Mpuka3 MuHsapasa Poccun ot 24.11.2021 N 1094H
"O6 yTBepxaeHuM Mopsaka Ha3HavyeHUs eKapCcTBEHHbIX NpenapaTos, GopM

peuenTyp...

[JokymeHT npepoctasneH KoHcynbTaHTIn0C
[aTa coxpaHeHusi: 28.04.2023

3apeructpupoBano B Munrocte Poccun 30 HOs10pst 2021 1. N 66124

MWHUCTEPCTBO 30PABOOXPAHEHUA POCCUNCKOWU ®EOQEPALINU

NMPUKA3
oT 24 Hos6psa 2021 r. N 1094H

Ob YTBEPXAOEHWUU NMOPAOKA
HA3SHAYEHUA NEKAPCTBEHHbIX NMPEMNAPATOB, ®OPM PELIEMTYPHbIX
BJIAHKOB HA NNEKAPCTBEHHbIE NPEMAPATbDI, MOPAOKA O®OPMJIEHUA
YKA3AHHbIX BJIAHKOB, UX YHYETA U XPAHEHUA, POPM BJIAHKOB
PELIENTOB, COAEPXALUMX HABHAYEHUE HAPKOTUYECKUX CPEACTB
UITN NCUXOTPOINHbIX BELWWECTB, MOPAAKA UX U3ITOTOBJIEHUA,
PACMNPEOENEHUA, PETUCTPALUN, YHETA U XPAHEHWA,
A TAKXE NMPABUIT O®POPMJIEHUA BJTAHKOB PELIEINTOB,
B TOM YUACIE B POPME IJJIEKTPOHHbLIX AOKYMEHTOB

B cootBercTBUU ¢ myHKTOM 16 yactu 2 ctathu 14 denepanpHoro 3akoHa ot 21 HosOps 2011 r. N
323-®3 "OO ocHOBax OXpaHBl 3I0pOBbi TpaxmaHn B Poccuiickoit ®enepanun" (Cobpanue
3akoHogarenscTBa Poccuiickoit ®@enepanun, 2011, N 48, ct. 6724; 2017, N 31, ct. 4791), nyHkrom 2
cratbu 26 ®enepanbHoro 3akoHa ot 8 sHBapa 1998 r. N 3-®3 "O HapkoTHYECKUX CpEACTBaxX U
ncuxoTponHbix BemecTBax" (Cobpanue 3akoHogarenscTBa Poccuiickoit denepanuu, 1998, N 2, ct. 219;
2017, N 31, ct. 4791), noamyakramu 5.2.177, 5.2.178 u 5.2.179 nynkra 5 [Tonoxenuss 0 MUHHCTEPCTBE
3napaBooxpaHeHus Poccuiickoii  @epepauuu, YTBEPKIEHHOTO ToOcTaHOBIeHHeM [IpaBuTenbcTBa
Poccuiickoit ®deneparuun ot 19 utons 2012 r. N 608 (Cobpanme 3akoHomaTenbcTBa Poccuiickoi
Oenepanun, 2012, N 26, ct. 3526; 2015, N 23, cr. 3333; 2017, N 52, ct. 8131; 2021, N 43, ct. 7258),
MPUKA3bIBAIO:

1. YTBepauTh:
[Topsiiok Ha3HAYEHUS JIEKAPCTBEHHBIX MPENnapaToB COMIACHO MpuiioxeHuto N 1;
(bopMBI perienTypHBIX OJTaHKOB Ha JIEKapCTBEHHBIE MPENapaThl COTIACHO MpuiiokeHuto N 2;

[Topsimok odopmieHus: perenTypHbIX OJaHKOB Ha JIEKAPCTBEHHBIE IMIpemaparbl, WX ydeTa |
XpaHEeHUs coriacHo npuioxenuto N 3;

(dbopmbI OJJaHKOB PEIIETITOB, COACPIKANTUX HA3HAYCHUE HAPKOTHUYECKUX CPEJICTB WM IMICHXOTPOITHBIX
BEILIECTB, COTJIACHO MpUIIoKeHHI0 N 4;

HOpH}IOK H3TOTOBJICHUA, paCIPCACIICHUA, PETUCTpall, YUCTAa U XpaHCHUA PEUCIITOB, COACPKAIINX
Ha3HAYCHUEC HAPKOTUYCCKUX CPCACTB WJIN IICUXOTPOITHBIX BCHICCTB COTIACHO NPHUIIOKCHUIO N 5;

[IpaBuna odopmieHUsT penenToB, COAEpKAIIUX Ha3HAUEHUE HAPKOTHYECKUX CPEJICTB WU
MICUXOTPOITHBIX BEILIECTB, B TOM YHUCIIE B JOPME AIIEKTPOHHBIX TOKYMEHTOB COTJIACHO MPHIIOKEHUIO N 6.
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Mpuka3 MuHsapasa Poccun ot 24.11.2021 N 1094H
"O6 yTBepxaeHuM Mopsaka Ha3HavyeHUs eKapCcTBEHHbIX NpenapaTos, GopM

peuenTyp...

[JokymeHT npepoctasneH KoHcynbTaHTIn0C
[aTa coxpaHeHusi: 28.04.2023

2. Ilpu3HaTh yTpaTUBIIUMU CHUITY:

npuka3 MunucrepcTBa 3npaBooxpanenus Poccutickoit deneparuu ot 1 aBrycra 2012 r. N 54u "O6
yTBEpPXKICHUH (DOpMBI OJIAHKOB PELENTOB, COACPXKAIIMX Ha3HAUYCHHE HAPKOTHUYECKUX CPEICTB HIIU
MICUXOTPOIHBIX BEIIECTB, MOPSAIKA UX U3TOTOBICHUS, pACIPECIICHUs, PETUCTPALIUH, YUeTa U XpaHEHUs, a
TaKke npaBuwi opopmieHus" (3apeructpupoBad MunuctepcTBoM toctunuu Poccuniickoii @eneparuu 15
asrycra 2012 r., peructparmonusiii N 25190);

npuka3 Munucrepcrsa 3apaBooxpanenus Poccuiickoit @enepanuu ot 30 utons 2015 r. N 3851 "O
BHECEHUM M3MEHEHUH B Npuka3 MUHUCTEpPCTBA 3/ipaBooxpaHeHus Poccuiickoit @enepanuu oT 1 aBrycra
2012 r. N 54u "OGO yrBepxaeHUU POopMbI OJIaHKOB PEIIENITOB, COJIEPKAIIMX HA3HAYCHNUE HAPKOTUUECKHUX
CPEICTB WJIU IICUXOTPOIHBIX BEUIECTB, MOPSAIKA UX M3TOTOBICHHUS, PACIIPEICICHUS, PETUCTPAIIUH, yUeTa
U XpaHeHus, a Takke npaBuil odopmieHus" (3apeructpupoBad MunucrepcTBoM roctuniuu Poccuiickoit
Oenepanun 27 HOsa0ps 2015 r., peructpanronHbii N 39868);

npuka3 MunucrteperBa 31paBooxpanenus Poccuiickoit ®enepaunn ot 21 anpens 2016 r. N 254u
"O BHeCeHMU M3MEHEHUW B Ipuka3 MuHuctepcTBa 3ApaBooxpaneHus Poccuiickoit denepanuu ot 20
nexabpst 2012 r. N 11751 "OO6 yTBepKACHHUU NOpPsIKA HAa3HAYCHUS W BBIMMCBIBAHUS JIEKAPCTBEHHBIX
IpemapaToB, a Takke (OpM pelenTypHbIX OJNIAaHKOB Ha JIEKapCTBEHHBIE IIperaparhl, IOpsIKa
oopmieHns ykazaHHBIX OJAHKOB, X y4eTa W XpaHeHus" u npuioxenne N 2 K nmpukazy MUHUCTEpPCTBA
3npaBooxpanenusi Poccuiickoit @enepanuu ot 1 aBrycta 2012 r. N 54 "OO6 ytBepxaeHuu (GopMbI
0JIaHKOB pELENTOB, COAEpKAllMX Ha3HAUEHHE HAPKOTHUECKHUX CPEJICTB WM ICUXOTPOMHBIX BEIIECTB,
MOpSAJIKAa WX H3TOTOBIEHUS, PACHpPEIENICHUs, DPETUCTpAllMy, Y4eTa W XpaHEHWs, a TaKXKe IpaBuil
opopmiienus" (3apeructpupoBad MuHUCTEpPCTBOM rOCTHIMU Poccuiickoit ®@enepanuu 18 uronst 2016 r.,
peructpanoHHbiit N 42887);

IYHKT 4 U3MEHEHUH, KOTOpPbIE BHOCSTCS] B HEKOTOPBIE ITPHKa3bl MUHHUCTEPCTBA 3APaBOOXPAHEHUS U
couranbHOro passutus Poccuiickont @Penepaumu u MuHucrepcTBa 3apaBooxpaHeHus Poccuiickon
@enepan 10 BONpocaM OOpallleHHs JEKAapCTBEHHBIX IMPENapaToB, COAEPXKALIUX HAPKOTHUECKHE
CPEICTBa, NCUXOTPOIHBIE BEUIECTBA M HMX IPEKYpCOPbI, M JIEKAPCTBEHHBIX CPEICTB, IOJIEKAIINX
MIPEIMETHO-KOJIMYECTBEHHOMY YyYeTy, YTBEPXKJIEHHBIX NpHKa3oM MUHHUCTEpCTBA 31paBOOXpaHEHUS
Poccuiickoit ®enepaunn ot 31 okTsa6ps 2017 r. N 882H (3apeructpupoBaH MUHUCTEPCTBOM FOCTULIUU
Poccuiickoit ®enepanuu 9 suBaps 2018 r., perucrpanuonssiii N 49561);

npuka3 MunuctepcTsa 3apaBooxpanenus Poccuiickoit @enepanuu ot 11 gexadpst 2019 r. N 10211
"O BHeceHMH H3MeHEHHMH B mnpuwioxkeHnsa N 2 u 4 x npukazy MuHHCTEPCTBa 3paBOOXPAHEHMS
Poccuiickoit ®@enepanuu ot 1 aBrycta 2012 r. N 54n "OO6 yrBepkaeHuHn (HOpMbI OJIAHKOB PELENTOB,
CoJlepKallluX Ha3HAUeHHWE HAPKOTHYECKUX CpEACTB WJIM IICUXOTPONHBIX BEIIECTB, MOpPAIKa HX
W3TOTOBIICHUS, pacIpelle/IeHus, PerucTpaluy, yuyeTa M XpaHEHHUs, a Takxke MpaBui odopmieHus"
(3apeructpupoBan  MunHCTepcTBOM foctuiiuu  Poccuiickoit  ®enmeparuun 28  saBaps 2020 T,
peructparoHHsiii N 57293);

npuka3 MunucrepcTBa 3apaBooxpanenust Poccuiickoit denepanuu ot 8 oktsi6ps 2020 r. N 1076H
"O BHeceHun u3MeHeHMM B Ilopsnok perucrpanuu, ydera M XpaHEHHs CHELHUAJIBHBIX PELENTYpPHBIX
O0JlaHKOB Ha HAPKOTHYECKHE CpEACTBA WJIM IICUXOTPOIHBIE BEIIECTBA, YTBEP)KIEHHBIH IMPUKA30M
MunucrepctBa 3apaBooxpaHeHus Poccuiickoir ®enepaumu ot 1 asrycta 2012 r. N 54n"
(3apeructpupoBan  MunuctepctBoM roctuiiun  Poccmiickoit  ®enepammu 13 HOsOps 2020 1.,
peructpanroHHblii N 60898);
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peuenTyp...

[JokymeHT npepoctasneH KoHcynbTaHTIn0C
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npuka3 MunucrepcTsa 3apaBooxpanenust Poccuiickoii @enepannu ot 14 suBaps 2019 r. N 4u1 "O06
YTBEPXKJACHUU TMOPAIKAa Ha3HAYCHHs JIEKAapCTBEHHBIX IpenaparoB, (GopM pelenTypHbIX OJaHKOB Ha
JICKapCTBEHHBIC IMpenaparsl, MOpsaka O(OpMIIECHUS YKa3aHHBIX OJAHKOB, HUX y4yeTa W XpaHeHHs"
(3apeructpupoBan  MuHucTepcTBOM IocTunmHM  Poccmiickoit  ®denepanun 26 wmapra 2019 1.,
peructpauroHHblid N 54173);

npuka3 MuHucrepcTBa 3apaBooxpanenus Poccuiickoit ®eneparuu ot 11 nexadps 2019 r. N 10221
"O BHeceHUMU U3MEHEHUH B Ipuka3 MuHucTepcTBa 31paBooxpaHeHus Poccuiickoit @enepanuu ot 14
saBapsa 2019 r. N 4u "OO yTBepKICHHHM TOpsKa Ha3HAYEHHUs JIGKApCTBEHHBIX IpernapaToB, ¢Gopm
penenTypHbIX OJaHKOB Ha JIEKapCTBEHHBIEC MpemnapaThl, MOpsiika opOopMIICHUST YKa3aHHBIX OJaHKOB, UX
yueta u XpaHeHus" (3apeructpupoBaH MuHuctepcTtBoM roctunuu Poccuiickort ®enepanuu 28 sHBaps
2020 r., peructpaunoHHbiii N 57292);

npuka3 MuHUCTEpCTBa 3ApaBooxpaneHus Poccuiickoit deneparnuu ot 8 oktsi6ps 2020 r. N 10751
"O BHECEHUU U3MEHEHUH B MOPSIIOK Ha3HAYCHUS JICKAPCTBEHHBIX MPENapaToB, YTBEPKACHHBINA MPUKA30M
MunucrepctBa 3apaBooxpaHenusi Poccuiickoit ®enepanun ot 14 suBaps 2019 1. N 4"
(3apeructpupoBan  MwuHuctepcTBoM roctuiuu Poccuiickoit ®enepauun 22  gexadps 2020 1.,
peructpanroHHbii N 61695);

nyHKT 3.8 MHCTpYKIMH O MOpSIKE BBIMUCHIBAHHS JIEKAPCTBEHHBIX INPEMapaToB M OQOPMIICHUS
pelenToB M TpeOOBaHUN-HAKIAIHBIX, YTBEP)KICHHOH NpuKa3oM MUHHCTEpCTBA 3ApaBOOXpPAHEHUS U
counanbHoro pa3ButHs Poccuiickoit @enepannu ot 12 despans 2007 r. N 110 "O nopsiake Ha3HaueHUs
U BBIIMCHIBAHUS  JIEKAPCTBEHHBIX  IIPENAapaToB, W3JAEIAMM  MEJUIMHCKOTO  HAa3HA4YeHUus U
CHEHATM3UPOBAHHBIX MPOAYKTOB JIeueOHOro muTaHusa" (3aperucTpupoBaH MMHHUCTEPCTBOM FOCTHUIIMU
Poccuiickoit @enepanuu 27 anpenst 2007 ., peructpauonsslii N 9364);

npuka3 MHUHHCTEPCTBA 3ApaBOOXPAHEHUS U COLMAIIBHOIO pa3BuThs Pocculickon @enepanun ot 17
masg 2012 r. N 562H "OO ytBepxnenun Ilopsaka oTmycka (GU3MYECKUM JIMIAM JIEKapCTBEHHBIX
MIpenapaToB JUIsl MEIULMHCKOTO MPUMEHEHUS, COAEpkAIIUX KPOME MalIbIX KOJUYECTB HAPKOTUYECKUX
CpPEZCTB, ICUXOTPOIHBIX BEIIECTB U UX IMPEKYPCOPOB Apyrue GpapMakoJOorHuecKue akTUBHbIE BellecTBa"
(3apeructpupoBan  MunucrepctBom toctunuu  Poccuiickoit  ®enmeparuun 1 wmrons 2012 1.,
peructpaioHHbIi N 24438);

MYHKT 2 U3MEHEHUH, KOTOpPbIe BHOCSTCS B HEKOTOPbIE MTPpHKa3bl MUHHUCTEPCTBA 3ApaBOOXPAHEHUS U
counanpHoro pasButua Poccuiickoit @Denepaumu, yTBEPXKACHHBIX IpUKa3oM MuHucCTepcTBa
3npaBooxpaneHusi Poccuiickoii ®enepanuun or 10 wmrons 2013 r. N 369H (3aperucrpupoBaH
MunucrepcrBoM roctunu Poccuiickoit @enepanuu 15 urong 2013 r., peructpaunonssiii N 29064);

npuka3 MunucrepcrBa 3apaBooxpanenuss Poccuiickoin @enepanuu ot 21 arycra 2014 r. N 4651
"O BHECEHMHM W3MEHEHMH B MOPAIOK OTHYCKa (PU3MUYECKUM JIMIAM JIEKAPCTBEHHBIX IPErnapaTroB I
MEIUIIMHCKOTO TPUMEHEHMsI, COJAEpKAIIUX KpPOME MallbIX KOJMYECTB HApPKOTUYECKUX CPEACTB,
NICUXOTPOITHBIX BELIECTB M HX MPEKypCcOpoB Jipyrue ¢apMakoJOrHYeckue axkTHBHBIC BEIIECTBa,
YTBEPKJICHHBIA MPUKA30M MMHHUCTEPCTBA 3APaBOOXPAHEHMS M COLMAIBHOTO pa3BuTha Poccuiickont
@eneparuu ot 17 mas 2012 r. N 5620" (3apeructpupoBad MunHHcTEpcTBOM focTULMU Poccuiickoii
Oenepaunu 10 centsiops 2014 r., peructpaunonusiii N 34024);

IYHKT | U3MEHEHUH, KOTOPbIE BHOCSTCS B HEKOTOPBIE TPUKa3bl MUHHUCTEPCTBA 3APAaBOOXPAHEHUS U
conuanbHoro passutusi Poccuiickoir ®Denepanm u MuHHCTEpCTBa 3apaBoOoXpaHeHus Poccuiickoit
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[aTa coxpaHeHusi: 28.04.2023

®denepannu, yTBepKACHHBIX NMpUKa3oM MuHucTepcTBa 31paBooxpanenust Poccuiickoit deneparuu ot 10
ceHtsa6ps 2015 r. N 634n (3apeructpupoBan MuHHCTEpCTBOM rocTulinu Poccuiickoit ®denepanuu 30
centsiops 2015 r., perucrpaunonssiii N 39063);

IIYHKT 3 U3MEHEHUH, KOTOPBIE BHOCATCS B HEKOTOPBIE IIPUKa3bl MUHHUCTEPCTBA 3APAaBOOXPAHECHUS U
conuasbHOro paszsutuss Poccuiickoit @enepaunn u MunucrepcrBa 3apaBooxpaHeHus Pocculickon
@enepanuu M0 BOIpocaM OOpallleHUs JIEKaPCTBEHHBIX IIPENaparoB, COJACPXKAIUX HApKOTHUYECKHE
CPEICTBA, IICUXOTPOIIHbIE BELIECTBA M HX IMPEKYpCOPOB, U JIEKAPCTBEHHBIX CPEACTB, IMOAJIEKALINX
IIPEIMETHO-KOJIMYECTBEHHOMY YYETYy, YTBEP)KIEHHBIX IIPUKa3oM MUHHUCTEPCTBA 31paBOOXpPaHEHUS
Poccuiickoit ®enepaunu ot 31 oxtadpsa 2017 r. N 882H (3apeructpupoBaH MUHUCTEPCTBOM FOCTHIIMU
Poccutickoit deneparuu 9 saapst 2018 1., peructpanuonubiii N 49561).

3. Peuentypusie Onanku ¢opmbl N 107/y-HII, u3roroBneHHble A0 JHS BCTYIUICHHS B CHITY
HACTOSIIET0 MpHKa3a, MOTYT ObITh HCIIOIB30BaHbl 10 1 Mapta 2023 roaa.

