[okymeHT npepoctasneH KoHcynbTaHTIN0C

3apeructpupoBano B Muntocte Poccun 30 Hosi6ps 2021 1. N 66124

MHUHHUCTEPCTBO 3/IPABOOXPAHEHMS POCCUICKOM ®EJEPALIIA

IIPUKA3
oT 24 Hos10ps1 2021 r. N 1094

Ob YTBEPXJIEHUU ITOPAJIKA
HA3ZHAYEHUSA JTEKAPCTBEHHDBIX ITPEITAPATOB, ®OPM PEIEIITYPHbIX
BJJAHKOB HA JIEKAPCTBEHHBIE ITPEITAPATDI, IOPAAKA O®OPMJIEHUA
YKA3AHHBIX BJTAHKOB, UX YYETA U XPAHEHUSA, ®OPM BJIAHKOB
PELHENTOB, COAEP KAIINX HASBHAYEHUE HAPKOTUYECKUX CPEJACTB
NJIA IICUXOTPOIIHBIX BEHIECTB, IIOPAAKA UX U3I'OTOBJIEHUA,
PACIIPEJAEJIEHUSA, PETUCTPALIMU, YYETA U XPAHEHMUS,
A TAK)KE ITPABHJI O®OPMJIEHHUSA BJIAHKOB PELIEIITOB,
B TOM YHUCJIE B ®OPME 2JIEKTPOHHbBIX TIOKYMEHTOB

B cootBerctBuu ¢ nmynkToM 16 yactu 2 crateu 14 ®enepanbHoro 3akoHa ot 21 HOsOps
2011 1. N 323-®3 "OO6 ocHOBax OXpaHbl 340pOBbs rpaxkaan B Poccuiickoit @enepamuu” (Co-
Opanue 3akoHomarenbcTBa Poccmiickoit ®enepanuu, 2011, N 48, cr. 6724; 2017, N 31, cr.
4791), mynktom 2 cratbu 26 deaepanbHoro 3akoHa oT 8 stHBaps 1998 r. N 3-®3 "O napkoTuye-
CKHX CpEJCTBaX U MCUXOTponHbIX BemecTBax" (CobOpanue 3akoHomarenbcTBa Poccuiickoit De-
neparuu, 1998, N 2, ct. 219; 2017, N 31, cr. 4791), noanyukramu 5.2.177, 5.2.178 u 5.2.179
nynkra 5 Ilonoxxenus o Munucrepcrse 3apaBooxpaHeHuss Poccuiickon denepauuu, yrBep-
JKJIEHHOT0 TTocTaHoBJieHneM [IpaButenscTBa Poccuiickont @enepanun ot 19 urons 2012 r. N 608
(Cobpanme 3akononarenscTBa Poccuiickoit @eneparuu, 2012, N 26, cr. 3526; 2015, N 23, cr.
3333; 2017, N 52, ct. 8131; 2021, N 43, ct. 7258), npuka3biBaio:

1. YTBepauTh:
[Topsimox Ha3HAUYEHUS JIEKAPCTBEHHBIX MPENApPaTOB COrIaCHO MpuiiokeHuto N 1;

(hOpMBI pelenTypHBIX OJIAHKOB Ha JICKAPCTBEHHBIC MpEnaparhl COTJIACHO MPUIIOKEHUI0 N
2;

[Topsimox oopmiteHUst peenTypHBIX OJaHKOB Ha JIEKAPCTBEHHBIE MPENaparthl, UX yueTa u
XpaHEHHs COTJIACHO MPUIoKeHUo N 3;

(dbopMbI O6JIaHKOB PELENTOB, COAEPKAIIMX HAa3HAYCHHE HAPKOTUYECKUX CPEACTB HIIM TICH-
XOTPOINHBIX BEIIECTB, COTJIACHO NMpuIIokKeHUIo N 4;

[Topsimok M3roTOBIICHUS, pacpeie]ICHUs, PETUCTPAIIMY, YUeTa U XPAaHCHHS PEIENTOB, CO-
ACPIKAINX HASHAYCHUC HAPKOTHYCCKUX CPCACTB WJIM MNCUXOTPOIHBIX BCHICCTB COIJIACHO IIpU-
noxennio N 5;

[TpaBwiia opopMiIeHHS PEIENITOB, COMEPKAIINX HA3HAYCHUE HAPKOTHYECKUX CPEICTB WIIH
MICUXOTPOITHBIX BEIIECTB, B TOM YHUCIIC B (DOPME DIICKTPOHHBIX JOKYMEHTOB COTJIACHO MPHIIOXKE-
guio N 6.

2. [Tpu3HaTh yTpaTUBIINMH CUITY:



npuka3 MunucrtepcTBa 3apaBooxpanenus Poccuiickoit @enepanuu ot 1 aBrycra 2012 r. N
541 "OO6 yrBepxkaeHun GOpMBI OJIAHKOB PEIENTOB, COACPKAIIMX HA3HAUYEHHE HAPKOTHUYECKHX
CPEICTB WJIM TCUXOTPOIHBIX BEHIECTB, MOPSAKA UX U3TOTOBIICHUS, paclpeiesieHusi, perucrpa-
[IUM, y4eTa M XpaHEHHUs, a TaKkke NpaBui odopmieHusa" (3apeructpupoBaH MHHHCTEPCTBOM
toctur Poccuiickoit @enepanuu 15 aBrycra 2012 r., peructpanuonasii N 25190);

npuka3 MunucrepcrBa 3npaBooxpanenust Poccuiickont @enepanuu ot 30 urona 2015 r. N
385H "O BHeceHMM M3MEHEHUW B mpuka3 MuUHHUCTEpCTBA 3apaBooxpaneHus Poccuiickoit depe-
paumu ot 1 aBrycra 2012 r. N 54u "O06 ytBepkaeHuu (GopMbl OIaHKOB PELIETITOB, COIEPIKAIIUX
Ha3HauY€HHE HApPKOTHYECKUX CPEACTB WJIN IMCUXOTPOMHBIX BEIECTB, MOPSAKA UX W3TOTOBIECHMS,
pacripeneneHus, perucTpalyy, yueTa U XpaHeHus, a TakKe MpaBuil opopmiieHUs" (3aperucTpu-
poBan MunuctepcTBoM roctuituu Poccutickoit deneparun 27 HosiOpst 2015 1., perucrpannoH-
HbIil N 39868);

npuka3 MunucrepcerBa 3npaBooxpanenus Poccuiickoit @enepaunu ot 21 anpenst 2016 . N
254n "O BHeceHMM M3MEHEHMH B npuka3 MuHuctepcTBa 3apaBooxpaneHus Poccuiickoit dene-
panuu ot 20 nexadpst 2012 r. N 11751 "OO6 yTBep)ACHUHU NOPsIKa HA3HAYEHHUS U BHITUCHIBAHUS
JICKapCTBEHHBIX IMPEMapaToB, a TakkKe (OPM PEUENTYpHBIX OJIAHKOB Ha JICKAPCTBEHHBIC IMperma-
pathl, Iopsiika ohopMIICHHUST YKa3aHHBIX OJIAaHKOB, MX y4deTa W XpaHeHus" u npuioxkeHne N 2 kK
npuka3zy MunucrepcTBa 31paBooxpaHenus Poccuiickoit @enepauuu ot 1 aBrycra 2012 r. N 54n
"O6 yrBepkaeHUU GOpMBI OJIAHKOB PEIENTOB, COJEp)KAIlMX HA3HAUYCHHE HAPKOTHUYCCKUX
CPEICTB WJIM MCUXOTPOIHBIX BEIIECTB, MOPSAKA UX U3TOTOBIICHUSI, paclpeeieHus, perucTpa-
MY, y4eTa W XpaHEHUs, a Takxke npaBuil odopmiieHus" (3aperucTpupoBaH MUHHCTEPCTBOM
rocturin Poccuiickoit @enepanuu 18 uronst 2016 r., peructpanuonusiii N 42887);

MYHKT 4 WU3MEHEHUW, KOTOpPbhIE BHOCATCS B HEKOTOpbIC MpUKa3bl MHUHUCTEPCTBA 37paBO-
OXpaHEeHHUs U couuanbHOro passutus Poccuiickon denepanuu u MuHucTepcTBa 34paBoOXpaHe-
Hus Poccuiickoit deneparyu mo BOmpocaM 0OpalieHus JEKapCTBEHHBIX MPENapaToB, COAEpKa-
IIMX HAPKOTUYECKHE CPEICTBA, ICUXOTPOMHBIEC BEIIECTBA U UX MPEKYPCOPHI, U JIEKAPCTBEHHBIX
CPENCTB, MOUIEKAUX MPEIMETHO-KOIMYECTBEHHOMY YUY€TY, YTBEPKIACHHBIX MPUKa30M MUHU-
cTepcTBa 3apaBooxpanenus Poccuiickoit @eneparnuu ot 31 okrsadps 2017 r. N 882H (3aperu-
cTpupoBaH MunHucrepctBoM roctuniu Poccuiickont @enepanun 9 ssuBaps 2018 r., peructparu-
oHHbIN N 49561);

npuka3z MuHHCTEpCTBa 3/paBooxpanenusi Poccutickoit @eaepanun ot 11 gexadbps 2019 r.
N 10211 "O BHecenuun uzMeHeHuil B npunoxxenus N 2 u 4 k npukazy MuHHUCTEpCTBA 3/1paBo-
oxpanenus Poccuiickoit ®enepamun ot 1 aBrycra 2012 r. N 541 "O6 yrBepx)aeHUU (HOPMBI
OJIAaHKOB PELIENITOB, COACPIKAIIMX Ha3HAYCHHE HAPKOTHUUYECKHX CPEICTB MIIM ICUXOTPOIHBIX Be-
HIECTB, MOPSAJIKA UX U3TOTOBJICHMSI, pACHpPECIICHUs, PETUCTPALIUHU, yUeTa U XpaHEeHHs], a TaKKe
npaBui opopmiieHus" (3apeructpupoBaH MuHUCTEPCTBOM rocTulinu Poccuiickoit deneparyu
28 suBapst 2020 r., peructpanuoHubiii N 57293);

npuka3 MuHucrepcTBa 3apaBooxpanenus Poccuiickoit @enepanuu ot 8 oktsopst 2020 r. N
1076n1 "O BHeceHun uaMeHeHui B [1opsgok peructpamuu, yuyerta 1 XpaHeHus CleHaIbHBIX pe-
LENTYPHBIX OJIAHKOB Ha HApKOTHYECKUE CPEACTBA MJIM NCHXOTPOIHBIC BEIIECTBA, YTBEP)KICH-
HBbIM nprKa3zoM MuHuctepcTBa 3apaBooxpanenusi Poccuiickoit @enepanun ot 1 aBrycra 2012 r.
N 54u" (3apeructpupoBan MunucrepcTBoM roctuiiu Poccuiickoit @enepanuu 13 HosiOpst 2020
T., peructpanroHHbii N 60898);

npuka3z MunucrepcTBa 3apaBooxpaHenus Poccutickoit denepaunu ot 14 auBaps 2019 r. N
41 "OO6 yTBep)KICHHH TOPsIKAa Ha3HAYCHUS JIGKAPCTBEHHBIX IpernapaToB, GOpM perenTypHbIX
0JIaHKOB Ha JICKapCTBEHHBIE MPEnapaThl, Mopsiaika opopmiIeHUs yKa3aHHBIX OJIAHKOB, UX Y4eTa U
xpaHeHus" (3apeructpupoBaH MuHuctepcTBoM roctuiiuu Poccuiickonn ®enepanuu 26 maprta



2019 r., peructpamuonssii N 54173);

npuka3 MuHucTepcTBa 31paBooxpaneHus Poccuiickoit denepanuu ot 11 nexabps 2019 r.
N 10221 "O BHeceHur U3MEHEHUH B NpUKa3 MuHHUCTEpCTBA 3paBooxpanenus Poccuiickon de-
neparuu oT 14 suBapst 2019 r. N 41 "O0 yTBepkIeHUH MOpPSIKa Ha3HAUCHHS JIEKaPCTBEHHBIX
npenaparoB, GOpM peUENTYPHBIX OJaHKOB Ha JICKAPCTBEHHBIC Mpenaparsl, mopsaka odopmiie-
HUS YKa3aHHBIX OJIAHKOB, UX y4yeTa U XpaHeHHs" (3aperucTpupoBaH MUHHCTEPCTBOM FOCTUIIMH
Poccutickoit ®eneparuu 28 suBaps 2020 r., peructpanuonHsiid N 57292);

npuka3 MunucrepcTBa 3apaBooxpanenus Poccuiickoit @enepanuu ot 8 oktsopst 2020 r. N
10751 "O BHeceHMHM M3MEHEHUW B MOPSAOK Ha3HAYEHUs JICKAPCTBEHHBIX MpenapaTroB, YTBEP-
XKICHHBIN IpuKa3zoM MuHuctepcTBa 3apaBooxpanenus Poccuiickoit denepanuu ot 14 sHBapd
2019 r. N 4u" (3apeructpupoBan MunuctepcTBoM roctuiuu Poccutickoit deneparum 22 nexad-
ps 2020 1., peructpanmonssiii N 61695);

nyHKT 3.8 VHCTpyKIMM O MOpsIIKE BBIMMCHIBAHUS JIEKAPCTBEHHBIX IpEnapaToB U o(opm-
JICHUS PELENTOB U TpeOOBaHMI-HAKIIAIHBIX, YTBEPKACHHONW NMpHKa3oM MUHHCTEPCTBA 31paBoO-
OXpaHEeHHus U coruanbHoro pazsutus Poccuiickort ®eneparuu ot 12 deBpans 2007 r. N 110 "O
NOpSIIKE HA3HAYEHHUs M BBINMCHIBAHUS JIEKAPCTBEHHBIX IPENapaToB, W3JEIMH MEAUIIMHCKOTO
Ha3HAYEHUS U CHELHMAIM3UPOBAHHBIX MPOAYKTOB JiedueOHOro nuTtaHusa" (3apeructpupoBan Mu-
HuctepcTBoM toctuiuu Poccuiickoit ®enepaunn 27 anpens 2007 r., peructpauuoHHbIi N
9364);

npuka3 MuHucTepcTBa 34paBOOXPAHEHUS U COLMAIbHOrO passutus Poccuiickont denepa-
run ot 17 mast 2012 r. N 5621 "O6 yrBepkaenuu [lopsaka oTrmycka GU3NIECKUM JIUIIAM JIeKap-
CTBEHHBIX IIPENAPATOB Il MEAUIIMHCKOTO MPUMEHEHUS, COAEPKAILNX KPOME MaJIbIX KOJUYECTB
HapKOTHUYECKUX CPEICTB, IICUXOTPOIHBIX BELIECTB U UX MPEKYpPCOPOB Apyrue (hapmMaxkoisoruye-
CKHE€ aKTMBHbIE BenlecTBa" (3apeructpuposad MunucrepctBom toctunnu Poccuiickoit denepa-
ruu 1 mrons 2012 r., peructpanuonasiii N 24438);

MYHKT 2 U3MEHEHMM, KOTOpbIE BHOCSTCS B HEKOTOpbIE MpHKa3bl MUHUCTEPCTBA 3/IpaBO-
OXpAaHEHUS M COIMANIbHOrO pa3BuTusa Poccuiickont denepannu, yrBEpKACHHBIX MpUKa3oM Mu-
HUcTepcTBa 3apaBooxpanenus Poccuiickoit @enepaunn ot 10 urons 2013 r. N 369u (3aperu-
cTpupoBaH MunucrepctBom roctuiiuu Poccuiickoit @enepanuu 15 urons 2013 r., peructpanu-
oHHbIN N 29064);

npuka3 MunucrepcTBa 31paBooxpanenusi Poccuiickoit @enepanuu ot 21 aBrycra 2014 r.
N 4651 "O BHeceHHH U3MEHEHUI B MOPSAAOK OTIyCKa (PM3UYECKUM JIUIaM JIEKapCTBEHHBIX Tpe-
aparoB JUIsi MEAULIMHCKOTO NMPUMEHEHHsI, COJEPKAIIUX KPOME MaJIbIX KOJMYECTB HapKOTHUYe-
CKUX CPEJCTB, IICUXOTPOIHBIX BELIECTB M UX MPEKYpCOPOB Apyrue papMaKkoIOTHIecKHe aKTHB-
HbI€ BEIIECTBa, YTBEPXACHHBIN NpuKazoM MHUHHCTEpCTBA 3APaBOOXPAHEHUS] U COLUAIBHOIO
paszButus Poccuiickoit @enepaunu ot 17 mas 2012 r. N 5621" (3apeructpupoBan MuHucrep-
ctBoM toctuninu Poccuiickoit @eneparuu 10 centsopst 2014 r., peructpanuonsasii N 34024);

IIYHKT 1 M3MeHEeHU#, KOTOpble BHOCSTCS B HEKOTOpbIE NMpPHKa3bl MUHUCTEPCTBA 37IpaBoO-
OXpaHEHUA U ColMaIbHOrO pa3putus Poccuiickoit @enepanun 1 MUHHCTEPCTBA 3/IpaBOOXpaHe-
Husa Poccuiickon denepanuu, yrBepKIASHHBIX IIPUKa30M MuHHUCTEpCTBa 3apaBooxpanenus Poc-
cutickoit deneparuu ot 10 centsaops 2015 r. N 634n (3apeructpupoBaH MUHHUCTEPCTBOM FOC-
tun Poccuiickoit @enepanuu 30 centsiOpst 2015 r., peructpanuonnsiii N 39063);

IIYHKT 3 WU3MEHEHHH, KOTOpbIE BHOCSATCS B HEKOTOpPbIE NMpPHKa3bl MUHHCTEPCTBA 3/1paBoO-
OXpaHEeHHUs U couuanbHOro passutus Poccuiickon denepanuu u MuHucTepcTBa 34paBOOXpaHe-
Husa Poccuiickoit deneparyu mo BOmpocaM 0OpalleHus JEKapCTBEHHBIX MPENapaToB, COAEpKa-



IIMX HAPKOTHUYECKHE CPECTBA, ICUXOTPOIHBIE BEIIECTBA U X MPEKYPCOPOB, U JIEKAPCTBEHHBIX
CPEICTB, NMOAJIEKAILUX MIPEAMETHO-KOJINYECTBEHHOMY YUETY, YTBEPKACHHBIX NPUKa30M MUHU-
crepcTBa 3apaBooxpanenus Poccuiickoit @enepanun ot 31 oktsa6ps 2017 r. N 882H (3aperu-
cTpupoBaH MunuctepcTBoM octunnu Poccuiickoii @enepaunu 9 suBaps 2018 r., perucrpanu-
oHHBIA N 49561).

3. Peuentypusie 6manku Gopmbl N 107/y-HII, uzroroBneHHbIe 10 AHS BCTYIUICHHUS B CHITY
HACTOSIIETO MPHKa3a, MOTYT OBITh UCTIOJIb30BaHbI 10 1 MapTa 2023 rona.

4. Hacrosiuii npuka3 BcTymnaeT B cuily ¢ 1 mapra 2022 r. u nelictyet 1o 1 mapra 2028 r.

Munuctp
M.A.MVYPAIIIKO

[Tpunoxenue N 1

K Nprka3zy MUHHUCTEPCTBA 3paBOOXPAHEHUS
Poccuiickoit @eneparuu

ot 24 Hos6ps 2021 r. N 1094u

MHNOPAJTOK HASHAUEHUS JIEKAPCTBEHHBIX ITPEITAPATOB
1. O01ue moJ10KeHUSA

1. Ha3znaueHue JIeKapCTBEHHBIX MPENaparoB ISl MEAUIIMHCKOr0 NPUMEHEHNUs (Jlanee - Jie-
KapCTBEHHBIE IIPENapaThl) OCYILECTBIIAETCS JIeHallluM BpadoM, (esIbIepoM, aKyuepKkoi B ciry-
yae BO3JIOXKEHMSI Ha HUX [TOJIHOMOYHI JIeyalllero Bpaya, Ipyu OKa3aHUU MEAUIMHCKON ITOMOIIM B
MEIAMIMHCKUX OpraHu3anusax <1>, B MOpsIKe, yCTAHOBICHHOM IpHKa3oM MuHHCTEpCTBa 31pa-
BOOXPAHEHHUS U colMalibHOTO pa3BuTus Poccuiickoit @enepanun ot 23 mapra 2012 r. N 252H
"O6 yrBepxaeHuu [lopsnka Bo3oxeHus: Ha (enpamepa, akyepKy pyKOBOJAUTEIEM MEIUITNH-
CKOM OpraHu3aluM [pU OpraHU3alMM OKa3aHUs NEPBUYHOM MEIMKO-CAHUTAPHOM IOMOLIU H
CKOpPOM MEIMIMHCKON MOMOIIM OTAENbHBIX (PYHKLMH JIeHallero Bpaya 1o HEeMoCPEeICTBEHHOMY
OKa3aHHUI0 METUIIMHCKON MOMOIIM MalMeHTy B MEpHUO HaOIIOJCHHS 3a HUM U €ro JICYCHHUS, B
TOM YHCJIEC IO Ha3HAYEHUIO U IPUMEHEHUIO JIEKapCTBEHHBIX IIPENapaToB, BKIIIOYAs HAPKOTHUYE-
CKHE JIEKapCTBEHHbIE IIPENapaThl U MCUXOTPOIIHBIE JIEKAPCTBEHHBIE IIpenapaTsl’ <2>, UHAUBU-
JyaJlbHBIMHU TPEANPUHUMATENISAMHU, OCYIIECTBISIFOIMMI MEAMLMHCKYIO JESITeIbHOCTh (Hanee -
MEAUIIMHCKUE PAOOTHUKH).

<I>Ilynkrt 11 crateu 2 @enepanbHoro 3akoHa ot 21 HostOpst 2011 r. N 323-D3 "O6 ocHo-
Bax OXpaHbl 3J0pOBbs TpakaaH B Poccuiickoit @enepannn” (Cobpanue 3akoHOmaTENHCTBA Poc-
cuiickoit ®enepanuu, 2011, N 48, ct. 6724, 2019, N 52, ct. 7796) (nanee - OenepaibHbIil 3aKOH
N 323-®3).

<2> 3apeructpupoBaH MuHuctepcTBoM rocTuiMu Pocculickont ®enepauuu 28 ampens
2012 r., peructpanonsbiii N 23971 ¢ u3MeHEHUsAMH, BHECEHHBIMHM NMPUKAa30M MUHUCTEpPCTBA
3npaBooxpanenust Poccuiickoit @enepaunu ot 31 oktabps 2017 r. N 882H (3apeructpupoBan
MunucrtepctBoM toctuiuu Poccuiickoit denepannu 9 suBapa 2018 r., peructparmoHHbii N
49561).



MenunuHckuii paboTHUK, 0)OPMUBIINN PELENT ¢ HApyIICHUEM HACTOSILETO MOPSIIKA, I
PYKOBOJIUTENb MEIUIMHCKON OpraHM3aluy 00ECHeunBalOT CBOEBPEMEHHOE INepeodopMIiIeHUE
TpeOyeMoro Jis MalueHTa pelernTa.

2. CBeneHusi 0 Ha3HAYEHHOM JIEKapCTBEHHOM IIpernapare (HauMEHOBaHUE JIEKAPCTBEHHOTO
npemnapara, 103UpOBKa, CIIOCO0 BBEACHUS U IPUMEHEHHUS, PEKUM JI03UPOBAHHUS, TPOIOIKUTEIb-
HOCTbH JIeUEHHUS U 00OCHOBAaHME HA3HAYEHHS JIEKAPCTBEHHOIO Iperapara) BHOCITCS MEIUIIMH-
CKUM paOOTHHKOM B METUIIMHCKYIO JIOKYMEHTAIIMIO MaIlUeHTA.

