEHHbIE B iepeueHb [IKY) <13>.

<13> [Noamynkr 5.2.171(1) mynkra 5 nocranosnenust [IpaButenscta Poccuiickoit @enepamnum ot 19.06.2012 N 608 "O6
yrBepxaeHnn [lonoxkenust o Munucrepere 3apaBooxpaneHus Poccuiickoit @eneparmu’ (nanee - [lomoxenne o Munncrep-
crBe) (Cobpanue 3axoHomaTenbeTBa Pocentickoit deneparmu, 2012, N 26, ct. 3526; 2013, N 16, ct. 1970).

10. PenentypHsbiii 61ank ¢opmbl N 148-1/y-04(;1) odopmiisieTcst mpu Ha3HAYCHUU JIeKap-
CTBEHHBIX IpENapaToB rpa)kJaHaM, UMEIOLUIUM IpaBO Ha OECIUIaTHOE MOJIydyeHHE JIEeKapCTBEH-
HBIX IIPENapaToB UM MOIYYEHUE JIEKApCTBEHHBIX IIPEMAPATOB CO CKUIKOM.

11. Peuentypusiii 6ank ¢popmsl N 107-1/y opopmisiercs npu Ha3HAUCHUH:

1) nexapcTBEHHBIX ITpENapaToOB, HE YKa3aHHBIX B IMyHKTax &, 9 Hactosero [lopsaka;

2) KOMOMHUPOBAHHBIX JIEKAPCTBEHHBIX MPEMAPATOB, COACPKAIINX:

a) proraMuHa TMJIpOTapTpaT B KOJIMYECTBE O 5 MI' BKIIOYUTENbHO (Ha 1 103y TBepmoi
JIEKapCTBEHHON (OPMBI);

0) aenpuna rugpoxnopus B komudectse 10 100 mr BrmountensHO (Ha 100 M wmm 100 ¢
KHUJIKOH JIEKapCTBEHHOM (OPMBI /ISl BHYTPEHHET O IPUMEHEHH);



B) TceBOd(deprHa THIPOXIOPUA B KoJWdecTBe, He mpeBbimatomeM 30 mr (Ha 1 go3y
TBEPJIO JIeKapCTBEHHOH (POPMBI);

r) nceBaod(enprHa THIPOXIOPHI B KOJMUECTBE, HEe MpeBbimaromeM 30 Mr, B COUCTaHUHU C
JIeKCTpoMeTopdhaHoM THAPOOPOMUTIOM B KOJIHUYECTBE, MpeBbimatoiiemM 10 mr, u 1o 30 Mr BKITO-
YUTENbHO (Ha 1 103y TBEpOii JIeKapCTBEHHOU (POpMBI);

1) nekctpomeropdana ruapodpomMua B Koimdectse, mpesbimatomiem 10 mr, u mo 30 mr
BKJIIOYMTENNBHO (Ha 1 103y TBEpIIOH JIeKapCTBEHHOM (POpMBI);

e) penobapObuTan B komuuectse, npebiaromemM 20 mr, u 10 50 Mr BKIOYUTENbHO (Ha 1
7103y TBEPOH JIeKapCTBEHHON (OPMBI);

K) ¢peHobapbutan B konuuectBe 10 20 M BKIIOYHUTENBHO B COYETAaHUM C SPrOTAMHHOM
THIPOTAPTPATOM HE3aBUCHMO OT KoJimuecTBa (Ha | 103y TBepAoi JiekapcTBEHHOU (hOpMBI);

3) XJIOpAMA3eNoKcu B KoaudecTse 10 10 Mr BkimountensHO (Ha 1 103y TBepaol jekap-
CTBEHHOU (pOopMBI).

12. Ilpn Ha3HAYEHHUHU JIEKAPCTBEHHOI'O IIpenapaTa MHAMBHIYAJIbHOTO M3FOTOBJIEHUS B pe-
nente Ha OyMa)XHOM HocuTelne U (Wiu) perente B GpopMe dIEKTPOHHOTO JTOKYMEHTa HauMEHO-
BaHMS JIEKAPCTBEHHBIX CPEACTB (BELIECTB), BKIOYEHHBIX B mepeueHb [IKY, ykasbiBatoTcs B
Hayajie peLernTa, 3aTeEM - BCE OCTaJIbHbIE HHIPEAUEHTHI.

13. TIpn Ha3Ha4YeHUH JIEKApPCTBEHHOTO Ipernapara B pelente Ha OyMa)kHOM HOCUTENE U
(umu) peuente B (GopMe BIEKTPOHHOTO JOKYMEHTA 3amlpeliaercs IPEeBBIIIATh KOJIMYECTBO
HapKOTHYECKUX CPEJICTB WJIM MCUXOTPOIHBIX BEIIECTB, KOTOPOE MOXKET OBITh BBIMHUCAHO B O-
HOM peLEeNnTe, yCTaHOBJAeHHOe npuiioxenueM N 1 k Hacrosmemy Ilopsiaky, 3a uckirouenuem
CJIydaeB, YKa3aHHBIX B MyHKTax 15 u 24 nacrosmero Ilopsaka.

14. Tlpn Ha3HaYEHUM JIEKAPCTBEHHBIX IMpPENapaToB, BKIOYEHHbIX B nepeueHb [IKY, noza
KOTOPBIX MPeBbIIAET BBICIIUI OTHOKPATHBINA NMpPHeM, MEIUIMHCKUHA pabOTHUK 0003HAyYaeT
7103y 3TOTO JIEKapCTBEHHOTO MpernapaTa B pelente Ha OyMa)KHOM HOCUTENE MPONHUCHIO € MPo-
CTaBJICHHMEM BOCKJ/JMIATEJbHOI0 3HAKA M (WJIM) IPOCTAaBJISET BOCKIMLIATEIbHBIA 3HAK IpU
odopmiIeHHH perenTta B JopMe AIEKTPOHHOTO JOKYMEHTA.

15. KonnuecTBO Ha3HAUEHHBIX JIEKAPCTBEHHBIX IPENApaTOB, BKIIOUYEHHBIX B IEPEUYEHb
IIKY, npu oka3zaHuu NanueHTaM, HYKAAIIUAMCS B JUINTEJbHOM JIe4eHHH, NIEPBUYHOH Me-
AUKO-CAHUTAPHOI MOMOIIY U NAJJIMATUBHOM MeIMIIMHCKON IMOMOIIM MOKeT ObITh yBeJIH-
YEHO € Y4eTOM KJIMHHYECKHX PeKOMeHJaluil He 0ojiee 4eM B 2 pa3a 0 CPaBHEHUIO C KOJIH-
YECTBOM HAPKOTHUYECKUX CPEICTB HIIU ICUXOTPOIHBIX BELIECTB, KOTOPOE MOXET ObITh BBIMHCA-
HO B OJJHOM pELIeNTe, yCTaHOBJIEHHBIM NpuiiokeHneM N 1 k Hacrosmemy [lopsiaky.

B cnydasx, npeaycMOTpeHHBIX ab3aieM MepBbIM HACTOSIIETO MyHKTa, Ha perenrtax Ha 0y-
Ma)XHOM HOCHTEJIE NMPOU3BOAUTCS Haanuch "[lo crenuanbHOMY Ha3HAUEHUIO", OTAEIbHO 3aBe-
PEeHHasi NMOANHUCHI0 MEAWLIMHCKOI0 PadOTHHKA M NMeYaTbI0 MEJULINHCKOH OpraHu3anuu
"Jl1a peuenToB", Ha penenTax B (opMe IMEKTPOHHOTO JOKYMEHTA Mpou3BoauTcs otMeTka "Tlo
CIeMATbHOMY HAa3HAYEHHUIO" C MPOCTABJICHUEM YCHIIEHHOW KBaTM(PUIUPOBAHHOMN AJIEKTPOHHON
MOJMTUCH MEAULIUHCKOTO PabOTHUKA.

16. CocTaB JiekapcTBEHHOI0 Mpenapara, JiekapcTBeHHas popMa u obOpaleHue Menu-
IIUHCKOTO pabOTHHKA K (hapMaleBTHYECKOMY paOOTHUKY 00 OTITyCKe JIEKAPCTBEHHOTO Ipenapa-
Ta Ha OyMa)KHOM HOcHTeNe O(POPMIISIOTCS Ha JATHHCKOM MJIH PYCCKOM fI3bIKE B POAUTEIHHOM
najexe, 3a UCKIIOUeHHEM O(OpMIICHHS perentoB B (opMe 3JIEKTPOHHOTO JOKYMEHTa, OCy-
LIECTBIIIEMOI'O HA PYCCKOM SI3BIKE.

[Ipu odopmileHUN penenTypHbIX OJAHKOB JIOIYCKAeTCs HCIOJIb30BAHUE COKpAIICHUI
(mpunoxxenue N 2 k HactoseMy [lopsnky).

IIpy Ha3HaueHHU JIEKApPCTBEHHOIO Ipemnapara He JOIYCKAeTCsl COKpalleHHEe HauMEHOBa-
HUN MHIPEJUEHTOB, COCTABIISAIOLINX JIEKAPCTBEHHBIN MpenapaT, HE MO3BOJISAIOLIUX YCTAHOBUTD,
KAKOM MMEHHO JICKapCTBEHHBIM IperapaT Ha3HAYEH.

17. Cniocod npuMeHeHHs JIeKAPCTBEHHOI0 NMpenapara 0003HaYaercs ¢ yKa3aHueM Iy-
TH BBE/JCHUS, 103bl, YACTOTHL, BpeMeHH NPHEeMa OTHOCUTEIbHO CHA (YITPOM, HA HOYb) M €ero
AJIUTEJIbHOCTH, A VISl JIeKAPCTBEHHbIX NPenaparoB, B3aWMOAEHCTBYIONIMX € NHUINEH, -




BpeMeHH MX YIOTpe(JeHns OTHOCHTEIbHO NMpHeMa MUIM (10 ebl, BO BpeMs e/lbl, MocJIe
elbl).

18. Ilpu HEOOXOIUMOCTH HEMEUIEHHOTO MJIM CPOYHOTO (B TeUEHHE OBYX pabo4mXx JHEH)
OTITyCKa JIEKAPCTBEHHOTO Iperapara MalKueHTy B BepXHel yacTu perenta Ha OyMa)KHOM HOCH-
TeJe MPOCTABIAIOTCS 0003HaueHus "cito" (cpouHo) mnm "statim" (HeMeaneHHO). AHAIOTHYHBIC
0003HauEHHSI TPOCTABIIAIOTCS B BUJIE OTMETOK IpU 0(popMIICHUHU perenTa B popMe IEKTPOHHO-
ro JOKyMEHTA.

19. Ilpu odopmiaeHrn Ha3HAUYEHUS TOTOBOTO JICKAPCTBEHHOTO Mpernapara B pelenTe Ha
OyMa)KHOM HOCHTEJIe WM pelente B (opMe NMEKTPOHHOTO JOKYMEHTa KOJMYECTBO JEHCTBYIO-
[IMX BEILIECTB YKa3bIBACTCS B COOTBETCTBHM C MHCTPYKLHUEH MO MEAMLIMHCKOMY HMPUMEHEHHIO
JICKapCTBEHHOTO Tpenapata. J[omycTHMO yKa3bIBaTh JO3MPOBKY JICKAPCTBEHHBIX IPENapaToB
CHCTEMHOTO JeicTBUs (A7 pPe30pOTHBHOTO NpUeMa) B TBEPHABIX JIEKAPCTBEHHBIX (opmax
(HarmpuMep, TabJIeTKH, OPOLIKH, KATCYJIbl) KaK COAEp)KaHUE OTHOTO WM HECKOJbKHUX JIEHCTBY-
IOIINX BEIIECTB B €AMHUIIAX MACCHI (B rpaMMax, MIJTUrpaMMax). JIomyCTUMO yKa3bIBaTh JI03U-
POBKY JIEKapCTBEHHBIX MPENApaTOB CUCTEMHOTO JACHCTBUS (111 pe30pOTUBHOTO MPUMEHEHNs) B
KHJIKAX JIGKAPCTBEHHBIX (hopMax (Hampumep, pacTBOPHI, CYCIIEH3MM) KaK COJEepKaHUE OJIHOTO
WM HECKOJIbKUX JICHCTBYIOIIMX BEILECTB B €AMHHUIIAX MAcChl Ha eIMHMIY oObeMa (Harmpumep,
MUJUTATPaMM/MUJUTHITUTP) € YKa3aHHEeM 00111ero oobema JieKapcTBeHHOU (HOpPMEL.

[Tpu odopmieHnn Ha3HAYEHUS JIEKAPCTBEHHOTO IMperapara UHAUBUIYaIbHOTO U3rOTOBIIE-
HUS B perente Ha OyMa)KHOM HOCHTENE WM pelente B (GopMe 3JIEKTPOHHOTO TOKYMEHTa KOJH-
YEeCTBO TBEPAbIX U CHIMYYUX (papMaleBTUYECKHX cyOcTaHuuil ykaswiBaercst B rpammax (0,001;
0,5; 1,0), *KuAKUX - B MWJITWIUTPAX, TpaMMax M Karsx.

20. Penienntbl Ha OyMa)XHOM HOCHTENE, B (hopMe NEKTPOHHOTO JOKYMEHTa, 0(OpPMIICHHBIE
Ha penentypHoM Onanke ¢opmbl N 148-1/y-88 u npeaHasHadeHHbIE Ul OTIIYCKA JIEKapCTBEH-
HBIX MPEnaparoB, NPeAyCMOTPEHHBIX noAmyHKTaMu 1 - 3 myHkra 9 Hactosmero Ilopsaka, nei-
CTBUTEIIbHBI B TeueHUE 15 mHel co aHS 0hopMIICHHUS.

21. Penentbl Ha OyMa)XHOM HOCHUTENE, B (hopMe NEKTPOHHOTO JOKYMEHTa, 0(pOpPMIICHHBIE
Ha peuentypHoMm Onanke Gopmbl N 148-1/y-04(:1) u mpenHazHauyeHHBIC Ui OTITyCKa JIeKap-
CTBEHHBIX IIpPEMapaToB rpakaaHaM, ykazaHHbIM B myHkre 10 Hactosmiero Ilopsiika, neiictBu-
TenbHbl B TeueHue 30 aHeil co nHSA opOpMIICHHS, 3a MCKIIOYEHUEM CiIydaeB O(GOpMIICHUS pe-
LIeNTa B COOTBETCTBUU C IMyHKTaMu 38 u 39 Hacrosmero Ilopsaka, npu KOTOpbIX OH AEHCTBUTE-
nieH B TeueHue 15 aHeii co qus ohopmiIeHUs.

22. PeneniThl Ha OyMa)XHOM HOCHTENE, B (hopMe MEKTPOHHOTO JOKYMEHTa, 0(OpPMIICHHBIE
Ha penentypHoM Onanke Gopmbl N 148-1/y-04(;1) M mpeaHa3HaYeHHbIE UIS1 OTIYCKA JieKap-
CTBEHHBIX MPeNapaToB rpaxkIaHaM, J0CTHUIIIMM NMEeHCHOHHOI0 BO3PacTa, HHBAJUAAM Iep-
BOI IPyNmbl, 1eTAM-HHBAJIUAAM, a TAKKe IPakIaHaM, CTPAJAI0IIUM XPOHUYECKHUMU 3a00-
JIeBAHUSIMM, TPEOYIOIIMMH JUTUTEILHOTO KypCOBOTO JICUEHUs, AeliCTBUTEbHbI B TeyeHune 90
AHel co THS 0(hOPMJIEHUS, 32 UCKIIOUEHUEM CllyYaes, YKazanHvlx 6 nynkmax 38 u 39 nacmos-
wezo Ilopaoka, npu komopwix ox Oeticmeumenen 6 meyerue 15 Oneit co nHs 0OpMIECHUS.

J1a JieyeHHs1 XpPOHM4YeCKHX 3a00JIeBaHUIl yKa3aHHBIM KaTErOpUsM TpakIaH JieKap-
CTBEHHBIE Mpenaparsbl ¢ 0popMIICHHEM PELENTOB Ha OYMa)KHOM HOCHTEJE MM PELEnToB B (op-
M€ JIEKTPOHHOI'0 JOKYMEHTA MOTYT Ha3HadaTbcs Ha Kypc JieueHus a0 180 guei.

23. Penentbl Ha OyMa)XHOM HOCHTENE, B (hopMe NEKTPOHHOTO JOKYMEHTa, O(OpPMIICHHBIE
Ha penentypHoM Onanke ¢opmbl N 107-1/y u npeaHa3HadeHHbIE Ui OTITYCKa JIEKapCTBEHHBIX
IpernapaToB, NPeAyCMOTPEHHBIX TyHKTOM 11 Hactosmero Ilopsiaka, HeHCTBUTEIBHBI B TEUCHHE
60 nueii co 1HA odopmIIeHUS.

[Tpu Ha3HAYEHUU TOTOBBIX JIEKAPCTBEHHBIX MPENapaToOB U JICKAPCTBEHHBIX MPENapaToB HH-
IUBHIyaTbHOTO HM3TOTOBJICHHUS IMAllUEHTaM € 3a00J1eBAHHSIMU, TPeOYIINHMHU JJINUTEJIHLHOr0
KYPCOBOI0 Je4yeHusl, ¢ oopMmieHneM Ha perentypHoM Omanke ¢popmsl N 107-1/y penenra Ha
OyMa)KHOM HOCHUTENE WX B (opMe DJIEKTPOHHOTO JOKYMEHTa YCTAHABJIMBAETCS CPOK JIeii-
CTBHS pelenTa B npe/esax 10 0IHOro roja.