4. Hacrosiuuii mpuka3 BcTymnaer B cuity ¢ 1 mapra 2022 r. u aelictyer 1o 1 mapra 2028 r.

Munuctp
M.AMYPAIIKO

[Tpunoxenne N 1

K IIpuKa3y MuHHCTEpCTBA 31paBOOXPAHEHUS
Poccuiickoit denepanuu

oT 24 HosiOps 2021 r. N 1094n

norPAAOK HASHAYEHUA NEKAPCTBEHHbIX MPEMNAPATOB
. O0owme nonoxeHunn

1. Ha3nayeHue JIeKapCTBEHHBIX IIperapaTroB i MEIUIMHCKOIO TIpUMEHEHus (Janee -
JIeKapCTBEHHbIE TpenapaThl) OCYIIECTBISETCA JIeHalllUM BpadyoM, (enpIimepoM, aKylIepKol B ciydae
BO3JIOXKEHUS HAa HHX IIOJIHOMOYMM JIeHallero Bpaya, NPH OKAa3aHWM MEIWLIHMHCKOM TMOMOIIM B
MEIUIMHCKUX OpraHm3auusax <lI1>, B 1OpsAJKe, YCTaHOBIEHHOM IIpUKa3oM MuHHCTEpCTBa
3IpaBOOXPAHEHUS U colmanbHOTO pa3Butus Poccuiickoit deneparuu ot 23 mapra 2012 r. N 2521 "O6
yrBepkaeHun llopsaka BO3NOXkeHMS Ha (Qenpamepa, aKymepKky pyKOBOJUTEIEM MEIUIIMHCKON
OpraHu3al IpU OpPraHU3alMM OKAa3aHWs IEePBUYHOM MEIUKO-CAHHTAPHOM IIOMOIIM M CKOPOH
MEIULIMHCKOW MOMOIIM OTIENBHBIX (YHKUMH JIeHallero Bpaya IO HEMOCPEICTBEHHOMY OKa3aHUIO
MEIUIIMHCKOW MOMOIIM MAalUeHTy B MepuoJ HaOJIIOJEHHS 3a HUM M €ro JI€YeHHs, B TOM YHCIE IO
HAa3HAYCHHUIO U INPUMEHEHUIO JIEKapCTBEHHBIX IIPEMNApaToB, BKIKOYAas HAPKOTUYECKUE JICKAPCTBEHHBIE

npenaparhl u IICUXOTPOIIHBIC JICKapCTBCHHBIC npenapars!” <2>, WHJWBUAYaJIbHBIMU
npeaApuHUMATCIIIMU, OCYHICCTBIAIOIMMU MCIAUIIUHCKYIO JCATCIBbHOCTD (;[anee - MCOUIIMHCKHUEC
pabOTHHKH).
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Mpuka3 MuHsapasa Poccun ot 24.11.2021 N 1094H
"O6 yTBepxaeHuM Mopsaka Ha3HavyeHUs eKapCcTBEHHbIX NpenapaTos, GopM

peuenTyp...

[JokymeHT npepoctasneH KoHcynbTaHTIn0C
[aTa coxpaHeHusi: 28.04.2023

<1> Ilynkrt 11 crarbu 2 ®enepanbHoro 3akoHa oT 21 HosO0ps 2011 r. N 323-®3 "OO6 ocHoBax
OXpaHbl 370poBbsi TpaxaaH B Poccuiickoit ®enepammu” (Cobpanue 3akoHOAarenbcTBa Poccuiickoit
Oenepanun, 2011, N 48, ct. 6724, 2019, N 52, c1. 7796) (nanee - eaepanbhpiii 3akoH N 323-D3).

<2> 3apeructpupoBad MunucrepctBoMm toctuiuu Poccuiickoit @enepauuu 28 ampens 2012 r.,
peructpauroHHbii N 23971 ¢ u3MeHeHUsIMU, BHECEHHBIMU MPUKA30M MUHHCTEPCTBA 31paBOOXPaHEHUS
Poccuiickoit @enepaunu ot 31 okTsaOps 2017 r. N 882H (3apeructpupoBan MUHUCTEPCTBOM FOCTULIUU
Poccutickoit ®eneparuu 9 suBapst 2018 r., peructpanuonubiii N 49561).

MenuuuHckuii paboTHUK, O(GOPMHBIIMN pELENT C HapyUIeHHEM HAaCTOSILIEro MOpsAaKa, WU
PYKOBOIUTENh MEAMIMHCKOW OpraHu3aluyd  O00eCHeuMBalOT CBOEBPEMEHHOE TepeodopMiieHne
TpeOyeMoro Juis MalyeHTa perenTa.

2. CenmeHusi O HA3HAUYCHHOM JIGKQPCTBEHHOM IIpemnapare (HauMEHOBaHUE JIEKapCTBEHHOTO
npermnapara, J03UpPOBKa, COCOO BBEACHHS M MPUMEHEHHUS, PEKHUM JI03UPOBAHUSA, MPOJOJDKUTEILHOCTD
JiedeHUs 1 000CHOBAaHWE HAa3HAYCHUS JICKAPCTBEHHOIO Tpernapara) BHOCATCS MEAUIIMHCKUM PaOOTHHKOM
B MEAMIIMHCKYIO TOKYMEHTAIIHIO MMalUEHTA.

B cayuasx, ykasaHHbeix B nyHktax 8 - 11 nacrosimero Ilopsinka, MeIMUMHCKUN pabOTHHK,
Ha3HAYMBIIMKA JIEKAPCTBEHHBINA Mpenapar, opopMisieT Ha3HauYCHHE JIEKAPCTBEHHBIX IPENapaTtoB, B TOM
YHCIe TMOJISKAIINX M3TOTOBJICHUI0O M OTIYCKY allTeYHBIMH OpPTraHU3alUsAMH (Jajiee - JIGKapCTBEHHBIC
npernaparsl MHAUBUAYAJIbHOTO U3TOTOBJIEHUS), HAa pelienTypHOM OjaHke, 0()OpMIIEHHOM Ha OyMa)XHOM
HOCHUTEJIE 3a CBOCH MOJMUCKHIO (Jajiee - pelenT Ha OyMakHOM HOCHUTEINE), U (WJIM) C COTJIacusl MalueHTa
WIN €ro 3aKOHHOTO IMPEJICTaBUTENs <3> Ha pelenTypHOM OjaHke B (hopMe 3JIEKTPOHHOTO JTOKYMEHTa C
WCTIOJIh30BAHUEM YCWJICHHOW KBATH(DUIMPOBAHHON SIIEKTPOHHON MOMMUCH METUIIMHCKOTO PaOOTHUKA
(nanee - peuent B (hopMe 3IEKTPOHHOTO IOKYMEHTA).

<3> Ilynkr 2 cratbu 20 @enepanbHoro 3axkoHa N 323-®3 (CobpaHue 3aKOHOJATEIbCTBA
Poccuiickoit ®eneparuu, 2011, N 48, ct. 6724; 2021, N 27, c1. 5159).

PenienT B popMe 371€KTPOHHOTO TOKYMEHTA, COJIEp KAl Ha3HAYeHNE HAPKOTUYECKUX CPEJICTB MIIH
NICUXOTPOITHBIX ~ BEILECTB, TIOANUCHIBACTCS C MCIOJIB30BAaHHUEM YCHJIEHHON KBaIM(PUIMPOBAHHOMN
AJIEKTPOHHON MOJIIHMCH JIeYallero Bpada win ¢enbaniepa, akyluepk, Ha KOTOPbIX BO3J0XKEHbI (YHKIIH
JIeYalero Bpaya, 1 COOTBETCTBYIOIIEH MEAUIIMHCKON OpraHu3aun <4>.

<4> Tlynkt 1 cratbu 26 denepanpHoro 3akoHa oT § sHBapsa 1998 r. N 3-d3 "O HapKOTHUECKUX
cpeacTBax W mcuxoTponHbix BemecTBax" (CoOpanne 3akoHomatenbeTBa Poceniickoit denepannu, 1998,
N 2, cr. 219,2017, N 31, ct. 4791) (nanee - ®enepanpublit 3akoH N 3-D3).

Odopmiienne penentoB B (popMe 3MEKTPOHHBIX JOKYMEHTOB OCYIIECTBIISCTCS B Cilydae MPUHATHA
YIIOJJTHOMOYEHHBIM OPTaHOM HCITOTHUTEIIBHON BlIacTH cyObekTa Poccuiickoit denepanuu B COOTBETCTBHH
¢ nynkrom 4 craten 6 ®enepanbHoro 3akoHa ot 12 ampenst 2010 r. N 61-®3 "OO6 obpamienuu
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JICKapCTBEHHBIX cpencTB" <5> pemieHus 00 HMCIONBb30BaHUM Ha TeppuTopuu cyowbekta Poccuiickoii
@enepanyu Hapsily € pelenTamMM Ha JIEKapCTBEHHbIE IIpenaparbl, OQOPMIICHHBIMM Ha OyMa)KHOM
HOCHUTEJIC, PELENTOB Ha JICKApCTBEHHBIC Ipernaparbl, CPOPMHUPOBAHHBIX B (OpME 3JIEKTPOHHBIX
JOKYMEHTOB.

<5> CobOpanue 3akoHoaarenbcTBa Poccuiickoit denepamuu, 2010, N 16, ct. 1815, 2019, N 52, cT.
7793.

3. Ilpum BbImMCKE NalMEHTa W3 MEIUWLMHCKON OpraHu3alid, B KOTOPOH €My OKa3blBajlach
MEIMIIMHCKAsT TOMOIIb B CTAallMOHAPHBIX YCIOBHUSAX, MPU HEOOXOJUMOCTU MPOJOIDKEHHUS IpHeMa
JIEKApCTBEHHOT'O TIpernapara B aMOyJIaTOPHBIX YCJIOBHX JAHHOMY IMAlMEHTY IO PEIICHUIO PYKOBOJAUTEIIS
MEIHUIIMHCKOW OpraHHu3allyi Ha3HA4YaroTcs ¢ 0OpMIICHHEM pelenTta B popMe 3JIEKTPOHHOTO TOKYMEHTa
u (wm) Ha OyMa)XHOM HOCHUTENe (3a HUCKIIOYCHHEM OQGOpPMIICHHS PEIENTOB Ha JICKApCTBEHHBIC
mpemnapaTsl, MOJJIeKallie OTHYCKY OECIUIaTHO WM CO CKHMJKON) MO0 BBIAAIOTCS (MALMEHTYy WIH €ro
3aKOHHOMY TIPEACTaBUTENI0) OJHOBPEMEHHO C BBIMUCKOM U3 HCTOPUM OOJE3HU JIEKAPCTBEHHBIC
npenaparsl, B TOM YUCJIE HApPKOTHMYECKUE M IICHUXOTPOIIHBIE JIEKAPCTBEHHBIE IpenapaThl, BHECEHHbIC B
cnucku Il u Il mepeyHss HApKOTUUECKHX CPEICTB, MCHUXOTPOIHBIX BEIIECTB W HMX IPEKYpCOPOB,
nojJiexkauux KoHTposito B Poccuiickoit ®denepauuun, yrBepxaeHHoro IlpaBurensctBoM Poccuiickoit
Oenepanun <6> (nanee - [lepeuens), CUILHOACUCTBYIONINE JIEKAPCTBEHHBIE MpEIapaThl, Ha CPOK IIpHUeMa
MALMEHTOM J10 5 THEH.

<6> Ilynkr 2 cratbu 2 ®enepansHoro 3akoHa N 3-03 (Cobpanue 3akoHoaTenbcTBa Poccuiickoi
Oenepanun, 1998, N 2, ct. 219; 2016, N 27, cT. 4238).

4. Ha3naueHwe JEKapCTBEHHBIX TMPEMAPATOB MpPH OKa3aHUU MEAMIIMHCKOW TOMOIIU B
CTAIllMOHAPHBIX  YCIOBUAX MOXET OCYIIECTBIATHCA IOCPEJACTBOM TpeOOBaHUN  MEAUIIMHCKOU
OpraHu3alf¥, HampaBsIEMBIX B  alTEYHblE  OpraHU3AIMH,  SBISAIONIMECS  CTPYKTYPHBIMU
MOAPa3ACICHUSIMU MEAUIIMHCKON OpraHu3aiuu. <7>

<7> Ilynkt 54 crateu 4 ®enepanbHoro 3akoHa ot 12 ampens 2010 r. N 61-03 "OO6 oOpaiennn
nexapcTBeHHbIX cpeacTB" (CoOpanue 3akoHonatenbcTBa Poccuiickoit @eneparuu, 2010, N 16, cr. 1815;
2019, N 31, cr. 4456) (nanee - ®enepanbublii 3akoH N 61-D3).

5. Ha3naueHue JE€KapCTBEHHBIX NPENApaTOB OCYLIECTBISETCS MEIUIMHCKAM pPaOOTHUKOM TIO
MEXIYHapOAHOMY HENAaTeHTOBAHHOMY HaMEHOBAHMUIO, a MPU €r0 OTCYTCTBHH - TPYNIIUPOBOYHOMY WIIH
XMMHUYECKOMY HaMMEHOBaHHIO. B ciydae OTCyTCTBHS  MEKIYHAPOJHOIO HENAaTEHTOBAHHOTO
HAaUMEHOBAHMSI M TPYNIUPOBOYHOIO WM XHMHUYECKOIO HAaWMEHOBAHHS JIEKApCTBEHHOrO Ipernapara
JIEKapCTBEHHBIH IpenapaT Ha3HavyaeTcss MEIUIIMHCKUM paOOTHUKOM 10 TOProBOMYy HauMeHoBaHuto. [Ipu
HaJIMYUU MEIUIMHCKUX MOKa3aHUM (MHAMBUAYalIbHASI HEMEPEHOCUMOCTb, 10 KU3HEHHBIM IOKa3aHUIM)
[0 pEIIeHUI0 BpayeOHOW KOMHCCHM MEAMIMHCKOW OpraHM3aluu <8> OCYHIECTBISETCS Ha3HAYCHUE U
oopMieHHe Ha3HAUYEHUs JIEKAPCTBEHHBIX IPENapaToB, HE BXOAIMX B CTAaHAAPTHl MEIUIMHCKON
MIOMOIIM, pa3pabOTaHHbIE B COOTBETCTBUU ¢ MyHKTOM 14 crateu 37 ®denepanpHoro 3akona N 323-03
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<9>, unM He MPETyCMOTPEHHBIX COOTBETCTBYIOIICH KIMHHUYECKON PEKOMEHIAIMEH, MO0 M0 TOPTOBBIM
HauMeHoBaHMsIM. PemieHue BpaueOHONW KOMHUCCHMM MEAMIMHCKONW oOpraHu3anuu (uKcUpyercs B
MEIULUHCKON IOKYMEHTAIIUU MAllUeHTA U B XKypHaJie BpaueOHOM KOMUCCHH.

<8> [Ipuka3z MuHHUCTEpPCTBA 3/IpaBOOXPaHEHHs U COLMAIBHOTO pa3BuTHs Poccuiickoit denepannu
ot 5 mas 2012 r. N 5021 "O0 yTBEepKIEHUU TOPSIKA CO3MaHUS U JACATEIHPHOCTH BpauyeOHOW KOMHUCCHH
MEIUIMHCKONW opraHu3auuu’ (3apeructpupoBad MunucrepctBoM roctuumu Poccuiickoir denepaunu 9
uroHs 2012 1., peructparmonHeiii N 24516) ¢ M3MEHEHUSIMH, BHECCHHBIMU IPHUKa30M MUHHUCTEPCTBA
3npaBooxpaHeHus Poccuiickoit @enepauuu ot 2 nekabps 2013 r. N 886H (3apeructpupoBaH
MunuctepcTBoM roctunimu Poccuiickoit @eneparuu 23 nexadps 2013 r., peructpanvonnsiii N 30714).

<9> Cobpanue 3axkoHonarensctBa Poccuiickoit deneparuu, 2011, N 48, cT. 6724.

Ecnim mnpu okazaHuM TANMEHTY MEIUIMHCKOM TIOMOIIM B MEIWIMHCKOM OpraHu3aluud B
CTAllMOHAPHBIX YCJIOBUAX [0 PEUICHHIO BpaueOHOW KOMHCCHUU OCYIIECTBISIOTCS Ha3Hau€HUE U
MIPUMEHEHUE JIEKQPCTBEHHOTO Tpernapara ¢ KOHKPETHBIM TOPrOBBIM HAaMMEHOBAHUEM, TO NMPU OKAa3aHUU
JAHHOMY TMAalMEeHTy MEIUIMHCKON MOMOIIM B WHOW MEIUIIMHCKOM OpraHU3aluyd B CTallMOHAPHBIX
YCIIOBHSIX, @ TakKKe€ B aMOyIaTOPHBIX YCIOBHUSAX OCYILIECTBIISCTCS Ha3HAYCHHE €My JIEKapCTBEHHOIO
mpernapara ¢ TeM K€ TOProBbIM HauMeHOBaHueM <10>.

<10> Ilynkt 2 nocranoBienus IIpaBurensctBa Poccuiickoit ®eneparuu ot 30.06.2020 N 965 "O
BHeceHUU n3MeHeHui B IlpaBuna ¢opmupoBaHus nepeyHs JEKapCTBEHHBIX CPEACTB, 3aKylKa KOTOPBIX
OCYILIECTBIISIETCSI B COOTBETCTBUM C MX TOPIOBBIMM HaWMEHOBAHUSMH, U O MPUMEHEHHUH JIEKaPCTBEHHBIX
MpenapaToB ¢ KOHKPETHBIMU TOProBeIMH HanMmeHoBaHUsIMU" (CoOpanue 3akoHoaTeabcTBa Poccuiickoi
®enepaunn, 2020, N 28, ct1. 4422).

6. HaznaueHue JiekapCTBEHHOI'O Iperapara B pelente Ha OyMaKHOM HOCUTENIE WM pelenTe B
(dbopMe DSIEKTPOHHOTO JOKyMEHTa oQopmisieTcss Ha HMs TNalMeHTa, JUIsi KOTOPOro IpeAaHa3HaueH
JIeKapCTBEHHBIH Mpemnapar.

Penent Ha OymakHOM Hocutese, opopMIIeHHBIH Ha peuentypHoMm Omanke gopm N 107/y-HII, N
107-1/y, N 148-1/y-88, N 148-1/y-04(;1), yTBEp>KACHHBIX HACTOSIIIUM MPUKA30M, MOKET OBITH MOJIy4YeH
MAIMEHTOM, €r0 3aKOHHBIM IPEICTABUTENEM WJIH JIAIIOM, UMEIOIMMM O(OPMIIEHHYIO B COOTBETCTBUU C
IpaXJIaHCKUM 3aKoHOJATenbcTBOM Poccuiickoit denepanuy JOBEPEHHOCTh OT MAIMEHTa Ha MPaBO
MOJTYYEHUS TAKOTO perenTa (J1anee - yrnoaTHOMOYEHHOE JIUIIO).

[IpencraBieHne TOBEPEHHOCTH HEe TpeOyeTcs B CiIydae MOJTY4YSHHS pelenTa Ha JIeKapCTBEHHBIN
mpenapar Ui MHKypaOenpHOro OONFHOTO Ha  3aBepIIAloONIeM JTale ero  JKH3HH  JIUIOM,
OCYIIECTBISIONIUM YXOJ 32 TAKUM WHKYpaOelIbHBIM OONBHBIM. B TakoM cilydae METUITMHCKAN paOOTHUK
BBIJIACT JIMILY, OCYIIECTBISIONIEMY YXOJl 3a MHKYpaOeIbHBIM OOJIbHBIM, TOKYMEHT, MOATBEPKIAIONINN
WHKYpaOeNbHOE COCTOSHHME OOJBHOIO, COACpXKAIIUKA CBEICHUS O JIMIEe, KOTOpoe OyIeT Moiydarh
JIEKapCTBEHHBIC TIpenapaTsl Mo peuenty (dpaMuiaus, uMs, 0T4ecTBO (MOCJIeHEe - TMPH HAIMYUH), BUI,
cepust U (WIM) HOMEP JOKYMEHTA, YAOCTOBEPSIOIIETO JIMYHOCTh), 3aBEPEHHBIA MOIMUCHI0O U TMEYaThlO
JAHHOTO MEAMIIMHCKOTO PaOOTHUKA, a TAKXKE MEYaThI0 METUITMHCKON OpraHH3aIlny.
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JIOKyMEHT, MOATBEPKAAIMINNA HHKYpaOeIbHOE COCTOSIHHME OOJBHOTO, OCTaeTCsl B aNTCYHOM
OpraHu3alyH.