B cnyuasx, ykazanHbIX B myHKTax 8 - 11 Hacrosmiero Ilopsinka, MeTUIIMHCKUN paOOTHHK,
Ha3HAYMBIIMK JIEKAPCTBEHHBIN Mpenapar, opopMIIseT Ha3HAuUCHHE JIGKAPCTBEHHBIX MPENapaTos,
B TOM YHCJI€ MOJUIeKAIINX U3TOTOBICHUIO U OTITYCKY alTeYHbIMU OpTaHU3alUsIMU (Jajee - Jie-
KapCTBEHHBIE TpenapaThl HHAWBUAYAIILHOTO W3TOTOBIICHUS), HA PELEITYpPHOM OJaHKe, 0popM-
JIEHHOM Ha OyMa)>XHOM HOCHTEJIC 3a CBOEH MOAMKCHIO (Jaee - pernent Ha OyMakKHOM HOCHUTETIE),
U (WIH) C COTJIacus MAIMEeHTa WM €T0 3aKOHHOTO MPEICTaBUTENS <3> Ha pelenTypHoM OJlaHKe
B (hopMe PIIEKTPOHHOIO JOKYMEHTA C HCIIOJIb30BAHUEM YCHJIEHHOM KBaIU(DPUIIMPOBAHHON 3IIEK-
TPOHHOM MOANKMCH MEAUIIMHCKOTO pabOTHHKA (fanee - penent B GopMe 3JIEKTPOHHOTO JIOKY-
MEHTA).

<3> Ilynkt 2 cratbu 20 denepanbHoro 3akona N 323-D3 (Cobpanue 3aKOHOIATEIHCTBA
Poccuiickoit ®enepanuu, 2011, N 48, ct. 6724; 2021, N 27, ct. 5159).

Penennt B popMe 37EKTPOHHOTO JOKYMEHTA, COJAEpKAIlMi Ha3HAYeHHWE HAPKOTUYECKUX
CPEICTB MJIHU NCUXOTPOIHBIX BEILECTB, MOANMCHIBACTCS C UCIOJIB30BAHUEM YCHUJICHHOW KBaJM-
(UIMPOBAHHOMN FJIEKTPOHHON TMOMMCH JIEHAIero Bpada Wiu (enpiepa, aKylnepku, Ha KOTo-
PBIX BO3JIOXKEHBI (DYHKIMM JIeHallero Bpaya, 1 COOTBETCTBYIOLIEH MEIUIMHCKONW OpraHU3aluu
<4>.

<4> Ilynkr 1 crarbu 26 @enepanbHoro 3akoHa ot 8 saHBaps 1998 r. N 3-®3 "O nHapkoTu-
YECKHMX CpPEJICTBaX W IMCHXOTponHbIX BemecTBax'" (CoOpaHue 3akoHomaTenbcTBa Poccuiickoit
Oenepanun, 1998, N 2, ct. 219, 2017, N 31, ct. 4791) (nanee - ®enepanbHbiii 3akoH N 3-D3).

Odopmiienne penentoB B (GpopMe 3JIEKTPOHHBIX JTOKYMEHTOB OCYILECTBIICTCS B Cllydyae
MPUHATHS YIIOJTHOMOYEHHBIM OPraHOM HCIIOTHHUTENIbHOW BiacTH cyObekTa Poccuiickonr dejne-
panuu B COOTBETCTBUM C MyHKTOM 4 ctatbu 6 ®enepanpHoro 3akoHa ot 12 anpens 2010 r. N 61-
®3 "O6 obpareHuH JEeKapCTBEHHBIX CpeaCcTB" <5> penieHus 00 UCIOIb30BaHUH Ha TEPPUTOPUHT
cyobekta Poccuiickoit ®exepauuu Hapsay C pelentamMd Ha JIEKapCTBEHHBIE MPENaparsl,
0 OpMIICHHBIMH Ha OyMa)XHOM HOCHTEJIE, PELENTOB Ha JeKapCTBEHHbIE Ipenaparsl, chopMUpPO-
BaHHBIX B (hOpME TIEKTPOHHBIX JTOKYMEHTOB.

<5> Cobpanue 3akoHomarenscTBa Poccuiickoii ®eneparuu, 2010, N 16, ct. 1815, 2019, N
52, ct. 7793.

3. Ilpu BBIMUCKE MAIMEHTAa U3 MEIULIMHCKOW OpraHu3allii, B KOTOPOU €My OKa3bIBAJIaCh
MCIOUIIMHCKAs ITOMOIIIb B CTaI_II/IOHapHBIX yCJIOBI/ISIX, HpI/I H€O6XO,Z[I/IMOCTI/I HpO,Z[O.H)KeHI/IH aneMa
JIEKapCTBEHHOTO TIperapara B aMOyJaTOPHBIX YCIOBUSX TAHHOMY TAIMEHTY 10 PEIICHHUIO PYKO-



BOJAUTENST MEIUIIMHCKOM OpraHu3alui Ha3Ha4yaloTcs ¢ odopmiieHneM penenta B ¢opMe dJeK-
TPOHHOTO JIOKyMeHTa U (Win) Ha OyMa)KHOM HOCHTENE (32 MCKIII0UeHHEM O(QOPMIICHUS perler-
TOB Ha JIEKAPCTBEHHBIE Mpenaparhl, MOJIeKalIe OTIYCKY OECIUIaTHO WJIM CO CKUIKOM) 6o
BbIIAIOTCA (TALIMEHTY WM €r0 3aKOHHOMY IIPEACTABUTENI0) OJHOBPEMEHHO C BBIUCKON U3 MC-
TOpur OO0JIE3HU JIEKAPCTBEHHbIE MpEnapaThl, B TOM YKCJIe HAPKOTHUECKHUE U IICUXOTPOIIHBIE Jie-
KAapCTBEHHBbIE IIpenaparsl, BHeCceHHbIE B criucku 11 u Il mepedyns HapKOTUYECKUX CPEACTB, IICH-
XOTPOIHBIX BEIIECTB M UX MPEKYPCOPOB, MOJJICKAIUX KOHTpOtO B Poccuiickont dexneparuu,
yrBepxkaeHHoro [IpaBurensctBom Poccuiickoit ®enepanyu <6> (nanee - IlepeueHsn), cuiIbHO-
JIEUCTBYIOIINE JIEKAPCTBEHHBIE MIPenapaThl, Ha CPOK MPUEMA MAIUEHTOM JI0 5 THEH.

<6> Ilynkrt 2 crarpu 2 @enepanbHoro 3akona N 3-O3 (Cobpanue 3akoHoaTeNbCTBA Poc-
cutickoit deneparuu, 1998, N 2, cr. 219; 2016, N 27, ct. 4238).

4. HazHaueHue JI€eKapCTBEHHBIX MPENapaToB MNpU OKa3aHUU MEIMLMHCKON IOMOIIHU B CTa-
[IHOHAPHBIX YCIOBUSIX MOXET OCYIIECTBIISITHCS IMOCPEACTBOM TPeOOBAaHM MEAUITMHCKOW Opra-
HU3alluu, HaHpaBﬂfleMBIX B aIlITCYHLIC OpFaHI/I3aI_[I/II/I, SABJIISTFOIIIUECST CprKTypHBIMI/I noz[pawene-
HUSIMU MEIMIIMHCKOM OpraHu3anuu. <7>

<7> Ilynkt 54 crarbu 4 denepanbHoro 3akoHa ot 12 ampens 2010 r. N 61-d3 "O6 obpa-
IIEHUH JIeKapcTBeHHBIX cpeacTB" (Cobpanue 3akoHonatenscTBa Poccuiickoit @enepanuu, 2010,
N 16, ct. 1815; 2019, N 31, cT. 4456) (nanee - ®enepanbHbiii 3akoH N 61-D3).

5. Ha3nayeHue eKapCTBEHHBIX MPEMAPATOB OCYIIECTBISAETCS MEIUIIMHCKAM PAOOTHUKOM
0 MEXIYHAPOJIHOMY HENATEHTOBAHHOMY HAMMEHOBAHUIO, a MPU €r0 OTCYTCTBUU - TPYHIIUPO-
BOYHOMY WJIM XMMHYECKOMY HAMMEHOBaHUIO. B ciydae OTCyTCTBHS MEXIyHApOIHOrO HEMaTeH-
TOBAaHHOI'0 HAMMEHOBAHUS U IPYNIUPOBOYHOIO MM XMMHUYECKOTO HAMMEHOBAHUS JIEKApPCTBEH-
HOTO TIpemnapara JICKapCTBEHHBIN MpenapaT Ha3Ha4aeTCsi MEIUIIMHCKUM PaOOTHHUKOM I10 TOPTO-
BOMY HaMMEHOBaHUIO. [Ipy HanMUMKU MEIUIIMHCKHUX MOKa3aHUH (MHAUBHUIyaIbHAS HETIEPEHOCH-
MOCTB, TI0 )KH3HEHHBIM MTOKa3aHUsIM) 110 PEIICHUIO BpauyeOHONW KOMUCCHH MEAUITMHCKOW OpTaHH-
3anuu <8> OCYIIECTBISICTCS] Ha3HauUeHUEe U opopMIIeHHE Ha3HAYCHHUS JICKApCTBEHHBIX Ipernapa-
TOB, HE BXOJSIIMX B CTaHAAPTHl MEIUIIMHCKOW MOMOINHU, pa3pabOoTaHHBIE B COOTBETCTBUU C
nyHkToMm 14 crateu 37 denepanbaoro 3akoHa N 323-D3 <9>, unu He nmpe1yCMOTPEHHBIX COOT-
BETCTBYIOIIEH KIMHUYECKON pEeKOMeHaIuel, 1u00 Mo TOProBbIM HaMMEHOBaHUsM. PemieHue
BpaueOHONW KOMHUCCHH MEIUIIMHCKON OopraHu3anuu (GUKCUPYETCS B MEIMIIMHCKOW JTOKyMEHTa-
[IMY TIAIIUCHTA U B )KypHaJie BpaueOHONH KOMHUCCHH.

<8> Ilpuka3z MuHucTepcTBa 34paBOOXPAHEHUS U COLIMAILHOTO pa3BuTus Poccuiickoin dDe-
neparu ot 5 mast 2012 r. N 5021 "OO0 yTBep)kKIeHHH MOpPsAKAa CO3/IaHUs U JEATEIbHOCTH Bpa-
4eOHOM KOMHCCHHM MEIUITMHCKOW OpraHu3anuu’ (3aperucTpupoBaH MHUHHCTEPCTBOM FOCTHIIMH
Poccuiickoit @enepauyu 9 utons 2012 r., perucrpaunonsslii N 24516) ¢ u3smMeHeHUsIMHU, BHe-
CEHHBIMHU TIpHKa3oM MuHucTepcTBa 31MpaBooxpaHeHus Poccuiickoit denepanuu oT 2 nexkadps
2013 r. N 886H (3apeructpupoBad MunucrepctsoM roctuuuu Poccuiickoin @enepanuu 23 ne-
ka0ps 2013 r., peructparmonssiii N 30714).

<9> Cobpanue 3akoHonaTenbcTBa Poccuiickoit @eneparuu, 2011, N 48, cr. 6724.

Ecnu npu oxkazaHnu nmauveHTy MEAUMUMHCKOW MOMOIIM B MEAULMHCKOM OpraHu3aluyd B



CTAIlIOHAPHBIX YCJIOBUSIX IO PEIIEHUIO0 BpadyeOHON KOMHUCCHH OCYIIECTBISIOTCS Ha3HAuYEHUE U
IPUMEHEHHE JIEKAPCTBEHHOI'O IpernapaTa ¢ KOHKPETHBIM TOPIOBBIM HAaUMEHOBAHHUEM, TO NpHU
OKa3aHUM JAHHOMY NAlMEHTy MEJULIMHCKOW MOMOLIM B MHOM MEIWLMHCKOM OpraHU3aliH B
CTAllMOHAPHBIX YCIOBHSX, a TAKKE€ B aMOYJIATOPHBIX YCIOBHSX OCYILECTBIISIECTCS Ha3zHaueHHE
€My JIEKapCTBEHHOT'0O IIpenapara ¢ TEM K€ TOPrOBbIM HauMEHOBaHueEM <10>.

<10> Ilynkt 2 nocranoBieHus [IpaBurenscrBa Poccuiickoin @enepanun ot 30.06.2020 N
965 "O BHecenun m3menenuil B IlpaBuna popmupoBaHUs MepedHsi JEKapCTBEHHBIX CPEICTB,
3aKyIKa KOTOPBIX OCYILECTBISETCSI B COOTBETCTBUU C UX TOPrOBBIMU HAUMEHOBAaHUSIMHU, U O
NPUMEHEHHUH JIEKapCTBEHHBIX MPEnapaToB ¢ KOHKPETHBIMU TOPTOBBIMU HauMeHoBaHHsIMU" (Co-
Opanme 3akoHOAaTeNbcTBa Poccuiickoit @enepanuu, 2020, N 28, ct. 4422).

6. Haznauenue nekapcTBEHHOT0 Mpemnapara B pelente Ha OyMa)KHOM HOCHUTENE WU PeLer-
T€ B (hopMe PIEKTPOHHOTO JTOKyMEHTa O(pOpMIISeTCs Ha UM MAIMeHTa, Uil KOTOPOro MpejiHa-
3HAYEH JIEKAPCTBEHHBIN IIpenapar.

Penenit Ha OymaskHoM HocuTene, opopMIICHHBIN Ha peuenTypHoM Onanke Gopm N 107/y-
HIT, N 107-1/y, N 148-1/y-88, N 148-1/y-04(i1), yrBep>KIE€HHbBIX HACTOSIINUM MPUKA30M, MOKET
OBITH MOJTYYCH MAIUEHTOM, €0 3aKOHHBIM MPEICTABUTENIEM WU JIUIIOM, UMEIOITIM 0(hOpPMIICH-
HYI0O B COOTBETCTBHHU C I'PaXIAHCKUM 3aKOHOJATeIbCTBOM Poccuiickoin denepaunu JOBEpPEH-
HOCTb OT IMallMEHTa Ha MPABO MOJIYYCHHUS TAKOTO perenTa (Jajiee - ynoJIHOMOYSHHOE JIUIIO).

[IpencraBienne AOBEpeHHOCTH HE TpeOyeTcs B ciydae IMOJYYEHMs pelenTa Ha Jekap-
CTBEHHBIH Ipenapar A HHKYpaOeIbHOro OOJIBHOr0 Ha 3aBEPIIAIONIEM dTAle €ro KU3HHU JIULOM,
OCYIIECTBIISIONIUM YXOJ 332 TaKUM HHKYpaOelbHbIM OONbHBIM. B TakoMm ciiydyae MeTUIIMHCKUN
pabOTHHK BBIZAET JIMILY, OCYHIECTBISIOIIEMY YXOJ 3a MHKypaOenbHbIM OOJIBHBIM, JOKYMEHT,
MOJTBEPKIAIOIIUI HHKYpaOeIbHOE COCTOSTHUE OOJIBLHOTO0, COAEpKAIIUN CBEIEHUS O JIUIIE, KOTO-
poe Oyzer moiydarh JIeKapCTBEHHBIE MpemnapaTsl 1Mo peuenty (hamuius, UMs, OT4ecTBO (TO-
CJIeIHEE - TP HAJIWYHH), BU, CEpHsl U (WITKM) HOMEDP JOKYMEHTA, yIOCTOBEPSIIOIIETO JIUYHOCTH),
3aBEPEHHBIN MOANUCHIO U MEYaThi0 JAaHHOTO MEIUIIMHCKOrO pabOTHHKA, a TAK)XXE MeYaThio Me-
JTUIIMHCKOM OpraHu3allui.

JIOKYMEHT, MOATBEPkKAAOIINIA HHKYPaOeIbHOE COCTOSTHUE O0JIBHOTO, OCTACTCS B allTEYHON
OpraHu3aluu.

Pettenit B opme 37MEKTPOHHOTO JOKyMEHTa (hOPMHUPYETCS C HCIOJIB30BAHHEM TOCYIap-
CTBEHHOW MH(GOPMAITMOHHON CHUCTEMBI B cepe 3apaBooxpaHeHust cyobekTa Poccuiickori deje-
panuu, MeTUIMHCKON HH(DOPMAIIMOHHONW CUCTEMBI MEAMIIMHCKON opranm3anuu <11>.

<11> Cratbu 91 u 91.1 ®enepanbroro 3akona N 323-O3 (CobOpaHue 3aKOHOJATEIHLCTBA
Poccutickoit ®eneparuu, 2011, N 48, ct. 6724; 2021, N 27, cT. 5141).

@dakxT BBIIAYM peLenTa Ha JIEKAPCTBEHHBIM IIpernapaTr 3aKOHHOMY IPEICTABUTEIIO HIIU
YIIOJIHOMOYEHHOMY JIUITY (PUKCUPYETCS B METUIIMHCKON JTOKyMEHTAIUY TallueHTa.

7. MeaunuHCKUM paOOTHHUKAM 3amperaeTcs: opopMiIaTh pelenTsl Ipu OTCYTCTBUU Yy Ta-
LMEHTa MEIUIMHCKUX IIOKa3aHUM; Ha HE3aperuCTPUPOBAHHBIE JIEKApPCTBEHHBIE IIpemapaThl
<12>; Ha neKapCTBEHHbIE INpenapaThl, KOTOPbIE B COOTBETCTBUM C MHCTPYKUMEH MO MEIMIIVH-
CKOMY IIPUMEHEHHUIO NpPEAHA3HAUYEHBI I IPUMEHEHUS TOJbKO B MEIULMHCKUX OpPraHU3aLMIX;



Ha HapKOTHYECKHE CPEJCTBA U MCUXOTPOIHBIEC BellecTBa, BHeceHHbIe B criucok I Tlepeuns, 3a-
PErUCTPUPOBAHHBIE B KAYECTBE JIEKAPCTBEHHBIX MPENapaToB, B UEIAX TPUMEHEHUS JIJIS JICUCHUS
HapKOMAaHUU.

<12> Pemenue CoBera EBpa3zuiickoif 5koHOMHUYECKOWH KoMHCCHH OT 3 HOs10ps 2016 1. N 78
"O TlpaBunax perucTpanuu U dKCIEPTU3BI JIEKAPCTBEHHBIX CPEICTB ISl MEIUIIUHCKOTO MpUMe-
HeHus" (opuManbHbIN cailT EBpa3niickoro SKOHOMHUYECKOTO coro3a http://www.eaeunion.org/,
21 Hos6ps 2016 r.). Cratesa 13 denepansHoro 3akoHa N 61-D3 (CobpaHue 3aKOHOJATEIHCTBA
Poccutickoit ®eneparmuu, 2010, N 16, ct. 1815; 2020, N 14, ct. 2028).

WuauBuayanbHbIM NPEAIPUHAMATENSAM, OCYIIECTBISIOINM MEIUIUHCKYIO ACATEIbHOCTD,
JIOTIOJTHUTEILHO K TPeOOBAaHUSAM, YKa3aHHBIM B a03alle MepBOM HACTOSILETr0 MyHKTA, 3apelaeT-
cs1 OOPMIIATh PELIENTHl HA HAPKOTUYECKUE CPEJICTBA U IICUXOTPOIIHBIE BEIECTBA, BHECEHHBIC B
ciucku 11 u III Tlepeuns (nanee - HAPKOTHUECKUE U TICUXOTPOITHBIE JIEKAPCTBEHHBIE MPENapaThl
criuckoB 1 u M1 Tepeuns).

8. Ilpu Ha3HAUEHNH HAPKOTUYECKUX M ICUXOTPOIHBIX JIEKAPCTBEHHBIX MPENapaToB CIHCKa
I TTepeuns, 3a UCKIIIOYEHUEM JIEKAPCTBEHHBIX MIPENapaToB B BHJE TPAHCAECPMAIBHBIX Tepares-
TUYECKUX CHUCTEM U JIEKapPCTBEHHBIX MPENapaToB, COACPKALIMX HAPKOTHUECKOE CPEACTBO B CO-
YEeTaHWN C aHTarOHMCTOM ONMOMIHBIX PELENTOPOB, PEHENnThl Ha OyMaXHOM HOcUTEIe OpopM-
JSIFOTCS Ha perientypHoM Onanke Gpopmbl N 107/y-HIL

9. Penentypusriii 61ank Gpopmbr N 148-1/y-88 odopmisiercs mpu Ha3HAUYCHUH:

1) HapkOTHUYECKUX M IICUXOTPOIHBIX JIEKApCTBEHHBIX INpenaparoB crnucka I Ilepeuns B
BH/JIE TPAHCACPMAJIbHBIX TEPAIIEBTUUECKUX CUCTEM, HAPKOTHUUECKHUX JIEKAPCTBEHHBIX IIPENapaToB
criucka II Ilepeuns, copep:KallMX HAPKOTUYECKOE CPEACTBO B COUYETAHUU C AHTArOHMCTOM
ONMOUIHBIX PELENTOPOB, ICUXOTPOIHBIX JEKAPCTBEHHBIX NpenapaToB crnucka 11 Ilepeuns;

2) KOMOMHUPOBAHHBIX JIEKAPCTBEHHBIX MPEMApPaToB, COACPKAIINX:

a) KOJCHH WJIM €r0 COJIH (B TIEpecueTe Ha YUCTOE BEIIECTBO) B KOJUYECTBE 710 20 MI' BKITIO-
YUTEIbHO (Ha 1 103y TBepnoi JekapcTBeHHOH (Gopmbl) win B KomudecTBe 10 200 Mr BKIIOYH-
tenbHOo (Ha 100 M mmm 100 1 sxuaKoi TekapcTBEHHOW (POPMBI 171 BHYTPEHHETO TPUMEHEHUS );

0) nceBmoddeapruHa TUAPOXJIOPUI B KoimudecTBe, npeBbimaromem 30 mr, u g0 60 mr
BKJTFOUUTENBHO (Ha 1 103y TBEp10# JIeKapCTBEHHON (hOPMBI);

B) miceBaoddepruHa TUAPOXJIOPU] B KoimudecTBe, mpeBbimaromeM 30 mr, u go 60 mr
BKJTFOYMTEIIPHO B COUYETAHUH C JIEKCTPOMETOPPaHOM THIAPOOPOMHIOM B KOJIHYECTBE, MIPEBBIIIIA-
forieM 10 mr, u 10 30 Mr BrmounTensHO (Ha 1 103y TBEpaOil JTeKapCTBEHHON (GOPMBI);

r) nekcrpomeropdana ruagpodpomua B koaudectBe 10 200 mr BximrounTenbHo (Ha 100 Mo
win 100 1 KUIKOH TeKapCTBEHHON (OPMBI ISl BHYTPEHHETO IPUMEHEHHUS);

n) 2(enpuHa THAPOXIOPU B KoaudecTBe, nmpepbimatomeM 100 mr, u g0 300 Mr BKIIOYH-
tesbHO (Ha 100 M umm 100 1 sxuaKoi TekapcTBEHHOM (hOPMBI AJ1s1 BHYTPEHHETO MPUMEHEHHS);

e) adeapuHa THAPOXIIOPU B KomrdecTBe 10 50 Mr BKIIIOUMTENbHO (Ha 1 103y TBEpIOH Je-
KapCTBEHHOU (hOpMBI);

) (ESHUIIPOIIAHOIAMUH B KOJIMYECTBE 10 75 MI BKIIOUMUTENbHO (Ha 1 103y TBepoit Jie-



kapctBeHHOU (hopmbl) wim 10 300 mr BrmrountenbHO (Ha 100 mu wimm 100 T Kuakow Jekap-
CTBEHHOM (POPMBI [ BHYTPEHHETO IPUMEHEHUS);

3) ¢peHoGapOuTaT B KOIMYECTBE 0 15 Mr BKIIOYUTEIHHO B COUYETAHUU C KOJCUHOM (WU
€ro COJIIMHU) HE3aBUCUMO OT KoJIndecTBa (Ha 1 103y TBepoii JJeKapCTBEHHOH (OpMBI);

1) penobapouTan B KosimuecTse A0 20 MI BKIFOUUTEIBHO B COYETAHUH C dPEAPUHOM THU/I-
POXJIOPUAOM HE3aBHCHUMO OT KosndecTBa (Ha 1 103y TBepIOi JeKapCTBEHHOH (POpMBI);

K) XJIOpJINA3eTOKCH] B KOJIMYECTBE, MpeBbimaronieM 10 mr, u 10 20 Mr BKIIFOUHTEIBHO (Ha
1 103y TBEpIOi IeKapCTBEHHOM (POPMBI);

3) JlekapCTBEHHBIX MpEenapaToB WHAWBUIYAIBHOTO U3TOTOBJIECHUS, COAEPIKAIIUX HAPKOTH-
YecKOoe CPeJICTBO MM MCUXOTpornHoe BemmecTBo criucka Il [lepeuns, u npyrue ¢gapmaxosoruye-
CKHE€ aKTHUBHBIC BEILECTBA B J03€, HE MPEBBIAIOIIEH BBICIIYIO Pa30BYIO 103y, U IIPH YCIOBHH,
YTO 3TOT KOMOMHHPOBAHHBIN JIEKAPCTBEHHBIN MpenapaT He SIBJISETCS HAPKOTUYECKUM HIIU TICHU-
XOTPOITHBIM JIEKAPCTBEHHBIM TpenapatoM criucka Il [Tepeuns;

4) nexapCTBEHHBIX NPENapaToB, BKIIOYEHHBIX B NEPEUEHb JIEKAPCTBEHHBIX CPEICTB IS
MEIUIUHCKOrO0 MPUMEHEHHUs, MOJIeKAIUX MPeAMETHO-KOJINYECTBEHHOMY y4eTy (nanee - je-
KapCTBEHHbIE IIpenaparhl, BKIOUYeHHbIE B epedeHb [IKY) <13>.