B ciyuae ycTaHOBIIGHUS CpOKa JICWCTBUS peLiENTa B Mpeaesaax 10 0AHOI0 roJa B perente
npousBoautcs Haamnuck: "'Ilo cnmenuanbHOMY Ha3HadyeHUIO'", 0003HAYaeTCs CPOK AeiiCTBUSA
peuenta v NepHOAMYHOCTh OTIYCKA JICKAPCTBEHHBIX MpENapaToB W3 aNTEYHON OpraHu3aliu
WIA MHIUBUAYAJIbHBIM MPEANpUHUMATENIEM, HMEIOIINM JIMICH3UI0 Ha (papMaleBTHUECKYIO Aes-
TENBHOCTD <14> (excenedenvno, exrcemecayno u unvle nepuoosvt). J[0NOJTHUTEIBLHO 3TO yKa3a-
HUE 3aBepsieTcs MOANMCHI0 MeJULIMHCKOr0 PadOTHHUKA, a TaK/Ke MeYaThbl0 MeIMIHHCKOM
opranmsanuu "/{na peuentoB" (s pernenta Ha OyMa)kHOM HOCHTEJE) WM YCHIIEHHOW KBa-
TU(GHUIMPOBAHHON 3JEKTPOHHON MOANUCHI0 MEIULMHCKOTO Pa0OTHHKA U JIMLA, YIOJIHOMOYEH-
HOTO 3aBEPSTh JOKYMEHTHI OT MMEHH MEAMLIMHCKONW OpraHu3anuu (Ui peuenta B popme 3iek-
TPOHHOTO JTOKYMEHTA).

<14> Ilynkt 47 gactu | craren 12 ®enepansHoro 3akona ot 4 mast 2011 r. N 99-03 "O nuneH3upoBaHUN OTAEIBHBIX
BHI0B fearensHocTH” (manee - Menepanbasiii 3akoH N 99-D3) (Cobpanue 3akoHomarenscrBa Poceuiickoit deneparmu, 2011, N
19, ct. 2716; 2021, N 27, ct. 5177).

24. Peuentsl Ha JIEKapCTBEHHBIE MTPENapaThl, BKIKYeHHbIe B nepedenb IIKY, nns nege-
HUS MAIUEHTOB ¢ XPOHNYECKUMU 3200/1eBAHUSIMH MOTYT O(DOPMIIATHCS HA KYPC JieYeHUs 10
60 qHeii.

B cnyuae, korga kypc nedenus cocraiiser 6oJiee 30 aHeil, JONMOJHUTEIbLHO B peHenTax
Ha O0yMa:KHOM HocHTeJIe npou3BoauTcs Haanuch "'[lo cnennaabHOMY Ha3Ha4YeHHIO', 3aBe-
PEeHHasi NMOANHUCHI0 MEAHMLIMHCKOI0 PadOTHHKA M NMeYaTbI0 MEJUINHCKOH OpraHu3anuu
"Jl1a peuenToB", Ha peuenTax B (opMe MEKTPOHHOTO JOKyMEHTa Mpou3BoauTcs otMerka "Ilo
CIEeMATbHOMY HAa3HAYEHUIO" C MPOCTABJICHUEM YCHIICHHOW KBaTM(DPULIMPOBAHHOMN AJIEKTPOHHOU
MOJIMTUCH MEJMIIMHCKOTO paOOTHHUKA U JIUIA, YIIOJTHOMOYEHHOTO 3aBEPATh JOKYMEHTBI OT UMEHH
MEIUIMHCKON OpraHu3alyi.

25. Penent Ha O0yMa:KHOM HocHuTese B (popMe IJIEKTPOHHOIO JOKYMEHTAa, 0(popMJIeH-
HbIHl C HApYLIEHHEM YCTAHOBJEHHBIX HacTosAmuM IlopsizkoM TpeGoBaHmii, cUMTACTCH He-
ACHCTBUTENbHBIM.

I1. HaznayeHue JIeKapCTBEHHBIX NIPENapaToB IPH OKA3aHUU
MeIMUMHCKOM MOMOIIH B CTAMOHAPHBIX YCI0BHAX

26. IIpu oxa3zaHUM MALMEHTY MEAUIIMHCKOM MMOMOIIH B CTAllMOHAPHBIX YCIOBHUSIX Ha3HaYe-
HUE JICKapCTBEHHBIX MpEnapaToB MPOU3BOIUTCS 0e3 0(pOpMIICHHS pelenTa MEAUIUHCKUM pa-
OOTHHKOM €MHOJINYHO, 32 UCKJIIOUYEHHEM CllydaeB, yKa3aHHBIX B IyHKTe 27 Hacrosero [lo-
pszka.

27. CornacoBaHue Ha3HAYCHHUsS JICKAPCTBEHHBIX IMPENAPATOB C 3aBEAYIOIUM OT/ACICHUEM
WIA OTBETCTBEHHBIM JEKYPHBIM BpauoM JIMOO APYrMM JIMIIOM, YIIOJHOMOYEHHBIM NPHKA30M
TJIABHOTO Bpaya MEAWLMHCKOW OpraHU3alMy, a TaKXKe, IPU HAJUYUH, C BPAUOM - KIMHUYECKUM
(apmakoJI0roMm He00X0AUMO B CITydasiX:

1) o1HOBpEMEHHOTO Ha3HAYECHUs MATH U 00Jiee JeKapCTBEHHBIX MpenapaToB 0JHOMY Ialli-
CHTY;

2) Ha3HAYEHUs JICKApCTBEHHBIX MPENapaToB, HE BXOIIUX B IIEpeUYeHb KU3HEHHO HE0OXO0-
JIMMBIX M BaXHEUIINX JIEKApCTBEHHBIX MpernaparoB <15>, mpu HETUMMYHOM TE€YeHUHU 3aboJieBa-
HUS, HAJMYUU OCJIO)KHEHHH OCHOBHOTO 3a00jieBaHMs U (MJIM) COIYTCTBYIOIIUX 3a00JIeBaHUIA,
IIPYU HA3HAUYEHUH JIEKAPCTBEHHBIX MIPENapaToB, 0COOCHHOCTH B3aUMOJICHCTBHUS U COBMECTHMOCTH
KOTOPBIX COTJIACHO MHCTPYKIUSAM 10 UX IPUMEHEHUIO PUBOAAT K CHIDKEHHIO 3((HEKTUBHOCTH U
0e30macHOCTH (papMakoTepanuu U (MIU) CO3JAal0T MOTEHUIHUAIBHYIO OMACHOCTH JJIS JKU3HU U
3JI0pOBBSI MMAIIUECHTA.

<15> Yacrtu | crareu 60 ®enepansroro 3akona N 61-03 (Cobpanue 3akoHopaTenbcTBa Poccutickoit Dene-
parwm, 2010, N 16, cr. 1815; 2020, N 29, ct. 4516).



B ykazaHHBIX ciydasx Ha3Hau€HHUE JIEKapCTBEHHBIX MPENnapaToB (GUKCUPyeTCs B MEIUIIMH-
CKOM JOKYMEHTAIlMM MaIMEHTa U 3aBepseTCs MOIIHChI0 MEIUIIMHCKOrO pabOTHUKA U 3aBeylo-
LIETr0 OTAEJIEHNEM (OTBETCTBEHHOIO JIEKYPHOI'O Bpaya WIXA JPYroro yIOJHOMOUYEHHOTO JINIA).

28. MemuuuHCKH pabOTHUK MEAMIIMHCKOW OpraHu3aIiiy (ee CTPYKTYpPHOTO TOJpa3ese-
HUS1), PacHoOJIO)KEHHOM B CEJIbCKOM HACEJIIEHHOM ITYHKTE, OCYILECTBISET Ha3HAUEHHE JIEKap-
CTBEHHBIX IIPENApaToOB B CIy4asX, YKa3aHHbIX B IMyHKTax 27 u 29 Hacrosuero [lopsaka, enuHo-
JIMYHO.

29. Tlo pemieHuro BpaueOHON KOMHUCCHH MAlMEHTaM TPU OKa3aHUU UM MEAMIIMHCKOW TO-
MOIIM B CTAllMOHAPHBIX YCIOBUSAX HA3HAYAIOTCS JIEKAPCTBEHHBIE MPENapaThl, HE BKIIOUYEHHBIE B
NEPeYeHb KMU3HEHHO HEOOXOJMMBIX M BaXHEHIIMX JIEKAPCTBEHHBIX HpPENapaToB, B Clydyae UX
3aMEHBI U3-3a UHANBHUYAJIbHON HETIEPEHOCUMOCTH, I10 JKU3HEHHBIM ITOKa3aHUSIM.

Pemenue BpaueOHOM KOMUCCHH (PUKCUPYETCS B MEAULIMHCKOM TOKYMEHTAIIMHU MAIlMEHTa U
’KypHasie BpaueOHOI KOMUCCHH.

30. B ciydasx oOcneoBaHMs U JICUCHUS TPAKIAHWHA B CTAI[MOHAPHBIX YCIOBHUSX B pPaM-
Kax IpPeNOCTaBICHUsS MEAMLIMHCKUX YCIYyr Ha BO3ME3/IHOM OCHOBE 3a CYET JIMUHBIX CPEICTB
IpaXkJaH, CPEACTB IOPUANYECKUX JIULl U MHBIX CPEACTB HA OCHOBAHMHU JIOTOBOpA, B TOM YHCIIE
JIOTOBOPa JOOPOBOJIILHOTO MEIUIIMHCKOTO CTpaxoBaHUs <16>, eMy MOTyT ObITh Ha3HAYCHHI Jie-
KapCTBEHHBIEC IpEINapaThl, HE BXOAAIIUE B MEPEUYEHb >KU3HEHHO HEOOXOIUMBIX U BaKHEHIINX
JICKapCTBEHHBIX MPENapaToB, €CIU UX Ha3HAYEHUE U IPUMEHEHHE 00YCIOBICHO MEUIIMHCKUMHU
MIOKa3aHUSIMH.

<16> IlocranoBnenne [IpaBurenscrBa Poccuiickoit @eneparmu ot 4 okts16ps 2012 r. N 1006 "O6 yrBepxaenun [IpaBun
MIPEAOCTABICHUS MEAMUIIMHCKUMH OPTaHHM3AIMAME IDIAaTHBIX MemuiuHCckux ycuyr" (Cobpanue 3akoHomatenscrBa Poccumifckoit
Deneparyn, 2012, N 41, cr. 5628).

I11. Ha3Ha4yeHue J1eKapCTBEHHBIX NIPeNapaToB PH 0KA3aHUHU
NEepPBUYHON MEJUKO-CAHUTAPHON MOMOIIH, CKOPOil MeIMIMHCKOMI
MOMOIIY ¥ NAIMATHBHOM MeIUIMHCKOM IMTOMOLIH

31. Tlpu oka3aHUU MEPBUYHON MEIUKO-CAHUTAPHOU MOMOIIU U MAUIMATUBHOW MEAUIUH-
CKO¥ MmoMoIy B aMOyIaTOPHBIX YCIOBUSIX Ha3HAYCHUE JICKAPCTBEHHBIX MPEMapaToB OCYIIECTB-
TSETCS MEIUIMHCKAM pa0OTHUKOM B CIydasX TUIMUYHOTO TE€YCHHs 3a00JeBaHMs MAIMEHTA UC-
XOJISl U3 TSHKECTH U XapakTepa 3a00JIeBaHMUS.

32. Ha3HaueHue n€KapCTBEHHBIX IIPENapaToB MO pelIeHHI0 BPa4eOHOH KOMUCCHHM IIpU
OKA3aHWMU MEPBUYHOM MEIUMKO-CAHUTAPHOM MOMOIIM, NAJUIMATUBHOW MEAMIMHCKON MOMOIIU B
aMOYJIaTOPHBIX YCIOBUSAX MPOU3BOAUTCS B CIyJasX:

1) oonospemennoco naznauenus 0OHOMY nayuenmy namu u Oojee 1eKapCmeeHHbIX npena-
pamoe 6 meuenue 0OHUX CYMOK WU C8blUle 0ecaAmU HAUMEHOBAHUL 8 medeHue mpuoyamu OHel,

2) Hazumauenus J1eKapCmMEeHHbIX NPenapamos npu HeMmunuyHoM meyeHuu 3a0071e8aHusl,
HAIUYUU OCNIOHCHEHULl OCHOB8HO20 3a001e8aHus U (Ulu) COnymcmeylowux 3a601esanull, npu
HAa3Ha4YeHUuly 1eKapCmeeHHbIX Npenapamos, 0COOeHHOCMU 83aUMOO0elCMEUs U COBMeCMUMOCMU
KOMOPBIX CO2NACHO UHCMPYKYUAM NO UX NPUMEHEHUIO NPUBOOSM K CHUNCEHUIO I ekmuenocmu
u bezonacHocmu euenus nayueHma u (Uau) co30aom nomeHYUaIbHyI0 ONaAcHOCMb OISl HCUSHU U
300p08bsL nayueHma,

3) nepeuuHo20 HA3ZHAYEHUs NAYUEHM) HAPKOMUYECKUX U NCUXOMPONHBIX JIEeKAPCMEEHHBIX
npenapamos cnuckos 11 u Il Ilepeuns (8 ciyuae npunsamus pykogooumenem mMeOUuyuHCcKou opea-
HU3aYuU peuleHus 0 HeoOX0OUMOCMU CO2NACOBAHUS HA3ZHAYEHUs MAKUX J1eKapCMBeHHbIX npena-
pamos ¢ 8pavedHol Komuccuell).

33. [loBTOpHOE HAa3HAUYEHUE HAPKOTUUYECKUX U TICUXOTPOMHBIX JIEKAPCTBEHHBIX MTPENapaToB
ciickoB 11 u Il Ilepeuns mpousBoaUTCS MEAULIMHCKUM PAaOOTHUKOM CaMOCTOSITEIBHO WIIN €11~
HOJIMYHO 0e3 ydJacTus BpaueOHON KOMHCCHU MAIMEHTaM C BBHIPAKEHHBIM OOJEBBIM CHHIPOMOM
M000TO TeHe3a, HAPYIIEHHWEM CHA, CYJOPOXKHBIMU COCTOSHHSIMH, TPEBOXKHBIMU PaCCTPOICTBa-
MU, (poOHUSIMHU, ICHXOMOTOPHBIM BO30YKICHUEM.



34. Ilpn oka3aHMM CKOPOM MEIUIIMHCKOM NMOMOIIM JIEKApCTBEHHBIE IIpenapaThl Ha3Haya-
IOTCSI MEAULIMHCKUM PAOOTHUKOM BBIE3THOW Opurajbpl CKOPOM MOMOIIM, MEAULMHCKUM PaboT-
HUKOM MEIUIIMHCKOM OpraHM3alMy MpU OKa3aHUHM MEJUIMHCKOW MOMOIIM Ipa)kJaHaMm IpH 3a-
00JIeBaHUAX, HECUACTHBIX CIy4asX, TpaBMaX, OTPABICHUAX U JPYTrUX COCTOSIHHUSAX, TPEOYIOMINX
CPOYHOTO MEAMIIMHCKOTO BMEIIATEIbCTRA.

IV. HazHayeHue JIeKAPCTBEHHBIX NIPENapaToB IpakaaHaMm,
HMEIIIMM NPaBo HA 0ecIuIaTHOe MOJIy4YeHHe JJeKaAPCTBeHHbIX
NpenapaToB UM NOJTy4YeHHe JeKAPCTBEHHBIX NIPenapaTos
€O CKHU/KOM, IPU OKA3aHUH NEPBUYHOMI
MeIMKO-CAHMTAPHOM MOMOLIM

35. Ilpu okazaHUU MEPBUYHONW MEAUKO-CAHUTAPHOW MOMOIIM Ha3HAYEHUE MEAUIIMHCKUM
pabOTHUKOM Ha OCHOBE KJIMHUYECKUX PEKOMEHIALUN M C Y4EeTOM CTaHJApTOB MEIMIIMHCKOM
oMoy <17> nexkapCcTBEHHBIX MPENapaToB, OTIYCKAEMbIX OECIJIATHO WJIM CO CKHJKOH, rpax-
JlaHaM, MMEIOUIMM IpaBO Ha oOeclieyeHHe JICKapCTBEHHBIMHU IpernapaTaMy 3a CYET CpPEICTB
OI0/DKETHBIX aCCUTHOBaHMM (hepepanbHOro Oro/kera U OloKeToB cyobekToB Poccuiickoin @e-
Jiepalnnu, ocyliecTBiseTcs Ha perientypHoM Omanke N 148-1/y-04(x).

<17> Crarbst 37 Denepansroro 3akoHa N 323-@3 (Cobpanue 3axonomarenscra Poccuiickoit @enepanum, 2011, N 48,
cT. 6724; 2021, N 27, c1. 5186).

ITpu odopmnenun peuenta Ha Onanke Gopmbl N 148-1/y-04(;1) Ha GyMa)KHOM HOCHUTENE
0(QOPMIISIOTCS ABA SK3EMILISIPA, OJUH M3 KOTOPHIX OCTAETCs B allTEYHON OpraHu3alliu, BTOPOH -
B MEIUIMHCKOM TOKyMEHTAllMU Nal[UEeHTA.

36. IlpaBo Ha3HauyaTh JIGKAPCTBEHHBIE IpeNapaThl rpakaHaM, UMEIOIIUM MpaBo Ha Oec-
IUIATHOE IOJIyYEHHUE JIEKAPCTBEHHBIX IMIPENAapaTOB WM MOJIY4YE€HUE JIEKAPCTBEHHBIX MPENapaTroB
CO CKHMJIKOH, TaK)K€ UMEIOT:

1) MenuuHCKHE PaOOTHUKH, padOTaIONIMEe B MEIUIIMHCKON OpraHU3alyd 10 COBMECTHU-
TENBCTBY (B Mpeenax CBOCH KOMIETEHIUN);

2) MeOUIMHCKHAE PaOOTHUKU CTAlMOHAPHBIX OpraHU3alMi COIMAIBHOTO OOCITY>KUBAaHUS
IIpY HAJIMYMM JULEH3UU Ha OCYLIECTBICHUE MEIUIIMHCKON JeATeNnbHOCTH <18>, mpexycMarpu-
BalOIIeH BBINOJHEHHE paboT (OKa3aHUE YCIYT) MO OKa3aHUIO MEPBHUYHON MEIMKO-CaHUTApHOU
MOMOIIX B aMOYTaTOPHBIX YCIOBUAX (HE3aBUCUMO OT BEJOMCTBEHHOM MPUHAIEKHOCTH);

<18> ITynkrt 46 gactu 1 crarsu 12 @enepanproro 3akoHa N 99-03 (Cobpanne 3akoHomaTenscTBa Poccuiickoit enepa-
muw, 2011, N 19, ct. 2716; 2021, N 27, ct. 5159).