Peuenit B popmMe 3IIEKTPOHHOTO JOKyMEHTa (POPMHUPYETCS C HCIIOJIB30BAHHEM TOCYIApCTBEHHOM
nHpopManMOHHOM cucTteMbl B cdepe 3apaBooxpaHeHHs cyOwbekTta Poccuiickoit ®Denepanuw,
MEIUIIMHCKOW MH()OPMAIIMOHHONW CUCTEMBI MEIMIIMHCKON opranm3anuu <1 1>,

<11> Crareum 91 u 91.1 ®enepanpHoro 3akoHa N 323-O3 (CobOpaHue 3aKOHOJATEIHCTBA
Poccutickoit ®eneparuu, 2011, N 48, ct. 6724; 2021, N 27, cT1. 5141).

@akT BBIJAYM pELENTa Ha JICKAPCTBEHHBIM IIpenapar 3aKOHHOMY IIPEACTABUTENI0 WIIU
YIOJHOMOYEHHOMY JIHIY (PUKCUPYETCS B MEAUIIMHCKONW JOKYMEHTAIMH MTallEHTA.

7. MenuuuHCKMM pabOTHHKAM 3arperaercs oQopMIATh pPeLenTbl Ipu OTCYTCTBUM Yy MalMeHTa
MEIMIMHCKUX TIOKa3aHWI; Ha HE3aperuCTpUPOBAaHHBbIE JIEKApCTBEHHbIE Impernaparsl <12>; Ha
JIEKApCTBEHHBIE IIpEnapaTsl, KOTOPbIE B COOTBETCTBUU C MHCTPYKLMEH 110 MEAULIUHCKOMY IIPUMEHEHUIO
IIpeAHa3HAYEHbI 1)1 IPUMEHEHMS TOJIBKO B MEIUIIMHCKUX OPraHU3alMX; HA HAPKOTUYECKUE CPEACTBA U
IICUXOTPOIIHBIE BEIECTBA, BHECEHHbIe B cnucok II Ilepeuns, 3aperucTpupoBaHHBIE B KayeCTBE
JIEKAPCTBEHHBIX IIPENAPATOB, B LENSAX IPUMEHEHMSI IS JICUCHHUs] HADKOMAHUH.

<12> Pemenne CoBera EBpasuiickoii s3xoHOMHYEeCKOH Komuccuu oT 3 HosiOps 2016 r. N 78 "O
[IpaBuiax perucTpanu M SKCIEPTH3bI JEKAPCTBEHHBIX CPEACTB ISl METUIIUHCKOTO MpUMEHEHHS"
(ourmansHeIf caliT EBpaszuiickoro s3xkoHOMHYECKOTO coro3a http://www.eaeunion.org/, 21 Hos0ps 2016
r.). Ctates 13 ®enepanpHoro 3akona N 61-d3 (Cobpanue 3akoHoaarenscTBa Poccuiickoit deneparumy,
2010, N 16, ct. 1815; 2020, N 14, ct. 2028).

WuauBuayalbHbBIM — NPEANPUHUMATENSAM, OCYIIECTBIISIIOIIMM ~ MEAUIMHCKYIO  JESITeIbHOCTD,
JIOTIOJTHUTENBHO K TpeOOBaHUAM, yKa3aHHBIM B a03alle NEepBOM HACTOSIIEro ITyHKTa, 3amperiaercs
oQopMIIATh pelenTsl Ha HAPKOTUYECKHE CPEICTBA U MICUXOTPOITHbIE BEIIECTBA, BHECEHHbIE B criucku Il u
Il Tlepeuns (nmanmee - HAPKOTUYECKUE U ICUXOTPONHBIE JEeKapcTBEHHbIE mpemnaparbl cnuckos I u 11
[lepeuns).

8. Ilpu Ha3HAUYEHUM HAPKOTUYECKUX M TICUXOTPONHBIX JIEKAPCTBEHHBIX IpernaparoB crucka Il
[lepeuns, 3a WCKITIOYEHUEM JIEKAPCTBEHHBIX IPEMapaToB B BUAE TPAHCIACPMAIBHBIX TEPANIeBTUICCKUX
CHCTEM U JIEKapCTBEHHBIX IPEnapaToB, COJAEPKAIIMX HAPKOTHUYECKOE CPEICTBO B COYETAaHHM C
AQHTarOHUCTOM ONHMOWIHBIX PEIEeNTOPOB, pPElenTsl Ha OyMaKHOM HocHTene O(OpMISIOTCS Ha
peuentypHoM Oxanke Gopmer N 107/y-HII.

9. Penentypusiit 6mank Gopmsl N 148-1/y-88 odopmisercs npu Ha3HaAYEHUH:

1) HapKOTMYECKMX M TMCUXOTPONHBIX JIeKapCTBEHHBIX mpemnapaToB crucka Il Ilepeuns B Buae
TpaHCIepMaJIbHbIX TEepareBTUYECKUX CUCTEM, HApPKOTUYECKUX JIEKapCTBEHHBIX MpernaparoB crucka Il
[lepeuns;, copaepKalmMXx HAPKOTUYECKOE CPEACTBO B COYETAHUM C AHTArOHUCTOM ONUOMIHBIX
peLenTopoB, MCUXOTPOIHBIX JIEKApCTBEHHBIX npenapatoB criucka III [lepeuns;
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2) KOMOMHHPOBAHHBIX JIEKAPCTBEHHBIX MPEMapaToOB, COJIEPKAIINX:

a) KOJIEUH WJIM €T0 COJH (B MepecueTe Ha YMCTOE BEIEeCTBO) B KondyecTBe 10 20 MI' BKIIOUUTEIHHO
(ma 1 mo3y TBepaoii JeKapCcTBEHHOH (Gopmbl) uin B Koiauuectse 10 200 mr BkmounrtenbHo (Ha 100 M
nu 100 T KuaKoH JTeKapCTBEHHOM (OPMBI JJIsI BHYTPEHHETO IPUMEHEHHS ),

0) nceBnoddenprHa THAPOXIOPHUI B KOJTMYECTBE, MpeBbimatomeM 30 mr, 1 10 60 MT BKIFOUHTEIHHO
(Ha 1 no3y TBEpI0il JIeKapCTBEHHOM (OPMBI);

B) 1ceB0ddeIprHA THIPOXIOPH B KOJIMYECTBE, npeBbimatoneM 30 Mr, u 10 60 M BKIFOUUTETEHO
B COYETaHHHM C AEKCTPOMETOp(paHOM I'MIpoOpOMUIOM B KosndecTBe, peblinatonieM 10 mr, u 10 30 mMr
BKJTIOYHMTENIBHO (Ha 1 103y TBEpOH JIeKapCTBEHHOH (HOPMBI);

) 1ekcTpoMeropdana ruapoopomus B koaudecTBe A0 200 Mr BkimrounTenbHo (Ha 100 Mot wum 100 T
KHUJIKOU JICKAPCTBEHHOHN ()OPMBI JUISI BHYTPEHHETO IPUMCHCHUS );

1) adeaprHa THAPOXIIOPUI B KonudecTse, npepbimatomemM 100 mr, u 10 300 Mr BKIIOUHUTETBHO (Ha
100 ma min 100 r xuIKOM JIEKapCTBEHHOM (POPMBI /1711 BHYTPEHHETO PUMEHEHMUS);

e) abenpuHa THAPOXJIOPUA B KommdyecTBe 10 S50 Mr BrmounTenbHO (Ha 1 103y TBEpIOi
JICKapCTBEHHOM (popMBbI);

) (EHHINPONaHOIaMUH B KOJMYECTBE A0 75 Mr BKIOYUTENbHO (Ha 1 103y TBepaoi
nexkapctBeHHOU popmbl) unu A0 300 mr BrimountensHo (Ha 100 M wim 100 1 skxuakoi 1ekapCTBEHHOM
(GhOpMBI 17151 BHYTPEHHETO IPUMEHEHHS );

3) (enobapbutam B KoMMUECTBE 10 15 MI BKIIOYHUTEIHHO B COYETAHUU C KOJIEMHOM (WJIH €ro
COJISIMHU ) HE3aBUCUMO OT KoJn4ecTBa (Ha 1 103y TBep/0ii JeKapCTBEHHOMN (OPMBI);

u) ¢enobapOutan B KoiuyecTBe a0 20 Mr BKIIOYUTEIBHO B COYETaHUM C 3(PeIpuHOM
TUAPOXJIOPUIOM HE3aBHCHMO OT KoynuecTBa (Ha 1 103y TBepIoi JiekapcTBEHHOMH (hOpMBI);

K) XJIOpAMA3EIOKCH]I B KOJM4ecTBe, npeBblimaomeM 10 mr, u 10 20 Mr BKIOYUTENBHO (Ha 1 103y
TBEPJ10M JIeKapCTBEHHOM (HOpMBI);

3) nexkapCTBEHHBIX MpernapaToB HWHIWBUIYaIbHOTO W3TOTOBJIEHUS, COAEpPXKAIIUX HAPKOTUYECKOE
CpeACTBO WM NcuXoTponHoe BemecTBo crnucka Il Ilepeuns, u npyrue ¢apmaxkonsornueckue akTHBHBIE
BEIIECTBA B [103€, HE MPEBBILAKNIECH BBICHIYIO pa3OBYH 103y, M TIpPHU YCIOBUU, YTO ITOT
KOMOWHUPOBAHHBIM JIEKApCTBEHHBIH Ipernapar He SBISETCS HAPKOTUYECKUM MWJIM TICUXOTPOIHBIM
JIeKapCTBEHHBIM ITpenapaToM criucka Il [Tepeuns;

4) nexapCTBEHHBIX IpENAapaToB, BKJIIYEHHBIX B IEPEUYEHb JIEKAPCTBEHHBIX CPEACTB JUISA
MEIUIIMHCKOTO  MPUMEHEHUs, TOJUIeKAINX  MPEeIMETHO-KOJIMYECTBEHHOMY  ydery (Jaiee -
JIeKapCTBEHHBIE MpenapaThl, BKIOYeHHbIe B iepedeHs [1IKY) <13>.

<13> IloamynkTt 5.2.171(1) mynkTa 5 nmocranosnenus IIpaBurensctBa Poccuiickoit deneparuu ot
19.06.2012 N 608 "O6 yrBepxacHuu Ilomoxenus o MuHuCTEpCTBE 3ApaBoOXpaHeHMs] Poccuiickoit
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Oenepannu" (nanee - Ilomoxxkenne o MunucrepcrBe) (CobOpanue 3akoHOmaTeNbcTBa Poccuiickoii
®enepanun, 2012, N 26, ct. 3526; 2013, N 16, ct. 1970).

10. Peuentypusiii 6;1ank Gopmbl N 148-1/y-04(:1) oopmiseTcss mpu Ha3HAYCHUH JIEKAPCTBEHHBIX
MpermapaToB rpaKaaHaM, UMEIONIUM MPaBO Ha OECIUIATHOE MOJIYUYCHUE JICKAPCTBEHHBIX MPENapaToB WK
MOJTyYCHHE JIEKAPCTBEHHBIX MPENapaToB CO CKUIKOU.

11. Peuentypusiii 6mank ¢popmsl N 107-1/y opopmisiercs npu Ha3HAUCHUH:
1) tekapcTBEHHBIX MIPENapaToB, HE YKa3aHHBIX B MMyHKTax 8, 9 Hacrosuero [lopsaka;
2) KOMOMHHPOBAHHBIX JIEKAPCTBEHHBIX IIPENApaTOB, COACPKAILUX:

a) dproTaMuHa THAPOTAPTPaT B KOJMYECTBE N0 5 MI BKIIOUUTEIbHO (Ha 1 103y TBepuoi
JIEKapCTBEHHOH (POPMBI);

0) adenpuna ruapoxsopu B koaudectBe 10 100 mr BrmrounTenbHO (Ha 100 Mt wm 100 1 xuakoi
JIEKapCTBCHHON ()OPMBI JUIsl BHYTPEHHETO IPUMCHCHYS ),

B) TceBIOd(eapruHa TUAPOXIJIOPH] B KoJIH4YecTBe, He mpeBblmaromem 30 mr (Ha 1 mo3y TBepumoi
JIEKapCTBEHHOH (POPMBI);

r) mcesnod(deapuHa THIPOXJIOPHA B KOJMUYECTBE, HE mpeBblmaromeM 30 MI, B COUYETaHUU C
neKcTpoMeTopaHoM TUIPOOPOMHUIOM B KOJIMYECTBE, mpeBbimatonieM 10 mr, u 10 30 Mr BKIIOUYUTEIHHO
(na 1 no3y TBepaOil TeKapcTBEHHON (GOPMBI);

n) nexkcrpomeropdana TuapoOpomMua B KonwuecTtBe, npeBbimaromeM 10 mr, m go 30 wmr
BKJIFOUUTENBHO (Ha 1 103y TBEpAOH JieKapCTBEHHOU (PopMBI);

e) ¢enobapObuTan B konuuecTBe, npeBpimarmeM 20 mr, u 10 50 Mr BkiIOUMTENbHO (Ha 1 103y
TBEPJ10M JIeKapCTBEHHOM (HOpMBI);

k) (enobapOutan B kommuectBe A0 20 Mr BKJIIOYUTEIBHO B COYETAHHH C SPrOTaMHUHOM
THAPOTAPTPATOM HE3aBHUCHMO OT KOJIHUYECTBa (Ha 1 103y TBEepAOH JieKapCcTBEHHOU (popmbl);

3) XJIOpMa3enoKkcu B KonuuecTBe A0 10 Mr BkiIrouuTenbHO (Ha 1 103y TBEplOil JieKapCTBEHHOM
bopms).

12. Tlpn Ha3HAYEHUU JIEKAPCTBEHHOrO IIpenapara MHAMBUIYAIBHOIO M3TOTOBICHUS B pELENTe Ha
OymMa)kHOM HocuTene U (wiM) peuente B (QopMe DISKTPOHHOTO JOKYMEHTAa HaWMEHOBAaHUS
JIEKapCTBEHHBIX CPEJICTB (BELIECTB), BKIOUEHHBIX B nepedyeHb [IKY, ykaspiBaioTcst B Hauane peuernra,
3aTE€M - BCE OCTaJIbHbIE UHTPEAUCHTBI.

13. Tlpu Ha3HaueHUU JIEKAPCTBEHHOTO IMperapaTa B pelente Ha OyMa)kHOM HoOcuTele W (WiH)
peuente B (opMe SIEKTPOHHOIO JOKYMEHTA 3allpelaeTcs IMPeBHIAaTh KOJIWYECTBO HAPKOTHUYECKHX
CPEACTB WM TICHXOTPOITHBIX BEIIECTB, KOTOpPOE MOKET OBITh BBIIHMCAHO B OJHOM peIenTe,
ycraHoBleHHOe npuiioxkenneM N 1 k Hacrosimemy llopsiiky, 3a HCKITIOYEHUEM CIIydaeB, YKa3aHHBIX B
nyHkTax 15 u 24 nacrosmiero [opsnka.
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14. Ilpu Ha3HA4YEHUHU JIEKAPCTBEHHBIX IPENapaToB, BKIOUEHHBIX B nepedyeHb [IKY, noza kxoropbix
IIPEBBIIACT BBICIIMN OJHOKPATHBIM IpUEM, MEIULMHCKUHA pabOTHUK 0O0O03HAyaeT 103y 3TOro
JICKApCTBEHHOTO TIpenapara B perente Ha OyMaXHOM HOCUTENIE NpPOMHCHIO C MPOCTABICHHEM
BOCKJIMLIATEJILHOI'O 3HAaKa U (WMJIM) IMPOCTABISET BOCKJIMLATENIBHBIA 3HAaK MpU OQOPMIIEHUM pelenTta B
(hopMe AIIEKTPOHHOTO JOKYMEHTA.

15. KonuyecTBO Ha3HAUYEHHBIX JIEKAPCTBEHHBIX IMPENApaToOB, BKIOYEHHBIX B nepeueHb [IKY, npu
OKa3aHUM TMalMeHTaM, HYXIAIOUMMCI B JUIMTEIBHOM JICYCHHH, IEPBUYHON MEIMKO-CaHUTAPHOU
MOMOIIY Y MaJUIMaTUBHOM METUIIMHCKON MMOMOIIU MOXET OBbITh YBEIMYEHO C YUYETOM KIMHUYECKUX
peKoMeHaluii He Oojiee 4yeM B 2 pasza MO CPaBHEHUIO C KOJUYECTBOM HAPKOTHYECKUX CPEACTB WIIU
MICUXOTPOIHBIX BEIIECTB, KOTOPOE MOXKET OBITh BBIUCAHO B OJIHOM pEIeNTe, YCTAaHOBIEHHBIM
npunoxkenueM N 1 k Hacrosimemy [Hopsaxy.

B cnyuasx, npeaycMOTpeHHbIX a03alieM NEepBbIM HACTOSILEro IMyHKTa, Ha pelenTax Ha OyMakHOM
HocuTene npousBoauTcs Haanuch "[lo crnennanbHOMY Ha3HAYeHUIO", OTAEIBHO 3aBEpEHHAs MOANUCHIO
MEIULMHCKOr0 pabOTHHKA M I€YaThi0 MEIUIMHCKOM opranu3zauuu "Jlis peuenToB", Ha peLenTtax B
dbopMe IIEKTPOHHOTO JOKyMEHTa Tpou3Bomutrcs orMetka "[lo chernuanbHOMY Ha3HadeHUIO" C
IIPOCTABJICHUEM YCHJIEHHON KBaIM(PULIUPOBAHHON 3JIEKTPOHHOM MOANMCH MEAULIUMHCKOTO paOOTHHUKA.

16. CocraB JIeKapCTBEHHOTO IMpemapara, JCKapCcTBeHHas ¢GopMa W OOpalieHHe MEIUIMHCKOTO
paboTHHKA K (hapManeBTHYECKOMY PaOOTHUKY 00 OTIIyCKE JICKAPCTBEHHOI'O Iperapara Ha OyMa)KHOM
HocHTee O(hOPMITSIOTCS Ha JIATHHCKOM WJIM PYCCKOM SI3BIKE B POJUTEIHHOM MAJCKe, 32 UCKIIOYCHHEM
odopmIleHHs pelenToB B (opMe NEKTPOHHOTO JOKYMEHTA, OCYIIECTBISIEMOT0 Ha PYCCKOM SI3BIKE.

[Tpu oopmieHNH peenTypHbIX OJIaHKOB JTOIMYCKAETCsl UCIOJBb30BaHNE COKPALEHUH (TIPUI0KEHUE
N 2 k Hactosimemy [opsaxy).

IIpn Ha3sHayeHUM JIEKAPCTBEHHOI'O IIpenapara He JIONYCKaeTCs COKpalleHWE HauMEHOBAHUHI
UHI'PEIUEHTOB, COCTABIIAIOIINX JICKAPCTBEHHBIN NIPENapar, He MO3BOJIAOIINX YCTAHOBUTh, KAKOW UMEHHO
JIEKApCTBEHHBIN ITpenapaT Ha3HayeH.

17. Cnoco6 nmpuMeHeHus JIeKapcTBEHHOI0 IpenapaTa 0003HavyaeTcsl ¢ yKa3aHUEeM IyTH BBEACHUS,
J103bl, YaCTOThl, BPEMEHU NpUEMa OTHOCUTEIBbHO CHa (yTpOM, Ha HOYb) U €ro AJUTEIbHOCTH, a AJIs
JICKQpCTBEHHBIX MpPENapaToB, B3aUMOJCHCTBYIOIIMX C TMHIIEH, - BpPEMEHH UX YHNOTpeOIeHus
OTHOCHTEIIbHO MpUeEMa MUIIH (JI0 €11bl, BO BPEMS €/Ibl, TIOCTIE €/IbI).