<13> Iloanynkr 5.2.171(1) nmynkra 5 nocranosnenus IlpasurenscrBa Poccuiickoit @ene-
panuu ot 19.06.2012 N 608 "O6 yrBepxnenunu [lonoxeHuss 0 MUHHCTEPCTBE 3ApaBOOXPAHCHHS
Poccwuiickoit ®enepanun" (nanee - [lonoxxenne o Munucrepcrse) (CobpaHue 3aKOHOIATEIHCTBA
Poccutickoit ®enepamuu, 2012, N 26, ct. 3526; 2013, N 16, ct. 1970).

10. Penentypusiii 6s1ank popmber N 148-1/y-04(1) opopmisiercs mpu Ha3HAYCHUU JIeKap-
CTBCHHBLIX MPCIapaToB rpaxaaHaM, UMCIOIIUM IIpaBO Ha 6€CHJIaTHOC MOJIYYCHHUC JICKAPCTBCH-
HBIX MIPETapaToB WM MMOJTy4eHHE JICKApPCTBEHHBIX MPENapaToB CO CKUIKOM.

11. Peuentypnslii 6ank ¢popmsl N 107-1/y opopmisiercs npu Ha3HAUCHUH:
1) nexapCTBEHHBIX MPEMapaToB, HE YKa3aHHBIX B MyHKTax &, 9 Hacrosmiero [lopsiaka;
2) KOMOMHUPOBAHHBIX JIGKAPCTBEHHBIX MPEMApPaToOB, COACPKAIINX:

a) 3proraMuHa THAPOTAPTPAT B KOJIMYECTBE O 5 MI BKIIOUUTEIBHO (Ha 1 103y TBepaou
JIeKapCTBEHHOH (popMBI);

0) a¢eapuna ruapoxaopun B koaumdectse A0 100 mr BxmrounTenbHo (Ha 100 Mot wm 100 T
KHUJIKOH JIEKapCTBEHHOM (OPMBI JUIsI BHYTPEHHETO IPUMEHEHNS );

B) mceBnoddeapruHa THAPOXIIOPUT B KOJIMYeCTBe, He mpesbimaroniemM 30 mr (Ha 1 mo3y
TBEPJI0M JIEKAPCTBEHHOM (hOPMBI);

r) ncepnoddenpruHa TUIPOXJIOPU] B KOJMUECTBE, HE MpeBbiatomeM 30 MI, B COYETaHUU C
JIeKcTpoMeTophaHoM THIAPOOPOMHUIOM B KOJHYECTBE, MpeBbimaromieM 10 mr, u 1o 30 Mr BKIIO-
quTEeNbHO (Ha 1 103y TBEpAOH JIEKapCTBEHHON (DOPMBI);

1) AekcTpomeTopdaHa ruapodpomMua B KoludecTBe, mpeBbimarmem 10 mr, u g0 30 mr
BKJTFOUUTENBHO (Ha 1 103y TBEp10# JIeKapCTBEHHON (hOPMBI);



e) penobapOuTan B KoauvecTBe, npesbimaronieM 20 Mr, u 10 50 Mr BKItoUUTEIbHO (HaA 1
7103y TBEP/I0H JIeKapCTBEHHON (OPMBI);

x) (perobGapouTan B konmuecTBe 70 20 MI BKIIOUYMTEIHLHO B COYETAHHH C IPTOTAMHUHOM
TUAPOTAPTPATOM HE3aBUCHMO OT KoJn4decTBa (Ha 1 103y TBep0ii JIeKapCTBEHHON (OPMBI);

3) XJIOpJMa3enokcua B koaudecTBe 10 10 mMr BrmtounTensHO (Ha 1 103y TBEpmoit jekap-
CTBEHHOU (popMBI).

12. ITpy Ha3HAYECHHM JIEKAPCTBEHHOTO Mpernapara MHAWBUAYATbHOTO U3TOTOBIICHUS B pe-
nente Ha OyMa)XHOM HOCHTeNe U (M) peuente B (opMe 3JIEKTPOHHOTO JOKYMEHTa HAaUMEHO-
BaHUs JIEKAPCTBEHHBIX CPENICTB (BEIECTB), BKIIOUEHHbIX B nepeueHb [IKY, ykasbiBatorcs B
Ha4aJIC pCICIITa, 3aTCM - BCC OCTAJIbHBIC MHI'PCAUCHTHI.

13. Ilpu Ha3HAueHWHU JIEKAPCTBEHHOIO Mpernapara B pelente Ha OyMa)kKHOM HOCUTEJE
(umn) peuente B (popMe BIIEKTPOHHOIO JOKYMEHTA 3alpeliaeTcsl MPEeBBIIIATh KOJIMYECTBO
HAapKOTUYECKUX CPEJCTB WM MCHUXOTPOMHBIX BEIIECTB, KOTOPOE MOKET OBITh BBINHCAHO B OJ-
HOM pelleNTe, yCTaHOBIeHHOe IpuiokeHneM N 1 k HacrosimeMy [lopsinky, 3a MCKIIIOUEHUEM
CJIy4aeB, YKa3aHHbBIX B MyHKTax 15 u 24 nacrosmero [lopsiaka.

14. Ilpn Ha3HAaYEHMH JIEKAPCTBEHHBIX IIpENapaToB, BKIOYEHHbIX B nepeueHb [IKY, noza
KOTOPBIX MPEBBIIIAET BBICIINI OJHOKPATHBIN NpueM, MEIUIIMHCKUNA paOOTHUK 0003HAYaeT 103y
3TOTO JIEKaPCTBEHHOI'O TpernapaTa B pelente Ha OyMaKHOM HOCHUTEJIE MPOIMUCHIO C MPOCTaBIIe-
HUEM BOCKJIMIIATEIBHOTO 3HaKa U (WJIM) IPOCTABIIsIET BOCKIMLATEIbHBIA 3HAK IPU 0(OPMIICHUH
penenra B popme 37EKTPOHHOTO TOKYMEHTA.

15. KonnuecTBO Ha3HAYEHHBIX JIEKAPCTBEHHBIX IPENAapaTOB, BKIIOUYECHHBIX B IEPEUYECHBb
[IKY, npu okazaHuu nanueHTam, Hy>KIaIOIMIUMCS B JJIUTEILHOM JICUEHUU, TIEPBUYHON MEIUKO-
CaHUTApPHON MOMOIIY U NATTMATUBHOW MEIUIIMHCKOW MOMOIIY MOKET ObITh YBEJIHMYEHO C yde-
TOM KJIMHUYECKHX PEKOMEHIAIi He OoJiee 4yeM B 2 pa3a Mo CPAaBHEHUIO ¢ KOJMYECTBOM HAPKO-
TUYECKUX CPEJICTB WM MICUXOTPOMHBIX BEIIECTB, KOTOPOE MOXKET ObITh BBHITUCAHO B OJJHOM pe-
LeTTe, yCTaHOBIEHHBIM npriioxkenueM N 1 k HacTosimemy [opsiaky.

B cnyuasix, npenycMOTpeHHBIX a03aiieM MepBbIM HACTOSIIETO MYHKTA, Ha pelenTax Ha 0y-
Ma)XHOM HOCHTEJIE pou3BoauTCs Haamuch "[lo cnenuanbHOMY Ha3HAYEHUIO", OTAEIBHO 3aBe-
pEeHHas MOAMMCHI0 METUIIMHCKOTO PAaOOTHHUKA M T€YaThI0 MEIUIIMHCKON opranu3aruu "J{ns pe-
1enToB'", Ha penenrtax B (opMe 3JIEKTPOHHOTO JOKyMEHTa npou3BoauTcs orMmerka "[lo creru-
aTbHOMY Ha3HAYCHUIO" C MPOCTABJIICHHEM YCHJICHHOW KBaTU(UIIMPOBAHHOMN AJIEKTPOHHOM MMOJ-
UCH MEIULIMHCKOTO PabOTHUKA.

16. CocTaB JIeKapCTBEHHOTO TIperapara, JiekapcTBeHHass popMa U OOpalieHne METUITUH-
CKOro paboTHHKA K (papMalieBTHYeCKoMy pabOTHHUKY 00 OTIYyCKE JIEeKapCTBEHHOTO IpenapaTa Ha
OyMaXHOM HocuTese 0(pOPMIIIOTCS Ha JATHHCKOM MJIM PYCCKOM SI3bIKE B POJUTEIHHOM MaJIeKe,
3a UCKJIIOYEHUEM O(OPMIICHHS PEIENITOB B (POpPME 3JIEKTPOHHOTO IOKYMEHTA, OCYILECTBIIIEMOTO
Ha PYCCKOM SI3BIKE.

[Ipu odopmiieHHH penenTypHBIX OJIAHKOB JIOMYCKAETCS HCIIOJIb30BAHUE COKPAIICHUIA
(mpunoxxerne N 2 k Hactosmiemy [lopsaky).

IIpy Ha3HaYeHHMM JIEKAPCTBEHHOIO IIperapaTra He IOIYCKaeTCs COKpalleHUE HAauMEHOBa-
HUI MHIPEAMEHTOB, COCTABIAIOIMUX JIEKAPCTBEHHBIN INIPENapaT, HE MO3BOJAIOIUX YCTAHOBUTS,
KAaKOM MMEHHO JIEKapCTBEHHBIN IIperapaT Ha3HaycH.

17. Croco® mpuUMEHEHHs JIEKapCTBEHHOI'O Iperapara 0003HAa4YaeTcsl ¢ yKa3aHWeM IyTH



BBEJICHUS, JI03bI, YaCTOThI, BDEMEHH NPHUEMa OTHOCUTEIHHO CHa (YTpPOM, Ha HOYb) M €r0 JIJIH-
TEJIbHOCTH, a JUIsl JICKAPCTBEHHBIX IIPENAaparoB, B3aUMOJCHCTBYIOIUX C IMHUILIEH, - BPEMEHH HUX
yHnoTpeOIeHUSI OTHOCUTEIBHO TpUeMa MUIIHU (0 €7k, BO BPEMS €1IbI, TTOCIIC €]IbI).

18. IIpu HEOOXOAMMOCTH HEMEJIEHHOTO WJIM CPOYHOTO (B T€UCHHE JBYX paboOuMx JHEN)
OTITyCKa JICKAPCTBEHHOTO Iperapara MalyueHTy B BEpXHEH YacTH perenTa Ha OyMa)KHOM HOCH-
TeJe MPOCTaBIOTCA 0003HaueHus "cito" (cpouno) wium "statim" (HemenneHHO). AHAIOTUYHBIC
0003HaYEHHS TPOCTABIIIOTCS B BUE OTMETOK ITPH 0pOpMIICHUH perenTa B opMe dJIEKTPOHHO-
r'0 JIOKYMEHTA.

19. Tlpu odopmieHNM Ha3HAYECHHsI TOTOBOTO JICKAPCTBEHHOI'O Tperapara B peIenTe Ha
OyMa)KHOM HOCHUTEJIE MM perienTe B opMe AIIEKTPOHHOTO JOKYMEHTA KOJHYECTBO JCHCTBYIO-
IIMX BEIIECTB YKa3bIBA€TCSI B COOTBETCTBUHM C MHCTPYKIMEH M0 MEIUIMHCKOMY MPHUMEHEHUIO
JIEKapCTBEHHOTO Tpernapara. J[omycTUMO YKa3bIBaTh JO3UPOBKY JIEKAPCTBEHHBIX IPEMapaToB
CHUCTEMHOTO JEUCTBHUS (UIsi pe30pOTHBHOrO TpHieMa) B TBEPJbIX JICKAPCTBEHHBIX (Hopmax
(Hampumep, TaOJIeTKH, TIOPOIIKH, KATCYJbl) KaK COep KaHUe OJHOTO WIJIM HECKOJIbKHUX JNEHCTBY-
IOLUX BEIIECTB B €MHUIIAX Macchl (B rpaMMax, MUJUIUTpaMMax ). JlomycTumMo yka3plBaTh JO3H-
POBKY JICKaPCTBEHHBIX IMPEMapaTOB CUCTEMHOTO ACHCTBHS (A1 pe30pOTUBHOTO MPUMEHEHUS) B
KUJKUX JIEKApCTBEHHBIX (hopMax (HampuMep, pacTBOPBI, CYCIEH3UN) KaK COJEep:KaHHuEe OJHOIO
NN HECKOJIBKUX I[GﬁCTByIOH.[HX BCIICCTB B €AMHUIAX MACCBHI HA CAWHUIY OG’bGMa (HaHpI/IMep,
MUJUTUTPaMM/MIJITAJIATP) C YKa3aHHEeM 001Iero o0beMa JIeKapCTBEHHOU (DOPMBI.

[Tpu oopmiieHnn Ha3HAYEHUS JICKAPCTBEHHOT'O MperapaTra MHAUBUAYaIbHOTO U3TOTOBJIE-
HUS B peliente Ha OyMa)XHOM HOCHUTEIE WM perente B GopMe 3JIEKTPOHHOIO JOKYMEHTa KOJIH-
YeCTBO TBEPABIX M CHIMYYHX (hapMaleBTHUECKUX cyOcTaHuMi ykasepiBaercs B rpammax (0,001;
0,5; 1,0), >kuaKuX - B MWJUTHJIMTPAX, TpaMMax M Karuisx.

20. PeneniTbl Ha OyMa)kHOM HOCHTENE, B (POPME AIIEKTPOHHOTO TOKYMEHTa, 0(OpMIICHHBIE
Ha perientypHoMm Osanke Gopmer N 148-1/y-88 u npegHazHaueHHBIE JJIS OTITYCKa JIEKAPCTBEH-
HBIX [PEnaparoB, PEAyCMOTPEHHBIX NoAnyHKTaMu 1 - 3 myHkTa 9 Hactosdwero Ilopsaka, nei-
CTBUTEIBLHBI B TeUCHHUE 15 aHEH co qHS 0dOopMITCHHUS.

21. PeneniTbl Ha OyMa)KHOM HOCHTENE, B (POPME AIIEKTPOHHOTO IOKYMEHTa, 0(OpMIICHHBIE
Ha pernentypHoM Onanke Gopmber N 148-1/y-04(;1) u mpenHa3HavYeHHBIC NJIs OTITYCKa JieKap-
CTBEHHBIX IpEMapaToB rpaxxaaHaM, yka3aHHbIM B myHKkTe 10 Hactosmero Ilopsinka, neiicTBu-
TesbHBI B TeueHue 30 qHel co JHS ohopMIIeHHs, 3a UCKIIIOUEHHEM CllydaeB O(hOpMIIEHUS peLen-
Ta B COOTBETCTBUH C MyHKTaMu 38 u 39 nactosmero Ilopsaka, npyu KOTOPEIX OH IEHCTBUTEIIEH B
teueHue 15 gHel co qHa odopmITeHHUS.

22. PeneniTbl Ha OyMa)KHOM HOCHTENE, B (POPME AIIEKTPOHHOTO TOKYMEHTa, 0(OpMIICHHBIE
Ha penentypHoM Onanke Gopmber N 148-1/y-04(;1) u mpenHa3HavYeHHBIC NJIs OTITYCKa JieKap-
CTBEHHBIX IpPENaparoB rpakJaHaM, JOCTUIIIMM IEHCHOHHOTO BO3pacTa, MHBAIUAAM HEPBOMU
TPYNIbL, AETIM-UHBAINAAM, a TaKXKe rpaskJaHaM, CTPAJAAIOIIUM XPOHUYECKIUMHU 3a00IeBaHUIMH,
TPeOYIOUIMMH JUINTEIIBHOTO KYPCOBOTO JICUEHUsI, NEHCTBUTEIbHBI B TeueHue 90 mHei co JHs
odopMIIeHHUS, 32 UCKIIFOYCHHEM CITydaeB, YKa3aHHBIX B MyHKTax 38 u 39 macrosimero [lopsiaka,
IpY KOTOPBIX OH JACUCTBHUTENCH B TeueHue 15 aHel co nus opopmieHus.

JInst medeHust XpOHMUYECKUX 3a00JIEBaHUH YKa3aHHBIM KAaTETOPHSIM T'paXkIaH JICKapCTBEH-
HbIE TpenapaTsl ¢ OQpOpPMICHHEM PELENTOB Ha OyMa)KHOM HOCHTENE WIHM PEUEnToB B (Gopme
3JIEKTPOHHOTO JOKYMEHTA MOTYT Ha3HAa4yaThCsl Ha Kypc jedeHus 10 180 qHen.

23. PeneniTbl Ha OyMa)KHOM HOCHTENE, B (POPME AIIEKTPOHHOTO TOKYMEHTa, 0(OpMIICHHBIE
Ha perientypHoMm Osanke ¢Gopmel N 107-1/y u mpenHa3HaYeHHBIC IS OTITYCKa JICKAPCTBEHHBIX



MpenaparoB, NpeaycMOTpeHHbIX MyHKTOM 11 Hactosimiero [lopsinka, NeliCTBUTENbHBI B TEUCHUE
60 mHeit co qHs odopMIIeHUS.

[Tpu Ha3HAYEHWU TOTOBBIX JICKAPCTBEHHBIX NPENapaTOB U JIEKAPCTBEHHBIX MPENapaToB HH-
AUBUAYAJIBHOI'O U3TOTOBJICHUSA MAUCHTAM C 33.60JICB3.HI/I$IMI/I, Tp66yIOH_[I/IMI/I AJIUTCIIBHOTO KYpP-
COBOTO JieueHusl, ¢ opopmieHueM Ha perentypHoM Omanke Gopmbel N 107-1/y penenta Ha Oy-
Ma)KHOM HOCHUTENIe WJIM B (pOopMe 3JIEKTPOHHOTO JOKYMEHTa YCTaHABJIMBAETCS CPOK IEHCTBHUSA
pelriernTa B mpeenax 10 OJHOTO roja.

B ciydae ycraHoBiI€HMs cpoka JEHCTBUS pelenTa B Ipejeiax A0 OJHOrO rojia B pelenTe
npou3BoauTCs Haamuch: "[lo cnenuanbHOMY Ha3Ha4YeHHIO", 0003HAYAETCSI CPOK JCHCTBUS pe-
LenTa U NepUOJNYHOCTh OTIYCKa JIEKAPCTBEHHBIX MPENapaToB M3 allTeYHOM OpraHU3alud WIN
UHIMBUYaJIbHBIM IPEANPUHUMATENIEM, UMEIOIIUM JIMIEH3HUI0 Ha (papMaleBTHUECKYIO AEATeNb-
HOCTh <14> (exxeHeleNbHO, eKEMECSYHO U UHBIE MEePUObl). JJOTOIHUTENBFHO 3TO YKa3aHUE 3a-
BEPSETCS MOANUCHI0 MEAULUHCKOrO PabOTHUKA, a TAKXKe MeYaThl0 MEIUIMHCKON OpraHu3aliu
"Ilns perenitoB” (1 perienta Ha OyMa)KHOM HOCHTEINE) MM YCHJICHHON KBalMU(UIIMPOBAHHOM
JIEKTPOHHON MOANUCHI0 MEAUIIMHCKOTO Pa0OTHUKA U JIUI[A, YIOJTHOMOYEHHOI'O 3aBEPSTh JOKY-
MEHTBHI OT UMEHU MEIUIMHCKON opraHu3anuu (Uit penenta B popMe JIEKTPOHHOTO JOKYMEH-
Ta).

<14> Ilynxkt 47 yactu 1 crateu 12 ®enepanbHoro 3akoHa ot 4 mas 2011 r. N 99-®3 "O
JULEH3UPOBAHUM OTJEIbHBIX BHUJIOB JesATeabHOCTH" (nanee - denepaibHblii 3akoH N 99-D3)
(Cobpanue 3axkonomarensctBa Poccuiickoit ®eneparuu, 2011, N 19, cr. 2716; 2021, N 27, cr.
5177).

24. PerienTel Ha JIEKApCTBEHHBIE NpENapaThl, BKIOYEHHbIE B niepedeHb [IKY, nus neuenus
MAIMEHTOB ¢ XPOHUYECKUMU 3a00JIEBaHUSIMHU MOTYT OpOPMIISITHCS HAa Kypc JiedueHus 10 60 qHei.

B cnyuae, xorga kype nedeHus coctasiser 6onee 30 qHEH, TOMOTHUTEIHHO B pelienTax Ha
OyMa)XHOM HOCHTENEe Mpou3BoauTCs Haamuch "llo cnerumanbHOMY Ha3zHayeHHUIO", 3aBEepeHHas
MOJMUCHI0 MEAUIIMHCKOTO pa0OTHHKA U MEeYaThl0 MEIUIIMHCKON opranu3anuu "Il peuentos',
Ha perentax B (popMe FJIEKTPOHHOrO JOKyMEHTa Mpou3BoauTcs oTMmeTka "Ilo cmerumanbHOMY
Ha3HAYEHUIO" C MPOCTABJICHUEM YCHJIEHHOW KBaIM(PHUIMPOBAHHOW 3JEKTPOHHOM MOIIMHCH Me-
JUIMHCKOTO pa0OTHUKA U JIMIIA, YIIOJTHOMOYEHHOTO 3aBEPATh JOKYMEHTbl OT UMEHU MEIUIINH-
CKOM OpraHu3aluu.

25. Pentenit Ha OymMa)XHOM HOCHUTENE B (hOpME AJIEKTPOHHOTO JTIOKYMEHTa, O(DOPMIICHHBINA C
HapyLICHUEM YCTaHOBJIECHHBIX HacToAuMM [lopsakom TpeOoBaHMMN, CUMTAECTCS HENECHCTBUTEb-
HBIM.

I1. HazHavyeHue JieKaAPCTBEHHBIX MPENapaToB PH OKA3aHUHU
MeIMUMHCKON MOMOIIH B CTAMOHAPHBIX YCJI0BHUIX

26. IIpu oka3zaHuUU NMAaLUEHTy MEIULUHCKON ITOMOIIY B CTAllHOHAPHBIX YCJIOBUSAX Ha3Haye-
HHUE JIEKapCTBEHHBIX MpenapaToB MPOU3BOIUTCA 0e3 opopMIIeHHs pelenTa MEAULUHCKUM pa-
OOTHHKOM €JMHOJIMYHO, 332 UCKIIOYEHUEM CIIy4yaeB, YKa3aHHBIX B MyHKTe 27 Hacrtosero [lo-
psnKa.