3) MenuIMHCKHE PAOOTHUKH MEAMIMHCKUX OPTaHU3aIMi, OKa3bIBAIOIINX MTEPBUUHYIO Me-
JMKO-CaHUTAPHYIO TIOMOIIb, TIOJIBEIOMCTBEHHBIX (pe/iepalbHbIM OpTraHaM HCIIOJHUTELHON Bia-
CTH WJIM OPTaHaM UCIIOJHUTEILHON BIIacTH cyObekToB Poccuiickoit deneparuu;

4) uHAMBUYyaIbHBIE NPEATIPUHUMATENHN, OCYIIECTBIIAIONINE MEIUIIMHCKYIO EATEIbHOCTD
Y BKIIIOYEHHBIE B pEECTp MEIUIIMHCKUX OpraHU3aluii, OCyIIECTBISIOMINX IeITeNbHOCTh B cepe
00513aTEIbHOTO MEAMIMHCKOTO CTPAaXOBAHMS.

37. Ilpu Ha3HAYCHHMHM JICKAPCTBEHHBIX IMPENapaToB Ipa’kaaHaM, UMEIOLINM MpaBo Ha Oec-
IIJIJATHOE IOJIYYEHHE JIEKAPCTBEHHBIX IIPENApaTOB MIIU IIOIYYCHHUE JICKAPCTBEHHBIX IIPENapaToB
CO CKHJKOH, B penenTe yKadbiBaeTcsi HoMep Teje¢oHa, 0 KOTOPOMY PA0OTHMK anTe4HO
OpraHu3anyy NpH He0OXOAMMOCTH MOKET COIVIacoBaTh ¢ MeIMIMHCKMM Pa0OTHHKOM 3a-
MEHY JIeKapCTBEHHOI'0 Ipenapara.

38. HazHaueHHe HAPKOTUYECKUX M IICUXOTPOIHBIX JIEKAPCTBEHHBIX MpenaparoB cnucka lI
Ilepeuns (3a UCKIIIOUEHUEM JIEKAPCTBEHHBIX MPENapaToB B BUJE TPAHCAEPMaIbHBIX T€PANEBTH-
YECKUX CHCTEM, a TAK)KE JICKAPCTBEHHBIX IPENAPATOB, COACPKALUX HAPKOTUYECKOE CPEACTBO B
COYETaHWU C AaHTArOHHCTOM OINMOMIHBIX PEIENTOPOB) TpakJaHaM, UMEIOLIMM IpaBo Ha Oec-



IUTATHOE TOJIyYeHUE JIEKApCTBEHHBIX MPENapaToB MU MOIYyYEHHs JIEKAPCTBEHHBIX MpEnapaToB
CO CKMJKOM, ocymecTBisieTcss Ha peuentypHoMm Omanke ¢opmsl N 107/y-HII, k kotopomy no-
MOJIHUTETBHO odopmisieTcss perenT Ha peuentypHoMm Omanke ¢opmel N 148-1/y-04(x1) (B ABYX
SK3EMIUIIpax Npu oPopMIICHUN Ha OYMa)kHOM HOCHUTEIIE).

39. Ha3zHaueHHe HAPKOTUYECKUX M IICUXOTPOIHBIX JIEKAPCTBEHHBIX MpenaparoB cnucka lI
[lepeuns B Buae TpaHCAEPMAIbHBIX TEPANEBTUYECKUX CHUCTEM, HAPKOTUYECKHUX JICKAPCTBEHHBIX
npenaparoB cnucka Il [lepeuns, cogepkammx HAPKOTHIECKOE CPEACTBO B COUCTAHUU C aHTAro-
HHCTOM OIIMOMJHBIX PELENTOPOB, IICUXOTPOIHBIX JIEKAPCTBEHHBIX mpenaparoB crucka I Ile-
peuHsi, JIEKapCTBEHHBIX MpenapaToB, BKIOYEHHBIX B mepedeHb [IKY, coxepkamuxcst B mon-
nyHkTe 2 nyHkra 11 Hacrosimero Ilopsnka, nmpenHa3HaueHHbIE AJS JIEYEHUS T'PaXJaH, UMEIO-
IIMX MpaBO Ha OeCIIaTHOE MOJy4YEHUE JICKApPCTBEHHBIX MPENapaToB WM IOJIy4eHHE JIeKap-
CTBEHHBIX IPENapaToB CO CKUKOM, OCYIIECTBISETCS Ha pelenTypHbIX Onankax ¢popm N 107-1/y
u N 148-1/y-88, K KOTOPBIM JIOMOJHUTENBHO O(QOPMIISETCS PELENT Ha pPeLenTypHOM OJaHKe
¢dopmbl N 148-1/y-04(x1) (B ABYX 3K3eMIUIsIpax pu opopmiIeHUH Ha OyMa)kHOM HOCHUTEIE).

[punoxenue N 1

k [lopsinky Ha3HaUYEHHS
JIEKapCTBEHHBIX MIPENapaToB,
YTBEPKACHHOMY IIPUKa30M
MuHKCTEepCTBA 3APaBOOXPAHCHUS
Poccuiickoit ®eaepanun

oT 24 Hos6ps 2021 r. N 1094n

KOJIMYECTBO
HAPKOTUYECKUX CPELOCTB UITN NCUXOTPOIMNHbIX BELLUECTB, KOTOPOE
MOXET BbITb BbINMMCAHO B OQHOM PELENTE

N | MexnynaponHoe @®opma BBIITYCKa U JO3UPOBKA Konunuecto
/1| HEmaTeHTOBAHHOE
HaVMEHOBaHUE

HapKOTHYECKOTO U

IICUXOTPOITHOTO Jie-

KapCTBEHHOIO Tpe-
napara

1.| Bbynpenopdun + Tabnetrku cyonuurBanpabie 0,2 mr + 0,2 mr | 60 Tabnerok (ymna-

Hanoxcon KOBKa, KpaTHas N
20)
2. Bynpenopdpun PactBop mist uabekuuid, 0,3 mr/mia 1 v 30 ammyn (wmnpui-
TIOOUKOB)
3.| bynpenopdpun TpancaepManbHbIN IIACTHIPH
35 MKr/uac 20 nmnacteIpeit
52,5 mkr/yac 10 nnacteipeit
70 MKr/uac 5 nnacteIpet
4. Mopodun PactBop 11 MHBEKLIMH, pacTBOP I MOAKOXK- | 20 aMiyn (Iunpui-
Horo BBeAeHus 10 mr/mm 1 mn TIOOUKOB)
5. | Kogeun + Mopdun PactBop /U1t NOJIKOXKHOTO BBEICHUS
+ Hockanuu + Ila- | 0,72 + 5,75 + 2,7 + 0,36 + 0,05 mr/mn 1 mu 20 ammyn

naBepuH + Tebaun 1,44+ 11,5+5,4+0,72 + 0,1 mr/mn 1 mi




6.| Tpumenepuana Tabnetku 25 mr 50 Tabnerok
7.1 Tpumenepuaun PactBop st unbexumii 10 mr/mi 1 M 20 ammyn (Lmpuun-
20 mr/mit 1 mn TIOOUKOB)
8. Mopodun TaGnerku (karcysnsl) IPOJIOHTUPOBAHHOTO Jieii-| 180 TabmeTok
CTBUS (karicym)
10 mr 60 TabneTox
30 mr (karicyn)
60 mMr 40 TabneTox
100 mr (karicyn)
200 mr 20 TabneTox
(karicyn)
20 TabneTox
(karcym)
9. Mopodun Tabnerku
5 wmr 100 Tabnerok
10 mr 100 rabnerok
10. Mopodun Karmum st npuema BHyTph 20 Mr/mut 20 mi 4 jpnaxona
11. Mopodun PactBop 1 npuema BHYTpb (MOHOI03b1)
2 Mr/mi 5 M 100 ammymn /3
6 Mr/mi 5 M 80 ammyin /3
20 mr/ma 5 M 30 ammyn /3
12.| OxcukomoH + TabneTku IpOJIOHTHPOBAHHOTO JIEHCTBHS
Harnokcon 5wMr+ 2,5 Mr 100 TabaeTok
10 Mr + 5 mr 60 TabneTox
20 mr + 10 mr 40 TabneTox
40 mr + 20 mr 20 TabneTox
13.| IIpontmonungexun- Tabnetku 3ameunsie 20 Mr 50 Tabnerok
ATOKCHATUJITHUIICPH-
TTH
14. ®enTaHun IInacTeipb
12,5 MKr/4ac 20 macTeipei
25 MKr/4ac 20 mnacTeipei
50 mkr/9ac 10 mnacTeipeit
75 mMkr/4ac 10 mnacteipeit
100 mxr/gac 10 mnacTeipeit
15. deHTaHun Cripeilt Ha3anbHBIN

®diakon 50 Mkxr/mo3a
2,0 M (10 go3)
3,2 mi (20 103)
5,0 mut (40 no3)

®diakon 100 Mxr/mo3a
2,0 M (10 go3)

3,2 mi (20 103)
5,0 mut (40 no3)

24 ¢nakoHa
12 ¢pnakoHOB
6 prmakoHoOB

12 ¢pnakoHoB
6 prmaxkoHOB
3 ¢nakona




dnakon 200 Mkr/no3a
2,0 M (10 go3)

3,2 mut (20 no3)
5,0 mut (40 no3)

12 ¢pnakoHOB
6 prmakoHOB
3 ¢nakona

[punoxxenne N 2

k [lopsinky Ha3HaUYeHHS
JIEKapCTBEHHBIX MIPENapaToB,
YTBEPKAECHHOMY IIPUKa30M
MuHHCTEepCTBA 3APaBOOXPAHEHUS
Poccuiickoit ®enepanun

ot 24 Hos6ps 2021 r. N 1094n

CnpaBo4HO

PEKOMEHAOBAHHBIE K UCMOJIb3OBAHUIO COKPALLEHUA
NP O®OPMJIEHUU PELIENTOB

N | Coxkpaienue IlonHoe Hammcanue [TepeBon
/i

1. aa ana 110, [IOPOBHY

2. ac., acid. acidum KHCJIOTa

3. aer. aerozolum a’po30J1b

4. amp. ampulla ammysia

5. ag. aqua BOJIA

6. aq. purif. aqua purificata BOJIa OYMIIIEHHAS

7. but. butyrum Macio (TBepoe)

8. caps. capsula Karcyrna

9. comp., cps compositus (a, um) CJIOKHBIN

10. D. Da (Detur, Dentur) |Bsinaii (Ilycts Beigano, [lycts Oyzaer BeIaHO)
1. DS. Da, S%gna Detur, Brinaii, 0603naub [Tycts Oyner Bergano, O60-

Signetur 3HAYEHO

12. D.t.d. Da (Dentur) tales doses| Bwigaii (ITycTs OynyT BbIIaHBI) TaKUE AO3bI
13. dil. dilutus pa3BeICHHBIH

14.| Div. in p. aeq. Dwizlllr;i: eslrtes Pa3nenu Ha paBHbIE YacTH

15. emuls. emulsio AMYIbCHUS

16. extr. extractum 9KCTPAKT, BBITSKKA

17. in enem. in enemas B MUKPOKJIM3Max

18. F. Fiat (fiant) [Tycth 06pazyercs (0Opazyrorcs)

19. gran. granulum I'paHyJbl

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

21.| gtt. peror. guttae peroralis KaIlJIy JJ1s IpUeMa BHYTPb




22. inf. infusum HacTou

23. in amp. in ampullis B aMITyJIax

24. in tab. in tab(u)lettis B Ta0JIeTKax

25.|in tab. prolong. in tab(u)let:iiss prolonga-| B Tabnerkax c ngg;;g;ig;)faﬂﬂbm BBICBO-

2 in tab. prolong, |in tab(q)lettis prplonga— B TabJEeTKax ¢ MPOJIOHTHPOBAHHBIM BBICBO-
' obd. tis obductis 00K 1IeHEeM, TTOKPBITBIX 000JI0YKON

217. in tubul. in tubulis B TIOOMKax

28. lin. linimentum JTUHUMEHT

29. lig. liquor KUJKOCTh

30. lot. lotion JIOCHOH

31. m. pil. massa pilularum MUJIIOJIbHASL Macca

32.| membr. bucc. | membranulae buccales TJICHKY 3al[CYHBIC

33. M. Misce, Misceatur (Mycrs g}?;z?iiemaﬂo)

34. mixt. mixtura MUKCTYpa

35. N. numero YHUCJIOM

36. ol. oleum Macio (KUIKOE)

37. past. pasta nacra

38. pil. pilula, pilulae TTVJTEOJTSL, TIJTEOJTH

39. p. aeq. partes aequales paBHbIE YacTH

40.| ppt., praec. praecipitatus OCaXXJICHHBIN

41. pulv. pulvis MOPOIIIOK

42. qg- s. quantum satis CKOJIBKO MOTpeOyeTcsi, CKOJIBKO HA0

43. r., rad. radix KOPEHb

44. Rp. Recipe Bo3zbmu

45. Rep. Repete, Repetatur [ToBTopu (IlycTh OymeT MOBTOPEHO)

46. rhiz. rhizoma KOPHEBHILIE

47. S. Signa, Signetur O603nHaub (IlycTs Oymer 0603HaYEHO)

48. sem. semen cems

49. simpl. simplex MPOCTOU

50. Sir. sirupus CHpOII

51. sol. solutio pacTBop

52. Spr. spray copeit

53. Spr. nas. spray nasale crpeil Ha3aabHBIN

54. supp. suppositorium CBEYa, CyIMIMO3UTOPHIA

55. susp. suspensio CYCIEH3M, B3BECH




56. tab. tab(u)letta TabneTKa

57. t-ra, tinct. tinctura HacTolKa

58. tubulis tubulis TIOOUKU

Systema Therapeutica

59. STT Transcutanca Tpancaepmanshas TepaneBtuueckas Cucrema
60. ung. unguentum Ma3b
61. vitr. vitrurn CKJISTHKA
[punoxxenne N 2
K NpuKa3y MUHUCTEpPCTBA 3ApaBOOXPaHEHHS
Poccuiickoit ®eaepanun
oT 24 Hos6ps 2021 r. N 1094n
®OPMA PELEIITYPHOI'O BJIAHKA N 107-1/Y
MunucrepcTBo 3apaBooxpanenus Poccuiickoit denepauyun Koxa dopmer mo OKY /L
Kon yupexnenus no
OKIIO
MenuuuHcKas JOKyMEHTaIus
HaumenoBanue (mramin) ®opma N 107-1/y
MEIULUHCKON OpraHu3aluu YTBepxkacHa IPUKa-
30M
MuHucrepcTBa 3apa-
HaumeHnoBanue (1mTamin) UHAUMBUAYAJIBHOTO IPEAIIpUHUMATENS (yKa- BOOXPAHEHHS

3aTb aApCC, HOMCP U AaTy JIMICH3UHU, HAUMCHOBAHUC OpraHa rocyaap- Poccuiickoi q)e;[epa-
CTBCHHOM BJIaCTH, BBIJABIICTO J'II/II_ICHSI/IIO)

1IN
oT 24 HosOps 2021 1.
N 1094n
PELIEIIT
(B3pOCIBIi, AETCKUN - HY’)KHOE ITOTYEPKHYTh)

n n 20_ T.

damunusi, UHULMATIBI UIMEHHU U OTYECTBA (TIOCTEAHEE - PU HATUYHHN )
nanueHTa

Jara poxaeHus

dammiys, UTHUIMAIBI IMEHU U OTYECTBA (IIOCIIEAHEE - IPU HAIUYMH)
Jevaiero Bpaua ((enpamepa, akymepku)

pyoO.|kom.| Rp.




pyo0.|kom.| Rp.