18. Ilpu HEOOXOIMMOCTH HEMEVICHHOTO WJIM CPOYHOTo (B TEUEHHE IBYX pabouMx IHEH) OTIycKa
JIEKApCTBEHHOTO TperapaTta TNalMeHTy B BEpXHEH dYacTH perenta Ha OyMaXHOM HOCHUTEINE
MPOCTaBIAIOTCS 0003HaYeHus "cito" (cpouno) umum "statim" (HemenIeHHO). AHATOTUYHBIE 0003HAYCHUS
MPOCTABJISIFOTCS B BUJIE OTMETOK MTPU 0POpMIIEHUH perienTa B (opMe dJIEKTPOHHOTO TOKYMEHTA.

19. Ilpu oopMiieHnN Ha3HAYEHUsI TOTOBOTO JIEKAPCTBEHHOTO MpenapaTa B perente Ha OyMaKHOM
HOCHUTENIE WU penente B ¢GopMe 3JIEKTPOHHOTO JOKYMEHTa KOJIMYECTBO JACMCTBYIOUIMX BEIIECTB
YKa3bIBACTCSI B COOTBETCTBUM C MHCTPYKLHMEH 10 MEAUIMHCKOMY IIPUMEHEHHUIO JIEKaPCTBEHHOIO
npenapata. [lomycTuMo yka3bIBaTh J03UPOBKY JIEKAPCTBEHHBIX MPENapaToB CUCTEMHOIO ACUCTBUS (i
pe30pOTUBHOTO MpHEMa) B TBEPABIX JIEKaPCTBEHHBIX (popmax (Hampumep, TaOIeTKH, TOPOLIKH, KarCyJIbl)
KaK COJEepXaHHWE OJHOTO WIM HECKOJbKHX JEHCTBYIOIIMX BEUIECTB B €JMHMILAX Macchl (B rpammax,
MUJUIATpaMMax ). JlomycTuMo yKa3blBaTh 1O3UPOBKY JIEKAPCTBEHHBIX IIPENapaToB CUCTEMHOIO JE€HCTBUS
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(st pe3opOTHBHOTO TPUMEHEHHsI) B IKUJIKHUX JIGKAPCTBEHHBIX (opMmax (Hampumep, pacTBOPHI,
CYCIICH3UH) KaK COJICpP’KaHHE OJHOTO MJIM HECKOJBKUX JICHCTBYIOIIMX BEUICCTB B CAMHUIIAX MAcChl Ha
eInHUIYy 00beMa (HarmpuMmep, MIJUTHTPAMM/MIIUTHIIATP) C YKa3aHueM o0Iiero oobema JeKapcTBEHHOM

(hopMmBI.

[Tpu odopmieHNM Ha3HAYEHUs JICKAPCTBEHHOTO IMperapaTa WHIWBUIYaTbHOTO HM3TOTOBIICHUS B
perente Ha OyMa)KHOM HOCHTEJIE WM perente B (opMe JIEKTPOHHOTO JIOKYMEHTa KOJIMYECTBO TBEP/IbIX
U chimyuynx (apmaneBTHUecKux cyOctaHimii ykaspiBaetcs B rpammax (0,001; 0,5; 1,0), xxugkux - B
MUJUTHJIATPAX, TpaMMax M Karuisax.

20. PenenTel Ha OyMa)kHOM HOCHTENE, B (POpME 3JICKTPOHHOTO JOKYMEHTA, OPOPMIICHHBIC Ha
peuentypuoM Omanke Gopmbl N 148-1/y-88 u mnpeanasHaueHHble Al OTHYCKa JIEKAPCTBEHHBIX
MpenaparoB, MPeAyCMOTPEHHBIX MoAnyHKTamu | - 3 myHkra 9 Hactosmero [lopsiaka, 1eiCTBUTEIBHBI B
TeueHue 15 quel co mHS oopMIICHHS.

21. Penentsl Ha OyMa)kHOM HOCHTEJNE, B (OpME 3JICKTPOHHOTO JIOKYMEHTA, OPOPMIICHHBIC Ha
peuentypuoM Onanke (opmbl N 148-1/y-04(;1) m mpegHa3zHauyeHHbIE IS OTIyCKa JIEKAPCTBEHHBIX
MpenapaTroB rpaxjaaHaM, ykazanHeiM B niyHkTe 10 Hacrosimero I[lopsinka, neiictBuTenbHbI B TeueHue 30
JHEH co THS 0pOpMIICHHUS, 32 UCKIIOUEHHEM ciIydaeB opopMIIeHHs pelenTa B COOTBETCTBUU C MMYHKTaMU
38 u 39 nacrosmero [Topsaka, mpu KOTOPBIX OH JCHCTBHUTENICH B TeUeHUE 15 mHEH co aHS 0hopMIICHHUS.

22. PeuenTsl Ha OyMa)XHOM HOcHTeNe, B (OPME IIEKTPOHHOIO JOKYMEHTa, O(OpMIICHHBIE Ha
peuentypaoMm Omanke Qopmbr N 148-1/y-04(;1) U npegHa3Hau€HHBIE JIS OTIYCKa JIEKAPCTBEHHBIX
IIpEeNnapaToB TpaxkJaHaM, JOCTUITIMM IIEHCMOHHOIO BO3pacTa, WHBAJIWJAM IE€PBOM  TI'PYIIBL,
NEeTSM-UHBAIUAaM, a TakKKe Ipa)<JIaHaM, CTPaJalolUM XPOHMUYECKUMHU 3a00JIEBaHUAMHU, TPEOYIOIIMMHU
JUTUTENIFHOTO KYPCOBOI'O JieueHHs, JeiicTBUTenbHbl B TeueHue 90 nHedl co aHs odopmieHus, 3a
WCKJTFOUYEHUEM CIIydaeB, yKa3aHHbIX B TyHKTax 38 m 39 mHacrosmero Ilopsaka, mpu KOTOPBIX OH
JeiicTBUTENEH B TeueHue 15 aHei co aHg opopMIIeHHUS.

Jlist nedeHuss XPOHWYECKUX 3a00JICBaHHMM YKa3aHHBIM KAaTErOPUSM TpaXKJaH JICKapCTBEHHBIC
npemnapaTsl ¢ 0QOpPMIEHUEM PELIETITOB Ha OyMa)KHOM HOCHTENE HIIM PEIenToB B (hOpMe SIEKTPOHHOTO
JIOKyMEHTa MOTYT Ha3Ha4yaThCs Ha Kypc JiedueHus 10 180 mueit.

23. Penentsl Ha OymMa)kHOM HocuTene, B (opme SJIEKTPOHHOTO JOKYMEHTa, OPOPMIICHHBIE Ha
penentypaoM 6manke Gopmer N 107-1/y u npegHazHaueHHBIE ISl OTIYCKa JIEKAPCTBEHHBIX MPENapaTosB,
npeaycMOTpeHHbIX NMyHKTOM 11 Hacrosimero Ilopsinka, neiicTBuTenbHBI B TeueHue 60 qHEH co JHA
oopMITeHHUS.

[lpy Ha3HAYeHUWH TOTOBBIX JIEKAPCTBEHHBIX MpPENapaToB M JIEKAPCTBEHHBIX IMpenapaToB
WH/IMBUyAIEHOTO M3TOTOBJICHUS TAlMEHTaM C 3a00JIeBaHHMSIMH, TPEOYIONMMH JUTUTEIILHOTO KYPCOBOTO
neueHus, ¢ opopmieHreM Ha peuentypHom 6ianke ¢popmsl N 107-1/y penenta Ha OyMaXXHOM HOCHUTEINE
WM B (popMe 3IEKTPOHHOTO JOKYMEHTA YCTaHABJINBACTCS CPOK ACHCTBHSA PELENTa B Mpeaesax 10 OJHOTO
roja.

B ciydae ycraHOBieHHs cpoka [JEHCTBHA peLenTta B Ipefesax 10 OJHOrO Toja B pelente
npousBoauTcs Haxmuch: "Ilo crenuansHOMYy Ha3HaueHHIO", 00O3HAYaeTCs CPOK NCHCTBUS pelenrta u
NEPUOJUYHOCTb OTITYCKa JIEKAPCTBEHHBIX MIPENapaToB U3 alTEeUHOW OpraHU3alyy WIK UHIUBHUyaIbHBIM
IpeanpuHIMAaTEeIeM, UMEIOIIUM JIMIEH3UIO Ha (papMalleBTHUECKYIO AEATENbHOCTh <14> (eXeHeAebHO,
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€XKEMECSYHO U WHbIE MEepUojibl). J[OMOMHUTENBHO 3TO YKa3aHUE 3aBEPSAETCS MOIAMUCHI0O MEIUIIMHCKOTO
paboOTHHKA, a TAK)KE MEYaThl0 MEAMIIMHCKON opranu3anuu "J{s penentoB" (s perenta Ha OyMa)XHOM
HOCHTEJIE) WU YCUJICHHOW KBATH(DUIIMPOBAHHON AJICKTPOHHON MOMAMUCHI0 METUIIMHCKOTO PaOOTHUKA H
JUIA, YIIOJIHOMOYEHHOTO 3aBEepATh JTOKYMEHTHI OT UMEHU MEIWLMHCKON opraHu3anuu (Ui pelernTa B
(hopMe AIIEKTPOHHOTO JOKYMEHTA).

<14> Ilynkr 47 uvactu 1 crarbu 12 @epepanbHoro 3akoHa or 4 mas 2011 r. N 99-®3 "O
JIUIIEH3UPOBAHUH OT/CIBbHBIX BHIIOB JesaTenbHOCTH" (nasee - enepanbhbiii 3akoH N 99-D3) (Cobpanue
3akoHonaarenbcTBa Poccuiickoit deneparuu, 2011, N 19, ct. 2716; 2021, N 27, ct. 5177).

24. PeuenThl Ha JIEKapCTBEHHbIE IIpenaparbl, BKiItOueHHble B mnepedeHb [IKY, miga nedenus
NAIMEHTOB ¢ XPOHUYECKUMU 3a00JIeBaHUSIMU MOTYT 0(hOpMIIAThCS Ha Kype JedeHus 10 60 nHeil.

B cnyuae, xorma kypc JsiedeHus coctaBisier Oosiee 30 gHEW, MOMOJHUTENBHO B pelenTtax Ha
OyMa)kHOM HocuTese mpou3BoaAuTcs Haanuck "llo crnenuanbHOMY Ha3HAUYEHUIO", 3aBEpEeHHAas! MOIIUCHIO
MEIUIMHCKOr0 pabOTHHKA M IEYaThi0 MEIUIMHCKOM opraHuzauuu "Jlns peuenTtoB", Ha peuenrtax B
dbopme DBIEKTPOHHOIO JOKyMEHTa mpousBoaurcs oTMmerka "llo coenuambHOMy Ha3Ha4deHUIO" C
IIPOCTaBJICHUEM YCUJIEHHOW KBaJU(UUIMPOBAHHOM 3JIEKTPOHHONW MOJNUCH MEIUIIMHCKOrOo paboTHUKA U
JIMIA, YIOJTHOMOYEHHOI'O 3aBEPATh JOKYMEHThI OT UMEHH MEIUIMHCKON OpraHu3alty.

25. Peuent Ha OymMaXHOM HocuTele B (pOpMe 3JIEKTPOHHOIO JOKYMEHTa, O(QOpPMIICHHBIH C
HapyleHHEeM yCTaHOBJICHHBIX HacTosmuM [lopsakom TpeGoBaHUM, cUMTACTCS HEAEHCTBUTEIbHBIM.

Il. HasHayeHMe nekapcTBEHHbIX NpenapaToB NPU OKa3aHUU
MeAULIMHCKOW NOMOLUU B CTaLMOHAPHbIX YCIOBUSAX

26. Ilpu oka3aHMM NAIMEHTY MEAMIMHCKOW TOMOIIM B CTAallMOHAPHBIX YCIOBHUSAX Ha3HAuYEHUE
JIEKapCTBEHHBIX MPENnapaToB MNPOM3BOAUTCS 0e3 odopMileHUs pelenTa MEIUIMHCKUM pabOTHHKOM
€AMHOJINYHO, 3a UCKIIIOUEHUEM CIIy4YaeB, YKa3aHHBIX B IyHKTe 27 Hactosmero [lopsaxka.

27. CornacoBaHMe Ha3HA4YEHHUs JICKAPCTBEHHBIX IMpENapaToB C 3aBEAYIOIIMM OTJEICHUEM WU
OTBCTCTBCHHBLIM JICKYPHBIM BpadyoOM 160 APYTruM JIMOOM, YIIOJJHOMOUYCHHBIM ITPHUKA30M IJIaBHOI'O Bpada
MEIUIMHCKOW OpraHu3allM, a TaKXke, NP HAIMYUHM, C BpPAauoM - KIMHUYECKUM (PapMaKoIorom
HE00XO0IMMO B CIyYasx:

1) OJHOBPCMCHHOT'O HA3HAUCHUS IISITU U Oolee JICKApPCTBCHHBIX NPCIapaToOB OAHOMY ITAIITUCHTY,

2) Ha3HAYEHUs JIEKAPCTBEHHBIX MPENapaToB, HE BXOAALIMX B IEPEUYECHb )KM3HEHHO HEOOXOAUMBIX U
BOXHEUIIMX JICKApPCTBEHHBIX IpernapaToB <15>, NMpu HETUNMYHOM TEYEHHUHU 3a00JIeBaHMs, HAJIMYUU
OCJIO)KHEHUH OCHOBHOTO 3aboieBaHusi W (WIM) CONYTCTBYIOUIMX 3a00jeBaHUil, NpU Ha3HAUYEHUU
JIEKapCTBEHHBIX IPENapaToB, OCOOCHHOCTU B3aWMOJICHCTBUS M COBMECTUMOCTH KOTOPBIX COIJIACHO
WHCTPYKLUUSAM TI0O MX TPUMEHEHHUIO TPUBOAAT K CHIKEHHIO 3((EeKTUBHOCTH U 0€30MacHOCTU
(bapmakoTepanuu U (WIK) O30T NOTEHIIMAIBHYIO OMACHOCTD JUI *KU3HH U 37J0POBbS MallMEHTA.
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<15> Yactu 1 cratem 60 DepepampnHoro 3akoHa N 61-O3 (CobpaHue 3aKOHOJATEIHCTBA
Poccutickoit deneparuu, 2010, N 16, ct. 1815; 2020, N 29, ct1. 4516).

B ykazaHHBIX cilydasx Ha3HAU€HHUE JIEKAPCTBEHHBIX MpernaparoB (UKCUPYETCS B MEIULIMHCKON
JOKYMEHTAIlMU TAIMeHTa ¥ 3aBEpseTCsl TMOJIMUCHI0 MEIUIIMHCKOTO pPAOOTHHKA W  3aBEIYIOIIETO
oTJieieHreM (OTBETCTBEHHOTO JIeKYPHOTO Bpaya WK JIPYroro YIoJIHOMOYEHHOTO JIUIIA).

28. MenuuuHCKU pabOTHUK MEIUIIMHCKOM OpraHu3anui (ee CTPYKTYpPHOTO MOJpa3/IeieHus),
pacroyio)KEHHOM B CEJIbCKOM HACEIEHHOM ITyHKTE, OCYIIECTBIISIET Ha3HAu€HHE JIEKapCTBEHHBIX
MPETrapaToB B CIIyYasix, yKa3aHHBIX B MyHKTax 27 u 29 nacrosmero [lopsinka, eTmHOIIMYHO.

29. Ilo PCUICHUIO Bpaqe6H0171 KOMHCCHUHU ITAaOIUCHTaM IIPHU OKa3aHUHW UM MeI[HHHHCKOﬁ IIOMOIIIX B
CTalMOHAPHBIX YCJIOBUAX HA3HAYAIOTCA JICKAPCTBCHHBLIC IIPCriaparbl, HC BKJIIOYCHHBLIC B IMCPCUYCHDL
ZKHN3HCHHO HCO6XO,Z[I/IMLIX A BaKHEHIIHNX JICKApPCTBCHHBIX IIPCIapaToB, B CIIy4a€ HUX 3aMCHbI H3-3a
I/IH[[I/IBHI[Y&JIBHOﬁ HETICPCHOCUMOCTH, I10 )KNU3HCHHBIM IMTOKAa3aHUSM.

Pemenue Bpaue6HOIN KoMuccHM (PUKCUPYETCS B MEIULIMHCKON JOKYMEHTAIMM NAllMeHTa U KypHaje
BpaueOHON KOMUCCHUHU.

30. B ciyuasx oOcinemoBaHMsl M JIEYEHUS TIpaXJaHMHA B CTAlMOHAPHBIX YCIOBUSAX B paMKax
IIPEAOCTABIICHUS] MEIULIMHCKUAX YCIYyr Ha BO3ME3JHOM OCHOBE 3a CYET JIMYHBIX CPEACTB TIPaxkIaH,
CPEICTB IOPHUIMYECKHUX JIMI] M HUHBIX CPEACTB HAa OCHOBAHMHM JOrOBOpa, B TOM YHCIIE JOrOBOpa
NOOPOBOJIBHOTO MEIUILMHCKOrO cTpaxoBaHusi <16>, eMy MOryT OBbITh Ha3HA4Y€Hbl JIEKAPCTBEHHBIE
Ipenaparbl, HE BXOJJIIME B TMEPEYCHb >XU3HEHHO HEOOXOJMMBIX M BaKHEMIIUX JIEKapCTBEHHBIX
[IpenapaToB, €CJIM UX Ha3HAUYEHUE U IPUMEHEHHE 00YCIOBICHO MEAUIIMHCKUMU MOKa3aHUSAMHU.

<16> Ilocranornenue IlpaBurenscTBa Poccuiickoit @eaeparuu ot 4 oktsaops 2012 r. N 1006 "O6
yTBepxaeHun [IpaBun npenocTaBieHrs MEIUIWMHCKUMU OPTaHU3AlUSAMHU TUIATHBIX MEIUIIMHCKUX YCIyT"
(Cobpanue 3akonomarensctBa Poccuiickoit deneparuu, 2012, N 41, ct. 5628).

lll. Ha3zHayeHuMe nekapCTBEHHbIX NpenapaToB NPU OKasaHUu
nepBUYHON MeAUKO-CaHUTAPHOM MOMOLLM, CKOPOU MeaULIMHCKON
noMoLlM U NnannMaTMBHON MeANLUHCKOW NMOMOLLM

31. Ilpu oka3aHWMM TEPBHUYHOM MEAUKO-CAHUTAPHOM MOMONIM W NAJUIMATUBHOM MEIUIIMHCKON
MOMOIIM B aMOYJaTOPHBIX YCIOBHUSX Ha3HAYeHHWE JIEKAPCTBEHHBIX MPEMapaToB OCYIIECTBISICTCS
MEJIUIIMHCKUM PAOOTHHUKOM B CITy4asX TUITUIHOTO TEUCHHSI 3a00JIeBaHUS TTAIMEHTA UCXOS U3 TSHKECTH U
Xapaktepa 3a00J1eBaHMsI.