27. CoryiacoBaHM€ Ha3HAYEHMsI JIEKAPCTBEHHBIX IMPENApaTOB C 3aBENYIOLIUM OTIEICHHEM
WM OTBETCTBEHHBIM JIEKYPHBIM BPauyoM JIMOO APYTUM JHUIOM, YHOJHOMOYEHHBIM MPHKA30M
IJIaBHOTO Bpaya MEIUIMHCKON OpraHu3aluy, a TaKKe, P HAIMYMH, C BPAYOM - KIMHUYECKUM



(dbapmakoI0roM HEOOXOAUMO B CITydasX:

1) oTHOBpEMEHHOTO HAa3HAYEHUS IATH U 00JIee JIeKapCTBEHHBIX MpenapaToB OJHOMY Iali-
EHTY;

2) Ha3HAYEHUS JIEKApCTBEHHBIX MPENapaToB, HE BXOAIINX B TIepeueHb KU3HEHHO HEOOXO0-
JTMMBIX ¥ BKHEUIIMX JICKAPCTBEHHBIX MpernapaToB <15>, mpu HETUNMHYHOM TeYeHHHU 3a00JieBa-
HUSI, HAIMYUH OCJIO)KHEHHH OCHOBHOTO 3a00JeBaHMs W (MJIM) CONYTCTBYIOIIMX 3a00JIeBaHUM,
NIpY Ha3HAYEHUH JICKAPCTBEHHBIX MTPETapaToB, OCOOCHHOCTH B3aUMOICHCTBHS U COBMECTHMOCTH
KOTOPBIX COTJIACHO MHCTPYKLHUSAM 110 UX IPUMEHEHUIO IPUBOJAT K CHIDKEHHIO 3()()eKTUBHOCTH U
O6e3omacHOCTH (papMakoTepanuu M (WJIM) CO3JAIOT MOTEHIUAIBHYIO OMACHOCTh ISl JKU3HU U
3A0POBbA MAlUCHTA.

<15> Yactu 1 crareu 60 denepansuoro 3akoHa N 61-O3 (CobOpaHue 3aKOHOJATEIHLCTBA
Poccutickoit ®enepamuu, 2010, N 16, ct. 1815; 2020, N 29, ct. 4516).

B ykazaHHBIX cllydasx Ha3Ha4YeHHE JIEKAPCTBEHHBIX IPENapaToB PUKCUPYETCS B MEAUIIMH-
CKOH TOKyMEHTAIlUU TAIMEeHTa W 3aBEPSETCS MOIMUCHI0 MEIUIIMHCKOTO paOOTHUKA U 3aBEAYIO-
HIETO OT/AEJICHNEM (OTBETCTBEHHOI'O JASKYPHOT0O Bpaya WK APYroro YnoJIHOMOYEHHOTO JIUIA).

28. MenuuuHCKHi pabOTHUK MEIUIIMHCKOW OpraHu3anuu (€€ CTPYKTYpHOTO MOApa3/ee-
HUS1), PACIOJIOKEHHOM B CEIbCKOM HACENEHHOM IyHKTE, OCYILECTBJSET Ha3HAu€HHUE JeKap-
CTBEHHBIX MPENapaToB B COy4yasx, yKa3aHHBIX B IMyHKTax 27 u 29 Hactosuero [lopsnka, equHo-
JIUYHO.

29. Ilo pemieHn0 BpadyeOHONH KOMUCCHH MALMEHTAM TPU OKa3aHUU UM MEIAHUIIMHCKOW IO0-
MOIIY B CTAllUOHAPHBIX YCIOBHUSIX HA3HAYAIOTCA JIEKAPCTBEHHbBIC MIPENapaThl, HE BKIIOYEHHBIE B
NepeYeHb JKU3HECHHO HEOOXOAMMBIX U BaXXHEHIIMX JIEKAPCTBEHHBIX IMPENapaToB, B CIydae HX
3aMEHBbI U3-32 UHIUBUYaIbHON HEIEPEHOCUMOCTH, T10 KU3HEHHBIM MTOKa3aHUSIM.

Pemenue BpaueOHOM KOMUCCHH (PUKCHPYETCS] B MEAMLIMHCKOM TOKYMEHTALUU MAIlMeHTa U
JKypHaJie BpaueOHOU KOMHCCHH.

30. B ciydasx obcnennoBaHMs U JIGUCHUS TPAKAAHWHA B CTAIIMOHAPHBIX YCIOBHSX B paM-
KaX MNpPeIOCTaBICHUS MEIMIMHCKHAX YCIYr Ha BO3ME3JHOM OCHOBE 3a CYET JUYHBIX CPEICTB
IpaXkAaH, CPEACTB IOPUANYECKUX JIMIl U MHBIX CPEICTB Ha OCHOBAHWHU JI0TOBOPA, B TOM YHUCIIE
JIOTOBOpa 100POBOJILHOTO MEIUIIMHCKOTO CTpaxoBaHUsd <16>, eMy MOTryT ObITh Ha3HAYEHBI Je-
KapCTBEHHBIC TpernapaThl, He BXOJAAILINE B IMEepeUYeHb JKU3HEHHO HEOOXOMUMBIX M Ba)KHEHIINX
JIEKapCTBEHHBIX MPENapaToB, €CIM UX Ha3HAUECHUE U MPUMEHEHHE 00YCIOBIEHO MEIULIUHCKUMHU
MOKa3aHUSMHU.

<16> Ilocranosnenue IlpaButensctBa Poccuiickoit @enepaunu ot 4 oktsaops 2012 r. N
1006 "O6 ytBepxknenun IIpaBun mpemgocTaBieHHs] MEIUIIMHCKUMU OPTaHU3AIMUSIMH TIIATHBIX
menunuHckux yeayr" (CoOpanue 3akoHonarenbcTBa Poccuiickoit ®enepanuu, 2012, N 41, cT.
5628).

I11. Hazna4yeHue JieKApCTBEHHBIX NMPENapaToB MPH OKA3aHUU
NMEePBUYHOH MEJUKO-CAHUTAPHOH MOMOIIH, CKOPOil MeIMIMHCKOMI
MOMOIIY M NAJJIMATHBHOM MeIUIMHCKON MOMOIIH



31. Ilpu oka3zaHWM MEPBUYHON MEIUKO-CAHUTAPHOM MOMOILIU U MAJIMATUBHON MEIMIIMH-
CKOM MOMOIIM B aMOYJIaTOPHBIX YCIOBUSAX Ha3HAUYEHUE JICKAPCTBEHHBIX MpPENapaToB OCYIIECTB-
JSI€TCS METUIIMHCKAM PAOOTHHKOM B CIydasx THUIIUYHOTO TE€YCHHs 3a00JIeBaHUS MallMeHTa UC-
XOJIsl U3 TSOHKECTH U XapakTepa 3a00JIeBaHuUs.

32. Ha3HadeHue JIeKapCTBEHHBIX MPENapaToB IO PEIICHUIO BpauyeOHOM KOMUCCHH TIPH OKa-
3aHUU NEPBUYHON MEIUKO-CAHUTAPHOM MOMOLIM, MAJUIMATUBHON MEIMIMHCKOM MMOMOLIM B aM-
OyJIaTOPHBIX YCIOBHUSAX MPOU3BOJAMUTCS B CIIyJasiX:

1) ofHOBpEMEHHOTO Ha3HAYCHHUSI OAHOMY IMALMEHTY MATH U 0oJiee JIEKapCTBEHHBIX Ipera-
pPaTOB B TEYCHHME OJHUX CYTOK WIIH CBBIIIE ACCATH HAUMEHOBAHUN B TEYCHHUE TPUALIATH JTHEU;

2) Ha3HAYCHMs JIEKAPCTBEHHBIX IPENapaToB IPH HETUIIMYHOM TEUEHUH 3a00JIeBaHU,
HaJUYMH OCJIOKHEHUH OCHOBHOTO 3a00JieBaHUsl M (WJIM) COMYTCTBYIOUIUX 3a00J€BaHUN, TpPU
HAa3HAYCHUU JICKAPCTBCHHLIX IIPCIIApaToB, OCO6€HHOCTI/I B3aHMO,Z[eI>'ICTBH$I U COBMECTHUMOCTU
KOTOPBIX COTJIACHO MHCTPYKIIUSM 110 MX IPUMEHEHHUIO IPUBOJIAT K CHIDKEHHIO () (DEKTUBHOCTH H
6C3OHaCHOCTI/I JICUCHHA IMalnucHTa U (I/IJII/I) CO3Jar0T NMOTCHUUAJIBbHYIO OIMACHOCTH JIA KU3HU U
3JI0POBBSI MAIMCHTA;

3) NEPBUYHOI0 HA3HAYCHUA MATHUCHTY HAPKOTHYCCKUX U IMCHUXOTPONHLBIX JICKAPCTBCHHBIX
npenaparoB ciiickoB I u III [lepeuns (B cimydae mpuHATHS PYKOBOJIUTEIEM METUITMHCKOW Oopra-
HHU3alMKu pCUICHUA O HCOGXO,Z[I/IMOCTI/I COTJIaCOBaHHA HA3HAYCHUS TAKHX JICKAPCTBCHHBIX IMPCIIa-
paToB ¢ BpaueOHON KOMUCCUEH).

33. [loBTOpHOE HA3HAYEHHUE HAPKOTUUYECKUX U TICUXOTPOMHBIX JICKAPCTBEHHBIX MpENapaToB
criuckoB II u III Tlepeunst mpou3BOAUTCS METUIIMHCKUM PAOOTHHKOM CaMOCTOSITEIPHO WIIH €/TH-
HOJIMYHO 0€3 yJacTus BpaueOHOW KOMHCCHU TAIlMEHTaM C BBIPAKCHHBIM OOJIEBBIM CHHAPOMOM
M000TO0 TeHe3a, HAPYIICHUEM CHA, CYJOPOXKHBIMH COCTOSIHHUSIMU, TPEBOXKHBIMHU PaCcCTPOMCTBa-
MU, (HOOUSIMU, ICUXOMOTOPHBIM BO30YKICHUEM.

34. [lpn oka3aHUM CKOPOW MEIMIIMHCKON MOMOIIM JIEKapCTBEHHBIE Mpenaparbl Ha3Haya-
IOTCSI MEIULIMHCKUM PaOOTHUKOM BBIC3THON OpUTabl CKOPOM MOMOIIHM, METUIIMHCKUM paboT-
HUKOM MEJMIMHCKON OpraHu3aliy Npy OKa3aHUHM MEIUIIMHCKOW MOMOIIM TpakAaHaM IpH 3a-
00JIeBaHUAX, HECUACTHBIX CIIydasX, TpaBMaX, OTPABICHHUIX M JIPYTUX COCTOSHHSX, TPEOYIOIIUX
CPOYHOTO MEIUIIMHCKOTO BMEIIATEIbCTBA.

IV. HaznayeHue JieKapCTBEHHBIX MPENapaToB rpaxaaHam,
HMEIIIHMM NMPABO HA 0eCIJIaTHOE MOJyUYeHHUe JIEeKAPCTBEHHbIX
NpenapaToB UM MOJy4YeHHe JJeKapPCTBEHHBIX NPenapaTos
€O CKU/KOM, IPH OKA3aHUHU NEPBUYHOMI
MeIUKO-CAHUTAPHOMN MOMOIIM

35. [lpu oka3aHUM MEPBUYHON MEIUKO-CAHUTAPHON MOMOIIM Ha3HAYCHUE MEAUIUHCKUM
pabOTHUKOM Ha OCHOBE KIMHUYECKHX PEKOMEHIAIMN M C Yy4eTOM CTaHAapTOB MEIUIIMHCKOMN
nomotnu <lI7> JeKapCTBEHHBIX MPEMapaToB, OTIMYCKAEMbIX OECIIATHO WJIM CO CKUJIKOU, Tpak-
JaHaM, MMEIOIUM TIpaBO Ha oOecleueHHe IEeKapCTBEHHBIMU TperaparaMu 3a CYET CPElICTB
OI0/KETHBIX acCUTHOBaHUH (enepasibHOrO Or0/pKeTa U 010 KETOB cyOBekToB Poccuiickoit de-
Jiepaliy, OCyIEeCTBIseTCs Ha perentypHoM Omanke N 148-1/y-04().

<17> Crarbsa 37 @enepanpHoro 3akoHa N 323-03 (Cobpanue 3akoHomarenbcTBa Poccwii-
ckoit denepanuu, 2011, N 48, cT. 6724; 2021, N 27, ct. 5186).



ITpu opopmnenun peuenta Ha Onanke Gopmbl N 148-1/y-04(;1) Ha GyMa)kHOM HOCHUTEIE
o(hopMIIAIOTCS 1BA SK3EMIUTIPA, OUH U3 KOTOPBIX OCTAETCS B allTEYHON OpraHU3alny, BTOPOH -
B MEJIMIIMHCKON JTOKyMEHTAIMX NallueHTa.

36. IIpaBo Ha3HauaTh JIGKAPCTBEHHBIC MpEMapaThl IpakJaHaM, HMEIONIUM MpaBo Ha Oec-
IMJIaTHOC IMOJYYCHUC JICKAPCTBCHHBIX MPCHAapaTOB HUJIM IMOJTYYCHHUC JICKAPCTBCHHBIX MPCHIapaToB
CO CKMJKOH, TaKKE MMEIOT:

1) menuuuHCKUEe pabOTHUKHU, padoTaoNIMe B MEIUIWHCKON OpPTaHU3alUd MO COBMECTH-
TEILCTBY (B MpeiesiaX CBOCH KOMIIETEHITNN );

2) MeAMUMHCKHE PAOOTHUKU CTAIlMOHAPHBIX OPraHU3alMid COIMAIBLHOTO OOCITY)KHBAaHUS
IIPY HAJIUYMHU JHULIECH3UMU HAa OCYLIECTBIICHUE MEIMIMHCKON NESATEIBHOCTH <18>, mpeaycmaTpu-
BalONICH BBINOJHEHHE paboT (OKazaHUE YCIYT) MO OKa3aHUIO MEPBUYHON MEIMKO-CAHUTAPHOU
IIOMOIIIY B aMOYJIaTOPHBIX YCIOBUAX (HE3aBUCUMO OT BEZOMCTBEHHOM MPUHAJIC)KHOCTH);

<18> IlynkTt 46 vactu | crateu 12 @eaepansHoro 3akona N 99-03 (Cobpanue 3aK0HO1a-
tenscTBa Poccuiickoit deneparuu, 2011, N 19, ct. 2716; 2021, N 27, ct. 5159).

3) MenuIUHCKHIE PAaOOTHUKY MEIUIIMHCKUX OpPTaHU3allUN, OKA3bIBAIOIINX MTEPBUYHYIO Me-
JTIUKO-CAaHUTAPHYIO MTOMOIIIb, TIOIBEIOMCTBEHHBIX (DeiepabHBIM OpraHaM UCIIOJHUTEIHLHOM Bia-
CTH WJIM OpraHaM UCTIONHUTENIBHOH BiacTu cyobekToB Poccuiickoit denepanuu;

4) MHAMBUyaJIbHBIE TIPEANPUHUMATENH, OCYIIECTBISIIONINE MEIUIIMHCKYIO JeATEeIbHOCTh
Y BKIIFOUEHHBIC B PEECTP MEIUIIMHCKUX OPTaHU3AIHH, OCYIIECTBISIOMUX ACSITEILHOCTD B cepe
00s13aTeILHOTO MEAUITMHCKOTO CTPaXOBaHMUS.

37. Ilpu Ha3HAYEHUHU JEKAPCTBEHHBIX MpPENapaToB rpa)kJaHaM, UMEIOIIMM MpaBo Ha Oec-
IUTATHOE TOJIyYEHHUE JICKApPCTBEHHBIX NPENapaToB WIH INOJY4YEHHE JIEKAPCTBEHHBIX IIPENapaToB
CO CKHJIKOH, B pelienTe yKa3blBaeTcsi HOMep TeiedoHa, 0 KOTOpOMY paOOTHHUK aNTeuyHOW opra-
HU3AIMH TP HEOOXOJUMOCTH MOXKET COINIacoBATh C MEAMLIMHCKAM PAOOTHUKOM 3aMEHY JIeKap-
CTBEHHOTO IIpenapara.

38. Ha3zHaueHne HapKOTUYECKUX M TICUXOTPOIMHBIX JEKAPCTBEHHBIX MpenapaToB crucka II
[lepeuns (3a UCKITIOYEHUEM JICKAPCTBEHHBIX MPENApaToB B BUJE TPAHCICPMAIbHbBIX TepareBTU-
YECKUX CHCTEM, a TaK)Ke JIEKApCTBEHHBIX MPENapaToB, COAEPKAIINX HAPKOTHUIECKOE CPENICTBO B
COYETaHUHU C AHTATOHHUCTOM OIMOMJHBIX PEIENTOPOB) TpaKAaHaM, MMEIOLIUM IpaBo Ha Oec-
IUTATHOE TOJyYeHHUE JIEKAPCTBEHHBIX IMPEnapaToB WM MOJYYEHHUs JIEKapCTBEHHBIX IPENapaToB
CO CKMJKOMH, ocymiecTBisieTcs Ha peuentypHoMm Osanke ¢opmer N 107/y-HII, x koTopomy no-
MOJIHATENIBHO 0OpMIIIETCS pelenT Ha peuentypHoM Omanke dopmbl N 148-1/y-04(m) (B aByx
IK3EeMIUIIpax Npu oHOpMIICHUU Ha OYMa)KHOM HOCHUTEIIE).

39. Ha3zHaueHne HapKOTUYECKUX M TICUXOTPOIHBIX JEKAPCTBEHHBIX MpenapaToB crucka II
[lepeunst B BuA€ TpaHCIEPMAIBHBIX TEPANIEBTUYECKUX CUCTEM, HAPKOTUYECKUX JIEKAPCTBEHHBIX
npenaparoB criucka Il [lepeuns, coaepkammx HAPKOTHIECKOE CPEACTBO B COYETAHUM C aHTaro-
HUCTOM OIHMOUIHBIX PELENTOPOB, IICUXOTPOIHBIX JIEKAPCTBEHHBIX mpenaparos crnucka 11 Ile-
peuHs, JIEKapCTBCHHBIX IIPENapaToB, BKIIOYEHHBIX B nepedeHb IIKY, comepikammxcs B mon-
nyHkTe 2 nyHkTa 11 Hacrosmero Ilopsinaka, npeaHa3sHauyeHHbIE 1JIs JIEYEHMs Tpa)aaH, UMEIo-
IIMX [PaBO Ha OecIIaTHOE MOJy4YeHHE JIEKapCTBEHHBIX IPENapaToB WM IOJIy4EHHE JIeKap-
CTBEHHBIX IPENapaToB CO CKUIKOM, OCYIIECTBISAETCS Ha pelenTypHbIX O61ankax ¢popm N 107-1/y



u N 148-1/y-88, K KOTOpBIM JTOTOJHUTEIHLHO O(POPMIISETCS PEIEnT Ha PEIenTypHOM OaHKe
dopmbr N 148-1/y-04(:1) (B 1BYX 3K3eMIuIApax npu ohOpMIICHUH Ha OYMa)kHOM HOCHUTEIIE).

ITpunoxxenne N 1

K [lopsiaky Ha3HAYeHUA
JIEKapCTBEHHBIX MPEMApPaTOB,
YTBEPKACHHOMY NPUKA30M
MuHnucTepcTBa 31paBOOXPAHEHUS
Poccuiickoit @enepanuu

ot 24 Hos6ps 2021 r. N 1094n

KOJIMYECTBO
HAPKOTHYECKHUX CPEACTB WJIM IICUXOTPOITHBIX BEHIECTB, KOTOPOE
MOZKET BbITH BBIIIMCAHO B OJHOM PELIEIITE

N | MexnaynapoaHoe HenaTeHTOBaHHOE | Dopma BBINYCKA U J10- KomnuecTBo
/T | HaWMEHOBAaHWE HAPKOTHUYECKOTO U 3HpPOBKA
MICUXOTPOITHOTO JIEKAPCTBEHHOTO Tpe-
napara
I. Bynpenopdun + Hanokcon TabneTku cyOnuHr- 60 Tabnerok (yma-
BanbHbIC 0,2 mr + 0,2 KOBKa, KpaTHas N
MT 20)
2. Bynpenopdun PactBop mis uabek- | 30 ammyn (mmpun-
i, 0,3 mr/mit 1 m TIOOMKOB)
3. bynpenopdun TpancnepmanbHbIiI
IUTACTHIPh
35 Mkr/49ac 20 mmacTeIpei
52,5 mMxr/4ac 10 nmacteipeit
70 MKr/9ac S mnacTeipei
4. Mopdun PactBop a1t uHBEK-
Ui, pactBop A noa- | 20 ammyin (mmpum-
KOXHOTO BBeneHus 10 TIOOMKOB)
Mmr/mi 1 mi
5. Konewnn + Mopdun + Hockanun + PacTtBOp i1 moakox-
[TanaBepun + Tebaun HOT'O BBEJICHHUSA
0,72 +5,75+2,7+ 20 aMmvit
0,36 + 0,05 Mr/m 1 mn Y
1,44+ 11,5+54+
0,72 + 0,1 mr/ma 1 M
6. Tpumenepuana Tabmerku 25 mr 50 Tabnerok
7. Tpumenepuanx PactBop manist uabekiuii | 20 ammyn (Tumpui-




10 mr/mur 1 M
20 mr/mir 1 Mt

TIOOUKOB)

8. Mopdun Tab6nerku (karcynbl) | 180 TabneTok (kar-
IIPOJIOHTUPOBAHHOTO cyn)
TIEWCTBUS 60 Tabyerok (kam-
10 mr cyn)
30 mr 40 TabneTok (kar-
60 mMr cyn)
100 mr 20 TabneTok (kar-
200 mr cyn)
20 TabneTok (kar-
cym)
0. Mopdun TabneTku
5wMr 100 Tabnerok
10 mr 100 Tabnerox
10. Mopdun Kannu nns npuema
BHYTPH 20 mr/mi 20 mu 4 pmaxona
11. Mopdun PactBop s mpuema
BHYTPb (MOHOZ03bI)
2 Mr/mn 5 mi 100 ammryi /3
6 Mr/mi 5 mi 80 ammyn 11/
20 mr/mi 5 M 30 ammyn /3
12. OxcukonoH + Hanokcon TalneTku npoJIOHTH-
POBAHHOTO JEHCTBUSA
SwMr+2,5wMr 100 TabaeTox
10 Mr + 5 Mr 60 TabneTok
20 mr + 10 mr 40 TabneTox
40 mr + 20 mMr 20 TabneTok
13. | IlponuonundenumdTokcudTINUne- | Tabnerku 3ameyHbe 50 TabneTok
puIvH 20 mr
14. ®eHTaHUI [Tmacteipp
12,5 Mkr/4ac 20 nnacteipei
25 MKr/gac 20 mmacTeIpei
50 MKr/4ac 10 nimacteipeit
75 MKr/49ac 10 mnacTeipeit
100 mkr/gac 10 nmacteipeit
15. denTaHun Crpeil Ha3aJIbHBII

dnakoH 50 MKr/mos3a

2,0 M1 (10 mo3)
3,2 M (20 mo3)
5,0 mi (40 mo3)

24 ¢nakona
12 hnakoHOB
6 bmakoHOB




Dnakon 100 Mkr/no3a

2,0 mi (10 mo3) 12 ¢makoHoB
3,2 mi (20 mo3) 6 ¢rakoHOB
5,0 mi (40 no3) 3 dnmakona

Dnakon 200 MKr/no3a

2,0 mi (10 mo3) 12 ¢makoHoB
3,2 mi (20 mo3) 6 ¢rakoHOB
5,0 mi (40 no3) 3 dmakona

[Tpunoxenue N 2

K [lopsiaky Ha3HaueHUs
JICKapCTBEHHBIX NIPENapaTos,
YTBEPKACHHOMY IIPUKA30M
MunucTepcTBa 34paBOOXpaHEHUS
Poccutickoit denepanuu

oT 24 Hos16ps 2021 r. N 1094n

CnpaBoyHO

PEKOMEH/IOBAHHBIE K UCITIOJIb30BAHNIO COKPAILIIEHUA
TP O®POPMJIEHUU PELIEIITOB

N CokpaiiieHue IlonHoe Hammcanue [TepeBon
/T

1. aa ana 0, TIOPOBHY

2. ac., acid. acidum KHCJIOTa

3. aer. aerozolum a’p030I1b

4. amp. ampulla ammyJsia

5. ag. aqua BOJIA

6. aq. purif. aqua purificata BOJIa OUHUIIICHHAS

7. but. butyrum Maciio (TBepaoe)