ITonnuce M.IL
U TIeyaTh JIeUaIlero Bpaya
(moamnuck ¢enpamepa, aKymepKH)

PeuenTt mericrBuTeJieH B TeueHue 60 mHer, mo 1 roma ( )
(HyXHOEe TOOYEPKHYTH) (ykazsaTbp KOJMUECTBO IOHEN)

O6opoTHas cTopoHa

OTMeTKa 0 Ha3HAYCHUH JIEKAPCTBEHHOT'O TIpernapara o peiieHuo Bpa-
4yeOHOM KOMUCCUU

IIpurorosun |[Iposepu Otnyctun

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

MunucrepcTBo 3apaBooxpanenus Poccuiickoit denepanyun Koxa dopmer mo OKY L
HaumenoBanwue (mrami) 3108805
MEMIMHCKOM OpraHu3aIuy MenuuuncKas 10KyMEH-
Taus
®opma N 148-1/y-88
HaumenoBanue (11TaMin) MHAMBUIYAJIbHOTO MPETPUHUMATENS VYTBepKICHA IPUKA30M
(yKa3aTL azpec, HOMEp U JaTy JUICH3UHY, HAMMCHOBAHNE OpraHa MuHucr €pCTBa 3ApaBO-
roCyJapCTBEHHOU BIACTH, BBIIABILIETO JULIEH3UIO) OXpaHCHUSA

Poccniickoit enepanuu
ot 24 Hos6ps 2021 r. N

e JQOO0OOO0OO0O0O

_(;[aTa O(bOpMJIeHI/ISI-peL[eHTJ

(B3pOCIBIi, AETCKUN - HY’)KHOE ITOTYEPKHYTh)

damunus, UHULMATBI UIMEHHU U OTYECTBA (TIOCTEAHEE - PU HATUYHHN )
nanueHTa

Jara poxaeHus

Anpec MecTa )KUTeNbCcTBA WM N MEIMIMHCKOW KapThl aMOyJIaTOPHOTO MAaIMeHTa, HOJTy4ato-
1IETr0 MEIULUHCKYIO IIOMOIIb B amMOyJIaTOPHBIX YCIIOBHSIX

damuiys, UTHUIMAIBI IMEHU U OTYECTBA (IIOCIIEAHEE - IPU HAIUYHH)
Jevaiero Bpaua ((enpamepa, akylmepku)




[Toanuce u neyaTe Jieyanero Bpada M.II.
(moamnuck ¢enpamepa, aKymepKH)

Penent aelicrBuTeNnEeH B TeueHue 15 quen

O6opoTHas cTopoHa

OTMeTKa 0 Ha3HAYEHUH JIEKAPCTBEHHOT'0 Tpernapara o peleHnio BpaueOHOH KOMUCCHH

IIpurorosuin IIposepun Otnyctun

®OPMA PELHEIITYPHOI'O BJTAHKA N 148-1/Y-04(JI)

MuHuCTEpCTBO 31paBOOXpaHe- YTBEPXIEHA
HUS npukazoM MuHucTepcTBa 3apa-
Poccuiickoit @enepanuu MECTO JUUIA IITPUXKOJA <*> BOOXPaHEHUsI

Poccniickoit enepanuu
ot 24 Hos6ps 2021 r. N 1094u

ramm
Kon

MEIUIMHCKON OpraHu3aluu

ramm
Kon

WHJIUBUIyAIIbHOTO NMPEANPUHU-
marens

Koxa ¢popmer mo OKY I 3108805
®opma N 148-1/y-04(1)

Kon kareropuun| Koxa Ho3omoruueckoii |[MicTouHuMK prHAHCHPOBAHUS:
rpaxKaan ¢dopmel (mo MKB)  |(moguepkHyTh) % omiaThl: (IO JYEPKHYTH)

1. ®epepasbHbBIN OFOIKET




2. Bromker cyobexTa Poc-
curickor Penepaunun 1. BecroiaTio
3. MyHHUIIUTIATBHBIH 6}0;[>KeT2' 50%

3. uaOM %

PELIEINIT Cepust N [lata opopmieHus: 2

damMunus, UHULMAIB UMEHU U OTYEeCTBA (TIOCIEHEE - MPU HATUYHHN )
naueHTa Jara poxaeHus

N noJsmmca 0043aTENBHOTO M€E-
TUITTHCKOTO CTPaXOBaHUSI:

Homep MequuMHCKO#M KapThl MalMeHTa, MOTYyYaoIero MEAUIUHCKYIO TOMOIIb B aMOyIaTOPHBIX
YCIIOBUSIX

damuiys, UTHUIMAIBI IMEHU U OTYECTBA (IIOCIIEAHEE - IPU HAIUYMH)
Jevaiero Bpaua ((enpamepa, akylmepku)

Pyo0. KOTL R ettt et et be et be et e et eeebeeeebe e e eenees

HO,Z[HI/ICB U NeYaTh JICHAIICTO Bpadya

M.IL
(moamnuck ¢enpamepa, aKymepKH)

Peuent nelictBureneH B reuenue 15 queit, 30 queit, 90 nHel (Hy>KHOE TOTYEPKHYTh)

(3amonHseTCs CIIENUATMCTOM alTeUHOU OpraHUu3alim)

OTnymieHo mo peuenty: Toprosoe HAMMEHOBAHUE U 103U-
[pOBKa:

Jlata otmycka: " " 20 r. KonunuecTso:

[[puroroBuI: [IpoBepun:  OtmycTuin:

(JIMHUS OTPHIBA)

Kopemok penentypHoro 61aHka Crioco0 mprMeHEHUS:

HarMeHOBaHME [[po 10K TENBHOCTD Hen
JIEKapCTBEHHOTO Iperapara:

Jlo3upoBKa: KonnuecTBo NpueMoB B I€HB: pas

Ha 1 npuem: el.

<*> B ciyuae M3rOTOBJICHUS PELENTYPHOTO OJIaHKA C MCIIOJIb30BAaHHEM KOMITBIOTEPHBIX



TEXHOJIOTHIl.

O6opoTHas cTopoHa

OTMeTKa 0 Ha3HAYEHUH JIEKAPCTBEHHOT'O Tpernapara o peleHnio BpaueOHOH KOMUCCHH

IIpurorosuin IIpoBepun Otnyctun

ITpunoxxenne N 3

K IIpuKa3y MHUHHCTEpCTBA 3APaBOOXPAHEHUS
Poccniickoit enepanuu

ot 24 Hos6ps 2021 r. N 1094u

NOPAOOK
OPOPMIIEHUA PELENTYPHbLIX BJIAHKOB HA NIEKAPCTBEHHbDIE NMPEMAPATHI,
MX YHETA U XPAHEHUA

I. OdbopmneHme peuenta Ha 6ymaxHOM HocuTene

1. Ha peuentypubix 6mankax ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(:1) B 1eBoM
BEPXHEM YTy MPOCTABISIETCS IITAMIT MEAUIIMHCKONW OpraHu3aliy ¢ yKa3aHUEeM ee HauMEeHOBa-
HUS, azipeca U TenedoHa ¢ AaToi BBIMUCKH (aTOW O(OpMIICHHS) pelenTa Ha JeKapCTBEHHBIH
npernapar.

JlononHUTENbHO Ha peuentypHoM Omanke (opmbl N 148-1/y-04(;1) mpocTaBnsieTcs KoJ
MEIULUHCKOM OpraHu3alui B COOTBETCTBUU C OCHOBHBIM T'OCYAapPCTBEHHBIM PETUCTPAIHOH-
HbIM HOMepoM (zanee - OI'PH).

Cepus penentyproro Omanka ¢opmbel N 148-1/y-04(x1) BkImogaetr koa cyowekra Poccuii-
ckoit denepannu, COOTBETCTBYIOLINI ABYM TepBbIM Iudpam OOmiepoccuiickoro kiaccupuka-
TOpa 00BEKTOB aIMUHUCTPATUBHO-TeppUTOpuasibHoro aenenus (naiee - OKATO).

Paspemaerca usroraBnuBath peuentypubie Onanku ¢opmel N 107-1/y u ¢popmer N 148-
1/y-04(J1) ¢ TOMOIIbIO KOMITBIOTEPHBIX TEXHOJIOTHH.

Penentypusie 6manku ¢opmer Gopmel N 148-1/y-88 M3roTaBnuBaroTCs MCKIIOYUTEIBHO
TUNOTPA(CKUM CIIOCOOOM.

2. Ha peuentypHbix OiaHkax, o(GpopMIsieMbIX MHIUBUAYAJIbHBIMU MPEIIPUHUMATEISIMH,
MMEIOIIMMU JIMLEH3UI0 Ha MEAULIMHCKYIO JIESITEIbHOCTh, B BEPXHEM JIEBOM YTy TUIIOTpa(CKUM
crocoOOM WJIM TYT€M NPOCTABJICHUS LITaMIa JOJDKEH OBITh yKa3aH aJpec WHIMBHIYaTbHOTO
NpeaNnpUHUMATENsI, HOMEp U JaTa JIMICH3UHM, HAaMMEHOBAHHWE OpraHa rocyJapCTBEHHOW BIIACTH,
BBIJIABIIETO JIMIIEH3HUIO.

3. Penentypubie 6manku Gopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(11) 3anomHstoTCs
MEIULIUHCKUM paOOTHUKOM YEPHUIAMHU WM IIAPUKOBOM PYUKOH.

4. Jlomyckaetcst oopmileHHE BCEX PEKBU3HUTOB (32 HCKIIOUeHHeM pekBusuta "[loamuch
Jevalero Bpaua (MoAnuch ¢enpamepa, aKymepku'") penenTypHbeix 6JaHkoB Gopmbl popmbl N



107-1/y, dopmer N 148-1/y-88 u dopmer N 148-1/y-04(;1) ¢ ucrnonbp3oBaHUEM MeUaTAIOIIUX
YCTPOMCTB.

5. Odopmrnenue peuentypHbix 01aHkoB Gopmbl N 148-1/y-04(:1) BKIrodaeT nuppoBoe Ko-
JIMPOBAHUE.

[{udpoBoe KOAUPOBAHUE YKA3aHHBIX PELENTYPHBIX OJAHKOB BKIIIOYACT:

1) xox Mmenuuunckoit opranuzauuu (OI'PH) win ko1 MHAMBUTYaIbHOTO MPETPUHUMATEIS
B COOTBETCTBUHU ¢ OCHOBHBIM I'OCYJapCTBEHHBIM PETUCTPALIMOHHBIM HOMEPOM MHJANMBUyalbHO-
ro npexnpuHumarens (nanee - OI'PHUII), npocraBisieMblii Ipu M3rOTOBJIEHUN PELIENITYPHBIX
OJIaHKOB;

2) KOJ KaTeropuu rpakiaH, UMEIOIUX MPaBo HA NOJy4YEeHHUE JICKApCTBEHHBIX MIPENapaToB B
COOTBETCTBUU cO cTaTheil 6.1 denepanbHoro 3akoHa ot 17 urong 1999 r. N 178-@3 "O rocyaap-
CTBEHHOM coruanbHoi noMomu" <1>, u Ko HO30JI0rHYecKoi (popMel Mo MexayHapoJHOU cTa-
TUCTHYECKOW KiIaccupukanmuu Oose3Hed u mpobieM, CBsI3aHHBIX co 370poBbeM (10-if mepe-
cmotp) (manee - MKB), 3amnonHsemMble JeyaliuM BpauoM IMyTeM 3aHECEHHUs K10 mudpsl B my-
CTBIC SIYEUKH, IIPU 3TOM TOUYKA IPOCTABJISAETCS B OTACIBHOU SYECHKE;

<1> Cobpanue 3akoHOmaTenbcTBa Poccuiickoit deneparmu, 1999, N 29, cr. 3699; 2020, N 52, cr. 8577.

3) ormeTKy 00 uctouHuke puHaHcupoBanus ((penepanbHblil Or0pkeT [1], 6r0KeT cyObek-
ta Poccwmiickoii @enepanuu [2], MyHUIUNIATBHBIA OOKET [3]) M MpOLIEHTE OIUIATHI perenTa
(6ecratho [1], 50% [2], unoit % [3]);

4) mWTPUX-KOJ - JNOTOJHUTEIbHBIM PEKBU3UT (B CIy4ae M3TOTOBJIEHUS HA TEPPUTOPUU
cyonekTa Poccuiickoit denepanuu penentypHoro OlaHKa ¢ MCTOIb30BAHUEM KOMITBIOTEPHBIX
TEXHOJIOTHH).

6. B peuentypusix 6mankax gopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(:1) B rpade
"®aMuivst, THUIMAIbl KMEHU U OTYECTBA (MOCEAHEE - IPU HAJTUYUK) MalMeHTa" yKa3bIBalOTCs
(bamunus, MHUIMAIBl UMEHH U 0TYECTBa (IOCIeIHee - PU HAJTMYMH ) TallHeHTa.

7. B peuentypusix 6mankax ¢gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x1) B rpade
"Jlata pokaeHUs" yKa3bpIBaeTCs JaTa pOKIAE€HUS NalMeHTa (YUCII0, MECSILL, TON).

JIOTIOTHUTENBHO B penenTypHbix Omankax Gopmsl N 148-1/y-88 u dopmsr N 107-1/y nns
nereit B Bozpacte 10 1 rona B rpade "/lata poxaeHus" yka3plBaeTCsl KOJIUYECTBO MOJIHBIX MECs-
LIEB.

8. B peuentypusix 6mankax ¢gopmsl N 148-1/y-04(x) B rpadax "CHUIIC" u "N nonuca
00513aTEIbHOTO METUIIMHCKOTO CTPAaXxOBaHMs" yKa3bIBAIOTCSA CTPaXOBOM HOMEP MHIUBUAYAJIbHO-
ro JUIEBOTro cueTa rpaxkaanuHa B [leacuonnom ponne Poccuiickoit @enepamnu (CHUJIC) (pu
HAJIMYMK) ¥ HOMEP T0JIuca 003aTeIbHOT0 METUIIMHCKOTO CTPaXOBaHUSI.

9. B penentypusix Onankax ¢popmer N 148-1/y-88 B rpade "Anpec MecTa KUTENbCTBA MU
HOMEpP MEIUIIMHCKOM KapThl MalMeHTa, MOTy4alo[ero MEJUIIMHCKYIO TIOMOIIb B aMOyIaTOPHBIX
ycnoBusX", yKa3bIBaeTCs MOYTOBBI agpec MecTa KUTEIhCTBA (MecTa MpeObIBAaHUS MM MECTa
(aKTHUECKOr0 MPOKMBAHMS) MALUEHTA WIM HOMEpP MEIUIIMHCKOM KapThl MALMEHTa, MOJIy4aro-
IIET0 MEAULMHCKYIO TOMOIIb B aMOyIaTOPHBIX YCIOBUAX <2>.

<2> Ilpuxa3 MunucrepcrBa 3apaBooxpanennst Poccuiickoit @enepamym ot 15 nexadpst 2014 r. N 8341 "O6 yrBepxne-
HUM YHU(UIIPOBAHHBIX (JOPM MEIUIIMHCKON TOKyMEHTAIWH, HCIOJIb3YEMBIX B MEAMIMHCKUX OPTaHW3aIMsAX, OKA3BIBAIOIIIX
MEIUIUHCKYIO TIOMOIIb B aMOy/IaTOPHBIX YCIOBUSIX, M MOPSAKOB IO ux 3anonHenuo" (ganee - [puxas N 834n) (3aperucrpupo-
BaH MunucrepcrBoM foctuiu Poccuiickoit @enepanun 20 despans 2015 r., perucrpammonssiii N 36160) ¢ n3meHeHusIMH,
BHECEHHBIMH ITpuKa3aMu MuHucTepcTBa 31paBooxpanenus Poccuiickoit denepanuu ot 9 staBaps 2018 r. N 2 (3apeructpupoBan
MumnucrepcrBom foctunun Poccuiickoit @eneparm 4 anpenst 2018 r., peructpanuonssiii N 50614), ot 2 HostOpst 2020 T. N
1186H (3aperucrpupoBan MunncrepcTBoM roctunun Poccntickoit @eneparm 27 Hos6pst 2020 1., perucrpanmonssii N 61121).

Yka3aHue U ajapeca MecTa KMTEJHLCTBA U HOMepPa MEIUIIMHCKOI KapThl MAIMEHTA,
NMOJIy4alolero MeIUIHHCKYI0 MOMOIIb B aMOYJIaTOPHBIX YCJIOBHSX, HE SIBJSIETCS OLINO-
KOIi.




B peuentypubix 61ankax ¢opmbl N 148-1/y-04(i1) B rpade "Homep MeaUIMHCKON KapThI
MAIMEeHTa, MOJYYaIoUIero MEIUIMHCKYIO MOMOIIb B aMOYNaTOPHBIX YCIOBHAX'" YKa3bIBaeTCS
HOMEpP MEIUIIMHCKOM KapThl MalMeHTa, MOTy4alo[ero MEJUIIMHCKYIO TIOMOIIb B aMOyIaTOPHBIX
ycIoBuUsX <3>.

<3> Ilpuxa3 N 834n.

10. B rpade "®amunivs, HHAIMATB UMEHH U OTYECTBA (MIOCIICHEE - PU HATWYHH) Jieda-
mero Bpayva (denpamepa, akymepkn)" penenTypHbix 6iankoB Gopm N 148-1/y-88, N 107-1/y u
N 148-1/y-04(11) yka3pIBatOTCs MOTHOCTHIO (haMIIIUS, HHULMAJIBI IMEHHU, OTYECTBA (TIOCIIeaHEe -
IpU HATUYUH) MEAULMHCKOTO pabOTHMKA, HA3HAYMBILIETO JIEKAPCTBEHHBIE Mpernaparsl U ohop-
MUBIIETO PELENT.

11. B rpade "Rp" peuentypusix OxankoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-
04(x1) yka3biBaeTcs:

1) HamMeHOBaHME JIEKAPCTBEHHOTO IMpemnapata (MEeXIyHapoJHOE HEeNaTeHTOBAaHHOE
HAauMEHOBAHUE, IPYNIHPOBOYHOE WJIM XUMHUUYECKOE HAMMEHOBAHUE, TOPrOBOE HANMEHOBAHUE)
HA JIATUHCKOM SI3BIKE MJIM Ha PYCCKOM SI3bIKE, (JOpMa BBIMYCKA, JO3UPOBKA, KOJIHUYECTBO (YKa3bl-
BaeTCs MPOIUCHIO Ha perenTypHoM Onanke ¢popmsl N 107/y-HIT);

2) cnoco0 mpUMEHEeHHUs JIEKApCTBEHHOTO Iperapara Ha roCyJapCTBEHHOM si3bIke Poccwuii-
ckor denepanuu WK Ha TOCYIapCTBEHHOM s3bike Poccuniickoit denepanuu U rocyjapCTBEHHOM
A3BIKE PECIYOJIMK U MHBIX s3bIKaxX Hapos1oB Poccuiickoit denepannn <4>.

<4> Yacts 1 crareu 15 3akona Poccuiickoit ®enepanmu ot 25 okta6pst 1991 r. N 1807-1 "O s3p1kax Hapomos Poccwii-
ckoii @eneparmu (manee - 3akon N 1807-1). (Begomoctu cre3na Hapoansix aenyratoB PCOCP u Bepxosroro Cosera PCOCP,
1991, N 50, cr. 1740; Cobpanue 3axoHOomaTenbcTBa Poccuiickoit @eneparmu, 1998, N 31, cr. 3804).