32. Ha3naueHue JeKapCTBEHHBIX MpENaparoB MO PEUICHUI0 BpayeOHON KOMHCCUM MPU OKa3aHUU
NEPBUYHON MEAMKO-CAHUTAPHOW MOMOIIM, MaJUIMATUBHONH MEAMLIMHCKOW MOMOLIM B aMOYIaTOPHBIX
YCIIOBUSIX MPOU3BOAUTCS B CIIYHasX:

1) oIHOBpEMEHHOTO Ha3HAUYEHHs OJHOMY IMALMEHTY MATH M OoJyiee JEKapCTBEHHBIX IMPENapaTtoB B
TE€YCHHUE OJHUX CYTOK WJIM CBBILIE AECATH HAUMCHOBAHNUN B TEYEHUE TPUILATH JTHEH;
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2) Ha3HAYCHMs JIEKAPCTBEHHBIX IMpENapaToB NPU HETUIMYHOM TEUCHHH 3a00JIeBaHUS, HAIUYHH
OCJIO)KHEHUH OCHOBHOTO 3a0oseBaHusi W (WJIM) COINYTCTBYIOUIMX 3a00JeBaHUl, NpU Ha3HAYCHUU
JICKApCTBEHHBIX IPENapaToB, OCOOCHHOCTU B3aWMOJICHCTBUA MW COBMECTUMOCTH KOTOPBIX COTJIACHO
UHCTPYKLUHUSAM MO UX MPUMEHEHHUIO MPUBOISAT K CHUKEHUIO 3((GEKTUBHOCTH U OE30MACHOCTH JICUEHUS
nanueHTa U (WIn) co3ar0T MOTEHLIUAIbHYIO OMACHOCTD /IS )KM3HU U 3/10pOBbS NALUEHTA;

3) NepBUMYHOrO HA3HAUEHMUs MAIUEHTY HApKOTHYECKUX U IICHUXOTPONHBIX JIEKAPCTBEHHBIX
npenapaTtos cuuckoB II u |1l Ilepeuns (B ciyyae npuHATUS PYKOBOAUTEIEM MEIULMHCKON OpraHU3aluu
peleHust 0 HeOOXOJUMOCTH COIJIaCOBAaHMs Ha3HAUEHMsI TAKMX JICKApCTBEHHBIX IIPENapaToB ¢ BpaueOHOH
KOMHCCHEM).

33. IloBTOpHOE Ha3HA4YE€HHE HAPKOTHYECKMX M IICUXOTPONHBIX JIEKAPCTBEHHBIX IpENnapaTroB
ciirckoB I u |l Tlepeuns mpou3BOIUTCS MEIUITMTHCKIM PaOOTHHUKOM CAMOCTOSITEIIHHO MJIM €AMHOIUYHO
0e3 yuyacTus BpaueOHOW KOMUCCHM HAaIlMEHTaM C BBIPQKEHHBIM OOJIEBBIM CHHJIPOMOM JIFOOOr0 reHesa,
HapylIeHUEM CHA, CYJOpPOXHBIMH COCTOSIHUSIMH, TPEBOKHBIMHM  paccTpoicTBamu, (odusmu,
IICUXOMOTOPHBIM BO30YX/I€HUEM.

34. Ilpu oxa3aHMM CKOpPOM MEAMIIMHCKOW ITOMOLIM JIEKApPCTBEHHBIE IpernapaThl Ha3HAYaIOTCS
MEIULUHCKUM pabOTHUKOM BBIE3THOW Opuragbl CKOpOM IOMOIIM, MEIULIUHCKUM PaOOTHUKOM
MEIUIMHCKOW OpraHu3allMM IpPU OKa3aHUU MEIUIMHCKOM MOMOLIM Ipa)<AaHaM NpH 3a00JeBaHUSX,
HECUaCTHBIX CIydYasX, TpaBMaxX, OTpPaBICHUAX U JPYTUX COCTOSHUAX, TPEOYIOUIMX CPOYHOIO
MEJIULUHCKOTO BMEUIATENIbCTBA.

IV. HasHa4yeHMe nekapCcTBEHHbIX NpenapaToB rpaxaaHam,
MMeloLWUM NpaBo Ha 6ecnnaTtHoe nony4vyeHue nekapCcTBEeHHbIX
npenapaTtoB WUIM NoJsly4YeHune NeKapCcTBEeHHbIX NpenapaToB
CO CKMAKOW, NPU OKa3aHUM NepBUYHOMN
MeaUKO-CaHMTapPHOM NOMOLLMU

35. Ilpu oka3aHuM TEPBUYHOW MEAMKO-CAHUTAPHOW TOMOIIM Ha3HAYCHHE MEIUIIMHCKUM
pabOTHUKOM Ha OCHOBE KJIMHUYECKUX PEKOMEHJAIMI U C y4eTOM CTaHAApTOB MEIUIIMHCKOW MOMOIIH
<17> nexkapCTBEHHBIX MPEMAPATOB, OTIYCKAEMbIX OECIJIATHO WJIM CO CKUIKOM, rpakIaHaM, UMEIOIINM
mpaBo Ha oOecreyeHHe JIEKApCTBEHHBIMH MperapaTaMH 3a CUeT CPEACTB OIOPKETHBIX aCCUTHOBAHMMA
dbenepanibHOrO OrOKETA M OOHKETOB CyOBeKTOB Poccmiickoit denmeparnuu, OCymIeCTBIsSETCS Ha
penentypaom 6manke N 148-1/y-04 ().

<17> Crarbsa 37 depepanbhoro 3akoHa N 323-03 (Cobpanue 3akoHOJarenabcTBa Poccuiickoi
@enepanum, 2011, N 48, ct. 6724; 2021, N 27, cT. 5186).

[Ipu odopmienun penenta Ha Onanke @opmbl N 148-1/y-04(;1) Ha Oyma)kHOM HOCUTENE
oopMIISIOTCS Z1Ba SK3EMIUISIpa, OJWH M3 KOTOPBIX OCTaeTCs B alTEYHOH OpraHu3alldd, BTOPOH - B
MEIUIMHCKOW JOKYMEHTAIINH TAI[eHTA.

36. IIpaBo Ha3HauaTh JEKAPCTBEHHbIC IpENaparhl rpakJaaHaM, UMEIOMIMM IpaBO Ha OeCIuIaTHOE
MOJIy4EHHUE JIEKAPCTBEHHBIX MPenapaToB WU MOJy4YeHHE JIEKapCTBEHHBIX MPENapaToB CO CKUIKOU, TaKXKe
HUMEIOT:
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1) MmenuuMHCKHUE paOOTHUKH, padOTAIONNEe B MEIUIIMHCKON OpraHU3alliu 10 COBMECTHTEILCTBY (B
npezesiax CBOSH KOMIIETEHITNN );

2) MEIUIMHCKHE DPAOOTHHKHU CTAallMOHAPHBIX OPTraHU3alUl COLMATHHOTO OOCTYXUBAaHUS TIpU
HAJIMYMU JIMIEH3WM Ha OCYIISCTBICHWE MEIMIIMHCKOW JaedaTeabHocTH <I18>, mpeaycMaTpHBaroIie
BEITIOJTHEHUE paboT (OKa3aHWE YCIYr) MO OKa3aHWI0 MEPBUYHON MEIUKO-CAaHUTAPHOW IOMOIIN B
aMOYJTaTOPHBIX YCIIOBUAX (HE3aBHCHMO OT BEJJOMCTBEHHOMN MPUHAIIICHKHOCTH);

<18> IlynkT 46 vactu 1 crateu 12 ®@egepanbHoro 3akoHa N 99-03 (ColOpanue 3aKOHOATEIbCTBA
Poccuiickoit ®eneparuu, 2011, N 19, ct. 2716; 2021, N 27, ct. 5159).

3) MemuUMHCKHE pabOTHUKM MEAMLIMHCKMX  OpraHu3alui, OKa3blBalOIUX MEPBUYHYIO
ME/IMKO-CAaHUTApHYI0 MOMOILb, MOABEIOMCTBEHHbIX (hefepalbHbIM OpraHaM HCIOJIHMTENbHOM BlIacTu
WJIM OpraHaM HCIIOTHHUTENBHOH BiacTH cy0bekToB Poccuiickoit denepanmm;

4) WHAUBUAYAJIBHBIC MPCANPHUHUMATCIN, OCYHICCTBIAOMIUC MCIUNHUHCKYHO JOCATCIBHOCTL U
BKIIIOYCHHBIC B PEECTPp MCAMLUHCKHUX OpF&HPBZlIIPIfI, OCYIICCTBJIAIOINX ACATCIBHOCTL B C(bepe
00513aTEJILHOIO MCIUIUHCKOT'O CTpaxXOBaHM.

37. Ilpu Ha3HAUEHUU JIEKAPCTBEHHBIX IMPENapaToB rpakJaHaM, MMEIOLIUM MpaBO Ha OecIIaTHOE
MIOJIyYE€HUE JIEKAPCTBEHHBIX IIPENApaToOB WIM MOITYYEHHE JIEKAPCTBEHHBIX IPENApaToB CO CKUIKOH, B
peliente ykas3blBaeTCsi HoOMep TenedoHa, MO KOTOpoMYy paOOTHUK AanTeuyHOM OpraHu3aluud Mpu
HE00XO0AMMOCTH MOXET COIJIaCOBaTh C MEAULIMHCKUM pabOTHUKOM 3aMeHY JIEKapCTBEHHOI'O Ipenapara.

38. Ha3zHaueHne HApKOTHYECKUX U MCUXOTPOIHBIX JIEKapCTBEHHbIX npenaparoB crucka I [lepeuns
(3a UCKJIIOUEHHEM JIEKapCTBEHHBIX NpEnapaToB B BUAE TPaHCIEPMAIbHBIX TEPANEBTHUECKUX CHCTEM, a
TaK)K€ JIeKapCTBEHHBIX IIpPENapaToB, COAEpXKAIIUX HAPKOTUYECKOE CpEICTBO B COUYETAaHUH C
AQHTarOHUCTOM ONMOUJHBIX PELENTOPOB) IpaXkAaHaM, HMMEIOIIMM IpaBO Ha OecIUIaTHOE MOJIy4YeHue
JIEKapCTBEHHBIX MPENapaToB WM MOJyUYEHUs JIEKAPCTBEHHBIX MPENapaToB CO CKUAKOW, OCYILECTBISETCS
Ha penentypHoM Omnanke ¢opmbl N 107/y-HII, k KOTOpOMY JOMOJIHUTENBHO OQOPMIISETCS peLenT Ha
peuentypaoM Onanke opmbl N 148-1/y-04(;1) (B ABYX 3K3emIuigpax npu odopmiieHuu Ha OyMa)kHOM
HOCHUTEJIE).

39. Ha3znayeHune HApKOTHUECKHUX U MCUXOTPOIHBIX JIEKapCTBEHHbIX npenaparoB crucka I [lepeuns
B BHUJAE TPAHCACPMAIbHBIX TEPANEBTUYECKUX CHCTEM, HAPKOTUYECKUX JIEKAPCTBEHHBIX IpPENapaToB
ciucka II Tlepeuns, copepkamux HapKOTHUECKOE CPEJICTBO B COUYETAHWU C AHTAarOHHWCTOM OIHMOMIHBIX
pEeLEenToOpoB, ICUXOTPOIHBIX JIEKApCTBEHHBIX mpenapatoB cnucka [II Ilepeuns, JsekapcTBEHHBIX
IpenaparoB, BKIOUEHHbIX B mnepedeHb [IKY, conmepkammxcsa B nmoamyHkre 2 nmyHkra 11 HacTosmero
[Topsiaka, mpenHasHaueHHBIE JUISL JICUEHHUS] TPaxKJaH, MMEIOUIMX IMpaBO Ha OecIulaTHOE NOJIyueHHUe
JIEKapCTBEHHBIX MPEnapaToB WM MOJIyY€HUE JIEKAPCTBEHHBIX MPENapaToB CO CKUAKOW, OCYIECTBISETCS
Ha penentypHbix Onankax ¢opm N 107-1/y u N 148-1/y-88, k KOTOpBIM JOMOJHUTEIBHO O(OPMIIIETCS
perienT Ha penentypHoM Oyanke dopmbl N 148-1/y-04(i1) (B ABYX dK3eMIUIsApax mpu oQopMIIECHUU Ha
OyMa)KHOM HOCHUTEIIE).
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[Ipunoxenne N 1

k [lopsiaky Ha3HaueHUS
JIEKApCTBEHHBIX MPEMapaToB,
YTBEP)KJICHHOMY ITPUKa30M
MuHucTepcTBa 31paBOOXpaHEHUS
Poccuiickoit @enepanuu

oT 24 nosi6ps 2021 r. N 1094n

KOJIMYECTBO
HAPKOTUYECKUX CPEACTB UM NCUXOTPOINHbLIX BELUECTB, KOTOPOE
MOXET BbITb BbIMMCAHO B O4HOM PELEENTE

N MesxnyHapoHOE HETIaTeHTOBAaHHOE dopma BbITTycKa U KomunyectBo
/Tl | HaWMMEHOBAaHUE HAPKOTHYECKOTO U JIO3UPOBKA
TICUXOTPOITHOTO JICKAPCTBEHHOTO
npenapara
1. Bynpenopdun + Hamokcon Tabnerku 60 TabieTok
cyonunareansHbie 0,2 | (ymakoBka, KpaTHas
mr + 0,2 mMr N 20)
2. Bymnpenopdun PactBop mis 30 ammyn
uHbeKIui, 0,3 Mr/mi 1 | (IIIpUI-TIOOHKOB)
MIT
3. Bymnpenopdun TpancnepMaabHbIiI
IUTACTHIPh
35 Mkr/gac 20 nuacteipei
52,5 mkr/gac 10 ntacteipeit
70 MKr/4ac 5 mnacTelpen
4, Mopdun PactBop miist
WHBEKLIMMI, paCTBOP IS 20 amnyn
MOKOYKHOTO BBEJICHUS | (IIMPUII-TFOOMKOB)
10 mMr/ma 1 M
5. Koneun + Mop¢un + Hockanun + PactBop s
[TarmaBepun + Tebaun MMOJIKOYKHOTO BBEJICHUSA
0,72+ 5,75+ 2,7+ 20 aMIvi
0,36 + 0,05 mr/mn 1 w1 4
144+115+54+
0,72+ 0,1 mr/m 1 mi
6. Tpumenepuaua Tabmerku 25 mr 50 Tabnerok
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7. Tpumenepuara PacTtBop miia nabeKIMi 20 ammyn
10 mr/nan 1 (ImpuUI-TIOOUKOB)
20 mr/mit 1 ma pat
8. Mopdun Tabetku (KarcyJibl) 180 TabmeTok
MIPOJIOHTUPOBAHHOTO (karcym)
JIECTBUS 60 TabieToK
10 mr (xancym)
30 Mr 40 TabneTok
60 mMr (karicym)
100 mr 20 TabneTox
200 mr (karcym)
20 TabneTox
(karicym)
9. Mopdun Tabnerku
5 Mr 100 TabneTok
10 mr 100 TabneTox
10. Mopdun Kannu nns npuema
BHYTpb 20 mr/mi 20 mi 4 dpraxona
11. Mopdun PactBop 1 npuema
BHYTPb (MOHO/103b1)
2 mr/mit 5 mut 100 ammyi /7
6 Mr/mMia 5 M 80 ammyin /3
20 mr/ma 5 M 30 ammyin /7
12. OxkcukonoH + Hamokcon Ta0neTkn
MPOJIOHTUPOBAHHOTO
eHCTBUS
Swmr+2,5wMr 100 TabneTox
10 Mr + 5 mMr 60 TabneTok
20 mr + 10 mr 40 TabneTok
40 mr + 20 mr 20 TabaeTok
13. | [IponmonuneHUIITOKCHITHINUIIEpH | TablieTku 3ameyHbIe 50 TabneTok
JTUH 20 mT
14. denTannn [Tmacteipp
12,5 Mkr/4ac 20 nnacTeipei
25 mxkr/4ac 20 nmmacTeipen
50 Mkr/49ac 10 mmacTeipeit
75 MKr/4ac 10 nracteipeit
100 mxr/gac 10 mmacTeipeit
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Mpuka3 MuHsapasa Poccun ot 24.11.2021 N 1094H
"O6 yTBepxaeHuM Mopsaka Ha3HavyeHUs eKapCcTBEHHbIX NpenapaTos, GopM

[okyMeHT npegoctaBneH KoHcynbTaHTIoC

[aTa coxpaHeHusi: 28.04.2023

peuLenTyp...
15. deHTaHuI Crpeii Ha3aJIbHBIN
®dnakoH 50 MKr/mo3a
2,0 M (10 mo3) 24 (makona
3,2 M1 (20 1o3) 12 ¢akoHoB
5,0 mi (40 mo3) 6 dirakoHOB
diaxoH 100 MKr/mo3a
2,0 mut (10 mo3) 12 ¢nakoHoB
3,2 mi (20 mo3) 6 drakoHOB
5,0 m (40 03) 3 dbnmakona
@nakon 200 MKr/mo3a
2,0 mut (10 mo3) 12 ¢nakoHoB
3,2 mi (20 mo3) 6 drakoHOB
5,0 m (40 03) 3 dbnmakona
[Ipunoxenue N 2
k [lopsanky HazHaueHuUs
JIEKapCTBEHHBIX MPENapaToB,
YTBEPKACHHOMY MPUKA30M
MuHHCTEPCTBA 3/IPaBOOXPAHEHUS
Poccuiickoit denepanuu
oT 24 Hosi0ps 2021 r. N 1094n
CnpaBoyHO
PEKOMEHOOBAHHbBIE K UCIMOJIb3OBAHUKO COKPALLEHUA
NP O®OPMJIEHUU PELIENTOB
N | Coxkpamienue [TonHoe Hanncanue ITepeBon
/1
1. aa ana 110, IOPOBHY
2. ac., acid. acidum KUCIIOTa
3. aer. aerozolum a’po30J1b
4. amp. ampulla amIya
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Mpuka3 MuHsapasa Poccun ot 24.11.2021 N 1094H

"O6 yTBepxaeHuM Mopsaka Ha3HavyeHUs eKapCcTBEHHbIX NpenapaTos, GopM HokymeHT npenoctasneH KoHcynetaHTintoc

[aTa coxpaHeHusi: 28.04.2023

peuenTyp...
5. ag. agua BOJIA
6. aqg. purif. aqua purificata BOJIa OYMIICHHAS
7. but. butyrum Macio (TBepaoe)
8. caps. capsula KarcyJsa
9. comp., cps compositus (a, um) CITOKHBIN
10, D. Da (Detur, Dentur) Brinaii (ITycts Bbinano, Ilycts
OyZeT BBIIaHO)
11. D.S. Da, Signa Detur, Signetur Beunaid, obosuat, ITycts Oynet
BeIIaHo, O003HAaYCHO
12. D.t.d. Da (Dentur) tales doses Bnait (Ilycts 6ynyr spinansy)
TaKue 036l
13. dil. dilutus pa3BeIeHHBII
14. | Div. in p. aeq. Divide in partes aequales Pasjenu Ha paBHBIC YacTH
15. emuls. emulsio OMYIbCHUS
16. extr. extractum 9KCTPAKT, BBITSDKKA
17. in enem. in enemas B MUKPOKJIM3MaX
18. F. Fiat (fiant) ITycth oOpasyetcs (0OpaszyroTcs)
19. gran. granulum TpaHyJIbI
20. ot., gtt gutta, guttae Karwisi, Karumm
21. gtt. peror. guttae peroralis KaIUTH JJ1s1 TIpUeMa BHYTPb
22. inf. infusum HaCTOM
23. in amp. in ampullis B aMITyJIax
24, in tab. in tab(u)lettis B TabNeTKax
B TabNeTKax ¢
25. | in tab. prolong. in tab(u)lettis prolongatis MIPOJIOHTUPOBAHHBIM
BBICBOOOXKICHHEM
B TabNeTKax ¢
26 in tab. prolong, in tab(u)lettis prolongatis MIPOJIOHTUPOBAHHBIM
' obd. obductis BBICBOOOKICHHEM, TOKPBITHIX
000J104KO
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Mpuka3 MuHsapasa Poccun ot 24.11.2021 N 1094H
"O6 yTBepxaeHuM Mopsaka Ha3HavyeHUs eKapCcTBEHHbIX NpenapaTos, GopM

[JokymeHT npepoctasneH KoHcynbTaHTIn0C
[aTa coxpaHeHusi: 28.04.2023

peuenTyp...
217. in tubul. in tubulis B TIOOHKaX

28. lin. linimentum JTUHAMEHT

29. lig. liquor KHJIKOCTh

30. lot. lotion JIOCHOH

31. m. pil. massa pilularum NWIIOJIbHAS Macca

32. | membr. bucc.

membranulae buccales

IJICHKHU 3alllCYHbIC

Cwmerai

33. M. Misce, Misceatur (ITyeTs Gyjer cmenmano)
34. mixt. mixtura MHKCTypa

35. N. numero YUCIIOM

36. ol. oleum Maciio (KHIKOE)

37. past. pasta nacra

38. pil. pilula, pilulae TIVUTIOJIS, TIVUTEOITA
39. p. aeq. partes aequales paBHBIC YaCcTH

40. | ppt., praec. praecipitatus OCaXKICHHBIN

41. pulv. pulvis MOPOIIOK

42, q.s. quantum satis CKOJIBKO HOTpHenysTcs[, CKOJIBKO
43. r., rad. radix KOpEHb

44, Rp. Recipe Bo3smu

45. Rep. Repete, Repetatur HOBT?(EE?S’:;E;SYMT
46. rhiz. rhizoma KOPHEBHILIE

a.| s Signa, Signetur Oorany (1vers oyer
48. sem. semen cemst

49. simpl. simplex POCTOM

50. sir. sirupus CHpOII
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Mpuka3 MuHsapasa Poccun ot 24.11.2021 N 1094H
"O6 yTBepxaeHuM Mopsaka Ha3HavyeHUs eKapCcTBEHHbIX NpenapaTos, GopM

[JokymeHT npepoctasneH KoHcynbTaHTIn0C
[aTa coxpaHeHusi: 28.04.2023

peuenTyp...