8. caps. capsula Karcymia

0. comp., cps compositus (a, um) CJIOXKHBIN

10. D. Da (Detur, Dentur) Brinaii (GI}I]ZZ?’BE’EEI:)()” Hycts
1. D.S. Da, Signa Detur, Signetur Berigaii, 0603naus [IycTs Oyzaer




BbIIaHO, O003HAYECHO

Beimaii (ITycts OyayT BBIIAHbI)

12. D.t.d. Da (Dentur) tales doses TaKHe 10351
13. dil. dilutus pa3BeCHHBIN
14. | Div. in p. aeq. Divide in partes aequales Pa3znenu Ha paBHBIC YacTH
15. emuls. emulsio AIMYIbCHUS
16. extr. extractum IKCTPAKT, BBITSKKA
17. in enem. in enemas B MUKPOKJIM3Max
18. F. Fiat (fiant) [Tycts 06pazyercs (00pa3yroTcst)
19. gran. granulum I'paHyJIbl
20. gt., gtt gutta, guttae Karuis, Kariu
21. gtt. peror. guttae peroralis Karum ISl IpueMa BHYTPb
22. inf. infusum HAcTOU
23. in amp. in ampullis B aMITyJ1ax
24, in tab. in tab(u)lettis B Ta0JIeTKax
25. | in tab. prolong. in tab(u)lettis prolongatis B Tagﬁiﬁiﬁiggg)ﬁ;ﬁiﬁ ;BaH_
26, in tab. prolong, in tab(u)lettis p'rolongatis 55?36;];Z§22:>;;e?;:1\?§ (?ESI;I__
obd. obductis TBIX 000JIOYKOIA
217. in tubul. in tubulis B TIOOMKax
28. lin. linimentum JTUHUMEHT
29. liq. liquor KUJIKOCTh
30. lot. lotion JOChOH
31. m. pil. massa pilularum MAJTIONIbHAS Macca
32. | membr. bucc. membranulae buccales [UIEHKH 3alleYHble
33, M. Misce, Misceatur Cmemraid
(ITyctp OyaeT cmernrano)
34, mixt. mixtura MHUKCTypa
35. N. numero YHUCIIOM
36. ol. oleum Macio (KUIKOE)




37. past. pasta nacra

38. pil. pilula, pilulae TTUJTEOJIS, TIVUTEOJTA

39. p. aeq. partes aequales paBHbIE YaCTH

40. | ppt., praec. praecipitatus OCaKICHHBIN

41. pulv. pulvis MTOPOIIOK

47, qs. quantum satis CKOJIBKO l'IOTpHefg:TCH, CKOJIBKO

43. r., rad. radix KOPEHb

44. Rp. Recipe Bossmu

45. Rep. Repete, Repetatur TlosTopu (HYC:{BO)@HGT TIOBTOpE-

46. rhiz. rhizoma KOPHEBUILIE

47. S, Signa, Signetur O6o3mHaqn (Hicegaoiym 0603Ha-

48. sem. semen cems

49. simpl. simplex MPOCTOMN

50. Sir. sirupus CHUPOII

51. sol. solutio pacTBop

52. Spr. spray cpei

53. Spr. nas. spray nasale crpeil Ha3aabHBII

54. supp. suppositorium CBeYa, CYMIO3UTOPUN

55. susp. suspensio CyCII€H3Usl, B3BECH

56. tab. tab(u)letta TadyieTka

57. t-ra, tinct. tinctura HacToOMKa

58. tubulis tubulis TIOOUKH

59 STT Systema Therapeutica TpancnepmansHas TepaneBTuue-
Transcutanea ckas Cucrema

60. ung. unguentum Ma3b

61. vitr. vitrurn CKJISTHKA




ITpunoxenne N 2

K [IpUKa3y MuHHCTEpCTBA 3ApaBOOXPAHEHUS

Poccutickoit denepanuu

oT 24 Hos16ps 2021 r. N 1094n

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

MunucrepcerBo 3apaBooxpanenus Pocenii- Koz ¢popmer mo OKY [T

ckoit dexneparuun Kon yupexnenus no OKIIO

MenuiuHckas JOKYMEHTAIIHs

HanmenoBanwue (mmramin) ®opma N 107-1/y

MEJIULIMHCKOM OpraHu3aluu VYT1BepKAcHa TPUKa30M
MuHuCcTEpCTBA 3PaBOOXPAHECHUS
Poccuiickoit denepanuu

HaumenoBanwue (1rramin) HHIMBUAYaIbHO-
ro MpeanpuHUMaTens (yka3aTh aapec, HO-
MEp U J1aTy JIMLIEH3UH, HAUMEHOBAHUE Op-
raHa rocy/JapCTBEHHOM BIIACTH, BBIAABIIIETO
JIULICH3UIO)

PELIETIT
(B3pOCIIBIH, TETCKUM - HY)KHOE TIOTYEPKHYTH)
n " 20_ r'

damuvs, HHUIHAIbI UIMEHU U 0T4YeCcTBa (IIOCIEAHEE - TPU HATUYMH )
nanueHTa

oT 24 Hos16ps 2021 r. N 1094n

[ara poxnenus

CDaMI/IJ'II/ISI, HWHUIIMAaJIbl UMCHU U OTUCCTBA (HOCHGI[HCC - Ipu HaJ'II/I‘II/II/I)
Jevarero Bpaya (denapamepa, akymepKn)

py0.|kom.| Rp.




Ioamuce M.IIL.
U TIeyaTh JIeyallero Bpavya
(moamuch Qenpamiepa, aKyImepKa)

Peuent mencTBuUTeJieH B Teuenme 60 muHemr, mo 1 roma ( )
(HyXHOE TMOOUEPKHYTH) (ykazaro
KOJIMUYECTBO IHEN)

O06opoTHast cTopoHa

OTMeTKa 0 Ha3HAYCHUH JICKAPCTBEHHOTO
npernapara 1o peneH’o BpaueOHOH KOMuUC-
(97051

[Ipurorosui IIposepuin Ornyctun

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

MunucTepcTBO 3ApaBooxpanenus Poccuii- Kox dopmer mo OKVYJI 3108805
ckoii dexnepanuun MenunuHckas TOKyMEHTaLUs
®opma N 148-1/y-88
HaumenoBanue (mrrami) YTBepr/IeHA IPHKA30M
ME/IMITHHCKOH OpraHu3aIiy MunKcTEPCTBA 3APABOOXPAHEHUS

Poccuiickoit denepanuu
oT 24 Hos16ps 2021 r. N 1094n

HanmMenoBanwue (tamMin) HHIUBUATYaJTbHO-
ro IpeAnpUHUMATEIIS

(YykazaTh agpec, HOMep U JaTy JIMIECH3UH,
HAaUMEHOBAHHE OpraHa rocyapCTBEHHOM
BJIACTH, BBIIABIIIETO JIMIICH3HUIO)

e | || [ v L L L L

PELIEIIT wo 20 T

(mara o@opMneHm-peueHTJ

(B3pOCIIBIH, IETCKUH - HY’)KHOE TIOTYEPKHYTh)

q)aMI/I.HI/I}I, WHHUIKMAJIbl UMCHHU U OTUYCCTBA (HOCHGI[HGG - Ipu HaJ'II/I‘II/II/I)



nanueHTa

[ara poxneHus

Anpec MecTa XKHUTEIbCTBA MM N MEIUIIMHCKONW KapThl aMOyJIaTOPHOTO MalUeHTa, MoTyda-
IOILETO MEAULMHCKYIO IOMOLIb B amMOyJIaTOPHBIX YCIIOBUSAX

CDaMI/IJ'II/ISI, HWHUIIKnAaJIbl UMCHHU U OTUCCTBA (HOCHGI[HCC - Ipu HaJ'II/I‘II/II/I)
Jevarero Bpaya (denapamepa, akymepKn)

[Toanuce u nevats Jieyalero Bpaya M.IIL.
(moxmuck enpaiepa, akymepKn)

Penent aelicrBuTeneH B Teuenue 15 quen

O06opoTHast cTopoHa

OTMeTKa 0 Ha3HAYCHUH JICKAPCTBEHHOTO
npernapara 1o peneH’o BpaueOHOH KOMuUC-
(97051

[TpuroroBuin [TpoBepun Otnyctui

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

MUHUCTEPCTBO 3APABOOXPAHECHUS YTBEPXJIEHA
Poccuiickoit deneparuu MECTO  npukazoM MuHucTEpCTBa
JUIA 34paBOOXPaHECHUSA

ITPUX-  Poccuiickoi @enepanuu
KOJIA <*> ot 24 Hos16ps1 2021 1. N
1094u




Iramno
Kon

MEUITMHCKOW OpTaHu3aIuu

Itamm
Kon

WHAUBUAYAJIBHOT'O MPCAIIPUHUMATCIIA

Kox ¢popmer mo OKY /[ 3108805

dopma N 148-1/y-04(x)

Kon xare- | Kox Ho30m0rnye- Ucrounnk purancupoBanus: (oI-
ropuu cKoii (hopMbI (110 YEepPKHYTH)
rpakiaH MKB) % omuiaThl:
1. ®enepanbHbIil OI0IKET (OAYEpKHYTH)
2. Bromxet cyonekta Poccuiickoit de-
Jepanuu

3. MyHUIIMOAIBHBINA OFODKET
M A 1. becrutatao

2.50%

3. uaont %




PELEIIT Cepus N Hara oopmienust: 20 1.

damunus, THAIMAIBI UIMEHU M OT4ecTBa (TIOCIeIHee - MPU
HaJU4MH) MaueHTa JaTa poxaeHus

CHMJIC

N mojuca 00s1-
3aTEJILHOIO
MEIHUITUTHCKOTO
CTpaxOBaHMS:

Homep MeaMIMHCKOM KapThl MalMEHTa, MOTYYa0Iero MEAULIUHCKYIO TOMOIIIb B aMOyJIaTOPHBIX
YCIIOBHUAX

damMuHs, THALIMAIB UIMEHHU U 0TYeCTBa (TTOCIIETHEE - TIPU HAJTUYWH )
nedaniero Bpaya ((enpamepa, akymepku)

Pyo0. KOTL, R ettt et et e e et e s e et e et e enbeeenbeeseenn




[Toamuck u mevath Jevamiero Bpayda

M.IL
(moanuck ¢enpamepa, aKynepKkn)

Peuent netictButenen B reuenue 15 queit, 30 queit, 90 nHe (Hy>XKHOE MTOAYEPKHYTH)

(3amonHsieTcs CeNUaTMCTOM aNTeYHOU OpraHu3aIumn)

OTnyuieHo 1o peuenty: ToproBoe HauMEHOBaHUE U JI03UPOBKA!

Mara otnycka: " " 20 1. Konnuectso:

[IpuroroBuit: [Iposepuit: Otnycrut:

(TMHUS OTpBIBA)

Kopemiok peuentypaoro 6i1anka

HaunmenoBaunue
JIEKapCTBEHHOTO TIpernapara:

Jlo3upoBka:

Crioco0 mpuMeHEeHUs:

[IponomxuTeEnBLHOCTD THeH
KonuuecTBo npreMoB B JI€Hb: pa3
Ha 1 mpuem: el.

<*> B ciny4yae U3roTOBJIEHHS PELENTYPHOTO OJIaHKa C MCIOJIb30BaHHEM KOMITbIOTEPHBIX

TEXHOJIOTHUH.

ObopoTHas cTOpoHa

OTMeTKa 0 Ha3HAUYEHUH JICKapCTBEHHOTO
npernapara 1o peneH1o BpaueOHOH KoMuc-
CHH

[Ipurorosui

IIposepuin Otnycrun




ITpunoxxenne N 3

K IpUKa3y MUHUCTEPCTBA 31PaBOOXPAHEHUS
Poccutickoit denepanuu

oT 24 Hos16ps 2021 r. N 1094n

IHOPAAOK
OPOPMJIEHUA PELHEIITYPHBIX BJIAHKOB HA JIEKAPCTBEHHBIE ITPEITAPA-
Thl,
X YYETA U XPAHEHUA

I. Opopmitenne penenta Ha OyMaKHOM HOCHUTeEJIE

1. Ha peuentypubix 6mankax ¢popm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(;1) B 1eBOM
BEPXHEM YIUIy MPOCTABIIAETCS IITAMII MEAUIIMHCKON OPraHHU3alMM ¢ YKa3aHUEM €€ HauMECHOBA-
HUS, agpeca U TenedoHa ¢ JAaToi BBHIMUCKH (aTOW OGOpMIICHHS) pelenTa Ha JeKapCTBEHHBIH
npernapar.

JlomonHUTENbHO Ha pernenTypHoM Onanke (opmbl N 148-1/y-04(1) mpocTaBisieTcss KOJ
MEIUIIUHCKOW OpPTaHW3aIllii B COOTBETCTBHH ¢ OCHOBHBIM TOCYIapCTBEHHBIM PETHCTPAIMOH-
HbIM HOMepoM (masnee - OT'PH).

Cepus peuentypHoro Omanka Gopmbl N 148-1/y-04(1) BratouaeT kon cyonekra Poccuii-
ckoit dexepanyu, COOTBETCTBYIOMUI ABYM NepBbIM IHdpam OOmepoccuiickoro kiaccuguka-
TOpa 0OBEKTOB aAMUHUCTPATUBHO-TEppUTOpUaIbHOTO Acienus (nainee - OKATO).

Paspemaercs usroraBnuBarh peuentypueie Oxanku ¢opmbl N 107-1/y u dopmer N 148-
1/y-04(;1) ¢ MOMOIIIbIO KOMITBIOTEPHBIX TEXHOJIOTHH.

Penentypusie 6manku ¢opmbl hopmel N 148-1/y-88 H3roTaBIMBaIOTCS HCKIIOYUTEIHHO
TUTIOTPAPCKUM CITOCOOOM.

2. Ha penentypHbix OmaHkax, oopMIsIeMbIX MHIWBUIAYAJIbHBIMU MPEANPUHUMATEISIMY,
UMEIOIIMMU JIMLEH3UI0 HA MEIULUHCKYIO JIeTEIbHOCTh, B BEPXHEM JIEBOM YIIy TUIIOTpa(CKUM
CHOcOoOOM WJIM IyTeM MPOCTABICHHS LITaMIa JIOJDKEH OBITh yKa3aH aJpec MHIUBUAYaJTIbHOTO
IPEIIPUHUMATENS, HOMEP U JaTa JULECH3UN, HAUMEHOBAaHUE OPIraHa roCylapCTBCHHON BIIACTH,
BBIJIABLIETO JIMLICH3HIO.

3. Peuenrypasie 6;anku ¢dopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(;1) 3amomHstoTCs
MEIUIUHCKUM paOOTHUKOM YEpHUJIAMHU HJTU IIAPUKOBOM PYUKOH.

4. Jlomyckaetrcsi opOpMIICHHE BCEX PEKBH3UTOB (3a MCKIIOUYEeHHEM pekBusuTa "lloamuch
Jevalero Bpaya (moanuch (embamiepa, akymepku'") peuenTypHbeix 0JaHkoB (Gopmbl Gpopmbl N
107-1/y, dopmbr N 148-1/y-88 u dopmer N 148-1/y-04(;1) ¢ MCOAB30BaHUEM TEYATAIOIINX
YCTPOMCTB.

5. Odopmiienne perienTypHbix 01aHKOB popmbl N 148-1/y-04(11) BKItouaeT mudpoBoe Ko-
TUpPOBaHUE.

[udpoBoe koarpoBaHNE YKa3aHHBIX PEIENTYPHBIX OJIAHKOB BKJIIOYAET:

1) kon MmequuuHckou opranuzanuu (OI'PH) win koa MHAMBUYAIbHOTO MPEATPUHUMATEIS
B COOTBETCTBUM ¢ OCHOBHBIM IOCYJapCTBEHHBIM PErMCTPALIMOHHBIM HOMEPOM HMHIMBHUAYaIbHO-
ro npeanpuauMatens (nanee - OI'PHUII), mpocTaBisieMblii IPU U3TOTOBJICHUH PELETITYPHBIX



0JIaHKOB;

2) KOJ1 KaTeropuu rpakaaH, IMEIOINX PaBO HA MOJIYUYCHUE JIEKAPCTBEHHBIX MPENapaToB B
COOTBETCTBUU cO cTarthel 6.1 denepanbHoro 3akoHa ot 17 utosst 1999 r. N 178-@3 "O rocynap-
CTBEHHOM coranbHoi nomomu" <1>, 1 Ko Ho30J0THYecKor (hopMbl Mo MexayHapoJHOU cTa-
TUCTUYECKOU Kiaccudukanuu Oonie3HEH W mpobiieM, CBA3aHHBIX cO 3M0poBbeM (10-i mepe-
cmotp) (manee - MKB), 3anonHsiemMble jeyaliuM BpayoM IyTeM 3aHECEHUs KaXI0oW IUQpHI B
MyCThIE TYEHUKH, TPU ITOM TOUKA MTPOCTABIIAETCS B OTIACIBHON SYEUKE;

<1> Cobpanue 3akoHoaarenbcTBa Poccuiickoit ®denepamuu, 1999, N 29, ct. 3699; 2020, N
52, ct. 8577.

3) ormeTKy 00 ucTouHuke (hnHaHCUpoBaHUS ((penepanbHbIil Or0KkeT [1], Or0mKeT cyObek-
ta Poccuiickoit deneparuu [2], MyHUIIMNANBHBIA Or0/KET [3]) M MPOIEHTE OIUIATHI pelenTa
(6ecrmatho [1], 50% [2], unoit % [3]);

4) WTpPUX-KOJ - AONOJHMUTENbHBIM PEKBU3UT (B Cllydyae M3TOTOBJIEHUS HA TEPPUTOPUHU
cyobekra Poccuiickoit dexepanyuu pelenTypHOro OJiaHKa ¢ MCIOJNb30BaHUEM KOMIIBIOTEPHBIX
TEXHOJIOTHIN).

6. B penenrtypubix 6mankax gopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(x1) B rpade
"daMurs, HHAIMAIBI IMEHH U O0T4YeCcTBa (TTOCIIeIHEE - MPU HAIMYUN) MalreHTa" YKa3bIBalOTCs
dbamMuHsl, ”HUIUAIBI IMEHU U 0TYeCTBA (MTOCIEAHEE - MPU HAIMYUH ) TTAIUEHTA.

7. B peuentypusix Onankax gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(i1) B rpade
"Jlata poxaeHUs" yKa3bIBaeTCs JaTa pOKAEHUS MalMeHTa (YnUciIo, MECSILL, Fof).

JlomomauTenpHO B perenTypHbix Omankax Gopmer N 148-1/y-88 u dopmer N 107-1/y mist
nereit B Bozpacte a0 | rona B rpade "/lata poxaeHus" ykazbBaeTCs KOJIMYECTBO MOJTHBIX MeECs-
1EB.

8. B penentypubix 6mankax ¢gopmsl N 148-1/y-04(x1) B rpadax "CHUIIC" u "N nomwuca
00513aTEIILHOTO METUITMHCKOTO CTPaXOBaHUs" YKa3bIBAIOTCS CTPAXOBOW HOMEP WHAWBUIYAIbHO-
ro JUIEBOTO cueTa rpaxkaanuHa B [leacuonnom ¢onne Poccuiickoit @eneparun (CHUJIC) (pu
HAJIMYMH) ¥ HOMEP I0JIuca 0053aTeIbHOT0 MEUIIMHCKOTO CTPaXOBaHUSI.

9. B penentypubix 6mankax ¢Gopmer N 148-1/y-88 B rpade "Aapec mecTa KUTEIbCTBA HITH
HOMEp MEJUIMHCKON KapThl MAllMeHTA, MOTYJYaloIIero MEIUIMHCKYIO TOMOIIb B aMOyJIaTOPHBIX
ycIoBUAX", YKa3bIBaeTCsl IMOYTOBBIA aqpec MecTa >KUTENbCTBA (MecTa MpeObIBaHUSA WM MECTa
(aKTHYeCKOro MpOoKMBaHM) MAMEHTA WM HOMEpP METUIIMHCKOW KapThl MAIMeHTa, MOJTydaro-
IIET0 MEIUIIMHCKYIO IOMOIIb B aMOyJIaTOPHBIX yCIOBUAX <2>.

<2> Ilpukaz MunucrepctBa 3apaBooxpaneHust Poccuiickoit ®eneparuu ot 15 nexabps
2014 1. N 8341 "OO yTBepkKICHHH YHHU(PUIIUPOBAHHBIX (POPM METUIIMHCKOW JTOKYMEHTAIIWH,
UCIIOJIE3YEMBIX B MEAUIIMHCKUX OPTaHHU3AIMAX, OKA3bIBAIOIINX MEIUIIUHCKYIO IOMOIIb B aMOy-
JATOPHBIX YCIOBHSAX, U MOPSAKOB 1O MX 3anojgHeHur" (nanee - [lpuka3 N 834H) (3apeructpu-
poBan MunucrepctBoMm toctuituu Poccuiickoit @enepamnu 20 despans 2015 r., peructpannoH-
Helii N 36160) ¢ W3MEHEHHSIMH, BHECEHHBIMH TpHUKa3aMd MUHHCTEPCTBA 3IPAaBOOXPAaHEHUS
Poccuiickoit ®enepannu ot 9 ssuBapsa 2018 r. N 2 (3apeructpupoBad MUHHUCTEPCTBOM FOCTUIINH
Poccutickoit ®eneparuu 4 anpens 2018 r., peructparuonasiid N 50614), ot 2 Hos6pst 2020 r. N



1186n (3apeructpupoBan MunuctepcTBoM roctuiiuu Poccuiickoit deneparuu 27 Hosopst 2020
r., perucTpauroHHbii N 61121).

VYkazaHue M ajgpeca MecTa >KUTEIbCTBA U HOMEpa MEAUIMHCKOM KapThl MAllMEHTa, MONy-
YaloIIero MEJUIIMHCKYIO IOMOIIIb B aMOyJIaTOPHBIX YCIOBHSIX, HE SIBISIETCS OIINOKOM.

B peuentypubix 6mankax ¢opmsl N 148-1/y-04(x) B rpade "Homep MeaMIIMHCKON KapThl
NalMeHTa, MOJIYYarolero MEIULIUHCKYI0 IOMOIIb B aMOYJIATOPHBIX YCIOBUAX" yKa3bIBaeTcs
HOMEp MEIMIIMHCKOM KapThl MAI[MEeHTA, MOIYYaoIero MEAUIMHCKYIO TIOMOIIb B aMOyIaTOPHBIX
YCHOBUSX <3>.

<3> [Ipuka3 N 834H.

10. B rpade "damunaus, ”HUIIMATIBI MMEHHA W OTYeCTBa (TIOCIIEHEE - TIPU HAIMYUH) Jieya-
miero Bpaua (denpamepa, akymepkn)" penentypHsix 6iankos ¢popm N 148-1/y-88, N 107-1/y u
N 148-1/y-04(1) yka3bIBatOTCS MOJTHOCTHIO (DaMIIIHSI, THUITMATBI HMEHH, OTYECTBA (TTOCIEAHEE -
pU HATMYAH) MEAUIIMHCKOTO paOOTHUKA, HA3HAYUBIIETO JIGKAPCTBEHHBIC MpenapaTsl U 0hop-
MUBIIIETO PEIIETIT.

11. B rpade "Rp" peuentypusix 6mankoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-
04(;1) yka3bpIBaeTCsI:

1) HauMeHOBaHWE JIEKAPCTBEHHOTO TpemapaTta (MEXKIyHapOJHOE HEMaTeHTOBAaHHOE
HaMMEHOBaHHE, TPYIIIMPOBOYHOE MJIM XMMHUYECKOEC HAaMMEHOBAaHWE, TOPIOBOC HAUMEHOBAHHE)
HA JIATMHCKOM SI3BIKE WJIM Ha PYCCKOM S3bIKe, (hOpMa BBITYCKA, JO3UPOBKA, KOJTHYECTBO (YKa3bI-
BaeTCs NMPOMUCKHIO Ha perenTtypHoM Oanke hopmel N 107/y-HIT);

2) croco0 mpUMEHEHUs JICKApCTBEHHOTO Tpernapara Ha TOCyJapCTBEHHOM si3bike Poccwuii-
ckoil denepanu WIK Ha TOCYIapCTBEHHOM si3bike Poccuiickoit denepaiuu U rocyaapCTBEHHOM
S3BIKE PECIyOJIMK U MHBIX s13bIKaxX HaponoB Poccuiickoit denepanmu <4>.