KOHCYHI)T&HTHHIOCI MIpUMCYaHUC.
HYMepaHI/ISI ITYHKTOB JiaHa B COOTBCTCTBUU C OCI)I/IHI/IEUILHI)IM TCKCTOM NOKYMCHTA.

13. Ilpu odopmiieHNH penenTYPHBIX 0JIAHKOB 3alpeliaeTcsi OrPAHUYNBATHCS 00LIH-
MM yKa3aHUsIMH, Hanpumep, "'Bayrpennee', ""U3BecTHO'.

14. Peuent, opopmieHHslii Ha perientypHoMm Onanke ¢popm N 148-1/y-88, N 107-1/y u N
148-1/y-04(;1), moanuceIBaeTCss MEAUIIMHCKUM PAaOOTHUKOM U 3aBEPSAETCS €ro MeyaThio.

Penenit, opopmiennsiii Ha perentypHoM Onanke ¢opmbl N 148-1/y-88 u dopmbr N 148-
1/y-04(:1), HOTIOTHUTENIBHO 3aBepsieTCs MeYaThio MEUIIMHCKOM opranu3anuu "Jls perentos".

Hnsa peyenma, oghopmnennozo na peyenmyprom oaranxe gopmor N 107-1/y, naruuue neua-
mu "[{na peyenmos" ne aensiemcs 00513amenbHbIM.

15. Ha ogaoMm penentypaom Gianke Gopmer N 148-1/y-88 u ¢popmbr N 148-1/y-04(i1) pas-
pelaeTcs OCyIIECTBIIATh Ha3HAUYCHHE TOJIBKO OJIHOTO HAUMEHOBAHUS JIEKApCTBEHHOTO Tpenapa-
Ta.

Ha oxnom peuentyprnom 6manke gopmbel N 107-1/y pa3pemaercss ocyniecTBIsATh Ha3HaYe-
HUE TOJbKO OJHOI0 HAMMEHOBAHMA JIEKAPCTBEHHOTO Ipenapara, omuocaujecoca no ATX k
anmuncuxomuyeckum cpeocmeam (ko0 N05A), ankcuonumurkam (ko0 NO5SB), cnomeopnvim
u ceoamuenvim cpeocmeam (ko0 N05C), anmuoenpeccanmam (ko0 NO6A) u ne noonexcauie-
20 NPEOMEMHO-KONUYECH8EHHOMY yuemy, U 110 TpeX HAUMEHOBAHUH JIEKapCTBEHHBIX Ipernapa-
TOB - JUIsl HHBIX JICKAPCTBEHHBIX MIPEMapaToB, HE OTHECEHHBIX K BhIIeykazaHHbIM ATX.

16. UcipaBiieHHs B penenTe He A0IYCKAKOTCS.

17. Tlpu odopmienuu perentypHbsix 6mankoB ¢popm N 148-1/y-88, N 107-1/y u N 148-1/y-
04(;1) Ha JNeKapCTBEHHbIE NpenapaThl, HA3HAUYEHHBIC 0 PEUICHUI0 BpayeOHOW KOMHUCCHH, Ha
000pOTe perenTypHOro OJlaHKa CTABUTCS CHEIMalbHAsS OTMETKA (IIITaMmII).

18. Ha peuentypHom 6manke ¢opmsl N 148-1/y-04(;1) BHU3Y UMeeTcsl TMHUS OTPbIBa, pas-
JETSAI0Iast pelenTyPHbIH OJIaHK U KOPEILOK.

Kopemok oT pemenrta, oOopMICHHOTO Ha yKa3aHHOM pELENTypHOM OJlaHKE, BbIIAeTCsl
NALUEHTY (ero 3aKOHHOMY NPe/JICTABUTEIII0) B ANITEYHOH OPraHu3aluM, Ha KOPEIIKe JieJaeT-




C4d OTMCTKAa O HAaMMCHOBAHHHM JICKAPCTBCHHOTI'O Ipfraparta, JO3WMPOBKE, KOJIHYCCTBEC, crocobe
OPpUMCHCHU .

Il. OchopmneHue peuenta B popmMe 3NIEKTPOHHOIo AOKYMEHTa

19. Penenit B popme 37IEKTPOHHOTO JOKYMEHTA, MOJIMUCAHHOTO YCUJICHHON KBaJTHU(PHUIIUPO-
BAaHHOMW AJIEKTPOHHOM MOAIMUCHIO, (POPMUPYETCS MEAULIMHCKUM PaOOTHUKOM, CBEICHUS O KOTO-
POM BHECEHBI B (peJIepalbHbII PErUCTp MEAUIMHCKUX paOOTHUKOB <5>, a TaKkKe MPHU YCIOBUHU
perucTpany MEIUIMHCKOM OpraHu3alnuu, B KOTOpOH odopmisiercs peuent, B (eaepaibHOM
peecTpe MEIUIIMHCKUX OpraHu3alil <6> enuHON rocyJapcTBEHHON HWH(OPMAIMOHHOHN cUcTe-
MBI B cpepe 31paBOOXpaHEHHS U MOJKIIOUYEHUS TaKOW MEAMLMHCKONW OpraHu3aliy K rocynap-
CTBEHHOU MH(pOpPMAIMOHHOHN cucTeMe B cdepe 3apaBooxpaHeHus cyorekra Poccuiickoit dene-
pauuu <7>.

<5> Yacts 4 crareu 91.1 ®epepanshoro 3akoHa N 323-D3 (Cobpanne 3akoHomaTenscTBa Poccmiickoit Penepanum,
2011, N 48, ct. 6724; 2020, N 29, c1. 4516).

<6> Yactp 4 crareu 91.1 ®enepanshoro 3akoHa N 323-D3 (Cobpanne 3akoHomaTtenscTBa Poccmiickoit denepanum,
2011, N 48, ct. 6724; 2020, N 29, c1. 4516).

<7> Crareu 91 n 91.1 ®enepansHoro 3akona N 323-03 (Cobpanue 3akoHOmaTenscTBa Poccuiickoit @eneparmm, 2011, N
48, c1. 6724).

20. IIpu odopmiennn penenta B ¢GopMe 3JIEKTPOHHOTO JOKYMEHTa Ha JICKApCTBEHHBIE
Ipenaparsl, yKazaHHble B IyHKTax 9 u 11 Ilopsaka Ha3HaueHUs JIEKapCTBEHHBIX IIPENApaToB,
YTBEPKACHHOIO HACTOSIIIMM IIPUKA30M, M OTIIYCKA€MBbIE 3a MOJHYI0 CTOMMOCTb, 3aIIOJIHAIOTCA
CJIEYIOIINE PEKBU3HTBHI:

1) xon cyonekra Poccuiickoit @eneparu no OKATO, onpenensioniuii rocy1apcTBEHHYIO
nHPOPMAIMOHHYIO cUCTeMY B cdepe 31paBooxpaneHust cyobekta Poccuiickoit @enepanuu, B
KOTOpO# cpopMUpOBaH perent B (popMe IMEKTPOHHOTO JJOKYMEHTA;

2) HaMMEHOBaHUE MEJHUIIMHCKOM OpraHu3alum, ajapec, Teae@oH Uiu (HaMuIus, HHUIHAIIBI
MMEHU U 0TYECTBA (TIOCJIEIHEE - IPU HAIMYUH ) UHAUBUAYAIBHOIO MPEANIPUHUMATENS, UMEIOIIIE-
r'0 JULEH3UIO HA MEIULIUHCKYIO I€ATENbHOCTD, €r0 aJIpec;

3) OI'PH ropunuueckoro nuna (MeaunuHckoi opranuzauuu) unu OI'PHUIL unausumy-
QJIBHOTO IIPEAIPUHUMATENS;

4) nara ohopmieHus perenta (yKa3bIBaeTcsl YUCII0, MECSALL, TON);

5) nata okoHYaHUS JieiicTBUA penenTa ((opMUpPYyeTCcs TOCYAaPCTBEHHOM HH(POPMAIIMOHHOM
cucreMoil B cdepe 3apaBooxpaHeHus cyonekra Poccuiickoii denepanuu B COOTBETCTBHH CO
cpokamu aeiictBus peuentos: 15 quelt, 30 aueit, 60 nueit, 90 nueit, 1o 1 roga);

6) yHMKaIbHBIH HOMep perenta (popMHUpyeTcsl rocyIapCcTBEHHOW MH(DOPMAIMOHHON CH-
cTeMoil B cepe 31paBooxpaHeHHs cyobekTa Poccuiickoit Denepanuu u obecreunBaeT OJHO-
3HAYHYIO WICHTH(PHKALINIO pelenTa B popMe JIEKTPOHHOTO AokyMeHTa B couetanuu ¢ OKATO,
OI'PH unu OI'PHUII);

7) ormetku "cito" (cpouno) mnm "statim" (HEMeIJICHHO) TpHU HEOOXOJUMOCTH CPOYHOTO
WM HEMEJUIEHHOTO OTITyCKa JIEKAPCTBEHHOTO MpenapaTa IMalkueHTy;

8) angpec marmeHTa (YKa3bIBaeTCs MMOYTOBBIA aJ[pec MECTa KUTEIbCTBA (MecTa MpeObIBaHMS
WM MecTa (PaKTUYEeCKOTo MPOKMBAHUS) C YKa3aHHEM HMHJeKca, HAaMMEHOBAaHUs Kpasi, 00JIacTH,
pecmyOInKY, aBTOHOMHOTO OKpyra M MHOTO cyOonekta Poccuiickoit @enepariii, HAMMEHOBAHUS
HACEJICHHOT'O IyHKTa, HAMMEHOBAHUS YJIULbI (IIPOCHEKTA, NEPEYIKa, IPoe3aa), HoMepa AomMa (¢
yKa3aHUEM KOpITyca, IpY HAJIMYMH ), HOMEpa KBAPTHUPHI);

9) HOMEp 2IEKTPOHHOM MEIMIMHCKOW KapThl MallMeHTa B rOCyJapCTBEHHOW MH(pOpMAaLHU-
OHHOU cucteme B cdepe 3apaBooxpaneHus cyopekTa Poccuiickoit @enepanuu;

10) dbamunus, umsi, 0T4eCTBO (TIOCIIEIHEE - IPU HAJTMYUN) TAIIMEHTA IOJTHOCTHIO;

11) nara poxaeHust naueHTa (yka3blBaeTCsl YUCIO, MECSI, ToJ), Ul aeteit 1o 1 roaa ao-
MIOJIHUTENBHO YKa3bIBAETCS KOJUYECTBO IOJHBIX MECSLIEB;



12) damunmst, MHUIMAIBI UMEHH U OTYeCTBA (TIOCIIEAHEE - TPU HAJTUYMUN) METUIIMHCKOTO
pabOTHHKA MOJTHOCTHIO;

13) HammeHOBaHME JIEKAPCTBEHHOIO Ipernapara (MEKIyHapOJHOE HENaTeHTOBAaHHOE
HAaMMEHOBAaHUE, TPYINIIMPOBOYHOE WJIM XMMUYECKOE HAaUMEHOBAHUE, TOPrOBOE€ HANMEHOBAHUE),
T03UPOBKa, (hopMa BBITYCKa, KOJMYECTBO (BCE MO3MIINU YKA3bIBAIOTCS HAa PYCCKOM SI3BIKE);

14) cnoco6 nmpuMeHeHus JIeKapCTBEHHOTO Tpenapara Ha rocyJapCTBEHHOM si3bike Poccuii-
ckor denepanuu WK Ha TOCYIapCTBEHHOM s3bike Poccuniickoit denepanuu U rocyjapcTBEHHOM
A3bIKE PEeCIyOJIMK U MHBIX s13bIKax Hapos1oB Poccuiickoit denepanun <8>;

<8> Yactp 1 cratsu 15 3akona N 1807-1 (Bemomoctu che3zna mapomusix pemyratoB PCOCP u Bepxosroro Cosera
PC®CP, 1991, N 50, ct. 1740; Cobpanue 3axoHomaTenbcTBa Poccuiickoit @enepanmu, 1998, N 31, ct. 3804).

15) nmoKyMeHT, MOATBEPXKAAOLIMI HAa3HAUEHHUE JIEKApCTBEHHOI'O Ipernapara I0 PELIEHUI0
BpaueOHO KOMHUCCHUU MEAUIIMHCKON OpraHu3aIlui;

16) oTMeTKa 0 Ha3HAUYEHHUH JICKAPCTBEHHOTO IpenapaTa 1Mo PElIeHuI0 BpaueOHON KoMMC-
CHM MEIWIMHCKOW OpraHM3alMy B CIIydyasX, YKa3aHHBIX B ab3aue BTopoMm myHKTa 6 Ilopsaka
Ha3HAYEHUS JIEKAPCTBEHHBIX MPENapaToB, yTBEP)KIEHHOTO HACTOSIIUM IIPUKA30M;

17) orMeTka o crenuanbHOM Ha3HAYEHMM JIEKAPCTBEHHOIO Iperapara (3aIloJIHAETCs B
cllydasix, yKa3aHHbIX B NyHKTax 15 u 24 Ilopsakxa HazHadeHMs JIEKAPCTBEHHBIX IPENaparos,
YTBEPKACHHOTO HACTOSLIUM IIPUKA30M);

18) oTmeTKa O crienaabHOM Ha3HAUYEHUH JIGKAPCTBEHHOTO IMperapara NaueHTy ¢ 3aboJie-
BaHUEM, TPEOYIOIIUM JUIUTEIILHOTO KypCOBOTO JICUCHHUs (3alOJIHAETCS B CIydae, YKa3aHHOM B
nyHkre 23 Ilopsiika Ha3HauyeHHUs JIEKAPCTBEHHBIX IMPENapaTroB, YTBEPXKAECHHOI'O HACTOSIINUM
IIPUKA30M) C IPOCTABIECHUEM MIEPHOJUYHOCTH OTITyCKa JIEKapCTBEHHOT'O IIpEnapara;

19) npu odopmiennn perenta B ¢opMme IIEKTPOHHOTO JOKYMEHTA Ha JICKapCTBEHHBIE
IIpenapaTsl, yKa3aHHbIE B NOANYHKTaX 2 - 5 nmyHkTa 9 u nyHkre 11 Ilopsaka Ha3HaueHus nekap-
CTBEHHBIX IPENApaTOB, YTBEP)KJIEHHOTO HACTOSILIUM IIPUKA30M, I'pakJaHaM, UMEIOIIHUM IIPaBo
Ha OecruiaTHOE MOJy4eHUe JIEKapCTBEHHBIX IPENapaToB WU NOJTydYeHHEe JIEKapCTBEHHBIX Mpera-
paToB CO CKUIKOM, 3alOJIHSIOTCS PEKBU3UTHI, IPEIyCMOTPEHHbIE NOANYHKTaMu 1 - 18 Hacros-
LIETO IMYHKTA, a TAK)KE CIEAYIOINE PEKBU3UTHI:

a) KaTeropus rpax/iad, UMEIOLIUX MPaBO Ha I0JIyYE€HHUE JIEKAPCTBEHHBIX MPENapaToB B CO-
OTBETCTBHUHM cO cTaTheil 6.1 denepanpHoro 3akona ot 17 uronsg 1999 r. N 178-®3 "O rocynap-
CTBEHHOM COIMAJILHOM moMoIu" <9>;

<9> Cobpanue 3akoHomaTenbcTBa Poccniickoit deneparmu, 1999, N 29, cr. 3699; 2020, N 52, cr. 8577.

0) xox Ho3osorn4eckoit popmel mo MKB;

B) UCTOYHUK puHaHcupoBanus (1 - penepanpublii Oromxer, 2 - Or0pKeT cyobekra Poccuii-
ckoit denepanuu, 3 - MyHUITUTIATBHBINA OIOJIKET);

r) pasmep orutatsl (1 - 6ecraTtHo, 2 - 50%, 3 - uno#t %);

1) CTPaxoBOHl HOMEpP WHAWBUIYAJILHOTO JIMIIEBOTO cyeTa TpaxkiaaHuHa B IleHCHOHHOM
donne Poccuiickoiit @eneparuu (npu Hamuuun) (CHUJIC);

€) HOMep IoJIuca 003aTeIbHOTO MEUIIMHCKOTO CTPAXOBaHUSI.

21. Ilpu npocTaBieHUN OTMETKH, YKa3aHHOU B moanyHkTe 16 mynkra 20 Hacrosuiero Ilo-
pszaKka, peuent B (GopMe 3MEKTPOHHOTO JOKYMEHTA MOJMUCHIBACTCS YCUIICHHON KBaTH(pHUIIHUPO-
BAaHHOU DIIEKTPOHHOH MOMAMHUCKHIO TIPEICeNATENs WK CeKpeTapst BpaueOHOW KOMUCCHU METUITIH-
CKOM OpraHu3alluy, IpH MPOCTAaBIEHUH OTMETOK, YKa3aHHbBIX B noAnyHkTax 17 u 18 mynkra 20
Hacrosmero Ilopsaka, - yCHICHHBIMH KBaTM(PUIMPOBAHHBIMH AJICKTPOHHBIMHU MOJIHUCSIMU CO-
OTBETCTBYIOIINX METUIIMHCKUX PAaOOTHUKOB.

22. Tlo TpeboBaHMIO MAIMEHTA WM €r0 3aKOHHOTO MPEACTaBUTENS O()OPMIISIETCS SK3EM-
VISP perenTa B popMe IEKTPOHHOTO JOKYMEHTa Ha OyMa)XHOM HocuTene ¢ otMeTkon "JlyOmu-
KaT JIEKTPOHHOT'O JOKyMEHTa".