51. sol. solutio pacTBop

52. spr. spray cripeit

53. spr. nas. spray nasale cripeil Ha3aJbHBIN

54, supp. suppositorium CBeYa, CYIIIO3UTOPHIA

55. susp. suspensio CYCIICH3HSI, B3BECh

56. tab. tab(u)letta tabaeTKa

57. t-ra, tinct. tinctura HacToWKa

58. tubulis tubulis TIOOMKH

59 STT Systema Therapeutica TpancnepmanbHas
Transcutanea Tepaneptuyeckas Cucrtema

60. ung. unguentum Mashb

61. vitr. vitrurn CKJISTHKa

[Ipunoxenne N 2

K IIpUKa3y MUHUCTEPCTBA 3/[paBOOXPAaHEHHUS
Poccniickoit ®enepanuun

oT 24 Hos6ps 2021 r. N 1094u

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

MuHUCTEPCTBO 3APaBOOXPAHEHUS

Poccutickoit denepanun

HaumenoBanwue (1rramin)
MEUIIMHCKOW OpraHu3aIiuu

Haumenosanue (1rramin)

Kon ¢popmer mo OKY
Kog yupexnennsa no OKITO

MenunuHcKas JOKYMCHTAaIUA

®opma N 107-1/y

VYTBepKaeHa TPUKa3oM
MuHucTepcTBa 31paBoOXpaHEHUS
Poccniickoit ®enepanuun

oT 24 Hos16ps 2021 r. N 1094n

WHIUBUAYAITBHOTO TIPEATPHHUMATENS
(ykazatb agpec, HOMep U J1aTy JUICH3UH,
HaMMEHOBAHHE OpPTraHa roCyJapCTBEHHOMN
BJIACTH, BBIIABILIETO JINLIEH3HIO)
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Mpuka3 MuHsapasa Poccun ot 24.11.2021 N 1094H
"O6 yTBepxaeHuM Mopsaka Ha3HavyeHUs eKapCcTBEHHbIX NpenapaTos, GopM

peuenTyp...

[JokymeHT npepoctasneH KoHcynbTaHTIn0C
[aTa coxpaHeHusi: 28.04.2023

PELIEIIT
(B3pOCHBI, IETCKUM - HYKHOE TOAYEPKHYTh)
n n 20 T.

q)aMI/IJII/IH, HMHHUIYAJIbl UMCHHU U OTYCCTBA (HOCJICI[HGC - [Ipr HaJ'II/I'-H/II/I)
InanucHTa

Jara poxnenus

damuinus, THUIMAIBI UMEHU U 0T4YeCTBa (TIOCTIeIHEee - MPU HATUYHH )
Jeyaiero Bpava (¢enpamepa, akymepKkn)

pyO.|kom.| Rp.

Tloamuce M.II.
Y TIeYaTh JIeyaliero Bpavya
(moamuck Qenpamiepa, aKymepKH)

PeuenTt mericrBUTeJieH B TeueHue 60 mHer, mo 1 rToma ( )
(HyXHOE MNOOYEPKHYTH) (yxkazaThb
KOJIMUECTBO IHEN)

Ob6opoTHas cTopoHa

OTmeTKa 0 Ha3HAaYEHHUH JIEKAPCTBEHHOTO
npernapara 1o peleHuIo BpaueOHon
KOMHUCCUU
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Mpuka3 MuHsapasa Poccun ot 24.11.2021 N 1094H

"O6 yTBepxaeHuM Mopsaka Ha3HavyeHUs eKapCcTBEHHbIX NpenapaTos, GopM HokymeHT npenoctasneH KoHcynetaHTintoc

[aTa coxpaHeHusi: 28.04.2023

peuenTyp...
[IpuroToBun [Iposepun Otnyctui
®OPMA PEIEIITYPHOI'O BJTAHKA N 148-1/Y-88
MUHHCTEPCTBO 3/IPaBOOXPAHEHHS Kox dopmer mo OKY /1 3108805
Poccuiickoit deneparuu MenunuHcKas 10KyMeHTanus

®opma N 148-1/y-88
VTBepK/ICHA TPUKA30M
MmuHuCTEpCTBA 3[PaBOOXPAHCHHUS

Poccuiickoit ®eneparuu
ot 24 Hos10ps 2021 1. N 1094n

HaunmenoBanue (mramir)
MEIUIIMHCKOW OpraHu3aIuu

Haumenosanue (1rami)
WH/MBUYAJIbHOTO MPEIIPUHUMATEIS
(yka3zatb agpec, HOMEp M JaTy JIMIICH3UH,
HaMEHOBaHME OpraHa rocy1apCTBEHHON
BJIACTH, BBIIABILIETO JINLIEH3HIO)

e | || L) v O L L L

PELIEIIT " 20 T
(1aTa opopmiIeHHsI-peLenTa)

(B3pOCIIBIiA, IETCKUH - HYKHOE MOAYEPKHYTD)

damunus, THULMAIBI UIMEHU U 0T4YeCTBa (TIOCTeIHEeE - TPU HATUYHH)
MalUEeHTa

Jara poxnenus

Anpec Mecta kuTenbcTBa MIM N MEIUIMHCKOM KapThl aMOyJIaTOpPHOTO MAalMeHTa,
MOJTYYarOLIEro MEIHULUHCKYIO MTOMOIITb B aMOyJIaTOPHBIX YCIIOBUSX

daMuMs, THULMAIbI UIMEHHU U 0TYeCTBa (TIOCeIHEee - IPU HAJTUYUH)
nedaniero Bpava ((enpiiepa, akyuepku)

Py0. Kom. Rp:

www.consultant.ru CrpaHuvua 24 u3 46
HageXHasa nNpaBoBas noaaepXkKa


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=444654&date=28.04.2023

Mpuka3 MuHsapasa Poccun ot 24.11.2021 N 1094H
"O6 yTBepxaeHuM Mopsaka Ha3HavyeHUs eKapCcTBEHHbIX NpenapaTos, GopM

peuenTyp...

[JokymeHT npepoctasneH KoHcynbTaHTIn0C
[aTa coxpaHeHusi: 28.04.2023

[Toanuck u neyats Jieyaliero Bpaya
(moamuck Qenpaepa, aKymepKH)

M.IL

PenteniT nerictBurelied B Teuenue 15 quen

O6opoTHas CTOpoHa

OtMeTKa 0 Ha3HAYCHUH JICKAPCTBEHHOTO
npernapara 1o peeHHIo BpayeOHoM

KOMUCCHU

[TpuroToBun [Tposepuin

Otnyctun

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

MI/IHI/ICTepCTBO 3ApPaBOOXpPaHCHUSA

Poccuiickoit ®eneparun MECTO
JUJIA

YTBEPX/IEHA
npuka3zom MuHucrepcrsa
3IpaBOOXPaHEHUs

LITPUXK Poccuiickoit @enepannun
OJA <*> ot 24 Hos16ps 2021 1. N

Itamn
Kon

Me}I[I/II_[I/IHCKOI\/'I opraHnu3aluun

1094n
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Mpuka3 MuHsapasa Poccun ot 24.11.2021 N 1094H

[okyMeHT npegoctaBneH KoHcynbTaHTIoC

06 yTBepxaeHuu Mopsiaka HasHaueHWst NeKapCTBEHHbIX NpenapaTos, hopM [laTa coxparerms: 28.04.2023

peuenTyp...

HITamm
Kon

UHAUBUAYAJIBHOI'O IPCAIIPUHUMATCIIA

Kox dopmer mo OKVYJ] 3108805

®opma N 148-1/y-04(m)

Kon

Kon

HcTounuk prHaHCUPOBaHUSA:

KaTeropuu | HO30JIOTMYECKOil (moIYepKHYTh)
rpaxaad | ¢opmsl (mo MKB) Y0 OTLIATEL:
1. ®enepasibHbIil OOKET (mO4epKHYTD)
2. bromxer cyobekTa Poccuiickoit
denepauuu
3. MyHMLIMTIANBHBIA OrO/IKET | Bectaatiio
2. 50%
3. uHoM %
PELIEIIT Cepus N Jara oopmienusi: 20 1.

damunusi, THUIMATIB UMMEHU U OTYeCTBa (TOCIEAHEE - MPHU
HaJTUYMH) MTallHeHTA

[ara poxaenus

CHUIIC

N monuca
00513aTEILHOTO
MCECOUITUHCKOI'O
CTpaxOBaHHUS:

HOMCp MEIUIIMHCKON KapThl MalUCHTA, MOJIYy4Yaronero MEANIUHCKYIO ITIOMOIIb B aM6y.IIaT0pHBIX

YCIIOBUSIX

damunus, THUIMAIBI UIMEHU U 0T4YeCTBa (TIOCIeIHEee - TPU HATUYHH)

Jevaiero Bpaya (¢enpaiiepa, akymepku)

Py0. Konm.

O PSP
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Mpuka3 MuHsapasa Poccun ot 24.11.2021 N 1094H
"O6 yTBepxaeHuM Mopsaka Ha3HavyeHUs eKapCcTBEHHbIX NpenapaTos, GopM

peuenTyp...

[JokymeHT npepoctasneH KoHcynbTaHTIn0C
[aTa coxpaHeHusi: 28.04.2023

D Eid. e

ST T - USSR

[Toanuce u neyaTe Jeyanero Bpada

M.IL
(monmuck Qenpamepa, aKymepKu)

Peuent neiictBurenex B reuenue 15 aueit, 30 aueit, 90 nuei (Hy)HOE NOTYEPKHYTh)

OTmy1eHo o peuenty: ToproBoe HauMeHOBaHUE U JO3UPOBKA:
Jara orniycka: " " 20 r. Konunuectso:
[Tpurorosui: [Iposepuin: OrnycTun:

Kopemok peuentypHoro 6i1aHka Cnoco0 nmpuMeHeHus:

HaumeHoBaHME HpO)IOJ'DKI/ITeJ'ILHOCTB JHCHU

JICKApCTBCHHOT'O IIperiapara:

Z[OSI/IpOBKaZ KoauuectBo IMPpUEMOB B JICHb: pa3

Ha 1 npuewm: el.

<*> B ciy4ae U3rOTOBIEHHS PEHENTYPHOrO OJIaHKa C MUCTOIb30BAHUEM KOMITHIOTEPHBIX
TEXHOJOTHH.

Ob6opoTHas cTopoHa

OTMmeTKa 0 Ha3HAUYEHUH JIEKapCTBEHHOTO
npernapara 1o peeHuio BpaueOHon
KOMMCCUU
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Mpuka3 MuHsapasa Poccun ot 24.11.2021 N 1094H

"O6 yTBepxaeHuM Mopsaka Ha3HavyeHUs eKapCcTBEHHbIX NpenapaTos, GopM AokyMeHT npefocTasnen KoHcynbTanTrinioc

[aTa coxpaHeHusi: 28.04.2023

peuenTyp...
IIpurorosuin IIposepui Otnyctun
[Tpunoxenue N 3
K IprKa3y MUHHUCTEPCTBA 34pPABOOXPAHECHUS
Poccuiickoit @enepanuu
oT 24 Hos10ps 2021 r. N 1094n
NMnOoPAOOK
OPOPMIJIEHUA PELIENTYPHbIX BJIAHKOB HA JIEKAPCTBEHHbIE NPENAPATDI,
MUX YYETA U XPAHEHUA

I. OchopmneHue peuenta Ha GyMmaXHOM HocuTene

1. Ha penentypubix 6mankax Gopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(;1) B 1eBOM BepXHEM
yIIIy TPOCTAaBISETCS IITaMII MEAMLMHCKONW OpraHu3alMi C yKa3aHHEM ee HaluMEHOBaHHWsA, ajpeca U
TenedoHa ¢ 1aToi BHIMUCKHU (AaToi ohopMIIeHHs ) pelienTa Ha JIEKapCTBEHHBIN Mpenapar.

JlononHutenbHO Ha penentypHoM Onanke ¢opmbl N 148-1/y-04(1) mpoctaBisercs Koj
MEIUIIMHCKOW OpraHu3allid B COOTBETCTBUUM € (OCHOBHBIM TOCYJIAapPCTBEHHBIM PErHCTPallMOHHBIM
HoMmepowM (nanee - OI'PH).

Cepusi penentypHoro Omanka ¢dopmbl N 148-1/y-04(;1) Brumrowaer konx cyowekTta Poccuiickoit
denepanyy, COOTBETCTBYIOIIMNA 1ByM mepBbIM Huppam OOmepoccuiickoro kiaccupukaTopa 00beKTOB
aJIMMHHUCTPaTUBHO-TEppUTOpHalibHOTO neneHus (ganee - OKATO).

Paspemaercsa usroraBnuBarh perentypusie Onanku ¢popmsl N 107-1/y u popmsr N 148-1/y-04(x) ¢
MTOMOIIII0 KOMITBIOTEPHBIX TEXHOJIOTHIA.

Penentypusie Omanku  ¢opmbl  Gopmbl N 148-1/y-88 U3roTaBIMBalOTCS HCKIIOUYUTEIBHO
TUNIOTPadCKUM CIIOCOOOM.

2. Ha PCLCIITYPHBIX 6J'IaHI(aX, O(I)OpMHSICMBIX HHIAWBUAYAJIBHBIMHA  NIIPCANPUHHUMATCIIAMUA,
HUMCIOIIMMHU JIMOCH3HUIO Ha MCEAUIUHCKYIO JOCATCIbHOCTb, B BCPXHEM JICBOM YIIIY TI/IHOI"pa(i)CKI/IM
CIIOCOOOM  HJIH OyTeéM TMPOCTABJIICHUA MITaMIla JOJIKCH OBITH YKazaH aaApeC UHAUBUAYAJIBHOI'O
npeaAnpuHUMareiisl, HOMEP W JOdaTa JIMOCH3WHW, HAWMMCHOBAHUC OpraHa FOCYJIapCTBeHHOﬁ BJIaCTH,
BbIJABIICTO JTUIICH3UIO.

3. Penentypubie Omanku ¢dopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n) 3amomHsIOTCS
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Mpuka3 MuHsapasa Poccun ot 24.11.2021 N 1094H
"O6 yTBepxaeHuM Mopsaka Ha3HavyeHUs eKapCcTBEHHbIX NpenapaTos, GopM

peuenTyp...

[JokymeHT npepoctasneH KoHcynbTaHTIn0C
[aTa coxpaHeHusi: 28.04.2023

MEIULMHCKUM paOOTHUKOM YEPHUIIAMH HITU IIAPUKOBOM PYUKOM.

4. Jlomyckaetcst opopMiIeHHE BCEX PEKBU3UTOB (32 MCKIIOUEHHEM pekBu3uTa "lloamuck Jeuariero
Bpaua (moanuch (enpamepa, akymepku') penentypHsix 6nankoB Gopmsl Gopmbel N 107-1/y, dpopmber N
148-1/y-88 u popmbr N 148-1/y-04(i1) ¢ ucTioIb30BaHUEM TT€YATAIOITUX YCTPOMUCTB.

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

[udpoBoe KoxupOBaHNE yKa3aHHBIX PELENTYPHBIX OJAHKOB BKIIIOYAET:

1) xon memunuHckoi opranmzanmu (OI'PH) wnm xox MHAMBHUIYaTbHOTO TpPEANPUHUMATENS B
coOTBETCTBUU C (OCHOBHBIM TOCYJapCTBEHHBIM PETUCTPAIIMOHHBIM HOMEPOM HHAMBUIYaTBHOTO
npennpuaumarens (naitee - OI'PHUIL), npoctaBnseMsblil mpu U3roTOBJICHUN PELIETITYPHBIX OJIAHKOB;

2) KOJ KaTeropu TpaJaH, UMEIONIMX IPaBO Ha TOJIYYCHHE JIEKAPCTBEHHBIX IpPENapaTtoB B
COOTBETCTBHUHU CO cTarbeil 6.1 denepanbHoro 3akona ot 17 uronst 1999 r. N 178-D3 "O rocynapcTBeHHOU
conpanbHOW momonmu" <1>, W KoJ HO30J0rH4YecKod (GopMbl Mo MeXITyHapOJHON CTATHCTUYECKOM
kiaccuukanuu O0oJie3HeH M MpoOJieM, CBA3aHHBIX co 3a0poBbeM (10-i mepecmotp) (mamee - MKD),
3aIlOTHSICMbIE JICUAIIMM BPAuOM IyTEeM 3aHECCHHS KaXI0H MUGPBI B MyCThIC SYCUKH, TIPU ITOM TOYKa
MIPOCTABJISIETCS B OTACTHHOM sAueiike;

<1> CoOpanue 3akoHomarenscTBa Poccuiickoit @eneparuu, 1999, N 29, cr. 3699; 2020, N 52, cT.
8577.

3) ormeTky 00 wucTouHuKe ¢uHaHCcHpoBaHUs (denepanbHbli Oromker [1], OromkeT cyObekTa
Poccuiickoit @enepanuu [2], MyHUIIMIANBHBINA Or0mkeT [3]) U mpoleHTe omIaThl perenta (O6ecriaTHO
[1], 50% [2], unoit % [3]);

4) mTPUX-KOJ - JOTOJHUTENBHBI PEKBU3UT (B Cllyyae M3TOTOBJIECHUS Ha TEPPUTOPUU CYyObEKTa
Poccuiickoit @eaepanuu peenTypHOro 0J1aHka ¢ UCIOJIb30BaHUEM KOMIIBIOTEPHBIX TEXHOIOTH).

6. B peuentypnsix 01ankax ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(x1) B rpade "Damummus,
WHUIMAJIBl MMEHU M oOT4ecTBa (IMOCTenHee - TpU HAJWMYMH) TalMeHTa" YKa3bIBalOTCS (haMuims,
MHUIMAJIBI MMEHU M OTYeCTBa (TIOCIIEAHEE - IPH HAIWYHMH) MallUeHTa.

7. B peuentypusix Omankax dopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(n1) B rpade "ata
poIeHHs" yKa3bIBaeTCs J1aTa POKICHUS MaleHTa (YUCII0, MECSIIL, TON).

JomnonuurensHo B penentypHbix O6mankax ¢opmel N 148-1/y-88 u dopmer N 107-1/y nns nereit B
Bo3pacte 110 1 roga B rpage "Jlata poxxaeHus" yKa3bIBaeTCsl KOJIUYECTBO MOTHBIX MECSIIEB.