<4> Yacts | crateu 15 3akona Poccuiickoit @enepanuu ot 25 okts16ps 1991 r. N 1807-1
"O s3pikax HaponoB Poccuiickoit ®@enepanun” (manee - 3akon N 1807-1). (Bemomoctu che3na
HapoaHbix aemyratoB PCOCP u BepxoBuoro Cosera PCOCP, 1991, N 50, ct. 1740; Cobpanue
3akoHoiarenscTBa Poccuiickoit deneparuu, 1998, N 31, ct. 3804).

Koucynsrantllntoc: npumedanue.
Hywmeparus nyHKTOB JaHa B COOTBETCTBUHU € O(PUIIMATBEHBIM TEKCTOM JIOKYMEHTA.

13. TIpu odopmiieHUH pelienTypHBIX OJTaHKOB 3alpelaeTcsl OrpaHNYNBATHCS OOIIUMH YKa-
3aHUAMH, Haripumep, "Bayrpennee", "U3BecTHO".

14. Peuent, opopmienHslii Ha perentypHoM Onanke popm N 148-1/y-88, N 107-1/y u N
148-1/y-04(1), moAmMMCHIBACTCS MEAUITUHCKUM PAaOOTHUKOM M 3aBEPSETCS €T0 MeYaThio.

Penenit, opopmiennsiii Ha perentypHoM Omanke ¢Gopmel N 148-1/y-88 u dopmer N 148-
1/y-04(:1), TOTOTHUTETHLHO 3aBEePsCTCS MEUaThI0O MEIUIIMHCKON opranu3anuu "Jjist perientos".

Jnst peuenta, oopMiIeHHOro Ha perentypHoM Omanke ¢popmbl N 107-1/y, Hanuuue neda-



Tn "Jlns perienToB" He ABISIETCS 00s3aTEIBHBIM.

15. Ha ogaoMm peuentypHoMm Oianke Gopmer N 148-1/y-88 u popmbr N 148-1/y-04(1) pas-
pemaeTcst OCyIIEeCTBIATh Ha3HAYEHUE TOJIBKO OJHOTO HAMMEHOBAHHS JICKAPCTBEHHOT'O Ipernapa-
Ta.

Ha onnom penentypHom O6nanke dopmer N 107-1/y paspemiaercss oCyIIecTBIsATh Ha3HAUE-
HUE TOJHKO OJTHOTO HAMMEHOBAHUS JICKAPCTBEHHOTO MpemapaTa, oTHocsmerocs mo ATX k an-
TancuxoTudeckuM cpeactBam (koa NOSA), ankcnonutrkaM (kog NOSB), cHoTBOpHBIM U cefa-
TuBHEIM cpenctBaM (kox NOSC), antuaenpeccantaM (koq NO6A) v He MOAJICKAIIETO TPEIMET-
HO-KOJIMYECTBEHHOMY YUETY, U 10 TpE€X HaUMEHOBaHUH JIEKApCTBEHHBIX MPENapaToB - JJil HHBIX
JICKapCTBEHHBIX MPENapaToB, HE OTHECEHHBIX K BhIlIeyKa3aHHbIM ATX.

16. McipaBieHus B peUenTe He JOMYCKatTCsl.

17. TIpu odopmiienun perentypHsix 01ankoB ¢popm N 148-1/y-88, N 107-1/y u N 148-1/y-
04(;1) Ha JekapCTBEHHBIC TpenapaThl, HA3HAYEHHBIE MO PEIICHUIO BpauyeOHON KOMHCCHH, HA
000pOTe perenTypHOro OJIaHKa CTAaBUTCS CHEIHallbHAs OTMETKA (IITaMIT).

18. Ha penentyprnom 6manke ¢popmbl N 148-1/y-04(;1) BHU3Y UMEETCs TMHUS OTPBIBA, Pa3-
JeTsoIas pelenTypHbIi OTaHK U KOPEIIOK.

Kopemok ot penenra, ohopMiIeHHOT0 Ha YKa3aHHOM PELENTYpHOM OJIaHKE, BbIIAeTCs Ia-
IIUEHTY (€ro 3aKOHHOMY IPEICTaBUTENI0) B alITCUHOW OpPraHU3aIMH, Ha KOPEUIKE JIENaeTCs OT-
METKa 0O HaMMEHOBAaHHH JIEKapCTBEHHOI'O IperapaTa, JO3UPOBKe, KOJIMYECTBE, CIoco0e mpumMe-
HEHUS.

I1. Odopmienue peuenta B (popMe 3TEKTPOHHOIO TOKYMEHTA

19. Penienit B popme 37IEKTPOHHOTO JOKYMEHTA, OJNHCAHHOTO YCUJICHHON KBaTH(pUIUPO-
BAaHHOM 3JICKTPOHHOM MOANMUCHIO, (POPMUPYETCS MEIULUHCKUM PAaOOTHUKOM, CBEIEHUS O KOTO-
POM BHECEHBI B (pefiepaibHbII PErucTp MEAULIUHCKUX PAOOTHUKOB <5>, a TakKe MPH YCIOBHH
perucTpanuy MEJUIMHCKOM OpraHu3aluu, B KOTOpoil odopmisiercs peuent, B QenepaibHOM
peecTpe METUIIMHCKUX OpraHu3aluil <6> enuHOW rocyaapCTBEHHON MH(POPMALMOHHON cHCcTe-
MBI B cepe 31paBOOXPAaHEHMs U MOJKIIOYEHUS TAKOM MEIMIMHCKON OpraHu3ally K rocyjap-
CTBEHHOH MH(pOpPMAIMOHHOHN cucTemMe B cdepe 3apaBooxpaHeHus cyobekra Poccuiickoit dene-
pauuu <7>.

<5> Yactp 4 cratbu 91.1 ®enepanbroro 3akoHa N 323-D3 (CobpaHue 3aKOHOATEIHCTBA
Poccuiickoit ®enepanuu, 2011, N 48, ct. 6724; 2020, N 29, ct1. 4516).

<6> Yactp 4 cratbu 91.1 ®enepanbroro 3akoHa N 323-D3 (CobpaHue 3aKOHOATEIHCTBA
Poccuiickoit ®enepanuu, 2011, N 48, ct. 6724; 2020, N 29, ct1. 4516).

<7> Cratbu 91 u 91.1 ®denepanpHoro 3akona N 323-®3 (CobpaHue 3aKOHOIATEIHCTBA
Poccuiickoit ®enepanuu, 2011, N 48, ct. 6724).

20. IIpu odopmieHun pernenta B (GopMme IEKTPOHHOTO JTOKYMEHTa Ha JIEKapCTBEHHBIC
npenaparsl, ykazaHHbele B myHkTax 9 u 11 Ilopsiaka Ha3HayeHUs JEKapCTBEHHBIX MpenapaTos,
YTBCPKACHHOI'O HACTOAIUM IMPUKA30M, U OTIIYCKACMBIC 3a MOJIHYIO CTOMMOCTD, 3aIllOJIHAIOTCA
CJIETYIOIINE PEKBU3ZUTHI:



1) xox cyowsekra Poccuiickoit deneparuu mo OKATO, onpenenstomuii ToCcy1apCTBEHHYIO
UH(POPMALIMOHHYIO CUCTeMY B cepe 3apaBooxpaHeHHs cyobekra Poccuiickoit @enepanuu, B
KOTOpO# chopMHUpOBaH penent B (opMe 3JIEKTPOHHOTO JOKYMEHTA;

2) HaMMEHOBaHHUE MEIUIIMHCKOW OpTaHU3aIlNH, aapec, TenedoH Win (pamMiliis, THUIIHAIBI
MMEHH U OT4YeCTBa (MOCJIeHEE - MPU HAIMYMH ) UHIUBUIYAIbHOTO MPEANPUHUMATENS, UMEIOIIe-
r'o JIMLEH3UIO Ha MEIUIIMHCKYIO JIEATEeIbHOCTD, €ro ajJpec;

3) OI'PH ropunnueckoro nuna (mMeaunuHckon opranusanuu) uiau OI'PHUII uaauBumy-
AJIBHOI'O HpeI[HpI/IHI/IMaTe.HH;

4) nata opopmiieHus perenta (yka3bIBaeTcs YUCI0, MECSIL, TOJT);

5) nata okoHUYaHHs JecTBUA peuenTa (hopMHpPYyeTCcs TOCYAaPCTBEHHOM MH(POPMAIIMOHHOM
cucteMoil B cdepe 3apaBooxpaHeHus cyObekTa Poccuiickoit denepaniuu B COOTBETCTBHU CO
cpokamu AeiicTBus peuentoB: 15 queit, 30 aueit, 60 nueit, 90 nueit, no 1 roga);

6) yHHKaJIbHBI HOMEp perenta (popMUpyeTCsl TOCyIapCTBEHHON HHGOPMAIIMOHHON CH-
ctemoi B cepe 3apaBooxpaneHus cyobpekta Poccuiickoit @enepanuu u odecrieunBaeT OHO-
3HAYHYIO UJICHTU(PUKALHIO perenTa B (hopMe JIEKTPOHHOTO JoKymMeHTa B couetannu ¢ OKATO,
OI'PH unmu OI'PHUID);

7) ormetku "cito" (cpouno) mim "statim" (HEMEMJIEHHO) MpU HEOOXOIUMOCTH CPOYHOTO
NI HCMCAJICHHOI'O OTITYCKA JICKAPCTBCHHOT'O ITPLCIiapaTa NaluCHTY,

8) ampec manuenTa (yKa3bIBaeTCs MOYTOBBIN aIpec MeCTa KUTEILCTBA (MeCcTa MpeObIBAaHUS
WK MecTa (PaKTHYeCKOro MPOXKUBAHUS) C yKa3aHUEM WHACKCA, HAMMEHOBAHUS Kpasi, 00JacTu,
pecnyOJIMKy, aBTOHOMHOT'O OKpyra U MHOTO cyOobekTa Poccuiickoit denepannn, HAMMEHOBAHHUS
HACEJIEHHOTO MMYHKTa, HAMMEHOBAHUS YIUIBI (TIPOCIEKTa, MepeyiKa, Mpoe3aa), Homepa aoma (¢
yKa3aHUuEM KOopIyca, IPU HAJTUYHH ), HOMEPa KBapTUPHI);

9) HOMEp AMEKTPOHHOW MEIUIMHCKONW KapThl MallMeHTa B TOCYIapCTBEHHON MH(pOpMalu-
OHHOM cucTeMe B cepe 3apaBooxpaHeHus cyorekTa Poccuiickoit denepanuu;

10) pamunus, umsi, OTIECTBO (TIOCIIETHEE - TPU HATTUYHH) TTAIIMEHTA MOJIHOCTHIO;

11) nara poxxaenus nmanueHTa (yKa3plBaeTCs YUCII0, MECSIII, TOM), Uil AeTei 1o 1 roma mpo-
ITIOJIHUTCIIBHO yKaBBIBaeTCSI KOJIMYCCTBO ITIOJHBIX MCCALICB,

12) dbamummsi, nHUIIMATB UMEHH M OTYECTBA (MOCTEAHEE - TPH HAIMYUN) METUIIMHCKOTO
paboTHHKA MTOTHOCTHIO;

13) HammeHOBaHME JIEKapCTBEHHOIO Ipernapara (MeXIyHapOJHOE HEMaTeHTOBAaHHOE
HAaMMEHOBaHME, TPYNIIUPOBOYHOE WM XMMHYECKOE HAaMMEHOBAHHME, TOPrOBO€ HAWUMEHOBAHMHE),
JO3UPOBKa, (hopMa BBIMYyCKa, KOJIMYECTBO (BCE MO3UIUHU YKA3bIBAIOTCS HA PYCCKOM SI3bIKE);

14) crioco6 mpuMeHeHus JEKapCTBEHHOTO MpenapaTa Ha rocy1apCTBEHHOM si3bike Poccuii-
ckoil denepanu WIK Ha TOCYIapCTBEHHOM si3bike Poccuiickoit denepaiuu U rocy1apCTBEHHOM
SA3BIKE PECIyOJIMK U MHBIX s3bIKaxX HapoaoB Poccuiickoit deneparyn <8>;

<8> Yacte 1 crarem 15 3akona N 1807-1 (Bemomoctu cbe3a HApOAHBIX JEMYTAaTOB
PCOCP u Bepxosunoro Cosera PCOCP, 1991, N 50, ct. 1740; CobpaHue 3aKOHOIATEIHCTBA



Poccutickoit ®eneparuu, 1998, N 31, ct. 3804).

15) nmoxyMeHT, MOATBEPKAAONINN Ha3HAYCHHUE JIEKAPCTBEHHOI'O Tpernapara Mo PEIIeHUI0
BpaueOHON KOMUCCUU MEIUIIMHCKON OpTaHU3allNu;

16) oTMeTKa 0 Ha3HAYEHUU JIEKAPCTBEHHOTO Tperapara Mo PenieHno0 BpauyeOHOW KOMHC-
CHHM MEIUIMHCKOW OpraHM3aluy B CIIydasX, YKa3aHHBIX B ab3ame BTOpoMm myHkTa 6 Ilopsaka
Ha3HAa4YCeHUs JIEKAPCTBEHHBIX MPENapaToB, YTBEPKIACHHOTO HACTOSIIUM IPUKA30M;

17) oTMeTka O cHeUaTbHOM Ha3HAYCHHWH JIEKAPCTBEHHOTO Nperapara (3aloyIHIeTCsS B
Cly4dasiX, yKa3aHHbIX B MyHKTax 15 u 24 Tlopsanka Ha3HauyeHHs JIEKAPCTBEHHBIX MpernapaTos,
YTBEPKACHHOI'O HACTOALUM IPUKA30M);

18) oTrMeTKa O criennaIbHOM Ha3HAUYEHUU JIEKAPCTBEHHOT'O MpernapaTa ManueHTy ¢ 3adoue-
BaHHEM, TPEOYIOIUM IUTEIILHOTO KYpPCOBOTO JICYCHHUs (3aMONHSAETCA B Cllydae, yKa3aHHOM B
nyukTe 23 Ilopsiaka Ha3HaueHUs JEKAPCTBEHHBIX MPENapaTroB, YTBEPKACHHOIO HACTOSIIUM
IIPUKA30M) C IPOCTaBICHUEM NIEPUOJUYHOCTH OTIIyCKa JIEKAPCTBEHHOI'O IIPENapara;

19) npu odopmienun penenta B ¢GHopMe IIEKTPOHHOTO JOKYMEHTA Ha JICKAPCTBEHHBIE
Ipenaparsl, yKa3aHHbIE B OANYHKTaX 2 - 5 myHkTa 9 u nyHkre 11 Ilopsnka Ha3HaueHus nekap-
CTBEHHBIX IPENapaToB, YTBEPKICHHOTO HACTOSIIUM MPUKA30M, Ipa’kJaHaM, UMEIOIIUM IpaBo
Ha OecruiaTHOE MOJy4YeHHE JIEKapCTBEHHBIX MPENapaToB UM MOJTy4YEeHHUE JIGKAPCTBEHHBIX Iperna-
paToOB CO CKUJIIKOM, 3aMOJIHSIOTCS PEKBU3HUTHI, MPEYCMOTPEHHbIEC MOANMYHKTaMu | - 18 HacrTos-
IIETO MYHKTA, a TAK)KE CIEAYIOIINE PEKBU3UTHI:

a) KaTeropus rpakJaH, MEIOIINX IPaBoO HAa MOIyYCHHE JEKAPCTBEHHBIX NMPENapaToB B CO-
OTBETCTBUHU cO cTaTheil 6.1 PenepanpHoro 3akoHa ot 17 utonsg 1999 r. N 178-®d3 "O rocynap-
CTBEHHOM COITHAJILHOI moMotu" <9>;

<9> Cobpanue 3akoHoaarenbcTBa Poccuiickoit denepamuu, 1999, N 29, ct. 3699; 2020, N
52, ct. 8577.

6) xox Ho30sorn4eckoit popmel o MKB;

B) UCTOYHUK ¢uHaHcupoBanus (1 - dhenepanbHbiid O0KET, 2 - O10KET cyOobekTa Poccuii-
ckoit denepanuu, 3 - MyHULIUTIATHHBINA OFO/IKET);

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

,Z[) CTanOBOﬁ HOMCPp HWHIAUBUAYAJBHOI'O JIMOCBOI'O CYUCTA IpaXJaHHHA B IlencnoHHOM
donae Poccuiickoit @enepanuu (mpu Hammuun) (CHUJIC);

€) HOMep ToJIca 0053aTeIbHOT0 MEIUITMHCKOTO CTPaXOBaHUSI.

21. Ilpu mpocTaBieHHN OTMETKHU, YKa3aHHOW B noAnyHkTe 16 mynkra 20 Hactosimero Io-
psaka, penent B (opMe AIIEKTPOHHOTO JOKYMEHTA MOJNUCHIBACTCS YCUJICHHON KBaTH(pUIUPO-
BaHHOM 3JIEKTPOHHOH MOJIHUCKHIO MpeCceIaTeNs WK ceKpeTaps BpaueOHONH KOMUCCUU MEIUINH-
CKOH OpraHu3aluy, IpU NPOCTAaBICHUN OTMETOK, YKa3aHHBIX B noanyHkrax 17 u 18 mynkra 20
Hactosuero [lopsinka, - ycuaeHHbIMUA KBaTU(UIIMPOBAHHBIMH 3JIEKTPOHHBIMU MOIIMUCIMH CO-
OTBETCTBYIOUIMX MEIUIIMTHCKUX PaOOTHHUKOB.

22. Tlo TpebGoOBaHMIO TAIIMEHTA WJIM €r0 3aKOHHOTO NPEACTABUTENS OGOPMIIIECTCS IK3EM-



IsIp penenTta B popme IIEKTPOHHOTO JOKYMEHTa Ha OyMa)KHOM HOCHUTeNe ¢ oTMeTKo# "Jlyonm-
KaT JIEKTPOHHOI'O JOKyMEHTa".

ITI. Y4er penenTypHbIX 0JJAHKOB (32 HCKJIYEHHEM pelenTypPHbIX
01ankoB no popme N 107/y-HII "CnenuanbHblii peuentypHblii 0J1aHK')

23. Vuer peuentypubix 61ankoB ¢popm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(x1), usro-
TaBJIMBAEMBIX TUIIOTPAPCKUM CIIOCOOOM (Z1ajyiee - pelenTypHble ONaHKU, MOAJIEKAIINE YIETY),
OCYIIECTBIISICTCST B KypHaJlaX ydeTa, MPOHYMEPOBAHHBIX, MPOIIHYPOBAHHBIX W CKPETUICHHBIX
MOJIMUCHI0 PYKOBOAMTENS M MEYaThI0 MEAMIIMHCKOW OpPraHU3allMH WU MOAMHUCHIO MHIUBUITY-
QIBHOTO MPEINPUHUMATEISI, UMEIOIIETO JIUIICH3NIO Ha METUITUHCKYIO JIeATEIbHOCTb.

24. )Kypnan ydera penentypHsix 01aHkoB ¢opmbl N 107-1/y compepxuT cienyromue rpa-

bbr:
1) HOMep 1o MOPSIAKY;
2) B paznene "llpuxon":
a) aTa PEruCTpaIyy JOKYMEHTa, MOATBEPKIAIOIIECTO MOCTYIUICHHE;

0) HOMEp M JaTa JOKYMEHTa, MOJATBEPKIAIOIIEero MOCTYIUIEHHE, HAaUMEHOBAHHUE OCTaB-
IUKA;

B) 00111e€ KOJTUYECTBO MOCTYNUBIINX PEIENTYPHBIX OJIAHKOB;

r) ¢pamMIIns, HHAIMATBI IMEHH M OTYECTBA (IIOCTIEHEE - PU HAJTUYHUH) U TIOJITUCH OTBET-
CTBEHHOT'O METUIIMHCKOTO pabOTHUKA, TIOJYYUBIIETO pELENTYpHbIE OJaHKU OT MMOCTABILMKA,

3) B paznene "Pacxon':
a) J1aTa BBIAA4M PEIENTYPHBIX OJIaHKOB;
0) KOTMYECTBO BBIJIAHHBIX PELETITYPHBIX OJIAHKOB,

B) (hammiusi, MHUIIMATBI UMEHU W OTYeCTBa (TOCIIEIHEE - NMPU HAJUYMH) OTBETCTBEHHOTO
MEIUIIUHCKOTO Pa0OTHHUKA, MOJYYUBILErO pELENTypHbIe OJaHKH;

r) MOAMUCH OTBETCTBCHHOIO MEIUIIMHCKOTO pabOTHHKA, IOJIYYHBIINETO PEIENTypPHBIC
OaHKH;

4) dbaMunus, HHUIMAIBI IMEHH U OTYECTBA (ITOCIICIHEE - TPU HAJTUYHMH) U TTOAICH OTBET-
CTBEHHOT'O MEJMIIMHCKOTO paOOTHUKA, BBIJABILETO PEIENITYpHbIC OJaHKH;

5) OCTaTOK pelenTypHbIX OJIAHKOB.

25. XKypnan yyera penentypHsix 01ankoB ¢popm N 148-1/y-88 u N 148-1/y-04(x1) conep-
JKUT CIIeAyIomue rpadbl:

1) HOMep 1O MOPAIKY;
2) B paznene "llpuxon":

a) laTa perucTpanuy JOKyMEHTa, OATBEPKIAAIOIIETO TOCTYIIIIEHHE;



6) HOMEp M JaTa JOKYMEHTa, MOATBEPKIAIOIIET0 MOCTYIUIEHHE, HAUMEHOBAaHUE TOCTaB-
INKA;

B) 00111e€ KOJTUYECTBO MOCTYNUBIINX PEIENTYPHBIX OJIAHKOB;
I') CEpUH U HOMEpPA PELENTYPHBIX OJIAHKOB;
1) KOJIMYECTBO PEIENTYPHBIX OJaHKOB IO CEPUSIM;

) dbamMuns, HTHAIIMATBl IMCHH U OTYeCTBa (TIOCTIETHEE - PU HAJTUYNUN) U TMOANHUCH OTBET-
CTBEHHOT'O METUIIMHCKOTO pabOTHUKA, TIOJYYUBIIETO pELENTYpHbIE OJaHKU OT MMOCTABILUKA,

3) B paznene "Pacxon':

a) J1aTa BBIA4M PEIENTYPHBIX OJIaHKOB;

0) cepur 1 HOMEpa BBIJAHHBIX PELENITYPHBIX OJIAHKOB,
B) KOJIMYECTBO BBIJAHHBIX PELENTYPHBIX OJIAHKOB;

r) GamMunus, HHUIMAIBI UMEHU U OTYeCTBa (TIOCJeIHee - IPU HAMYHH) OTBETCTBEHHOTO
MEAMIMHCKOTO paOOTHHKA, MOJTYYUBIIETO PELENTYpHbIE OJaHKU;

1) TOINUCh OTBETCTBEHHOTO MEIUIIMHCKOTO pPa0OTHHKA, IMOJYYHBIIETO peleNnTypHbIC
OJIaHKH;

4) paMunus, MHUIMATIBI UMEHHU U OT4YecTBa (TIOCNIEHEE - IPH HAJIMYUHU) U TIOAIHUCH OTBET-
CTBEHHOT'0 MEJMIIMHCKOr0 paOOTHUKA, BBIJABILETO pELENTypHbIE OJIaHKH;

5) OCTaTOK peuenTypHbIX OJaHKOB.

26. Yuer penentoB, 0hOPMICHHBIX B JOpME IIEKTPOHHOTO JIOKYMEHTA, OCYIIECTBIISCTCS B
roCyJapCTBEHHON MH(POPMAILMOHHOM cucTeme B cepe 3apaBooxpaHeHus cyobekra Poccuiickoit
denepanuy MOCPEACTBOM BEIEHUS €IMHOIO peecTpa pelenToB, 0hOPMIIEHHBIX B (JOpME dJIEK-
TPOHHBIX JOKYMEHTOB.