I1I. Y4er penenTypHbIX 0JJAHKOB (32 HCKJIIOYEHHEM pelenTypPHbIX
0sankoB no ¢popme N 107/y-HII " CniennanbHblii penentTypHbIii 0JaHK'")

23. Yuer peuentypHbix 6nankoB gopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(i1), usro-
TaBJIMBAEMbIX TUIOTPAaCKUM crocoOOM (Janee - pelenTypHble ONaHKH, MOJIekKAIlnue y4eTy),
OCYIIECTBIISICTCS B JKypHajaX ydeTa, IPOHYMEpPOBAHHBIX, MPOIIHYPOBAHHBIX U CKPEIICHHBIX
MOJMUCHI0 PYKOBOJUTENS M IMEYATHI0 MEIUIIMHCKON OpraHu3alldy WU TOANUCHI0 MHIUBHIY-
aJIbHOTO MIPEANPUHUMATEIS], UMEIOIIETO JTUICH3HUIO HA METUIIMHCKYIO IS TebHOCTb.

24. XXypnan ydera penentypHsix 0aHKOB ¢opmbl N 107-1/y comepuT cienyromiye rpa-
((NSH

1) Homep 1o MopAIKY;

2) B pazaene "l[lpuxon™:

a) jaTa perucTpaluy J0KyMeHTa, MOITBEPKAAIOIIET0 MOCTYIUICHHUE;

0) HOMep W JaTa JOKYMEHTa, MOJTBEPXAAIOUIET0 MOCTYIUICHWE, HAMMEHOBAaHUE IMOCTaB-
IIHKa;

B) 00I11ee KOJMYECTBO NOCTYNHUBIIUX PEIETITYPHBIX OJAHKOB;

r) paMuIHsl, MTHATMAIBI IMEHU U OTYECTBa (TIOCHeIHEe - IPU HAJTHYUH) U TOANUCH OTBET-
CTBEHHOTO MEJMIIMHCKOTO pabOTHHKA, MTOYYUBIIETO PELENITYPHbIE OJIAaHKM OT MOCTAaBILUKA;

3) B pa3nene "Pacxon':

a) JlaTa BhIJIA4YM PELENTYpPHBIX OJIaHKOB;

0) KOJINYECTBO BBIIAHHBIX PELETITYPHBIX OJIAHKOB;

B) (hamuiusi, HMHULMAIBI UIMEHU M OTYECTBa (MOCIeHee - MPH HATMYUHN) OTBETCTBEHHOTO
MEAULUHCKOTO pabOTHUKA, ITOJIYYHBIIETO PELENTypHbIC OJIaHKH;

I') MOANUCH OTBETCTBEHHOTO MEIWIIMHCKOTO paOOTHHKA, MOJYYHMBILEIO pEIENnTypHbIC
OJIaHKH;

4) dbamunus, HTHALIUATIBI IMEHU B OTYeCTBa (TIOCEIHEE - IPH HAIMYUH) U TIOJMUCH OTBET-
CTBEHHOTO MEJJMIIMHCKOTO pabOTHHKA, BBIJJABIIETO PEIENITYpHbIE OaHKH;

5) ocTaToK peuenTypHbIX OJaHKOB.

25. XKypnan ydera penentypHbix 01ankoB ¢popm N 148-1/y-88 u N 148-1/y-04(:1) conep-
KUT CIEAYIOINE rpadbl:

1) Homep 1o MoPAIKY;

2) B pazaene "l[Ipuxon™:

a) laTa perucTpaluy J0KyMeHTa, MOITBEPKAAIOIIET0 MOCTYIUICHHUE;

6) HOMEp M Jara JOKYMEHTa, MOJTBEPXKAAIOUIEr0 MOCTYIUICHHE, HAMMEHOBAaHUE IMOCTaB-
IIHKa;

B) 00I1Iee KOJMYECTBO NOCTYNHUBIIUX PELETITYPHBIX OJAHKOB;

I') CEpUU M HOMEpA peLieNTYPHBIX OJaHKOB;

1) KOJIMYECTBO PEIETITYPHBIX OJIAHKOB 110 CEPHSIM;

) paMuiIKsl, HTHULIMAIBI IMEHU U OTYECTBa (MOCIeHee - MPU HAIWYHH) U TTOANUCH OTBET-
CTBEHHOTO MEJMIIMHCKOTO pabOTHHUKA, MOJYYUBIIETO PELETITYPHbIE OJIAaHKM OT MOCTAaBILUKA;

3) B pasgene "Pacxon':

a) JlaTa BhIJIA4M PELENTYpPHBIX OJIaHKOB;

0) cepuy 1 HOMEpa BbIIAHHBIX PELIENTYPHBIX OJAHKOB;

B) KOJIMYECTBO BBIJIAHHBIX PELIENTYPHBIX OJaHKOB;

r) GpaMuians, MHUIHMAIBI UMEHM U OTYeCTBa (MOCIEIHEE - MPH HAJTMYUH) OTBETCTBEHHOTO
MEIULUHCKOTO paOOTHUKA, ITOJIYYUBILETO PELENTYpHbIC OJIaHKH;

1) TIOAMUCH OTBETCTBEHHOTO MEIUIIMHCKOTO pPAaOOTHHUKA, IMOJYYUBIIETO pEIEeNTypHbIE
OJIaHKH;

4) dbamunus, HTHALUATIBI IMEHU B OTYeCTBa (TIOCeIHEE - TPH HAIMYUH) U TIOJIMUCH OTBET-
CTBEHHOTO MEJMIIMHCKOTO pabOTHHKA, BBIJJABIIETO PEIETITYpHbIE OaHKH;

5) ocTaToK peuenTypHBIX OJaHKOB.



26. Yuer penentoB, 0pOpMIECHHBIX B (pOpMe IEKTPOHHOTO JTOKYMEHTA, OCYILECTBIISETCS B
roCyJapCTBEHHON MH(POPMALMOHHOM cucteMe B chepe 31paBooXpaHeHus cyorekra Poccuiickoii
denepa MOCPEACTBOM BEICHUS €IMHOTO peecTpa pelenToB, 0pOpPMIECHHBIX B (opme uiek-
TPOHHBIX JJOKYMEHTOB.

IV. Xpanenne penentypHbIX 0J1aHKOB (32 HCKJIIOUYEHHEM pelenTypPHbIX
0s1ankoB o ¢gopme N 107/y-HII "CneunaabHblii penentypHblii 0J1aHK")

27. MeaMUMHCKUE OpraHu3alyy MOJIy4aloT HEOOXOJUMbIE pelenTypHble OnaHku, opopMm-
JICHHbIE TUIOTpa(CcKUM crocoboM, uepe3 TeppUTOPHATIBHBIE OpPraHbl YIIPaBIEHUS 3PaBOOXpa-
HEHHEM WM OpraHM3alliy, YIIOJHOMOYEHHBIC HAa 3TO OpraHaMH HUCHOJHUTENBHOM BIACTH CyOb-
extoB Poccuiickoit denepanumn.

28. PeuenTypHble OlIaHKH, MOMJISKAIINE YUETY, XPaHATCS OTBETCTBEHHBIM JIMIIOM, Ha3HA-
YEHHBIM PYKOBOJIUTEIEM MEIMIMHCKONW OpraHu3alliH, B 3aIUPAEMOM METAJUIMYEeCKOM HIKady
(ceiide) nnyM METANTUYECKOM SIIITUKE.

29. NunuBuayaabHBI TpEeaNpUHUMATENb, UMEIOIIUN JIMIEH3UI0 Ha MEIUIIMHCKYIO Jiesi-
TEJNBHOCTb, XPAHUT pELENTypHbIC OJaHKH, MOJUIeKAIIUE YUETy, B 3aIMPACMOM METATHYECKOM
mkady (ceide) nim MeTaJUTHYECKOM SIIUKE.

30. ITpoBepka COCTOSIHUSI XpaHEHHs, yueTa, (DaKTUYECKOTO HAJMYUS U pacxoJia pelenTyp-
HBIX OJIAHKOB, MOJUIEKAIIUX YYEeTY, OJUH pa3 B KBapTall OCYIIECTBISETCS KOMUCCHEH, CO3/1aH-
HOW B MEJMLIMHCKOW OpraHU3al1u.

31. Penentypusle O1aHku, oopmiisieMble Ha OyMa)kHOM HOCHUTEIIE M TOJUICKAIIHNE YUETY,
BBIJIAIOTCSI METUIIMHCKUM paOOTHUKaM, UMEIOIINM MPaBo O(GOPMIICHHUS PELENnTOB, MO pacropsi-
’KEHHMIO TJIABHOTO Bpaya UM €ro 3aMECTUTEIS.

[TonmydeHnHble peLenTypHble OJaHKH HAa OyMaKHBIX HOCHUTENSAX XPAHATCS MEJUIIMHCKUMHU
pabOTHUKAMU B IOMEIIEHUX, 00ECIICUNBAIOLINX UX COXPAHHOCTb.

32. IIporpaMMHO-TEXHUYECKUE CPECTBA TOCYAAPCTBEHHBIX MH()OPMAIIMOHHBIX CHCTEM B
cdepe 3apaBOOXpaHEHHS, MEAUIIMHCKUX UH(OPMAIIMOHHBIX CUCTEM MEJUIIMHCKUX OpraHu3alui
o0ecreynBaroT XpaHEeHUE EKTPOHHBIX PEIeNTOB, 0()POPMIICHHBIX B (pOpME IEKTPOHHBIX JOKY-
MEHTOB B T€YCHHE CPOKOB, YCTAHOBJICHHBIX JJISI XPaHEHUS PELEnTOB, 0(OPMIIEHHBIX Ha COOT-
BETCTBYIOIINX (pOpMax pelenTypHbIX OJIaHKOB Ha OyMakHOM Hocutene <10>.

<10> IommyrkT 5.2.169 ITonoxenus o Munucrepcrse (Cobpanue 3akoHomaTenscTa Poceniickoit @eneparm, 2012, N
26, c1. 3526; 2021, N 43, ct. 7258).

[punoxxenne N 4

K pHuKa3y MuHHCTEPCTBA 3ApaBOOXPAHCHHS
Poccuiickoit ®eaepanun

ot 24 Hos6ps 2021 r. N 1094n



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

MunucrepceTBo 3apaBooxpanenus Poccuiickoit @enepanuu Ko popmsr mo OKY /]
MenuuuHcKas JOKyMEHTaus
®opma N 107/y-HII,
YTBEpPXKACHHAs IPUKA30M
MuHucTepcTBa 31paBoOXpaHEHUS
Poccniickoit denepanuu

ot 24.11.2021 N 1094n

ITaMI MEIULIMHCKOW OpraHu3aluu

PELIEIIT

Cepus N

v 20
(mata BBIMKMCKYU pelienTa)

(B3pOCIBIi, AETCKUN - HY’)KHOE ITOTYEPKHYTh)

damunusi, UMs1, OTYECTBO (TIOCIETHEE - PU HATUYUHN )
MalueHTa

Bospact

Cepml 1 HOMCD IIOJIUCAa 00513aTEIIHLHOTO MCIUIIUHCKOI'O CTpaxOBaAHUA

HomMmep meauiuHCcKon KapThl

damunusi, UMs, 0TYECTBO (TIOCIIETHEE - PU HATUYUHN )
Jevaiero Bpaua ((enpamepa, akymepku)

R ettt e e ettt e sttt e e e sabtae e e st beee s bbeeeeenaaeee

[Tonnuck 1 MMYHAsA NIEYaTh Bpaya
(moamnuck ¢enpamepa, aKymepKH)

M.IL

damunusi, UMs, 0TYECTBO (TIOCIIEHEE - PU HAJTUYUH) U MOAMUCH YIOJTHOMOYEHHOTO JIMIIA
MEIUIMHCKON OpraHu3aluu

M.IL

OTMeTKa anTeyHOH OopraHu3auu o0 OTIIyCKe

damumnus, UMsi, OTYECTBO (TIOCIEAHEE - TPU HATMYMH) U TOAMHUCh PA0OOTHUKA allTeYHOM opra-
HU3aLUU

M.IL

Cpok nerictBus peuenta 15 quei



[punoxxenune N 5

K MpHuKa3y MUHHCTEPCTBA 3ApaBOOXPAHCHHS
Poccuiickoit ®enepanun

oT 24 Hos6ps 2021 r. N 1094n

MOPSIJIOK
U3rOTOBJIEHUS, PACIIPEJEJEHUS, PETUCTPALIMU, YYETA U XPAHEHUS
PELIENITOB, COJEP)KAIIINX HASHAYEHMUE HAPKOTHYECKNX CPEJICTB
WJIA ICUXOTPOITHBIX BEIIECTB

I. ITopsiaok U3roTOBJICHHUS], pacnpeiesIeHus ClieluaIbHbIX
penenTypHbIX 0JaHkoB 1o ¢popme N 107/y-HIT

1. Opranuszanuio M3roTOBJICHUS U PACHpEACiCHUs PELENTYpHbIX OmaHKkoB 1o (opme N
107/y-HII "CrnenuanbHblii perienTypHbIii OaHk" (manee - CrerualbHbIN pPelenTypHbId OJaHK)
ocylecTBIseT MuHKUCTEPCTBO 31paBooxpaHeHus Pocculickoit denepanuu (nanee - Munucrep-
CTBO).

2. CrnenuanbHble pelenTypHble OJaHKH SBISIOTCS 3aLIUIEHHON MOJUrpaguyuecKon mpo-
nykuueil yposHs "B", usroraBnuBaemoil Ha 6ymare po3oBoro 1Bera pazmepoM 10 cm x 15 cwm,
JOJKHBI UMETh CEPHIO M HOMEp, a TAKXKE COOTBETCTBOBATH TPEOOBAHMM, YKa3aHHBIM B IIPUKa3e
MunucrepcrBa ¢puHancoB Poccuiickoit deneparmu ot 29 centsops 2020 r. N 2171 "O6 yrBep-
xkaeHnn TexHn4aeckux TpeOOBaHUN W YCIOBHUI M3TOTOBICHUS 3alIUIICHHON OT MOIICIOK TOJIH-
rpadudeckoil nmpoaykiuu" (3aperucTpupoBan MunuctepcTBoM toctunuu Poccuiickoit denepa-
uu 16 HostOpst 2020 1., peructparuonssii N 60930).

3. B mensx opraHu3aluy HM3TOTOBIEHUS W pacHpeAcieHUs CIELUUANbHBIX PELENTYPHBIX
OJTaHKOB MEIMIIMHCKHE OpraHU3aluy, WMEIOIINE MPaBO OCYIIECTBIATH BbIJAUy PELENTOB Ha
HApKOTUYECKHUE CPEICTBA MJM NCUXOTpOIHbIE BemecTBa cnucka Il Ilepeunsa m 3apeructpupo-
BaHHbIe B Poccuiickoit denepanuy B Ka4eCTBE JIEKAPCTBEHHBIX MPENAPATOB AJI1 MEAULUMHCKOIO
IIPUMEHEHMSI (Jajie€ COOTBETCTBEHHO - MEAMLIMHCKAs OpraHu3alusl, HapKOTHYECKUH (IICHXO-
TPOIHBIN) JIEKAPCTBEHHBIH Mpernapar), COCTABISIOT 3aBKH Ha PELENTYpHbIEC OJaHKH.

4. B cpok 110 1 oKTOps TEKyIIEero roja 3asBKU MEJUIIMHCKAX OpraHU3alliil Ha CIIeUaIb-
HBIE PEeLENTYpHbIEC OJAHKHU MPEICTABIAIOTCS:

1) MEAMLIMHCKUMH OpraHU3alUIMHU, HAXOIAIIMMUCS B BEACHUU (eiepabHBIX OpPraHoOB HC-
MOJIHUTETILHOM BIIACTH, - B COOTBETCTBYIOLIHE (DefiepaibHbIe OpraHbl HCIIOTHUTEIBHOM BIACTH;

2) MEIUIMHCKUMH OPTaHU3AlMSIMH, HAXOSMIIMMUCI B BEIECHUU CyOBbeKTOB Poccuiickoii
denepanyy, MEJUIMHCKUMHU OPraHU3alMsIMU MYHUIMIAIBHON M YAaCTHOW CHUCTEM 31paBOOXpa-
HEHHSI - B OpraHbl UCIIOJHUTENBHOM BlacTH cyObekToB Poccuiickoit deneparuu B cepe oxpa-
HBI 3JI0pPOBBS IPakJlaH, HA TEPPUTOPUN KOTOPHIX OHU PACIOJIOKEHBI (ajee - opraHbl UCIIOIHU-
TEeNbHOM BiacTu cyorekToB Poccuiickoit deneparmn).

5. B 3asBKe MEIMIIMHCKON OpraHM3aluyi Ha CHEIMAIbHbBIE PELENTypHbIE OJIaHKU YKa3bIBa-
I0TCS CIIEYIOIIUE CBEACHUSA:

1) cBeneHuss 0 MEAUIIMHCKON OpraHU3aluy, OJaBIIeH 3asBKY Ha CIIELUAIbHbIE PELENITYp-
HbIe OJTaHKM (IIOJIHOE HANMEHOBAHUE, aJIPeC MECTa HAXOXKICHUS );

2) KOJMYECTBO CHEUMAIBHBIX PELENTYPHBIX OJaHKOB, M3PACXOJ0BAaHHBIX MEIUIIMHCKOM
opranusanueil Ha | ssHBapsl IpeaLIECTBYIOLIETO T0/a;

3) KOJIMYECTBO CIEIUATBHBIX PELENTYPHBIX OJaHKOB, HEOOXOAUMBIX MEIUIIMHCKON opra-
HU3ALMU Ha CIEAYIOUIUN TO.

3asBKa METUIIMHCKON OpPraHU3aIMK Ha CIeIMaIbHbIC peleNTypHbIe OJaHKH IOITHChIBACT-
Csl PYKOBOJMTENEM MEIUIMHCKOM OpraHu3aldy, KOTOPHI HECET NEPCOHAIBHYIO OTBETCTBEH-
HOCTb 32 000CHOBAHHOCTH M JIOCTOBEPHOCTh YKa3aHHBIX CBEJICHUM.