8. B peuentypusix Omankax ¢opmbl N 148-1/y-04(1) B rpadax "CHWJIC" u "N mnonwuca
00513aTENIbHOTO MEAMIMHCKOTO CTpaxoBaHMA" YKa3bIBAIOTCS CTPAaxOBOM HOMEp WHIMBHIYaTbHOTO
JuIeBoro cyeta rpaxknanuHa B [lencnonnom ¢onne Poccuiickoit @enepanuu (CHWIC) (mpu Hamm4wm)
¥ HOMEp ToJHca 0053aTebHOT0 MEIUIIMHCKOTO CTPaXOBaHHU.
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9. B penentypubsix Onankax ¢opmer N 148-1/y-88 B rpade "Anpec Mecta KUTEIHCTBA WIK HOMED
MEIMLMHCKOW KapThl MAalMEeHTa, MOJTYYaIoUIero MEJUIMHCKYI MOMOIb B aMOYJIaTOPHBIX yCIOBHAX',
yKa3bIBaeTCSl TIOYTOBBIA aJpec MecTa >KUTENbCTBA (MecTa mNpeObIBaHMS WM MecTa (HaKTUYECKOTO
IIPO’KMBAHUA) NAlMEHTa WIM HOMEp MEIUIMHCKOM KapThl MalMeHTa, IOJYYarollero MEIUIIMHCKYIO
MIOMOIIb B aMOYyJIaTOPHBIX YCIOBUSIX <2>.

<2> [lpuka3z MunuctepcrBa 3apaBooxpanenus Poccuiickoit @enepanuu ot 15 gexabpst 2014 r. N
8341 "OO yrBepkAcHUU YHU(PUIHMPOBAHHBIX (OPM MEIAMIIMHCKON JOKYMEHTAIIMH, HCIIOJIb3YEMbIX B
MEIUIUHCKUX OpPTaHU3aIMIX, OKA3hIBAIOIIMX MEAMIWHCKYIO MOMOINb B aMOyJaTOPHBIX YCIOBHUSX, U
MOPAIKOB 10 uX 3anonHeHuro" (manee - [Ipukaz N 834H) (3apeructpupoBan MUHUCTEPCTBOM FOCTHIINH
Poccuiickoit @enepamunn 20 ¢espans 2015 1., peructpammonusiii N 36160) ¢ u3MeHEHHsAMH,
BHECEHHBIMHU NpUKa3aMu MuHHCTEpCTBA 3paBooxpanenus Poccuiickoii deneparuu ot 9 ssuBaps 2018 r.
N 2 (3apeructpupoBan MunuctepctBoM octuiun Poccuiickoit ®Penepanun 4 anpens 2018 r.,
peructpanroHHbii N 50614), ot 2 Hos6ps 2020 r. N 1186H (3apeructpupoBaH MHUHHUCTEPCTBOM
toctuimu Poccuiickoii @eneparyn 27 Hosa0ps 2020 r., peructpannoHabiii N 61121).

Vkazanue u aapeca MeCTa JKXKUTCJIbCTBA U HOMEpaA MEIUITHHCKON KapThbl MalMCHTA, MOJYy4aromiero
MCIUIIUHCKYHO ITOMOIIb B aM6y.]'IaTOpHBIX YCIOBUAX, HEC SABJISACTCA OIIINOKOIA.

B penentypusix Onankax gopmsl N 148-1/y-04(i1) B rpade "Homep MequmHCKOM KapThl MAallUEHTA,
MOJTYyYAOIIEro MEIUIIMHCKYIO0 TOMOIIb B aMOYJIaTOPHBIX YCIOBHX" YKa3bIBa€TCSd HOMEP METULIMHCKOMN
KapThl MAMEHTA, MOJIYYaOLero MEIUIUHCKYIO TOMOIIb B aMOyJIaTOPHBIX YCIOBHIX <3>.

<3> [Ipuka3 N 834H.

10. B rpade "damuusi, ”HUIIHAIBI UMEHU U 0TYeCTBa (ITOCJIEIHEE - TIPU HAIMYKHN ) JIeUallero Bpaya
(penpamepa, akymepku)" peuentypHbeix OmankoB ¢gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(xn)
YKa3bIBAIOTCS TIOJIHOCTBIO (aMHIIUSl, WHHUIMAIBI WMEHH, OT4ecTBa (TOCIeqHee - TpU HAJTHMYWH)
MEIULUHCKOTO pa0OTHUKA, HA3HAYMBILETO JIEKApPCTBEHHbIE MTPenapaThl U 0)OPMUBIIETO PELIENT.

11. B rpade "Rp" penentypubix OmankoB (gopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(i)
yKa3bIBAETCS:

1) HaMeHOBaHKE JICKAPCTBEHHOTO Tpernapata (MeX/IyHapOoIHOE HEMaTCHTOBaHHOE HAMMEHOBAHUE,
IPYNIHPOBOYHOE WIIM XUMHYECKOE HANMEHOBAHUE, TOPIOBOC HAMMEHOBAHHUE) HA JIATHHCKOM SI3BIKE WM
Ha PYCCKOM si3bIKe, (hopMa BBINMYCKa, TO3UPOBKA, KOJUUECTBO (YKA3bIBACTCS MPOMHKCHIO HA PEIENTYPHOM
onanke ¢popmer N 107/y-HIT);

2) cnoco® TpUMEHEHHUs JIEKApCTBEHHOTO Ipernapara Ha ToCyAapCTBEHHOM si3blke Poccuiickoit
Qenepanuy WIM Ha TOCyAapCcTBEHHOM s3bike Poccuiickoii denepanuu U TroCyIapCTBEHHOM S3BbIKE
pecnyOJIMK U UHBIX si3bIKax HapoaoB Poccuiickoit denepannn <4>.
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<4> Yactp 1 crareu 15 3akona Poccuiickoit ®enepannu ot 25 oxtsi6ps 1991 r. N 1807-1 "O
si3bIKax HapoaoB Poccuiickoit @enepanun” (manee - 3akon N 1807-1). (Begomoctu che3na HapOIHBIX
nenyratoB PCOCP u BepxoBaoro Cosera PCOCP, 1991, N 50, cr. 1740; CoOpaHue 3aKOHOIATEIIbCTBA
Poccutiickoit ®deneparuu, 1998, N 31, ct. 3804).

Koncynsrantlntoc: npumedanue.
HymMmepanus myHKTOB JaHAa B COOTBETCTBUU C O(PUIIMATBHBIM TEKCTOM J0KYMEHTA.

13. ITpu ohopmIieHNH pelenTypPHBIX OJIAHKOB 3aIpeIIaeTCss OTPaHNYUBATHCS OOIUMHU YKA3aHUSMH,
HarpuMmep, "Bayrpennee", "U3BecTHO".

14. Peuent, odopmieHHblii Ha peuentypHoMm Omanke ¢opm N 148-1/y-88, N 107-1/y u N
148-1/y-04(11), moanmuchIBaeTCs MEIUIIMHCKUM PAOOTHUKOM M 3aBEPAETCS €ro MeYaThlo.

Penenit, oopmieHHbIN Ha perentypHoM Onanke ¢popMbl N 148-1/y-88 u dopmer N 148-1/y-04(i),
JIOTIOJTHUTEIIHHO 3aBEPSCTCS MEYAThI0 MEIUITMHCKON opranu3ammu "1 perenTos”.

st penienta, odopMieHHOTO Ha pernentypHoMm Omanke Gopmel N 107-1/y, nanumuue newarn "J{ns
penenToB" He ABISAETCS 00S3aTeIbHBIM.

15. Ha onaoM penenitypHoM Ostanke ¢opmbl N 148-1/y-88 u dpopmer N 148-1/y-04() paspenraercs
OCYIIECTBISATh HA3HAYCHHUE TOJIBKO OJTHOT'O HAMMEHOBAHUS JIEKAPCTBEHHOTO TIpenapara.

Ha omnom penentypHom Omanke ¢opmbel N 107-1/y paspemiaercsi OCYIIECTBISATh Ha3HAYEHUE
TOJIBKO  OJHOTO HAaMMEHOBaHUs JIEKapCTBEHHOIO Ipemnapara, oTHocsamierocss mno ATX  k
aHTUIcUxoTuyeckuM cpeactsaM (ko NOSA), ankcuonutukam (koa NOSB), CHOTBOPHBIM U CeJTaTUBHBIM
CpeAcTBam (xom  NO5C), AHTUJIETIPECCAHTAM (xom  NO6A) u HE  IOJJIEXAIIEro
MIPEIMETHO-KOJIMYECTBEHHOMY YUETY, U 10 TPEX HaUMEHOBaHUI JIEKApCTBEHHBIX IIPENAapaTOB - JUIsl MHBIX
JIEKapCTBEHHBIX NIPENApaToOB, HE OTHECEHHBIX K BbIlIeyKa3aHHbIM ATX.

16. VictipaBienust B perienTe He JOMYCKatOTCs.

17. TIpu opopmienuu perentypHsix 61ankoB Gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(1) Ha
JIeKapCTBEHHBIC TMperapaThl, Ha3HAYCHHbIE TI0 pEHICHWI0 BpadyeOHOW KOMHCCHHM, Ha 000poTe
pelenTypHoro 0jJaHKa CTaBUTCA CHelMaibHas OTMETKa (IITamm).

18. Ha penentypaom 6manke ¢opmbl N 148-1/y-04(;1) BHU3Y HMEETCS JIMHUS OTPBIBA, pa3AeIIIoIas
pelenTypHbIi OJaHK U KOPEIIOK.

Kopemok ot penenta, opopmMIIEHHOTO Ha yKa3aHHOM DPELENTYpHOM OJIaHKe, BbIAETCS MAlUEHTY
(ero 3aKOHHOMY TPEJICTABUTENI0) B AaNTEUYHOM OpraHu3alMy, Ha KOPEIIKE JAeNaeTcs OTMETKa O
HaWMEHOBAaHHH JICKAPCTBEHHOTO Tperapara, J03UPOBKE, KOJIMYECTBE, CTOCO0e TPUMEHEHHS.

Il. OchopmneHune peuenta B popMme 3NEKTPOHHOIro AOKYMEHTa

19. Penient B (hopme 3IEKTPOHHOTO JOKYMEHTA, MOAMUCAHHOTO YCHJICHHOW KBATH(UIIUMPOBAHHOM
ANEKTPOHHOU TOJIMUCKHI0, (POPMUPYETCS MEAUIIMHCKUM PAaOOTHUKOM, CBEICHHS O KOTOPOM BHECEHBI B
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benepanbHBIi  PETUCTP MEAMLIMHCKUX PAaOOTHUKOB <5>, a TaKKe MPH YCIOBUU PETUCTPALUH
MEIULMHCKOW OpraHu3aluu, B KOTOpoil odopmisiercs peuent, B GpenepajbHOM peecTpe METULMHCKUX
opraHuzanuii <6> eIMHON ToCyAapCTBEHHON MH()OPMAIMOHHOW CHUCTEMBI B cdepe 31paBOOXpaHEHHS H
MOJKJIIOYEHUS! TaKOM MEIUIMHCKOM OpraHu3allliid K TIOCyIapCTBEHHOM HMH(OpPMAIMOHHOM CHCTEME B
cdepe 3npaBooxpaneHus cyobpekTa Poccuiickoit denepanuun <7>.

<5> Yacte 4 crateu 91.1 ®depepanpHoro 3akoHa N 323-O3 (CoOpanme 3aKOHOAATEIHCTBA
Poccutickoit ®deneparuu, 2011, N 48, ct. 6724; 2020, N 29, cT. 4516).

<6> Yacte 4 crareu 91.1 denepanpnoro 3akoHa N 323-®3 (Cobpanue 3aKOHOJATEIHCTBA
Poccutickoit ®deneparuu, 2011, N 48, ct. 6724; 2020, N 29, cT. 4516).

<7> Cratbu 91 u 91.1 denepansHoro 3akoHa N 323-03 (Cobpanue 3akoHOAaTENBCTBA POCccHiicko
Oenepanun, 2011, N 48, c1. 6724).

20. IIpu odpopmienun perenta B popMe JIEKTPOHHOTO JOKYMEHTA Ha JIEKAPCTBEHHBIE MpEnapaThl,
ykazaHHble B myHKTax 9 u 11 Ilopsnka Ha3HaueHUs JIEKAPCTBEHHBIX IPENapaToB, YTBEP)KIEHHOTO
HACTOSIIUM IIPUKA30M, U OTIIYCKA€MbI€ 3a MOJHYIO CTOMMOCTb, 3aIIOJIHSIOTCS CIEAYIOIINE PEKBU3UTHI:

1) xom cyoOwekra Poccuiickoit ®enepanuun nmo OKATO, ompeaensiomuii rocyaapCTBEHHYIO
nH(OPMALIMOHHYIO CHCTeMY B cdepe 3ApaBooxpaHeHus cyobekTa Poccuiickoii denepannu, B KOTOpOn
chopMHUpPOBaH perenT B (popme JIEKTPOHHOTO JJOKYMEHTA;

2) HaMMCHOBAHUC MCZ[HHHHCKOﬁ OopraHu3anuvu, aapec, Teﬂe(l)OH Ui (baMI/IJ'II/IH, HMHHUIKUAJIbl UMCHH U
OTYeCTBa (HOCJ’IGHHGG - [pu HaJ'II/I‘-II/II/I) HHIAWBUAYAJIBHOTO MPECANIPUHUMATEIA, UMCIOIICTO JIMICH3UIO Ha
MCIUIHUHCKYIO ACATCIIBHOCTL, €ro aApecC,

3) OI'PH ropunuyeckoro nuua (MeauuuHckoil opranuzanuu) win OI'PHUII mnauBuayanbsHOro
IpeanpuHUMaTes;

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

5) nmata OKOH4YaHHUs JaeWcTBUA peuenta (dhopMuUpyeTCs TOCYyJapCTBEHHON WH(OpPMAIMOHHON
cucteMoil B cdepe 3apaBooxpaHeHust cyorekra Poccuiickoit denepariuu B COOTBETCTBHHM CO CPOKaMU
nerctBus peuentoB: 15 nqueit, 30 quelt, 60 aueit, 90 nuei, no 1 roga);

6) yHUKaIbHBIM HOMEp perenta (popMUpyeTcsl TOCYTapCTBEHHON HH(POPMAIIMOHHON CHCTEMOU B
chepe 3npaBooxpaHeHus cyObekta Poccuiickoit ®exepanuu u  o0ecrneyrBaeT OAHO3HAYHYIO
UICHTUQUKAIUIO penenTta B gopme 3JaeKTpoHHOro nokymeHtra B couetaHuu ¢ OKATO, OI'PH wummn
OI'PHUII);

7) ormetrku "cito" (cpouno) mim "statim" (HEMeIIEHHO) TpPH HEOOXOAUMOCTH CPOYHOTO WIIH
HEMEJIEHHOTO OTIyCKa JIEKAPCTBEHHOT'O TMperapaTa MaiueHTy,

8) angpec mammeHTa (yKa3pIBaeTCsS TMOYTOBBIM apec MeCTa JKUTEIbCTBA (MecTa MpeObIBAaHUS WIIN
MecTa (PaKTUYECKOTO MPOKUBAHMS) C YKa3aHUEM MHJEKCa, HAMMEHOBAaHUS Kpasi, 00JacTu, pecimyOIuKy,
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aBTOHOMHOTO OKpyra u mHoro cyonekrta Poccuiickoit @enepanuu, HAMMEHOBAHUSI HACETICHHOTO MTYHKTA,
HAaMMEHOBaHMs YNUIBI (MIPOCIEKTa, MEepeylika, Mpoe3na), HoMepa AoMa (C yKa3aHHeM Kopiyca, Hpu
HaJIM4YUK), HOMEpPA KBAPTHUPHI);

9) HOMEp SJEKTPOHHOW MEIMUIIMHCKON KapThl IMallMEHTa B TOCYJApPCTBEHHOW WH(OpPMAIMOHHON
cucrteme B chepe 3apaBooxpaneHus cyonekra Poccuiickoii denepanum;

10) dbamumnus, uMs, 0T4€CTBO (TIOCIICTHEE - PU HAJTUYMH) MAIMEHTA MOJHOCTHIO;

11) nmata poxneHuss nanueHTa (yKas3blBaeTCsl YHCIO, Mecsl, Toja), Mg jaered ao 1 roxa
JIOTIOJTHUTEIBHO YKa3bIBACTCSI KOJTMYECTBO MOJTHBIX MECAIIEB;

12) pamuinus, THUIMAIBI UIMEHU U OTYeCTBA (IIOCIEAHEE - IPU HATMYMN) METULIUHCKOTO pabOTHHKA
MOJTHOCTBIO;

13) HauMeHOBaHUE  JIEKQpPCTBEHHOTO  Ipenapara  (MEXIyHapoAHOE  HEHNaTEeHTOBAHHOE
HaUMEHOBaHME, TPYNIHPOBOYHOE WM XUMHYECKOE€ HAMMEHOBAHUE, TOPrOoBOE HAMMEHOBaHME),
J03UPOBKa, (hopMa BbIIYCKa, KOJIMUYECTBO (BCE MO3UIMH YKa3bIBAlOTCSA HA PYCCKOM SI3bIKE);

14) cmoco0 mpUMeHEHHUs JEeKapCTBEHHOIO Iperapara Ha TOCYJapcTBEHHOM si3blke Poccuiickoii
@enepanuy WIM Ha ToCyAapcTBEHHOM s3bike Poccuiickoit denepanuy M TroCyIapCTBEHHOM  S3bIKE
pecnyOIIMK U UHBIX si3bIKax HapoaoB Poccuiickoit denepannn <8>;

<8> Yactp 1 crateu 15 3akona N 1807-1 (Bemomoctu cbe3nga HapoaHbix nenyratoB PCOCP u
Bepxosuoro Cosera PCOCP, 1991, N 50, cr. 1740; CoOpanue 3akoHOmaTenbcTBa Poccuiickoi
®enepaunn, 1998, N 31, ct. 3804).

15) nOKyMeHT, NOATBEp)KIAIOIIMN Ha3HAueHHE JIEKapCTBEHHOIO IIpernapara 0 pPEeLIeHUIO
BpaueOHOM KOMUCCUU MEIULIMHCKON OpraHn3allly;

16) OTMCTKa O HA3HAYCHHUU JICKAPCTBCHHOI'O IIpCIapara IO PCHICHUIO Bpa‘le6H0ﬁ KOMHUCCHH
MGI[I/IIII/IHCKOI\/'I oprann3alvu B ClIy4dasaX, YKAa3aHHBIX B 3638116 BTOpPOM ITYHKTa 6 HOprI[Ka Ha3Ha4YCHUA
JICKApCTBCHHBIX MPCIIAPaTOB, YTBCPIKICHHOI'O HACTOAIIUM ITPUKA30M;

17) orMeTka O cHenuaJbHOM Ha3HAYEHHUU JIEKAPCTBEHHOIO Ipernapara (3amojHsSeTcsl B Ciydasx,
yKa3aHHbIX B MyHKTax 15 u 24 Ilopsaka Ha3HAa4YeHUs JIEKAPCTBEHHBIX IPENapaToB, YTBEP)KICHHOTO
HACTOAIIUM IPUKA30M);

18) oTMeTKa O crielManbHOM HAa3HAYEHHUH JIEKAPCTBEHHOTO IMperapaTa MalHueHTy ¢ 3a00JIeBaHueM,
TPEOYIOIIMM JTUTEITLHOTO KYPCOBOTO JIeUeHUs (3arMoTHAETCS B cllydae, ykazaHHOM B myHKTe 23 [opsinka
Ha3HA4YEeHMs JIEKAPCTBEHHBIX MPENapaToB, YTBEP)KIEHHOTIO HACTOSIIUM MPUKA30M) C HPOCTABIECHUEM
MEPUOIMYHOCTH OTITYCKA JICKAPCTBEHHOTO MpEIapara;

19) npu odopmiieHun perenta B popme 3JIEKTPOHHOTO JOKYMEHTA Ha JICKApPCTBEHHBIC MPENapaThl,
yKa3aHHbIe B TOAMYHKTax 2 - 5 mynkra 9 w mynkte 11 Ilopsinka Ha3Ha4eHHS JIEKapCTBEHHBIX
MPENapaToB, YTBEPXKIEHHOTO HACTOSALIMM IPUKA30M, Ipa)kJIaHaM, MMEIOLIMM IMpaBo Ha OecriaTHOE
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MOJIYUYCHHEC JICKAPCTBCHHBIX IMPCIApaTOB WKW IOJYUCHHUC JICKAPCTBCHHLIX IIPCIapatoB CO CKHﬂKOﬁ,
3aIIOJIHAKOTCA PEKBU3UTEI, MPCAYCMOTPCHHBIC IMMOAIIYHKTaAMH 1 - 18 HAaCTOAIICTO ITYHKTA, a TaKXC
CJICAYIOUC PCKBU3UTHI:

a) KaTeropusi TIpaxJaH, HMEIOIUX [pPaBO Ha IOJYyYEHHE JIEKAPCTBEHHBIX IIpPENapaTtoB B
COOTBETCTBHUHM cO cTaThell 6.1 PenepanbHoro 3akoHa ot 17 urons 1999 r. N 178-®3 "O rocynapcTBeHHOM
COLIMAJILHOM TToMonn" <9>;

<9> CobOpanue 3akoHoaarenbcTBa Poccuiickoit deneparuu, 1999, N 29, ct. 3699; 2020, N 52, cr.
8577.