IV. XpaneHnne penentypHbIX 0/1aHKOB (32 HCKJII0YEHHEM pelenTyPHbIX
01ankoB no popme N 107/y-HII "CnenuanbHblii peuentypHblii 0J1aHK')

27. MenunuHCKIEe OpraHu3alliy MOTy4aloT HeOOXOAUMBIE pelenTypHbIe OJIaHKH, oopM-
JICHHBIE TUTIOTPAPCKUM CIIOCOOOM, Yepe3 TePPUTOPHAILHBIC OPTaHbl YIIPABJICHUS 3APaBOOXpa-
HEHUEM WJIM OpraHU3alliy, YIIOJHOMOYEHHbIE Ha 3TO OpraHaMH HMCIIOJHUTENBHON BJIACTU CYOb-
ekToB Poccuiickoir denepanum.

28. PeuenTypHble OJIaHKH, TOMJIEKAIINE YUETY, XPAHATCS OTBETCTBEHHBIM JIUIIOM, Ha3HA-
YCHHBIM PYKOBOAUTCIICM MCHHHHHCKOﬁ opraHuizanuvu, B 3allUpacMOM MCTATINIMYCCKOM H_IKa(by
(ceiide) mm METATUTMIECKOM SIITHKE.

29. VnauBuAyanbHbId OpeANpUHUMATENb, UMEIOIIUHN JIMIEH3UI0 Ha MEIUIIMHCKYIO Jiesi-
TENBHOCTh, XPAHUT PELENTYpHBIC OJaHKH, MOICKAIINE YIETY, B 3aIUPACMOM METALUTMYECKOM
mkady (ceiide) M MeTaNIndecKoM SIIIUKe.

30. IlpoBepka cocTosiHUSI XpaHEeHHUs, yueTa, (PaKTHIECKOTO HAJIMYUS U pacxoja perenTyp-
HBIX OJIAHKOB, MOAJICKAIUX YYETy, OJUH pa3 B KBapTal OCYIISCTBISICTCS KOMHCCHEH, CO3IaH-



HOM B MEAUIIMHCKON OpraHu3aliyu.

31. Penentypusbie Oianku, ohopmisieMble Ha OyMa)KHOM HOCHUTENE U MOJICKAIIHE yUeTy,
BBIJIAIOTCS. MEAMIIMHCKUM pAaOOTHHUKAM, UMEIOLIMM IpaBo 0(GOpMIICHHS PELENTOB, MO Pacrops-
YKEHHUIO TJIABHOTO Bpaya MU €ro 3aMECTUTEIIS.

[TonydeHHble penenTypHble OJaHKHM Ha OYMaKHBIX HOCHUTENSX XPaHATCS MEIULHUHCKUMHU
pabOTHUKAMHU B TOMEIIEHUSAX, 00ECTICUMBAIOIINX UX COXPAHHOCTb.

32. IlporpaMMHO-TEXHUYECKHE CPEIICTBA TOCYIAPCTBEHHBIX MH()OPMAIMOHHBIX CHUCTEM B
cdepe 3ApaBOOXpPAHECHHUSI, METUITUHCKUX NH(POPMAITMOHHBIX CHCTEM MEIUIIMHCKUX OpTraHu3alnui
00eCTIeYnBAIOT XPAHEHUE JIEKTPOHHBIX PEIENTOB, 0OPMIICHHBIX B (DOpPME AIIEKTPOHHBIX JIOKY-
MCHTOB B TCUCHUC CPOKOB, YCTAHOBJICHHBIX IJISA XPAaHCHUA PCUCITOB, Oq)OpMHeHHBIX Ha COO0T-
BETCTBYIOIHNX (hopMax pelenTypHbIX OJJaHKOB Ha OymMakHOM Hocutene <10>.

<10> [MognynkT 5.2.169 Ionoxenus o Munucrepctse (Cobpanue 3akoHoaaTenbcTBa Poc-
cutickoit denepanuu, 2012, N 26, ct. 3526; 2021, N 43, ct. 7258).

ITpunoxxenne N 4

K IpUKa3y MUHUCTEPCTBA 31paBOOXPAHEHUS
Poccutickoit denepanuu

oT 24 Hos16ps 2021 r. N 1094n

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

MunucrepcerBo 3apaBooxpanenus Poccenii- Koz ¢opmer mo OKY [T

ckoit dexneparuun MenunuHcKast JOKyMEHTaIus
®opma N 107/y-HII,
YTBEP)KICHHAS TIPUKA30M
MuHucTepcTBa 31paBOOXPAHEHUS
Poccuiickoit ®eneparuu

or 24.11.2021 N 1094u

ITaMI MEAUITUHCKON OpraHU3aIiu

PELIEIIT

Cepus N

n n 20_ r.
(1aTa BBIMMUCKH pEIenTa)

(B3pOCIBIN, IETCKUI - HY)KHOE ITOTYEPKHYTD)

damunust, UMs1, 0T4ECTBO (TIOCTIEIHEE - TPU HATTMYHH )



nanueHTa

Bospacrt

CepI/ISI 1 HOMCD IoJIMcCa 00513aTeIHLHOTO MCIUIIUHCKOI'O CTPAXOBaHUA

Homep meaunuHckon KapThl

damunus, UMs1, 0TYECTBO (TIOCIEIHEE - MPU HATUYUH )
Jevarero Bpaya (deapamepa, akyepKn)

R ettt e ettt e e e ettt e e s et e e e ettt e e e ebbbeeeseabaeeeeaae

[Moanuck u TM4HAs TIeyaTh Bpada
(moamuch Qenpamiepa, aKyImepK )

M.IL

damumust, UMs1, 0TYECTBO (TIOCTIETHEE - MPY HAJTUYHH ) U MOAMUCH YIIOJTHOMOYEHHOTO JIUIa
MEJIULIMHCKOM OpraHu3aluu

M.IL

OTMeTKa anTeYHON OpraHu3aIui 00 OTIyCKe

damunus, UMsi, OTIECTBO (TIOCIETHEE - TP HAJTMYWHU) U MOAMKUCH paOOTHUKA alTeYHOM Op-
TraHU3aLuu

M.IL

Cpok aeiictBus peuenra 15 gaei

[Tpunoxenue N 5

K Nprka3zy MUHHUCTEPCTBA 3paBOOXPAHEHUS
Poccuiickoit @enepanuu

ot 24 Hos6ps 2021 r. N 1094u

MOPSIIOK
U3rOTOBJIEHUS], PACIIPEJEJIEHUS], PETUCTPALIMU, YYETA U XPAHEHUS
PELIENITOB, COAEP/KAIIINX HASHAYEHUE HAPKOTUYECKHX CPEJCTB
WU ICUXOTPOITHBIX BELLECTB

I. Ilopsaok U3roToBJIeHHS, pacnpeaeeHus: CleluaabHbIX
peunenTypHbIX 0JaHKoB 1o popme N 107/y-HII

1. OpraHu3anuio M3roTOBJIECHUS U pacHpeieeHUs PelenTypHbIX OnaHkoB mo (opme N



107/y-HIT "CneumnanbHplii penenTypHbIid OnaHK" (manee - crenuaibHBIA perenTypHbId OJaHK)
ocyliecTBIsieT MUHHMCTEPCTBO 3apaBooxpaHeHus Pocculickoit ®enepaunn (nanee - Munucrep-
CTBO).

2. CrneuuanbHble pelenTypHble OJaHKU SIBISIFOTCS 3aIIUIICHHON MOJIUTpapuUIecKor mpo-
nykiuen ypoBHs "B, u3roraBnuBaemoii Ha Oymare po3oBoro mpeta pazmepoM 10 cm x 15 cwm,
JOJIKHBI UMETh CEPUI0 1 HOMEP, & TAK)KE COOTBETCTBOBATh TPEOOBAHUSIM, YKA3aHHBIM B IIPHKA3e
MunucrepctBa ¢punancoB Poccuiickoit deneparuu ot 29 centsaops 2020 r. N 2171 "O6 yrBep-
*kaeHun TexHu4ecKnx TpeOOBaHUN M YCIOBHI M3TOTOBICHUS 3aIUIICHHON OT MOIIEIOK TMOJH-
rpadgudeckoi mpoaykiuu" (3apeructpupoBad MunuctepcTBoM roctuiiuu Poccuiickoit denepa-
un 16 HosA6ps 2020 r., peructpaunonsbiii N 60930).

3. B nmemax opraHmsanuy HM3rOTOBIEHUS W PAaCHpEACNICHUS CHELHUANbHBIX PELENTYPHBIX
OJIaHKOB MEIUIIMHCKHE OpraHU3aliM, WMEIOIINE MPaBO OCYHIECTBIATH BbIJAUy pPELENTOB Ha
HapKOTHYECKUE CPEACTBA WM ICUXOTpomnHble BemecTsa cnucka Il Ilepeuns m 3apeructpupo-
BaHHbIe B Poccuiickont denepanuu B Ka4eCTBE JIEKAPCTBEHHBIX MPENApaTOB Il MEAUIIMHCKOIO
INPUMEHEHHs (Jlajlee COOTBETCTBEHHO - MEAMIMHCKAs OpraHu3alus, HapKOTUYECKHH (Icuxo-
TPOIHBII) JIEKapCTBEHHBIH Mpernapar), COCTABIAIOT 3asBKH Ha peleNTypHbIe OJaHKH.

4. B cpok 10 1 OKTAOpS TEKyIIero roja 3asBKH MEIUIIMHCKUX OpPTaHMU3AIlMi Ha CIeIUallb-
HbIE peleNTypHbIC OJJAHKH MPEICTaBIISIOTCS:

1) MEIUIIMHCKUMH OpTaHU3AIMIMU, HAXOIAIMMHUCS B BeICHUH (efIepaIbHBIX OpPraHOB HC-
MOJTHUTEIIBHON BJIACTH, - B COOTBETCTBYIOIINE (heJepaabHbIe OpraHbl UCTIOTHUTEILHON BIIACTH;

2) MEOUIIMHCKUMHU OpTaHU3aIUsIMU, HAXOASIIMMUCS B BEIECHUU CyOBEKTOB Poccuiickoit
®denepanyy, MEIUIMHCKUMUA OPraHU3aLUsIMA MYHULUIIAIBHON U YaCTHOM CHCTEM 3paBOOXpa-
HEHUS - B OPTaHbl UCIIOJHUTEIBLHOHN BiacTH cyObekToB Poccuiickoit deneparuu B chepe oxpa-
HBI 3J0pPOBBS IPAKJaH, HA TEPPUTOPUN KOTOPHIX OHU PACIIOJIOKEHBI (Aajiee - OpraHbl UCIIOIHU-
TEILHOM BIacTH cyObeKTOB Poccuiickoii deneparmm).

5. B 3as1BKe MEIUIIMHCKON OpraHu3allii Ha CIelUalbHbIe pelenTypHble OJTaHKHU yKa3bIBa-
I0TCS CIIEYIOIINAE CBEJCHUS:

1) cBeneHuss 0 MEAMIIMHCKON OpraHu3alluy, OJaBUIEH 3asBKY Ha ClIEHUAIbHBIE PELIETITYP-
HbIe OJ1aHKH (ITOJTHOE HAUMEHOBAHHE, aJIPEC MECTa HAXOXKICHUS);

2) KOJMYECTBO CIIEHHUAIBHBIX PELENTYPHBIX OJAHKOB, M3PACXOJ0BAaHHBIX METUIIMHCKOM
opranu3amue Ha 1 sHBaps MpeaIeCTBYIONIErO roja;

3) KOMMYECTBO CHENMAIBHBIX PELENTYPHBIX OJAHKOB, HEOOXOAUMBIX METUIIMHCKOI opra-
HU3ALWU Ha CIEAYIOIUHI TOA.

3asBKa MEIUIIMHCKON OpraHU3aIK Ha CIEIMaIbHbIC pelenTypHble OJIAaHKU MOIIMCHIBACT-
Csl PYKOBOAMTENEM MEIUIIMHCKON OpraHu3aluu, KOTOPbI HECeT MEepCOHANbHYI0 OTBETCTBEH-
HOCTb 32 000CHOBAaHHOCTh M JJOCTOBEPHOCTH YKa3aHHBIX CBEIACHUH.

6. @enepanbHble OPTaHbl UCTIOJHUTEIBLHOMN BJIACTH, B BEACHUH KOTOPBIX HAXOJATCS MEIH-
[IUHCKWE OpraHu3anuu (Jauee - ¢peaepaibHble OpraHbl UCIIOTHUTEILHON BIACTH), H OPTaHbl HC-
MIOJTHUTEJILHON BIIacTh cyobekTOoB Poccuiickoii denepariny Ha OCHOBAHUHM 3asBOK MEIUITUMHCKHUX
OpraHu3alvil Ha ClielHalbHbIe PEeLENTypHbIe OJaHKH (OPMUPYIOT CBOJHBIC 3asBKH HA CIIEIH-
aJbHBIC PEIenTypHbIe OJJAHKK U B CPOK 110 1 AeKaOps TEKyIero rojaa mpeAcTaBisItOT X B Mu-
HUCTEPCTBO.



7. B cBOHOM 3asBKE Ha CIIENUAIBHBIC PEENTYpHbIC OJIAHKH YKa3bIBAIOTCS CICAYIOIINE
CBEJICHHUS:

1) cBenenus o deaepalbHOM OpraHe UCIIOJHUTEIHHOW BIACTH (OpraHe MCTIOJHUTEIbLHON
BiacTu cyobekTa Poccuiickoit denepanun), NpeaCcTaBUBIIEM CBOJHYIO 3as4BKYy Ha CIIELUAIbHBIC
penentypHbie OJTaHKH (TIOJTHOE HAUMEHOBAHHUE, aJpec MeCTa HaX0XKICHHS);

2) KOJIMYECTBO CHEIHMAIBHBIX PEENITYPHBIX OJAHKOB, pacrpeeieHHbIX (eaepaIbHbIM Op-
TaHOM MCTIOJHUTEIBHOM BJIaCTH (OpraHOM HMCIOJHUTEIRHOHN BiacTH cyobekTa Poccuiickoit De-
I[epaI_II/II/I) Ha l sHBaps MpCAMCCTBYIOMICTO I'ola MCKAY MCAUITNHCKUMHU OpraHu3alusaIMu;

3) KOJIMYECTBO CIEIHAIBHBIX PEIENTYPHBIX OJIAHKOB, HEOOXOIUMBIX (efepaTbHOMY Opra-
HY UCTIOJHUTENBbHOM BiIAacTH (OpraHy MCHOJIHMUTENBbHOH BiacTu cyobekTa Poccuiickoit denepa-
I[MH) Ha CIEAYIOMNN TOJ] IS paclpeeleH s MeKIy MEAUIIMHCKUMU OpraHu3alisIMU;

4) cBeleHUs O MOJBEAOMCTBEHHOW OpraHM3aIlNH, YIOJTHOMOYCHHOU (enepallbHbIM Opra-
HOM HCTIOJTHUTEIHLHOM BJIACTH (OPraHOM HCITOJTHUTEIIBHOW BIAcTH cyObekTa Poccuiickoit dejne-
paiuu) OCyIIECTBIATh MOJYYCHHE CHEIMAIBHBIX PEIEeNTYPHBIX OJIAHKOB OT MHUHHCTEPCTBa, UX
XpaHEHHWE U BBIJAYY MEIUIIMHCKUM OpraHu3auusM (IIOJIHOE HauMEHOBAaHME, aJ[pec MecTa
naxoxaenus, MHH/KIIIT, OKTMO opranuzanuu, (hakTHUECKUN aapec MOCTABKH).

8. Ha ocHOBaHMM NOJY4YEHHBIX CBOJIHBIX 3asBOK Ha CIIELUAJIbHBIE PELENTypHbIE OJIaHKU
MUHHCTEPCTBO €XEroHO B CPOK /10 15 sHBaps cienyromero roga GopMHpPYET U YTBEpP)KIAeT
IUIaH PACHpPENeNICHHs CIEHUAIbHBIX PELENTYpHBbIX OJaHKOB, B KOTOPOM OTpakaeTcs rojoBas
norpedHocTh Poccuiickoit depepanny B CeUMATBHBIX PELENTYpHBIX ONaHkax (majee - IJIaH
pacrnipeneneHuss MUHUCTEPCTBA).

9. B nane pacnpeznenennss MUHUCTEPCTBA YKa3bIBAKOTCS CIEAYIOIINE CBEACHMUS:
1) mopsAKOBBII HOMEp 3aIHCH;

2) HauMeHOBaHUE (eepaIbHOro OpraHa WCHOJHUTENbHOM BIacTy (OpraHa MCHOJIHHUTENb-
HOU Biactu cyobekTta Poccuiickoit deneparun), MpeACTaBUBIIETO CBOJIHYIO 3asBKY Ha CIICIIH-
JIbHBIEC PEeLENTYPHbIE OJIAaHKU;

3) He0OXO0UMOE KOJIMUECTBO CIEIUATBHBIX PEIENTYPHBIX OJJaHKOB.

10. HampaBnienue crienMaibHBIX PEHENTYpPHBIX OJaHKOB (elepaabHbIM OpraHaM UCIIOIHHU-
TETHLHON BJIACTH, OPTaHaM HCIIOJHUTEIHHOW BiIacTU CcyOBekTOB Poccuiickoit denepannu ocy-
HIeCTBIIAETCS. MUHUCTEPCTBOM B KOJIMYECTBE, MPEIYyCMOTPEHHOM ILIAHOM pacmpeneneHus Mu-
HUCTEPCTBA.

11. MUHUCTEPCTBOM JOMOIHUTENBHO K KOJIMYECTBY CIICIIUATBHBIX PELENTYPHBIX OJIAHKOB,
peyCMOTPEHHOMY IIJIAHOM pacrpezenienns MunucteperBa, GopMUpYyeTCsi pe3epBHbBIN 3arac
CHEIHMANIbHBIX PelEeNTypHBIX OJaHKOB B KOJIMUYECTBE, He mpeBbimatomeM 150 000 crenmanbHbIX
pelenTypHBIX OJIAHKOB.

12. B cnydae yBenuueHUs MOTPeOHOCTH B CHELMANbHBIX PELENTYPHBbIX OylaHkax dene-
paJibHbIE OpraHbl UCIOJHUTENBHOM BlacTH (OpraHsl MCIOJHUTEIBHOM BiIacTu cyObekToB Poc-
cuiickoil denepannn) HanpapiIsAOT B MUHUCTEPCTBO CBOJHBIE 3asiBKU Ha JONOJHUTEIBHOE KO-
JUYECTBO CHEIUATBHBIX PEIENTYPHBIX OJIAHKOB (C 00OCHOBAaHWEM YBEITWYECHUS MOTPEOHOCTH B
CHELHATbHBIX PEIENTYPHBIX OJaHKax), KOTOPBIE MPEIOCTaBISIOTCS MUHUCTEPCTBOM U3 pE3EpPB-
HOTO 3a11aca CHelHaIbHbIX PELENTYPHBIX OJaHKOB.



13. denepanbHble OpraHbl MCIOJHUTEIHHOW BJIACTU (OpraHbl MCTOJHUTEIBHON BIACTH
cyobekToB Poccuiickoit @enepaiiui) pacipeAessioT MOJyYeHHbIE CIeNUalbHbIE PElEenTypHbIE
OJIaHKM MEXJy MEIUIMHCKUMU OpraHW3allMsMU Ha OCHOBAHUU IJIAHOB pacmpeneneHus, chop-
MHUPOBaHHBIX B COOTBETCTBHUHM C 3asBKAMHU MEAMIMHCKHX OpPTaHU3aLM{ Ha CHEIUAIbHBIE pPELell-
TypHBIE OJIAHKH.

I1. Ilopsinok perucTpaumu, y4era U XpaHeHHs ClielMaJIbHbIX
penenTypHbIX 0J1aHKoB 1o popme N 107/y-HII

14. MuHHCTEpCTBO, UHBIE (hefiepalibHbIe OpraHbl UCTIOJIHUTEIBHOW BIIACTH M OpPraHbl HC-
MOJIHATEJIbHON BJACTH CyOBeKkTOB Poccuiickoit denepanuu opraHU3ylOT XpaHEHHE CIICIHATb-
HBIX PCHCIITYPHBIX 6.HaHKOB B TIMMOABCAOMCTBCHHBIX OpraHU3alUAX, YIOJHOMOUYCHHBIX OCY-
HIECTBIIATH MOJYYEHUE CTIEHHUAIbHBIX PELENTYPHbIX OJaHKOB 0T MHUHHCTEPCTBA, UX XpaHEHUE U
BblIAYy MCOAUIIUHCKUM OpraHu3aliIm (;[anee - YIOJIHOMOUYCHHAad OpI‘aHI/ISaLII/I}I).

15. B ynoasHOMOYEHHOW OpraHu3allii U MEIUIIMHCKON OpraHu3alvu, MOJIy4YuBIIEH CrIeIu-
QIbHBIE PEIENTYPHBIC OJaHKH, OPTaHU3YETCS PETUCTPAIUs, YIeT U XpaHEHUE CIIeUaTbHBIX pe-
HENTYPHBIX OJJAHKOB.

Perucrpanusi, yder u XpaHeHHE Pe3epBHOrO 3araca CleUaTbHBIX PEleNnTypHBIX OJaHKOB
MuHHCTEPCTBA OCYIIECTBISIETCST (PeiepaTbHBIM TOCYyIapCTBEHHBIM OIOJKETHBIM yUPEKICHUEM,
HAXOJSAIIUMCS B BeJeHMH MUHHCTEpPCTBA (Jajiee COOTBETCTBEHHO - PE3EPBHBIN 3arac, MojBe-
JIOMCTBEHHOE YUPEKJICHHE).

16. PaGoTHUK, HAa3HAYEHHBIM MPHUKA30M PYKOBOIMTENS YIMOJTHOMOYEHHOM OpraHU3aluu
(YIOJTHOMOYEHHOM OpraHu3aluM, MOABEIOMCTBEHHOIO YUPEKICHHs) OTBETCTBEHHBIM 33 PEru-
CTpAIMIO, XpaHEHHE U YUeT CIEeUUAIbHBIX PElENTYpHBIX OJaHKOB (Jlajnee - OTBETCTBEHHBIHN pa-
OOTHHK), Ha OCHOBAaHHWH JOBEPECHHOCTH, OPOPMJICHHON B IMOPSIKE, YCTAHOBJIECHHOM 3aKOHOa-
TenbcTBOM Pocculickoit @enepanuu (C NOANUCHI0 PYKOBOJIUTEINS YIIOJIHOMOUYEHHOW OpraHu3a-
UK (YIOJIHOMOYEHHOW OpraHM3allyy, MOJBEIOMCTBEHHOIO YUPEXAEHUs), [JIaBHOro Oyxrajire-
pa, 3aBepeHHBIX KPYIJIOH MMeYaThio), MOTY4aeT ClelUalIbHbIC PelenTypHbIe OJaHKH U OCYIIECTB-
JSIeT BEICHUE J)KypHaJla PErMCTPALUU U ydeTa CHEeIHAIbHBIX PELENITYPHBIX OJAHKOB, K KOTOPOMY
npuoduraer ¢oro- ¥ (WIK) BUASOMATEpUAIbI, MOATBEpkKAaoNIe (HakT opopMIIeHUs peenTyp-
HBIX 0JJaHKOB Ha oMY (TIpY HAJIUYHUH).

17. XKypHan peructpalvii U y4era CHEIUAIbHBIX PEHENTYPHBIX OJaHKOB JOKEH OBITh
MIPOHYMEPOBaH, MPOIIHYPOBaH, HUMETh HA MOCIICIHEH CTpaHUIIE 3aIliCh, COJCPIKAIIYIO0 KOJTHUYe-
CTBO CTpaHMII, MOJTHOE HAMMEHOBAaHUE YIOJHOMOYEHHOH opraHu3anuu (MEIUIMHCKOW OpraHu-
3aIliH, TT0JIBEIOMCTBEHHOTO YUPESK/ICHHUS), a TAKKE CKPEIUICH IOITUCHI0 PYKOBOAMTENS U Meda-
THIO YIOJTHOMOUYEHHOW OpraHu3anuu (MEAMIIMHCKOW OpPTaHU3allud, MOJBEIOMCTBEHHOTO yupe-
KICHUSA).