6. @enepanbHble OpraHbl UCIIOJIHUTEIBHON BJIACTH, B BEIEHUU KOTOPBIX HAXOIATCS MENU-
[IMHCKHE OpraHu3aluy (nanee - ¢enepanbHble OpraHbl UCTIOIHUTENILHON BIACTH), U OpraHbl UC-



MOJIHUTEHHON BIACTH cyOBekTOB Poccuiickoit denepannu Ha OCHOBaHUH 3asSBOK MEIUITMHCKUX
OpraHu3alivii Ha CrieUabHbIe PEeLEnTypHble OJIaHKU (POPMHUPYIOT CBOJHBIC 3asBKH Ha CIIEIH-
aJIbHBIE PeLenTypHbIe OJaHKU U B CPOK 10 1 JIexaOpsi TEKyIero roja npeacTaBisioT ux B Mu-
HUCTEPCTBO.

7. B cBO/AHOI 3asBKEe Ha CIELMAIbHBIE PELENTypHbIe OJaHKH YKa3bIBAIOTCS CIEIYIOLIHNE
CBEJICHUS:

1) cBeneHus o ¢enepalbHOM OpraHe UCHOJHUTEIBLHON BIACTH (OpraHe HCIOJHUTEIHHON
Biactu cyobekra Poccuiickoii denepanyn), npeacTaBUBLIEM CBOJHYIO 3asBKY Ha CIIELUAIbHbIC
peuenTypHble O1aHKU (TIOJTHOE HAMMEHOBAHUE, a/IpeC MECTa HAXOXKICHHS);

2) KOJMYECTBO CIEIHATBHBIX PEIENTYPHBIX OJaHKOB, paclpeeiIeHHBIX (eaepaabHbIM Op-
TraHOM HUCTIOJHUTEILHOM BIACTH (OpraHOM MCTIOJHHUTENHHOU BIacTH cyObekTa Poccuiickoii De-
Jepanuu) Ha 1 ssHBapsi MpeAIECTBYIOLIETO ToJja MEXKIY MEAULIMHCKUMH OPTraHU3aLHsSIMU;

3) KOJIMYECTBO CHENMATbHBIX PELENTYPHBIX 0JIaHKOB, HEOOXOIUMBIX (eiepaIbHOMY Opra-
HY UCIOJHHUTEIBHOM BIACTH (OpraHy MCIOJIHHUTENbHON BiacTH cyobekra Poccuiickoit denepa-
LIM1) HA CIAEAYIOIIMN o1 AJIs paclpeAeIeHUs MEKIY MEAULIMHCKUMU OPTraHU3aLHSIMU;

4) cBeleHHs O IMOJIBEJOMCTBEHHOM OpraHU3aIliK, YIIOJHOMOYEHHOU (enepanibHbIM opra-
HOM HCIIOJTHUTENBHOMN BJIACTH (OpraHOM HCIOJIHUTENIBHOM BIacTu cyobekTa Poccuiickoit dene-
panmn) OCyIIECTBIIATh MOJydeHHE CHEeIMaIbHBIX PELUENTYPHBIX OJaHKOB OT MUHHMCTEPCTBA, UX
XpaHEHUE W BbIJAYy MEAMIMHCKUM OpraHu3alusaM (IIOJIHOE HAaUMEHOBAaHME, aJapec MecTa
nHaxoxaerus, MHH/KIIIT, OKTMO opranuzaiuy, (pakTHIeCKUi aipec IOCTAaBKHU).

8. Ha ocHOBaHMM NOJY4YEHHBIX CBOJHBIX 3asBOK Ha CIIELUAIBHBIC PEIENTypHbIE ONaHKU
MUHHCTEPCTBO €XKEroJHO B CPOK /10 15 sHBaps cienyomero roga GopMUpyeT U yTBEp)KIaeT
IUTaH paclpeesieHus] CIEeUAIbHBIX PELEeNTypHBIX OJaHKOB, B KOTOPOM OTPa)KaeTcs roJioBas
notpebHocTh Poccuiickoit denepannu B CrenMalbHBIX PELENTYpHBIX ONlaHKax (Hanee - IJaH
pacnpenenenuss MUHUCTEPCTBA).

9. B nnane pacnpenenenuss MUHUCTEPCTBA YKa3bIBAIOTCS CAEAYIOLINE CBEACHUS:

1) mopsIKOBBIIl HOMED 3alKCH;

2) HanMeHOBaHue (elepaTbHOr0 OpraHa UCHOJHUTENBHOM BIIACTH (OpraHa WCHOJIHHUTEb-
HOM Bnactu cyobekra Poccuiickoit denepariyn), MpeACTaBUBIIETO CBOAHYIO 3asBKY Ha CIEIH-
aJIbHBIE PEeLENTYpHBIEC OJIAHKH;

3) HE0OX0IMMOE KOJTMYECTBO CHEIMATbHBIX PEHENTYPHBIX OJaHKOB.

10. HanpaBieHnue cnenuaibHbIX PELENTYPHBIX OJIaHKOB (e/iepalbHbIM OpraHaM HCIIOJIHU-
TEJNBbHOM BIACTH, OpraHaM HCIIOJIHUTENBHON BiacTH cyObekToB Poccuiickoit deneparuu ocy-
LIECTBIACTCI MUHUCTEPCTBOM B KOJMYECTBE, IIPEIYCMOTPEHHOM IUIAHOM pacupeneneHus Mu-
HUCTEPCTBA.

11. MHHUCTEPCTBOM JOMOJHUTEIBHO K KOJMUYECTBY CHELUATbHBIX PELENITYPHBIX OJIAHKOB,
IPEeIyCMOTPEHHOMY IUIAHOM pacripefesieHus MuHucTepcTBa, GopMHUpyeTCsl pe3epBHBIN 3amac
CIELMANBbHBIX PEIENTYpPHBIX OJaHKOB B KoJMUYecTBe, He mpeBbimaromeM 150 000 cnennanbHbIX
peLenTypHbIX OJAaHKOB.

12. B ciyuae yBenuueHHs MOTPEOHOCTH B CIHELMANbHBIX PELENTYPHBIX OnaHkax Qene-
pajibHbIe OpraHbl MCHOJHHUTENBHOM BIAacTH (OpraHbl MCIOJHUTEIBHON BiacTu cyObekToB Poc-
cuiickoil denepannn) HanpapiIsAOT B MUHUCTEPCTBO CBOJHBIE 3asiBKM HA JONOJHUTEIBHOE KO-
JIMYECTBO CIEIMAIbHBIX PELENTYPHbIX OJaHKOB (C 00OCHOBAaHHEM YBEIHUYEHHS MOTPEOHOCTH B
CIELUANBHBIX PELENITYPHBIX OJIaHKaX), KOTOPBIE MPEIOCTABISIIOTCS MUHUCTEPCTBOM U3 pE3EpPB-
HOTO 3araca CrealbHbIX PeLeNTyPHbBIX OJaHKOB.

13. denepanpHble OpraHbl MCHOJHUTEIBHON BJIACTH (OpraHbl MCIOJHUTENIBHON BIACTU
cyobekToB Poccuiickoit @enepanui) pacupeaessioT MOJyYeHHbIE CIIEHUANbHBIE PEHEenTypHbIE
OJaHKM MEXIy MEJIUIUHCKUMH OpraHu3alusIMU Ha OCHOBAHUH IUIAHOB paclpenesneHusi, chop-
MHUPOBAHHBIX B COOTBETCTBHUHM C 3asBKaMHU MEAMLIMHCKUX OPraHU3aLUN Ha CHEUAIbHBIE PELel-
TypHBbIE OJaHKH.



Il. Mopspok perncTpauumn, yyeta u XxpaHeHUs cnewumanbHbIX
peuenTypHbix 6naHkoB no ¢oopme N 107/y-HI

14. MuHHCTEpCTBO, UHBIE (pefiepalibHbIe OpraHbl UCIIOJIHUTEIBHONW BIACTH M OpraHbl HC-
MOJIHUTETBLHOM BiacTu cyObekToB Poccuiickoii depepannu OpraHu3yloT XpaHEHHUE CIeIHallb-
HBIX PpElENTypHBIX OJIaHKOB B IMOJBEAOMCTBEHHBIX OPraHU3aIMsX, YIOJIHOMOYEHHBIX OCY-
IIECTBIIATH MOJYYSHHE CIIEUATBHBIX PELENTYPHBIX OJaHKOB 0T MUHHUCTEPCTBA, X XpaHEHHE U
BbIJIAUy MEJUIIMHCKUM OpraHU3alusaM (Jajee - yIoJHOMOYEHHAsl OpraHu3aus).

15. B ynoJlHOMOUEHHON OpraHu3alui U MEJUIIMHCKONW OpraHu3allii, NOJyYUBLIEH cieny-
aJIbHBIEC peleNTypHbIC OJIaHKU, OPraHU3YyeTCsl PerucTpanus, yueT U XpaHEeHHEe CIIeHUAIbHBIX pe-
[ENTYpPHBIX OJTaHKOB.

Perucrpanus, yder U XpaHEeHHE PE3epBHOTO 3araca CIEHUAIbHBIX PElenTypHBIX OJIaHKOB
MuHHCTEPCTBA OCYIIECTBISIETCs (peliepalbHbIM TOCYIapCTBEHHBIM OIOJKETHBIM YUPEXKICHHEM,
HaxoJsAIIMMCS B BeJeHMM MUHHUCTEpPCTBA (Jlaiee COOTBETCTBEHHO - PE3E€PBHBIN 3aIlac, MojBe-
JIOMCTBEHHOE YUPEKICHUE).

16. PaboTHUK, HAa3HAYEHHBIM MPHUKA30M PYKOBOAMTENS YIMOJHOMOYEHHOW OpraHU3alluu
(YNOJIHOMOUEHHOW OpraHM3aluy, MOJBEJOMCTBEHHOIO YUPEXKJEHHUS) OTBETCTBEHHBIM 3a PETH-
CTpalMIO, XpAaHEHHUE U YUeT CIELHUAIBHBIX PEleNTypHBIX OJIAHKOB (J1ajiee - OTBETCTBEHHBIHN pa-
OOTHHK), HA OCHOBAaHUH JOBEPEHHOCTH, O(hOPMIICHHON B MOPSIKE, YCTAHOBICHHOM 3aKOHOMA-
TenbcTBOM Poccuiickoit @enepanuu (C MOANHUCHIO PYKOBOAMUTENS YIIOJIHOMOYEHHON OpraHu3a-
UM (YIIOJTHOMOYEHHOM OpraHu3aliy, MOBEIOMCTBEHHOIO YUPEXAEHUS), TIaBHOTO OyXrajire-
pa, 3aBepeHHBIX KPYIJIOH MMeYaTpbio), MOIydaeT ClelUaIbHbIC PeLeNTYpHbIe OJaHKU U OCYIIECTB-
JSIeT BeJICHHE )KypHaJla PErUCTPallii U yueTa CIIeUAIbHBIX PEIeNTyPHBIX OJIAaHKOB, K KOTOPOMY
npuoduraer ¢oto- U (WIM) BUAEOMATEpPHUAIbl, MOATBEpkKAAoNINE (PaKT 0oPOpPMIICHHUS peLenTyp-
HBIX OJIaHKOB Ha JOMY (TIpY HAJIMYUH).

17. XKypHan peructpanii U ydera CHEUMaIbHBIX PELENTYPHBIX OJaHKOB JIOJDKEH OBITH
IIPOHYMEPOBaH, NPOIIHYPOBAaH, UMETh Ha MOCJEIHEN CTPAaHULE 3alHUCh, CONEPKALIYI0 KOJINYe-
CTBO CTpaHMI], IIOJIHOE HAMMEHOBAHUE YIIOJIHOMOUYEHHOHN OpraHm3auuy (MEAULMHCKON OpraHH-
3allMH, [T0/IBEIOMCTBEHHOIO YUPEKIEHUS), @ TAKXKE CKPEIUJIEH MONUCHI0 PYKOBOIUTENS U Ieva-
THIO YIIOJHOMOYEHHON OpraHu3aluu (MEJUIIMHCKOW OpraHu3aliy, NOJBEJOMCTBEHHOTO yupe-
HKIICHUS).

KypHan peructpanyu ¥ ydera CHEIHAIbHBIX PELENTYPHBIX OJAHKOB PE3epBHOIO 3armaca
MuHuCTEPCTBA CKPEIUISETCS TAaKXKE MOANUCHIO IUPEKTOpA (B ClIydae €ro OTCYTCTBUS - 3aMECTH-
Tens aupekTopa) JlemapraMeHTa perynupoBaHUs OOpalleHHsl JeKapCTBEHHBIX CPEACTB U Melu-
LMHCKHUX U3aenui MuHuCTEepCTBa U e4aThi0 MuHKCTEpCTBA.

18. B sxypHasie perucTpaiuy U yuyera CHelHaIbHBIX PEUENTYPHBIX OJIaHKOB YKa3bIBAIOTCS
CJIEYIOLUE CBEJICHHUS:

1) mopsIKOBBIIl HOMED 3alKCH;

2) mpUXxO0/] CIICIHATIBHBIX PELENTYPHBIX OJTaHKOB:

a) PEKBU3UTHI U 1aTa PErUCTPALlUU IPUXOJHOTO JTOKYMEHTA;

0) oO1ee KOJMYECTBO MOCTYMUBIINX CIIEIUAIBHBIX PELENTYPHBIX OJaHKOB;

B) CepHsl U HOMEP CIEIMATIBLHOTO PEUENTYPHOTo OJIaHKa;

I') KOJIMYECTBO CIEIHABHBIX PELENTYPHBIX OJAaHKOB IO KaXKION CepHH;

1) hamuius, UMsl, OTYECTBO (TIOCIEAHEE - IPU HAJMYKU) U MOANUCH OTBETCTBEHHOIO pa-
OOTHUKA;

3) pacxoj cnenHaIbHBIX PEUENTYPHBIX OJaHKOB:

a) JlaTa BHIJIA4M CHEUMAIbHBIX PELEeNTypHBIX OJIaHKOB;

0) cepuy 1 HOMEpa BbIIAHHBIX CHEIUATBHBIX PELENTYPHBIX OJIaHKOB;

B) KOJIMYECTBO BBIJAHHBIX CHEIHMAJIBHBIX PEIENTYPHBIX OJAHKOB C yYKa3aHHEM B CKOOKax
KOJIMYECTBA CHEIUANBHBIX PEUENTYPHBIX OJIAHKOB, BBIAHHBIX I 0(OPMIICHHS Ha IOMY;

r) amunms, uMsl, 0TYECTBO (MOCIENHEE - IPU HATMYMUK) U MOANUCH JIUIA, MOJYYHUBIIETO
CIeMaIbHbIE PeLeNTYPHbIE OJIaHKH;



1) KOJIMYECTBO CIIEIUATBHBIX PELENTYPHBIX OJaHKOB, O(OPMIICHHBIX Ha IOMY;

e) hamumus, UMsi, OTUYECTBO (MOCIEAHEE - MPH HAIWYMH) U TOIIKCH JINLA, O(POPMHUBIIETO
CreMalIbHbIE pellenTypHbIC OJIAHKU HA JIOMY;

4) pammnus, UMs, OTYECTBO (TIOCIENHEE - MPU HAIMYUH) U MOAMKUCH OTBETCTBEHHOTO pa-
OOTHUKA;

5) ocTaToK CHelMaIbHbBIX PEUENTYPHBIX OJIAHKOB.

19. CnenuanbHbIi pelenTypHBIA OJIaHK SBISETCS JTOKYMEHTOM CTPOTOil OT4eTHOCTH. 3a-
1ac CIEUUATbHBIX PELENTYPHBIX OJAHKOB B MEAMLMHCKOM OpraHM3alMy JIOJDKEH XPaHUTHCS B
CTELUANbHBIX TMOMEIICHHUX, cei(ax WM B CHENHMAIbHO M3TOTOBJIEHHBIX IIKadax, OOUTHIX
OLIMHKOBAHHBIM KEJIE30M, C HaJE)KHBIM BHYTPEHHUM WJIM HABECHBIM 3aMKOM.

[Tomemienus, ceidpl, mKadpl, B KOTOPBIX XPAHATCS CHEIMATIbHBIC PELENTypHbIE OIaHKH,
JOJKHBI OBITH 3aKPBITHI HA 3aMKH U TIOCJIE OKOHYaHUsI pabOTHI OleYaTaHbl MeYaThio YIOITHOMO-
YEHHOU opraHn3anuy (MEAULIUHCKOW OPraHn3alliK) WK OIJIOMOUPOBAHBI.

20. B MeIUIIMHCKUX OpPraHU3alKsAX 3arac CIelUualbHbIX PEIEeNTypPHbIX OJIAaHKOB HE JOJKEH
MIPEBBIIIATH TOJIOBOM MOTPEOHOCTH.

21. Paspemaercs BblIaBaTh MEAWIMHCKOMY paOOTHHMKY, MMEIOIIEMY IpPaBO Ha3HAYaTh
HapKOTHYECKUE (IICUXOTPOITHBIE) JIEKAPCTBEHHBIE Mpernaparhl, eIMHOBPEMEHHO He OoJiee JBa-
JIIATH CIIEHUATBHBIX PEIENTYPHBIX OJIAHKOB.

MenuiHckre pabOTHUKH, BHIMCHIBAIOIINE PELIENTH HA HAPKOTHUYECKUE (ICUXOTPOIIHBIEC)
JIEKapCTBEHHbIE MPENapaThbl, HA OCHOBAHUHU MPUKa3a PYKOBOAUTENS MEIUIIMHCKON OpraHu3aluu
HECYT JIMYHYK0 OTBETCTBEHHOCTh 332 COXPAHHOCThH IOJYYEHHBIX CIELMAIBHBIX PELENTYpPHBIX
6nankoB. CrienuanbHble pelenTypHble OJaHKH, MMOJyYeHHbIE MEIUIIMHCKUM paOOTHHUKOM, Xpa-
HSATCS TI0/1 3aMKOM B cefiax, METaUNTHUYECKUX MKa(pax UM METANTNYECKUX AITHKaX.

22. B MEIMUIMHCKON OpraHU3alMK CO3JAaeTCsl MOCTOSIHHO JEUCTBYIOIIAs KOMHUCCHUS, KOTO-
pas He pexe 1 paza kBapTai (II0 pEeLICHUIO PYKOBOAUTENS MEAUIIMHCKOW OPraHnu3aluy BO3MOXK-
HO Yalll€) OCYLIECTBIISET IPOBEPKY COCTOSIHUS PErMCTPALlMU M y4ETa CIELHMAIBHBIX PELENTYp-
HBIX OJIAHKOB, B TOM YHCJIE ITyT€M CBEPKH 3amMCceil KypHala PerucTpali U y4yeTa CIeralib-
HBIX PeleNTYpPHBIX OJaHKOB, ¢ (PAKTUUYECKUM HAJIMYMEM CIELHATbHBIX PEUENTYPHBIX OJaHKOB, a
TaKXe NMPOBEPKY COCTOSIHUSA XPAHEHUS CIIELUAIBHBIX PEIEITYPHBIX OJIAHKOB.

Ilo pe3ynpTaTam NpOBEPKH B XKYypHAJIE PETMCTPALlUU U ydeTa CIEHUAIbHBIX PELENTYPHBIX
OJIAaHKOB JIEAETCs 3alUCh O Pe3yabTaTax MPOBEICHUS CBEPKH JAHHBIX, 3aKPEIUICHHAs MOJIIHCS-
MU BCEX WIEHOB KOMUCCHH, WU CO3JIAETCsI CIIELUAIbHBIN aKT IIPOBEPKHU.

23. @enepalibHbIE OpraHbl UCIOJHUTENBHON BJIACTU M OpPraHbl MCIIOJIHUTEIBHOW BIACTH
cyobexToB Poccuiickoit denepanuy OCyIIECTBIAIOT KOHTPOJIb 3a OpraHU3alieil perucTpaum,
ydeTa U XpaHeHHs CIEHHUABHBIX PElEeNTypHBIX OJAHKOB B YIOJHOMOUYEHHBIX OPraHU3ALHUAX U
MEIUIIMHCKUX OpraHu3alusx.

24. Bpliaya crienualIbHBIX PEeLENTYPHBIX OJIAHKOB M3 PE3epBHOTO 3amaca MUHHCTEpCTBA
(benepa’abHBIM OpraHaM HCIOJHUTEIBHON BJIACTH M OpraHaM HCIOJHUTEIBHOM BIACTU CyObeK-
ToB Poccuiickoii deaepannn OCyIIeCTBISAETCS OTBETCTBEHHBIM PA0OOTHHUKOM I10ABEIOMCTBEHHO-
IO YYpEeKJCHHS HAa OCHOBAaHMM PEIICHUS 00 OTHYCKE CIEHUAIBHBIX PEIENTYpPHBIX OJAHKOB,
0(OPMIICHHOTO B BHUJE MUCHMa, MOJMUCAHHOTO JUPEKTOPOM (B CIydae €ro OTCYTCTBUA - 3aMe-
CTUTENEM JHpeKTopa) JlemapTameHTa peryaupoBaHHUs OOpaIleHUsl JEKAPCTBEHHBIX CPEACTB U
MEIULUHCKUX U3AeIMi MUHUCTEPCTBA.

IIpoBepka nEATENBHOCTH MOABEIOMCTBEHHOIO YUPEXACHHUS IO PErHCTpaluH, y4eTy U
XPaHEHUIO PE3EPBHOTO 3araca OCyHIecTBIsAeTcs JlemapTaMeHTOM peryiupoBaHusi OOpalieHHs
JIEKapCTBEHHBIX CPEJICTB U MEAMLIMHCKUX u3Aenuil MunucrepcTBa 2 pasa B roj He nosjaHee 20
quclla Mecsa, CIEAYIOIIET0 3a UCTEKIINUM MOJIYTrOIUEM.



[punoxxenne N 6

K MpHuKa3y MuHHCTEPCTBA 3ApaBOOXPAHCHHS
Poccuiickoit ®enepanun

ot 24 Hos6ps 2021 r. N 1094n

ITPABUJIA
OPOPMJIEHUA PELHEINITOB, COAEPKAIINX HASHAYEHUE HAPKOTHYECKUX
CPEIACTB WJIA IICUXOTPOIIHBIX BEHIECTB, B TOM YUCJIE B ®OPME
IJIEKTPOHHBIX JOKYMEHTOB

I. Odopmaenne penenta Ha OyMaKHOM HOCUTeJIE

1. Ha peuentypubix Onankax ¢gopmel N 107/y-HII B 1eBoM BepXHEM Iy MPOCTaBISAETCS
[ITaMIT MEAULMHCKONW OpraHu3alyu ¢ yKa3aHHeM ee IOJIHOTO HauMEHOBaHus, ajipeca u tenedo-
Ha C JJaTO# BBIMUCKH (AaTOW 0OpMIICHHS) pelienTa Ha JeKapCTBEHHBIH Mpernapar.

Penentypusie 61anku ¢popmsl N 107/y-HIT usroraBnuBaroTcss UCKIIOYUTEIBHO TUIIOTpad-
CKHM CIIOCOOOM.

2. Ha peuentypHbix OnaHKax, o(GopMIIsieMbIX MHIUBUAYAJTbHBIMU MPEINPUHUMATEISIMH,
MMEIOIIMMU JIMLEH3UI0 Ha MEAULIUHCKYIO JIESITEIbHOCTh, B BEPXHEM JIEBOM YTy TUIIOTpapCKUM
crocoOOM WIJIM TMYT€M IPOCTABJICHUS LITaMIa JOJDKEH OBITh yKa3aH aJpec WHIUBHIYaTbHOTO
IIpeAIIpUHUMATENS, HOMEP M JlaTa JIMLEH3UH, HAaUMEHOBAaHNUE OpraHa rocy/lapCTBEHHOM BIIACcTH,
BBIJABILIETO JTULEH3UIO.

3. Penentypubie 6manku Gopmbl N 107/y-HII 3amonHsA0TCS MEAMUIMHCKAM pabOTHUKOM
YEpPHWIAMH WIN HIaPUKOBOM Py4KOM.

4. Jlomyckaetcst oopmileHHE BCEX PEKBU3HUTOB (32 HCKIIOUeHHeM pekBusuta "[loamuch
Jevalero Bpaua (moAnuch ¢enpamepa, akymepkn)") penentypHsix OnankoB ¢opmer N 107/y-
HII ¢ ucnonp3oBaHreM nevyaTarMIUX YCTPOUCTB.

5. B peuentyprom Onanke Gopmbl N 107/y-HII B ctpokax "®amumnus, uMs, 0T4ecTBO (TI0-
cliefiHee - MpHU HanuyuK) nanueHta" u "Bo3pacT" yka3pIBalOTCs MOJTHOCTHIO (haMMIIUs, UMS, OT-
YeCTBO (MOCNEaHEE - MPU HATMYKH) MALMEHTa, €r0 BO3PacT (KOJUYECTBO MOIHBIX JIET).

JlonmycTuMoO yKa3aHHue JaThl POKACHUS MallHEeHTa.

6. B peuentypnom Gmanke ¢popmsl N 107/y-HIT:

1) B crpoke "Cepust u HOMep mosmca 0053aTeNbHOT0 METUIIMHCKOTO CTpaXOBaHUs" yKa3bl-
BAETCsI HOMEp IOJIHCa 00513aTETFHOI0 METUIIMHCKOTO CTPaXOBaHMs NAIMeHTa (IpY HAJTMYUN );

2) B ctpoke "Homep MeaMIIMHCKON KapThl" yKa3blBa€TCs HOMEpP MEAMLIMHCKON KapThl Na-
[IUEHTA, MOJYYAIONIEro MEAUIIMHCKYIO OMOIIh B aMOYJIaTOPHBIX YCIOBUSAX, MJIM HUCTOPUHU 0O-
JIE3HU MALMEHTA, BBIMMCHIBAEMOTO U3 MEAULIMHCKON OpraHu3alny;

3) B crpoke "®damuius, uMs, OT4ECTBO (TOCIEAHEE - MPU HAIMYMHU) JIEHallero Bpaya
(penpamiepa, akymepku)" yKa3bIBAeTCs MOJHOCTHIO (haMUIusi, UMsI, OTYECTBO (TIOCTIEIHEE - MIPU
HaIM4YMK) Bpaya ((enpamiepa, aKyliepku), BBIITUCABIIETO pEIeNnT Ha HAPKOTUYECKUU (TICHUXO-
TPOIIHBIN) JIEKAPCTBEHHBIN Npenapar.

7. B rpade "Rp" penentypHoro 6nanka ¢popmsl N 107/y-HII yka3siBaercst:

1) HauMeHOBaHME JIEKapCTBEHHOTO IIpemnapara (MEXKIyHapOJHOE HENaTEeHTOBaHHOE
HAaMMEHOBAaHUE, IPYNIHPOBOYHOE WIM XMMHUYECKOE HAMMEHOBAHUE, TOPrOBOE HAUMEHOBAHUE)
Ha JJATUHCKOM SI3BIKE WJIM Ha PYCCKOM SI3bIKE, ()OpMa BBINMYCKA, JO3UPOBKA, KOJMYECTBO (YKa-
3pIBaeTCs NPONNCHIO HA penenTtypHoM O0s1anke ¢popmbl N 107/y-HII);

2) cnoco0 mpUMEHEeHHUs JIEKApCTBEHHOTO Iperapara Ha roCyJapCTBEHHOM si3bIke Poccwuii-
ckor denepanuu WK Ha TOCYIapCTBEHHOM s3bike Poccuniickoit denepanuu U rocyjapCcTBEHHOM
A3BIKE PECIYOJIMK U MHBIX s3bIKaxX Hapos1oB Poccuiickoit ®enepannn <1>.

<1> Yacts 1 crareu 15 3akona Poccuiickoit ®enepanmu ot 25 okta6pst 1991 r. N 1807-1 "O s3p1kax Hapomos Poccwuii-
ckoii @eneparmu’ (manee - 3akon N 1807-1). (Begomoctu che3na Hapoansix aenyratoB PCOCP u Bepxosroro Cosera PCOCP,
1991, N 50, ct. 1740).



8. Ilpu oopmileHNH peLenTypHBIX OJaHKOB 3alpeIacTcss OTPAaHUYMBATHCS OOIUMH yKa-
3aHUSIMM, Harlpumep, "Brytpennee", "M3BecTHO".

9. Ilpu opopmitennn nanueHty penentypHoro Onanka ¢popmel N 107/y-HII na HapkoTHue-
CKUH (TIICUXOTPOIHBIN) JEKAPCTBEHHBIN Mpenapar B paMKax OKa3aHWs MEIUILMHCKON MOMOIIU
IIPU OTIPE/ICTICHHOM 3a00JICBAaHUU TaKOW PELENT 3aBepsIeTCs:

1) noanMchI0 M JIMYHOI MeYaThio Bpaya 1u00 MoANUCHIO Genpamepa (aKymepKn);

2) me4yaTbl0 MEIUIIMHCKON OpraHu3aliy, JM00 CTPYKTYPHOTO MOJpAa3JeNeHHs] MEIUIIMH-
ckoil opranm3auuu " s peunenToB', KOTOpas NPOCTABISIETCS JULIOM, YIIOJJHOMOYEHHBIM PYy-
KOBOJHUTEJIeM MEAUINHCKON OpraHu3anyu ¢ ykasanueMm (GamMu/InH, MMEeHH, 0T4YecTBa (10-
ClIEHEE - IIPU HAJIMYMK) U MPOCTABJIEHHUEM ero JUYHOM MOANUCH.

B caywasx HeoOxoaumocTu OGOpMIICHHS perenta Ha HAapKOTHUYECKHH (TICHXOTPOITHBIN)
JIEKapCTBEHHBIN IIperapaTr Ha JOMY B paMKaX OKa3aHUs MAJJIMATUBHOM MEIULIMHCKOW IIOMOIIU
JOIIYCKAeTCsl NMpeaBapuTeIbHOE 3aBepeHHe peLenTa IITaMIIOM MEIUIMHCKON OpraHu3aiui,
NeYaThl0 METUIIMHCKON OpraHu3alMy JU00 CTPYKTYPHOTO MOJpa3/IeeHus] MEIUIIMHCKON opra-
Huzauuu "l penentos”, KOTOpas MPOCTaBISAETCS JIMIIOM, YIOJHOMOUYEHHBIM PYKOBOJUTEIEM
MEIULMHCKOM OpraHu3aly, ¢ ykasaHueM (paMuinu, IMEHH, OT4ecTBa (IOCIeHee - IPH Hau-
YMM) U OPOCTaBJICHUEM €ro JUYHOM moanucu. IIpu 3Tom B jKypHaje perucrpaluu U ydera pe-
LENTYPHBIX OJIAHKOB B COOTBETCTBHH € IOpsiIKOM perucTpanuu, yuera 1 XpaHeHHs CIelHalb-
HBIX PELENTYPHBIX OJIAHKOB HAa HAPKOTHYECKUE CPEACTBA UIIM IICUXOTPOITHBIE BEIIECTBA, yTBEP-
’KJIEHHBIM HACTOSIIUM MPHUKA30M, JEJaeTCsi OTMETKA O €ro BblAaue s OpOpPMIICHHS Ha IOMY, a
TaKXKe OTMETKa, YZI0CTOBEPEHHAs MOINUCHIO Bpaya JInOo denpamepa (akymepku), 0(opMHBILIe-
T'O perenT, o (Gakre ero opopmIIeHHs, KOTOPBI MOKET ObITh JIOTIOJIHUTENBHO MOATBEPKACH (o-
TO- ¥ (WJIK) BUJEOMAaTepUATIaMHU.

B ctpoke "OTrMeTka anTeuHON opraHu3anuu o0 OTIycKe" CTaBUTCS OTMETKA alTeuyHOU Op-
raHu3anuu 00 OTIMYCKE HAPKOTHYECKOTO (TICHXOTPOIHOTO) JEKApCTBEHHOTO MpemnapaTa (C yka-
3aHMEM HAMMEHOBAHMS, KOJMYECTBA OTIIYLIEHHOTO HAPKOTUYECKOIO (IICUXOTPOIIHOTO) JIEKap-
CTBEHHOTO Iperapara M JaThl €ro OTIYCKa), KOTOpas 3aBepsieTcs MOJINMChI0 paOOTHHKA anTed-
HOM OpraHu3anyy, OTIYCTUBUIETO HAPKOTUYECKUH (IICMXOTPOMHBIN) JIEKApCTBEHHBIN Mpenapar
(c ykazanuem ero ¢amiwind, UMEHHU, OTUYeCTBa (TIOCTEIHEe - MPU HAIMYUH), a TaKXKe KPYrJIon
MeYaThl0 aNTEYHON OpPraHU3alliy, B OTTHCKE KOTOPOU JOJDKHO OBITh MIECHTH()UIMPOBAHO IOJI-
HOE HAUMEHOBAHUE allTeYHON OpraHU3aliH.

10. Ha ognom penentypuom Onanke ¢opmbel N 107/y-HII paspemiaercst ocymiecTBiIsSTh
Ha3HAYEHHUE TOJIBKO OJHOIO HAMMEHOBAHUS JIEKAPCTBEHHOTO Mperapara.

11. McnpaBieHus B penenTe He A0IYCKAKOTCS.

I1. Odopmiienue peunenta B (popMe 3JIEKTPOHHOIO JOKYMEHTA

12. Penenit B popmMe 3JIEKTPOHHOTO JOKYMEHTA, MOJIMUCAHHOTO YCUJICHHON KBaJTHU(PHUIIUPO-
BAaHHOMW AJIEKTPOHHOM MOAMUCHIO, (POPMUPYETCS MEAUIIMHCKUM paOOTHHUKOM, CBEICHHUS O KOTO-
POM BHECEHBI B (pe/IepallbHbIi PEruCTp MEAUIMHCKUX paOOTHUKOB <2>, a TaKKe MPHU YCIOBUHU
perucTpany MEIUIMHCKOM OpraHu3aluu, B KOTOpOH odopmisiercs peuent, B (enepaibHOM
peecTpe MEIUIIMHCKUX OpraHu3alil <3> enuHON rocyJapcTBEHHON HWH(OpPMAIMOHHOHN cucTe-
MBI B c(pepe 31paBOOXpaHEHHS U MOJKIIOUYEHUS TaKOW MEAWLIMHCKONW OpraHu3alliy K rocynap-
CTBEHHOU MH(pOpPMAIMOHHOHN cucTeMe B cdepe 3apaBooxpaHeHus cyorekra Poccuiickoit dene-
panuu <4>.

<2> Yacts 4 crareu 91.1 ®epepanshoro 3akoHa N 323-D3 (Cobpanne 3akoHomaTtenscTBa Poccuiickoit denepanum,
2011, N 48, c1. 6724; 2020, N 29, c1. 4516).

<3> Yacts 4 crareu 91.1 ®enepanshoro 3akoHa N 323-D3 (Cobpanne 3akoHomaTtenscTBa Poccuiickoit denepanum,
2011, N 48, ct. 6724; 2020, N 29, c1. 4516).

<4> Crarpu 91 n 91.1 ®@enepansHoro 3akona N 323-03 (Cobpanue 3akoHomaTenscTBa Poccniickoit @eneparm, 2011, N
48, c1. 6724).




13. Ilo TpeGoBaHMIO MAalMEHTa WM €0 3aKOHHOTO MPEACTAaBUTEINS O(OPMIIIETCS HK3EM-
VISP perenta B popMe IMEKTPOHHOTO JOKYMEHTa Ha OyMa)XHOM HocuTene ¢ orMeTkoi "JlyOnu-
KaT JIEKTPOHHOIO JOKyMeHTa".