KypHan peructpanuu ¥ ydera CHElHaIbHBIX PELENTYPHBIX OJIAHKOB PE3epBHOIO 3amaca
MuHuCcTEepCTBa CKPETUISIETCS TaK)Ke TOMUCHIO TUPEKTOpa (B CIIydae ero OTCYTCTBUS - 3aMECTH-
Tensd aupekTopa) JlemapramMeHTa peryarupoBaHus oOpalieHHs JEKapCTBEHHBIX CPEICTB U Melu-
IUHCKHUX U37enuii MUHUCTEPCTBA U MeYaThi0 MUHUCTEPCTBA.

18. B >xypHaye perucTpaluuy U ydera CrelHalbHbIX PELEeNTYPHbIX OJaHKOB YKa3bIBAIOTCS
CIIENYIOLINE CBEICHHUS:

1) nopsiIKOBBINM HOMED 3aIUCH;

2) MpUX0]1 CIIEUAIILHBIX PEIENTYPHBIX OJIAHKOB:



a) PEeKBU3UTHI M JaTa PETUCTPAIIMU TPUXOIHOTO TOKYMEHTA;

0) o01ee KOJMYECTBO MOCTYMUBIINX CIIEIUATBHBIX PEIENTYPHBIX OJIaHKOB;
B) CEpHsl M1 HOMEP CIIEIUATILHOTO PEIENTYPHOTO OJIaHKa;

T') KOJMYECTBO CICUATBHBIX PEHENTYPHBIX OJAHKOB MO KXKIOU CEPUU;

1) daMuIus, UMs, OTYECTBO (ITOCJICIHEE - IPU HAJTUYHMH) U TOJIUCh OTBETCTBEHHOTO pa-
OOTHUKA;

3) pacxoj cenuaibHbIX PEIeNTyPHBIX 0JaHKOB:
a) aTa BBIAAYM CIEIUAIBHBIX PEIENTYPHBIX OJIAHKOB;
0) cepuu U HOMEPA BBIJJTAHHBIX CIICIIHAIBHBIX PEIENTYPHBIX OJIAHKOB;

B) KOJINYECTBO BBIJAHHBIX CIEIHMAJIBHBIX PELENTYpPHBIX OJAaHKOB C YKa3aHHUEM B CKOOKax
KOJINYECTBA CIIELUANIBHBIX PELENTYpHBIX OJIaHKOB, BBIIAHHBIX JUIsl OQOPMIICHHSI Ha I0MY;

r) amumus, UMs, OTIECTBO (TOCIEIHEE - MPU HAIMYNK) U MOANUCH JIUIA, MOTYYHUBIIETO
CHelHallbHbIe pelenTypHble OJaHKu;

1) KOJINYECTBO CIEIMATBHBIX PELENITYPHBIX OJAHKOB, O(OPMIICHHBIX Ha IOMY;

e) hamunus, uMs, OTYECTBO (ITOCNIEIHEE - MPU HATUYHMH) U TOANKUCH JIUIA, 0pOopMHUBIIIETO
CrelMalbHbIe PeLeNTypHbIC OJIaHKU Ha JIOMY;

4) ¢amunus, UMs, OTYECTBO (MTOCIIEIHEE - IPU HAIMYHUH) U TOIMUCH OTBETCTBEHHOTO pa-
OOTHHKA;

5) oCTaTOK CHenUaIbHBIX PEIENTYPHBIX OJaHKOB.

19. CnenuanbHBIN pelEnTypHBIA ONaHK SIBISETCS TOKYMEHTOM CTPOTOM OT4EeTHOCTH. 3a-
1ac CNeUUAIbHBIX PELENTYPHbIX OJIAHKOB B MEAMLMHCKOW OpraHM3alllu JJOJDKEH XPaHWUTHCS B
CHELMANbHBIX TMOMEIICHUAX, ce(pax WM B CHENMAIbHO H3TOTOBJICHHBIX INKadax, OOMTHIX
OLIMHKOBaHHBIM JK€JIE30M, C HaJIe)KHbIM BHYTPEHHUM WJIM HABECHBIM 3aMKOM.

[Tomemienus, ceipl, mkadpl, B KOTOPBIX XPaHITCS CHENMATIbHBIC pelenTypHbIe OJIaHKH,
JIOJDKHBI OBITH 3aKPBITH HA 3aMKH H T10CJIE OKOHYaHUS PabOTHI ONEeYaTaHbl IeYaThI0 YIIOJIHOMO-
YEHHOM opraHu3anuy (MEAULWHCKONW OpraHU3aIliK) WK OTUIOMOUPOBAHBI.

20. B MeIMIIMHCKHUX OpPraHU3alMsX 3alac CIEeHUaIbHBIX PEIENTYPHBIX OJIAHKOB HE JJOJKEH
IPEBBIIATH ['OJJOBOI MOTPEOHOCTH.

21. PaspemaeTrcss BbIaBaTh MEAUIIMHCKOMY PaOOTHHKY, MMEIOIIEMY IpPaBO Ha3HA4YaTh
HApKOTHYECKHE (TICMXOTPOITHBIE) JIEKAPCTBEHHBIE Tpernaparhl, eIMHOBPEMEHHO He Ooliee aBa-
JATH CTIEHUATbHBIX PEHENTYPHBIX OJaHKOB.

MenuuHckie pabOTHUKH, BBIHCHIBAIOIIME PELENTH HA HAPKOTHYECKHUE (ICUXOTPOIIHBIC)
JIEKApCTBEHHBIE MPENApPaThl, HA OCHOBAHUM IIPUKa3a PyKOBOJUTEIS MEAUIMHCKOW OpraHU3aliu
HECYT JIMYHYI0 OTBETCTBEHHOCTb 32 COXPAHHOCTbH IIOJYYEHHBIX CHEIHUAIBHBIX PELENTYpPHBIX
6nankoB. CrienManbHble pelenTypHble OJIaHKH, MOJIyYeHHbIE MEIUIIMHCKUM PaOOTHUKOM, Xpa-
HSTCS TI0]T 3aMKOM B ceiidax, METAIITNYECKHX MKadaxX Wi METAJUIMYECKUX SIIIUKAX.



22. B MeauUMHCKOW OpraHU3alUM CO3/1a€TCs MOCTOSHHO JACHCTBYIONIAs KOMHUCCHS, KOTO-
past He pexxke 1 pa3a kBapTan (10 PEHICHUIO PYKOBOAUTENS MEAUIIMHCKONW OpraHU3aluyd BO3MOXK-
HO YaIlle) OCYIIECTBIIIET MPOBEPKY COCTOSHUS PETUCTPAIIMU U Y4eTa CHEIUaIbHBIX PelenTyp-
HBIX OJIAHKOB, B TOM YHCJE IyTEM CBEPKH 3alMCceil )KypHaJla PerUCTpallMy U y4yeTa CHelHalb-
HBIX PELENTYPHBIX OJIAHKOB, ¢ (DAKTUYCCKUM HAIMYMEM CIICIIHAIBHBIX PEIENTYPHBIX OJaHKOB, a
TaKXe MPOBEPKY COCTOSHUS XPAHEHUS CIICIUATIBHBIX PEIENTYPHBIX OJIAHKOB.

[To pe3ynpTaTam MpOBEpPKH B KypHAJle PErHCTPAllMU U y4yeTa CHEIHAIbHBIX PEeLeNTYpPHbIX
OJIaHKOB JIeJlaeTCs 3aluCh O Pe3yJbTaTaxX MPOBEACHUS CBEPKHU JAHHBIX, 3aKPETUICHHAS TTOITHCS-
MU BCEX WIEHOB KOMHUCCHH, WJIH CO3JAETCsI CIIEUANIbHBIN aKT MPOBEPKH.

23. ®enepanpHble OpraHbl UCIOJHUTEIBHON BJIACTU M OpPraHbl MCIIOJHUTEIBHON BIAcTH
cyowsekToB Poccuiickoit denepanun OCyIIECTBISIOT KOHTPOJb 33 OpraHHU3aIlMell perucTpalvH,
y4u€Ta U XpaHCHHUA CIICHUAJIBHBIX PCHCITYPHBIX 6HaHKOB B YIIOJTHOMOYCHHBIX OpraHu3aluiax H
MEAMIMHCKUX OpraHU3aIHsIX.

24. Bpiava crieualbHBIX PELENTYPHBIX OJIaHKOB M3 PE3E€pPBHOTO 3amaca MHUHHCTEpCTBa
(benepanbHBIM OpraHaM HUCHOJHUTEIbHOMN BJIACTH U OPraHaM HMCIIOJIHUTEIbHOU BJIACTH CYOBEK-
ToB Poccuiickoit denepannu OCyIecTBISAETCS OTBETCTBEHHBIM paOOTHHKOM I10JIBEIOMCTBEHHO-
IO Y4peKJCHHs Ha OCHOBAaHMM pEIICHUS 00 OTIYCKE CHELMaNbHBIX PELENTYypHBIX OJIAHKOB,
0(pOpMIICHHOTO B BHJE MUChMa, MOJMUCAHHOTO JUPEKTOPOM (B CIydae €ro OTCYTCTBHS - 3aMe-
CTUTENEM JupekTopa) /lemaprameHTa peryiupoBaHUsl OOpalleHUs JEKapCTBEHHBIX CPEICTB U
MEJULUHCKUX U3aenid MUuHHCTEpCTBA.

[IpoBepka neATETLHOCTH TMOJABEIOMCTBEHHOTO YUYPEKICHUSI IO PETHCTPAllUU, Y4YETy H
XPaHEHUIO PE3epPBHOTO 3amaca OCYIIECTBIseTcs JlemapTaMeHTOM PETyIHpOBaHUS OOpaIIeHUs
JIEKapCTBEHHBIX CPEACTB U MEAMIMHCKUX M3Aeauil MuHuctepcTBa 2 pasa B rog He no3nnee 20
quciia Mecia1la, CJIG,Z[YIOH_IGFO 34 UCTCKIIIUM HO.HYI‘OI[I/IGM.

ITpunoxxenne N 6

K IpUKa3y MUHUCTEPCTBA 31PaBOOXPAHEHUS
Poccutickoit denepanuu

oT 24 Hos16ps 2021 r. N 1094n

ITPABHJIA
OPOPMJIEHUA PELHEIITOB, COAEP/KAIIINX HASHAYEHUE HAPKOTHYECKUX
CPEACTB MJIN ICUXOTPOIIHBIX BEHIECTB, B TOM YUCJIE B ®OPME
JJIEKTPOHHbBIX TOKYMEHTOB

I. Opopmitenne penenta Ha OyMaKHOM HOCHUTeEJIE

1. Ha peuentypubix Onankax ¢opmer N 107/y-HII B 1eBoM BepxXHEM yIily MPOCTABISAETCS
HITaMI MEIUIUHCKON OpraHMU3alluy ¢ yKa3aHUEM €€ MTOJHOTO0 HauMEHOBaHUs, ajipeca u tenedo-
Ha C JaTOH BBIMHUCKH (1aTol opopMIIeHHS) perienTa Ha JEKapCTBEHHBIH Mpernapar.

Peuentypnsie 6;manku dopmel N 107/y-HIT uzroraBnuBaroTcsi HCKIIOYUTEIBHO THIIOTpad-
CKHUM CIIOCOOOM.

2. Ha penentypubix OnaHkax, oOpMIISEMbIX MHAWBUAYAJIbHBIMH NPEANPUHUMATEISIMH,



UMEIOUTUMHU JIMLIEH3UI0 HA MEAUIIMHCKYIO AESITEeIbHOCTh, B BEPXHEM JIEBOM YIIIy TUIOTPapCKUM
CIOCOOOM WJIM IyTeM MPOCTABICHHS LITaMIa JIOJDKEH OBITh yKa3aH aJpec MHIUBUAYaJTIbHOTO
NpeANpPUHUMATEISL, HOMEP M JaTa JIMLUEH3UH, HAMMEHOBAaHUE OpraHa rocyJAapCTBEHHOM BJIacTH,
BBIJIaBLLIETO JINLIEH3HIO.

3. Peuenrtypasie 6anku dopmbl N 107/y-HIT 3anonHsroTCs MEAMIIMHCKUM PaOOTHUKOM
YEPHWIAMU WIX [APUKOBOU Py4KOM.

4. Jlonmyckaetrcsi opOpMIICHHE BCEX PEKBH3UTOB (3a MCKIIOUYEeHHEM pekBusuTa "lloamuch
Jevaiero Bpaya (moamuch Qemnpamiepa, akymepkn)") pernentypHsix 01ankoB ¢popmer N 107/y-
HII ¢ ucnonb3oBaHUEM MEYATAOIINUX YCTPOMCTB.

5. B peuentypuom 6nanke ¢popmer N 107/y-HII B crpokax "®amuius, uMs, 0T4€CTBO (TI0-
CleHee - MpU HaauuuK) nanuenTta” u "Bo3pacT” yka3pIBarOTCS MOJHOCTHIO (DamMuuivsl, UMs, OT-
4ecTBO (TIOCIeIHEee - IPU HAIMYHH ) TAIIUEHTA, €ro BO3PacT (KOJIWYECTBO MOIHBIX JIET).

JlomycTuMo ykazaHue AaThl POSKACHUS MAMEHTA.
6. B penentypunom 6nanke ¢popmsl N 107/y-HIT:

1) B ctpoke "Cepust 1 HOMEp Mojuca 0053aTeTbHOT0 MEIUIIMHCKOTO CTPAaXxOBaHUs'" yKa3bl-
BAaCTCA HOMCP MMOJIucCa OGHB&TGHBHOFO MCIUIIMHCKOI'O0 CTpaxoOBaHUA IMalUCHTA (HpI/I Ha.HI/I‘-II/II/I),

2) B crpoke "Homep MeaMIIMHCKON KapThl" yKa3bIBACTCSI HOMEP MEIUIIMHCKOW KapThl Ta-
OUCHTA, MOJy4Yaroumero MCAUIUHCKYIO IMOMOIIbL B aM6yHaTOpHBIX YCIOBUAX, UK UCTOPUU 60-
JIe3HU TalleHTa, BBIMUCHIBAEMOT0 U3 METUIIMHCKON OpraHu3aluu;

3) B crpoke "®damuius, UMs, OTYECTBO (MIOCIEAHEE - MPU HAIWYHMH) JIEYAIlero Bpada
(penpamepa, akymiepkn)" yKa3bIBaeTCs MOTHOCTHIO (haMUIIUSI, UMsI, OTYECTBO (ITOCIIEAHEE - TIPH
HaM4YuK) Bpava (¢enpamepa, aKylmepku), BBIMMCABIIETO PEeLEeNnT Ha HapKOTHUECKUH (IICHXO-
TPOTIHBIN) JICKAPCTBEHHBIN IIpemnapar.

7. B rpade "Rp" penentypHoro 6manka Gpopmsl N 107/y-HII yka3siBaercs:

1) HanMeHOBaHME JICKAPCTBEHHOTO TMpemrapaTta (MEXIyHapoJHOE HEMaTeHTOBAaHHOE
HalMEHOBAaHUE, TPYNIIMPOBOYHOE MM XMMHUYECKOE HAaMMEHOBAHHE, TOPrOBOE HAUMEHOBAHHE)
Ha JJATHHCKOM $I3bIKE MJIM Ha PYCCKOM SI3BIKE, (JOpMa BBITYCKa, JO3UPOBKA, KOJIMIECTBO (YKa3bl-
BaeTcs MPOMNKCHIO Ha perentypHoM Omanke Gpopmsl N 107/y-HIT);

2) crmocod MpUMEHEHHSs JIEKapCTBEHHOTO Tpernapara Ha TOCyIapCTBEHHOM s3bike Poccuii-
ckor denepanuu UM Ha TOCYAAPCTBEHHOM s3bIke Poccuiickont denepanny U rocy1apCTBEHHOM
SI3BIKE PECITYOIMK U MHBIX S3bIKax HapoaoB Poccuiickoit denepanun <1>.

<1> Yacrtb | crateu 15 3akona Poccutickoit @enepanun ot 25 okTsa6ps 1991 r. N 1807-1
"O s3pikax HapoaoB Poccuiickoit @enepanmu” (nanee - 3akor N 1807-1). (Bemomoctu che3na
HaponHbiX nenyratoB PCOCP u Bepxosunoro Cosera PCOCP, 1991, N 50, ct. 1740).

8. IIpu opopmieHNHN pelenTypHBIX OJAaHKOB 3alpeIaeTCs OTPaHUYUBATHCS OOIIMMH yKa-
3aHMSIMM, Hanipumep, "BryTtpennee", "13BecTHO".

9. Ilpu odopmernn nammenTty pernentypHoro omanka Gopmer N 107/y-HIT na HapkoTrye-
CKMH (TICUXOTPOIHBIN) JEKapCTBEHHBIN NpenapaT B paMKax OKa3aHUS MEIULMHCKON MOMOIIN



IIPY OIIPEIeTIEHHOM 3a00JI€BaHNHU TAKOM PELENT 3aBepseTCs:
1) moanMChIO M IMYHOM MevaThio Bpaya JU00 MOANKUCHIO Genbiepa (aKyIepKn);

2) meyaTtbl0 MEIMLMHCKONW OpraHu3aluy, JU00 CTPYKTYPHOTO IMOJpPA3/EIeHUs MEIULMH-
cKol opranmsanuu "Il penentos", KOTOpasi MPOCTABIAETCS JIMIIOM, YIIOJTHOMOUYEHHBIM PYKO-
BOJIUTENIEM MEAMLIMHCKON OpraHu3aliy ¢ ykazaHueM (aMUINM, UMEHU, OTYECTBA (TIOCIEAHEE -
IIPY HAJM4YMN) U IPOCTABIEHUEM €T0 JTUYHOMN MOJIUCH.

B cnyuasx HeoOXxomumMocTH OGOpMIICHHS perenTa Ha HAPKOTUYECKHH (TICUXOTPOITHBIN)
JIEKapCTBEHHBIN IIpenapar Ha JOMY B paMKaX OKa3aHUs NMAJJIMaTUBHON MEIULIMHCKOW ITOMOIIU
JOTTYCKaeTCsl PeIBapUTEIbHOE 3aBEepEeHUE PeLerTa ITaMIIOM MEIUIIMHCKON OpraHu3aluy, me-
YaTbl0 MEIULIUHCKONW OpraHu3aly JIMOO CTPYKTYPHOTO MOJpPA3/IeIeHUs] MEIUIIMHCKON OpraHu-
3aiuu "Jlns perenToB", KoTopas MPOCTABISAETCA JIUIIOM, YINOJHOMOYEHHBIM PYKOBOJUTEIEM
MEIMIIUHCKON OpraHu3aluy, ¢ yKa3aHueM (paMuinu, UMEHH, OT4ecTBa (IOCiIeIHee - Ipy Haju-
YUH) U MPOCTaBJICHUEM €ro JUYHOM moanucu. [Ipu 3ToM B >KypHaje perucrpanuu 1 ydera pe-
LENTYPHBIX OJaHKOB B COOTBETCTBHHU C [lOpSaKoM peructpanuu, yuera U XpaHEHHs CHelHalb-
HBIX PELENTYPHBIX OJJAHKOB Ha HAPKOTHYECKHE CPECTBA MM MCUXOTPOIHBIE BEIIECTBA, YTBEP-
KJIEHHBIM HACTOSIIMM IIPUKA30M, JETAeTCs OTMETKA O ero Bbiaue A OpOpMIICHUS Ha JOMY, a
TaK)kKe OTMETKA, YJ0CTOBEPEHHAs TOIMUCHIO Bpaya Ju0o denpamepa (akymepku), ohopMHBIIIe-
T'O peLenT, o pakre ero oPopMIICHHSI, KOTOPBIA MOKET OBITh JTOTIOJHUTENLHO MOATBEPKIACH (Po-
TO- 1 (WJTK) BUJECOMATEpUATIAMU.

B crpoke "OTMeTka anTeyHOU opraHu3anuu o0 OTIycKe" CTaBUTCS OTMETKA allTeYHOM Op-
raHu3amnuy 00 OTIYCKE HApPKOTHYECKOTro (TICMXOTPOITHOTO) JIEKAPCTBEHHOTO Mpemapara (¢ yka-
3aHHEM HAMMEHOBAHUS, KOJMYECTBA OTIIYIIEHHOTO HAPKOTHYECKOro (IICMXOTPOITHOTO) JIeKap-
CTBEHHOTO Ipemnapara U JaThl €ro OTIyCKa), KOTOpas 3aBepsieTCsl MOJNUChI0 paOOTHHKA anTed-
HOW OpraHM3alliy, OTIYCTHBILEr0 HAPKOTHUYECKUH (IICUXOTPOIHBIN) JEKapCTBEHHBIN Mpernapar
(c ykazanuem ero ¢haMuiIii, UMEHHU, OTYeCTBa (TIOCIEIHEE - P HAIWYUU), a TAKKE KPYTJIOH
NeYaThlO aNTeYHON OpraHU3allM, B OTTUCKE KOTOPOH IOKHO ObITh MACHTU(UIIMPOBAHO TOJ-
HOE HaMMEHOBaHHE allTeYHON OpraHHU3aI|H.

10. Ha ogaom penentypHoMm Omanke ¢opmer N 107/y-HII pazpemaeTcss oCyIIecTBISATh
Ha3HAYEHHUE TOJIHKO OJHOTO HAMMEHOBAHMSI JICKAPCTBEHHOTO Iperapara.

11. McnipaBnenus B pelenTe He JOMYCKaIOTCS.
I1. Odopmienue peunenta B (popMe 3TEKTPOHHOIO TOKYMEHTA

12. Penenit B popme 3JIEKTPOHHOTO JOKYMEHTA, OJIMMCAHHOTO YCUJICHHON KBaTH(pUIUpPO-
BAaHHOM 3JICKTPOHHOH MOINMUCHIO, (POPMUPYETCS MEIULUHCKUM PAaOOTHUKOM, CBEIEHHUS O KOTO-
POM BHECEHBI B (peiepabHBII PErUCTp MEAULIMHCKUX PAOOTHUKOB <2>, a TaKXKe MPH YCIOBUH
perucTpanuy MEJUIMHCKON OpraHu3alMu, B KOTOpoH odopmisiercs peuent, B QenepaibHOM
peecTpe METUIIMHCKUX OpraHu3aiuil <3> enuHOW rocyaapCTBEHHON MH(POPMALMOHHON cHcTe-
MBI B cepe 31paBOOXPAaHEHHs U MOJKIIOYEHUS TAKOH MEIMIMHCKOM OpraHu3aliy K rocyjap-
CTBEHHOH MH(pOpPMAIMOHHOHN cucTeMe B cdepe 3apaBooxpaHeHus cyobekra Poccuiickoit dene-
pauuu <4>.

<2> Yactp 4 cratbu 91.1 @enepanbroro 3akoHa N 323-D3 (CobpaHue 3aKOHOATEIHCTBA
Poccuiickoit ®enepanuu, 2011, N 48, ct. 6724; 2020, N 29, ct1. 4516).



<3> Yactp 4 cratbu 91.1 ®enepanbroro 3akoHa N 323-D3 (CobpaHue 3aKOHOATEIHCTBA
Poccuiickoit ®enepanuu, 2011, N 48, ct. 6724; 2020, N 29, ct1. 4516).

<4> Cratbu 91 u 91.1 ®denepanpHoro 3akona N 323-O3 (CobpaHue 3aKOHOIATEIHCTBA
Poccuiickoit ®enepanuu, 2011, N 48, ct. 6724).

13. ITo TpeGoBaHMIO MAalMEHTa WM €r0 3aKOHHOTO MPEACTAaBUTENS OPOPMIIETCS IK3EM-
IsIp penenta B (popme IIEKTPOHHOTO JOKYMEHTa Ha OyMa)KHOM HOCHUTENe ¢ oTMeTKo# "Jyosm-
KaT JIEKTPOHHOI'O JOKyMEHTa".