0) xox HO30OTHYecKOi Gopmbl mo MKB;

B) ucTOoyHUK (puHancupoBanusa (1 - denepanbhbiii OromKeT, 2 - Ol0KeT cyObekTa Poccuiickoii
®denepanuu, 3 - MyHULIUIATBHBIN OIOKET);

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

1) CTPaxOBOW HOMEP WHIWUBUIYATHHOI'O JIMIIEBOTO cueTa rpakaanuHa B IleHcmonHOM (oHze
Poccuiickoit ®enepanuu (npu vHanuuun) (CHUJIIC);

€) HOMep ToJInca 0053aTeTbHOT0 METUIIMHCKOTO CTPAXOBaHUA.

21. Ilpn mpocTaBiieHUM OTMETKH, YKa3aHHOW B moianyHkre 16 myHkra 20 Hactosmero [lopsnka,
peuent B (QopMe DJIEKTPOHHOIO JIOKYMEHTa TMOMMCHIBAETCS YCHJIEHHOW KBaTu(UIUPOBaHHOU
JIEKTPOHHOW TMOJAMUCHIO TpeAcenareis WIM CeKpeTaps BpayeOHOM KOMMCCHUM MEIUIMHCKON
OpraHu3alyy, NPHU NPOCTAaBICHUN OTMETOK, YKa3aHHBIX B noarmyHkrax 17 m 18 mynkra 20 Hacrosmero
[lopsiaka, - YCHJIEHHBIMH KBaJU(QHUIMPOBAHHBIMU SJICKTPOHHBIMH IOAMUCSAMH COOTBETCTBYIOLIUX
MEIUIIMHCKUX PaOOTHUKOB.

22. Tlo TpeOoBaHMIO MAllMEHTa WJIA €ro 3aKOHHOTO MPEACTaBUTENS O(OPMIISETCS JK3EMIUIIP
perienita B ¢GoOpMe IIEKTPOHHOTO JOKYMEHTa Ha OyMaXHOM Hocutene ¢ oTMmeTkod "JlyOmukar
3JIEKTPOHHOTO IOKyMEHTA".

lll. YyeT peuenTypHbiXx 61aHKOB (3a UCKITIOYEeHUEM peLenTypHbIX
6naHkoB no copme N 107/y-HIM "CneunanbHbIA peuenTypHbIN 6naHk")

23. Vyer peuentypHeix OmankoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(xn),
M3rOTaBIMBAEMBIX TUIOTPAdCKUM CIOCOOOM (Janee - pelenTypHble OJaHKH, MOMJISKAIINE YYery),
OCYILIECTBIISIETCS B JKypHajaX y4yeTa, IPOHYMEPOBAaHHBIX, MPOIIHYPOBAHHBIX U CKPEIUIEHHBIX MOJIUCHIO
PYKOBOIOMTENS W Ie4aTbl0 MEAMIMHCKOW OpraHu3alud WIM IOANKUCHIO  MHJIWBHUIYaJbHOTO
MpeaNpUHUMATENS, UMEIOIIEro JUIEH3UI0 Ha METUIIUHCKYIO 1€ATEIbHOCTb.

24. XKypnan y4era peuentypHbix 61ankoB popmel N 107-1/y conepkut cienyromue rpadsl:

1) HOMEp MO TIOPSIIKY;
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2) B paznene "[Ipuxon™:

a) J]aTa perucTpaluu JTOKyMEHTa, OTBEPKIAIONIETO MOCTYIIIICHHE;

0) HOMep U J1aTa JJOKYMEHTa, MOATBEPIKIAIOIIET0 OCTYIUICHUE, HANMEHOBAHUE ITOCTABIIIHNKA;
B) 001I1ee KOJIMYECTBO MOCTYIHMBIINX PELENITYPHBIX OJIAHKOB;

I‘) (baMI/IJII/IH, HHUIHaJIbl UMCHHU U OTYCCTBA (HOCJIGI[HCC - Ipu HaJII/I‘H/II/I) n 1n1oAnrucCh OTBETCTBCHHOI'O
MCEIHUILIMHCKOI'O pa6OTHI/IKa, IIOJIYUYHMBLIECTO PELCIITYPHEBIC 0JaHKHU OT IIOCTAaBIIMKaA,

3) B paznene "Pacxon":
a) JlaTa BbIJauu PELENTYPHBIX OJaHKOB;
0) KOJIMYECTBO BBIJAHHBIX PELENTYPHBIX OJIaHKOB;

B) (aMuiaus, WHUIMAIBI MMEHM U OT4ecTBa (IOcienHee - MpH HAIWYMHM) OTBETCTBEHHOIO
MEIUIIMHCKOr0 pabOTHUKA, MOJIYYUBIIETO PELENTYPHbIE OJaHKU;

F) IoANnucCh OTBETCTBCHHOI'O MCAUMIIMHCKOI'O pa6OTHI/IKa, MOJIYYUBUICTO PEUCIITYPHBIC 6J'IaHKI/I;

4) pamunus, THULIMATIBI KIMEHU U OTYECTBA (TIOCJIEIHEE - TPU HAJTMYMM) U TIOJIITUCh OTBETCTBEHHOTO
MEIULUHCKOT0 pabOTHUKA, BBIIABLIETO PEeLENITypHbIE OJaHKH;

5) ocTaTok penenTypHbIX OJaHKOB.

25. Kypnan ydgera peunentypHbeix OmaHkoB ¢opm N 148-1/y-88 m N 148-1/y-04(n) comepxut
cienyromue rpadui:

1) HOMep 1O HOPSKY;

2) B pazaene "[lpuxoxn":

a) 1aTa perucTpaluu JOKyMEHTA, MOITBEPKAAIOUIErO MOCTYIUICHUE;

6) HOMeEp U J1aTa IOKyMEHTa, MOITBEP:KIA0IIEro MOCTYIJIEHNEe, HAMMEHOBaHHUE ITOCTAaBIINKA;
B) 00111ee KOJIMYECTBO MOCTYMHUBIIUX PELENITYPHBIX OJIAaHKOB;

T') CEpUU U HOMEPA PEIENITYPHBIX OJIAHKOB;

1) KOJIMYECTBO PELENITYPHBIX OJIAHKOB 110 CEPHSIM;

e) dhaMuius, THALAIIBI UMEHU U 0TYECTBa (MOCIeAHEE - IPH HATUYWHN) U TIOAMKUCH OTBETCTBEHHOTO
MEIUIIMHCKOTO pabOTHUKA, MOTYYHBIIETO PEIENTYPHBIEC OJaHKU OT MOCTABIIMKA;

3) B paznene "Pacxon":

a) JlaTa BBIJJAYM PEIENITYPHBIX OJIAHKOB;
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0) cepuy 1 HOMEpA BBIITAHHBIX PELETITYPHBIX OJIAHKOB;
B) KOJIMYECTBO BBIJJAHHBIX PELENTYPHBIX OJaHKOB;

r) ¢amuivs, WHUOUATBI UMEHU M oOTdyecTBa (MOCNIEeTHEE - TPHU HAJIMYWK) OTBETCTBEHHOTO
MEIUIIMHCKOTO pabOTHHUKA, MOJIYYUBIIETO PELENTYPHbIE OJaHKU;

1) TIOANKICH OTBETCTBEHHOT'O MEMIIMHCKOTO PAOOTHHKA, TOTYYHUBIIIETO PEICNITYPHBIC OTaHKY;

4) hamwmins, MTHULMANIBI UIMEHHU U OTYECTBA (TIOCJIEAHEE - IPU HAJIMYUH) U IOJIHUCh OTBETCTBEHHOI'O
MEIULMHCKOTO PaOOTHUKA, BBIIABIIETO PELETITypHBIE OJaHKH;

5) ocTaToK peuenTypHbIX OJaHKOB.

26. Yder penentoB, opopMIIEHHBIX B ()OpME SJIEKTPOHHOTO JIOKYMEHTA, OCYIICCTBISICTCS B
rOCyJapCTBCHHON WH(POPMAIMOHHON cucteMe B cdepe 3ApaBoOXpaHeHHsS CyObekTa Poccuiickoi
denepanyu OCPEACTBOM BEIICHUSI SIUHOTO PEeecTpa perenToB, opOpMIICHHBIX B (JOpME JIEKTPOHHBIX
JTOKYMEHTOB.

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

27. MenuuuHCKHE OpraHU3alUy MOJIy4aroT HEOOXOIMMbIE PELENTypHble OlaHKH, 0(OopMIICHHBIE
TUIOrpa)CKUM  CIIOCOOOM, dYepe3 TEeppUTOpHATbHBbIE OpraHbl YIpPaBICHHUS 3ApPaBOOXPAHEHHEM WU
OpraHu3alyy, YINOJIHOMOYEHHBIE Ha 3TO OpPraHaMH HCIOJHUTEIBHOW BIIacTU CyObekTOB Poccuiickoi
denepanuu.

28. PeuentypHble OlaHKH, MOJJIEKAIINE YUETy, XPaHATCS OTBETCTBEHHBIM JIMIIOM, Ha3HAYEHHBIM
PYKOBOJUTENEM MEIUIIMHCKONM OpraHu3aliM, B 3allMpaeMoOM MeTaJuTMdecKkoM Ikady (ceilde) wmnm
METAJIJINYECKOM SIIIHKE.

29. lHauBuAYyanbHBIA OPEANpPUHUMATENb, UMEIOIIUHN JTUIEH3UI0 Ha METUIIMHCKYIO JEATeNbHOCTD,
XPaHUT pelenTypHble OJaHKH, MOAJEKAIUE YUETy, B 3alIMPaeMOM MeTallIn4eckoM Ikady (ceide) mium
METAJUINYECKOM SIIITUKE.

30. ITpoBepka cCOCTOSIHHSA XpaHEHMs, ydeTa, (PaKTHUEeCKOro Hajiuuus M pacxoja pelenTypHBIX
ONaHKOB, MOJUIEXKAIUX Yy4YeTy, OAMH pa3 B KBapTaJl OCYLIECTBISAETCS KOMHCCHEH, CO3JaHHOH B
MEIHUIIMHCKON OpraHu3allnH.

31. Peuentypueie OnaHku, odopmisieMble Ha OyMa)KHOM HOCHTEIE W TOJUIeXKAIIHE Y4eTy,
BBIIAIOTCSI MEIULIMHCKUM paOOTHHKAaM, MMEIOIIMM IpPaBoO O(QOPMIIEHHUS PELENTOB, M0 PaCIOPSHKEHUIO
IJIABHOTO Bpaya WK €ro 3aMeCTUTEIS.

HonyquHHe PEUCITYPHBIC OlaHKH Ha 6YMa)KHI)IX HOCUTCIIAX XPaHATCAd MCEIUIMHCKHUMHU
pa6OTHI/IKaMI/I B IOMCUICHUAX, 06CCHC‘-II/IB8.IOH_II/IX X COXpPAaHHOCTh.

32. [IporpaMMHO-TEXHUYECKHE CPEICTBA TIOCYJAapCTBEHHBIX HMH(POPMAIMOHHBIX CHCTEM B cdepe
3IpaBOOXpaHEHUS, MEIUIIMHCKIX WH()OPMAIIMOHHBIX CHCTEM METUIIMHCKUX OPTaHU3AIMi 00eCTIeunBaoOT
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XpaHEHHE SJICKTPOHHBIX pEIenToB, OPOPMIICHHBIX B (pOpMe S3JIEKTPOHHBIX JIOKYMEHTOB B TEUYEHHUE
CPOKOB, YCTaHOBIJICHHBIX JUI XPAHEHHUS PELENTOB, OQOPMIICHHBIX Ha COOTBETCTBYIOIIMX (opMax
peLenTypHbIX 0JIaHKOB Ha Oyma)kHOM HocuTene <10>.

<10> IMoxmyskT 5.2.169 Ionoxenust 0 Munuctepctse (CoOpaHue 3akoHoIaTeNbcTBa Poccuiickoi
Oenepanun, 2012, N 26, ct. 3526; 2021, N 43, cT. 7258).

[Tpunoxenue N 4

K IpUKa3y MUHHCTEPCTBA 31paBOOXPAHEHHUS
Poccuiickoit @enepanuu

oT 24 Hos10ps 2021 r. N 1094n

®OPMA CIIEHHMAJIBHOI'O PELIEIITYPHOI'O BJIAHKA N 107/Y-HII

MuHUCTEPCTBO 3APABOOXPAHECHUS Kox dopmer mo OKVY /I
Poccuiickoit ®eneparun MenunuHcKas TOKyMEHTaus
®opma N 107/y-HII,
YTBEPKJICHHAS TIPUKA30M
MuHucTepcTBa 31paBOOXpPaHEHUS
Poccniickoit ®enepanuun

ot 24.11.2021 N 1094n

mITaMIn MGHHHHHCKOﬁ opraHu3anvun

PELIENIT

Cepus N

" 20 T
(marta BBIMMHMCKY perenTa)

(B3pOCHBI, IETCKUM - HY)KHOE TOIYEPKHYTH)

damuinus, UMs, OTYECTBO (TIOCIETHEE - TPU HATUUNHN)
nanueHTa

Bo3spacr

Cepm{ U HOMCD I1oJIMCa 00513aTENBHOTO MCIUIIUHCKOI'O CTPAXOBaHUA
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Howmep MeaunmHckoi kapThl

damuinus, UMsi, 0OTYECTBO (TIOCIETHEE - TPU HATTMUNH)
neyaiero Bpaya (¢enpaiiepa, akymepKku)

O PP PPOTPRUPRPIS

[Toamuck u MMYHAs TIeYaTh Bpada
(moamuck Qenpauiepa, aKyepKku)

M.IL

damunus, UMs1, 0TYECTBO (TIOCTEAHEE - MPU HATUYUH) U TTOANKUCH YITOJTHOMOYEHHOTO JIUIIA
MEJIUIIMHCKOW OpTraHu3aIun

M.IL

OTMmeTKa anTeyHo! opraHu3auu 00 OTIyCKe

damunus, UMsi, OTYECTBO (TIOCIETHEE - TP HAJTMYWHU) U MOAMKUCH PaOOTHUKA alTeYHOM
OpraHu3aIu

M.IL

Cpoxk nelictBus peuenra 15 nuei

[Ipunoxenne N 5

K IIpUKa3y MUHHCTEpCTBA 31paBOOXPAHEHNUS
Poccuiickoit @enepanuu

oT 24 Hos6ps 2021 r. N 1094u

NOPAAOK
N3roToBJIEHUA, PACTNPEOENEHUA, PETUCTPALIUN, YHETA U XPAHEHUA
PELIENTOB, COAEPXALUMX HABHAYEHUE HAPKOTUYECKUX CPEACTB
UITN NMCUXOTPOINHbIX BELWWECTB

I. MopsaoK nsrotoBneHus, pacnpeaeneHns cneymanbHbIX
peuenTypHbix 6naHkoB no opme N 107/y-HI

1. Opranu3anuio U3roTOBICHHS M paclpesieieHus] pelenTypHbIx O1ankoB mo ¢opme N 107/y-HII
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"CrienuanpHbpld  perentypHblii OnaHk" (majee - CHEHUaNbHBIA pelenTypHbId OJaHK) OCYLIECTBISET
MunuctepcTBO 31paBooxpaneHust Poccutickoit @eaepannu (nanee - MUHHCTEPCTBO).

2. CrenuanpHble pEUENTypHbIE OJIaHKW SIBISIFOTCS 3alUIIEHHON NOJIUrpaduyeckoil mpoyKIuen
ypoBHs "B", m3roraBiuBaemoii Ha Oymare po3oBoro IBera pazmepoMm 10 cMm X 15 cM, TODKHBI UMETh
CEpHUI0 M HOMEpP, a TaKXK€ COOTBETCTBOBAaTb TPEOOBAHMSM, YKa3aHHbBIM B IIpHKaze MuHucTepcTBa
¢unancoB Poccuiickoii @enepanuu ot 29 centsaops 2020 r. N 2171 "OO6 yrBepxaeHUU TeXHUUYECKHX
TpeOOBaHUI M YCIOBUH H3TOTOBJICHUS 3AIIMLIICHHOW OT MOJAENOK MOJUTpadUuecKOr MpoxyKiuu'"
(3apeructpupoBan  MuHnucTepcTBOM roctuiud  Poccuiickoit ®Pepepanmm 16 HosOps 2020 1.,
peructpaunonHslii N 60930).

3. B mensix opraHuzaiyiii U3TOTOBIECHHUS M paclpeieNieHusl CHEeHATbHBIX PELENTypHBIX OJaHKOB
MEIUIIMHCKUE OpTaHM3allM{, MMEIOIIME TMPaBO OCYIIECTBISATH BbIAAUy PELENTOB HAa HAPKOTUYECKHE
CpelcTBa WIJIM TCUXOTpornHble BemecTBa crnucka Il Ilepeuns u 3apeructpupoBaHHble B Poccuiickoii
@denepaniu B KayecTBE JIEKAPCTBEHHBIX IMPEMapaTtoB Il MEIUIIMHCKOTO TpUMEHEHHUs (janee
COOTBETCTBEHHO - MEIULMHCKAs OpraHu3anus, HAPKOTHYECKHH (NMCUXOTPOMHBINA) J€KapCTBEHHBIN
rpenapar), COCTaBJISIIOT 3asiBKH Ha pELENTypHbIE OJIaHKH.

4. B cpok no 1 okTsa0ps Tekyiero rojaa 3asiBKM MEAMIIMHCKUX OpPraHM3allMii Ha CIElUaIbHbIE
pelenTypHbie OJIaHKU TTPEICTABIISIOTCS:

1) MCIUNUHCKUMHU  OpPraHUu3alusaMi, HaXoAANIMMUCA B BCIACHUU (be,[[epaJIBHHX OpraHoB
HCIIOJIHUTCILHOM BJIACTH, - B COOTBCTCTBYIOIIIUC @eﬂepam,m,le OpTraHbl HUCIIOJIHUTEIHLHOMN BJIACTH,

2) MEAMIMHCKUMHM OpraHu3alldsM{, HaXOISAIIMMHUCA B BeIAeHHH CyOBeKkToB Poccuiickoii
d)e):[epam/m, MCIUTHUHCKUMHA OpraHu3alnuiaIMu MYHI/IIII/IHaIII)HOI\/'I M 9YaCTHOM CHUCTEM 3ApaBOOXpPAaHCHHUA - B
OpraHbl HUCHOJNHUTENbHOW BiacTu cyObekToB Poccuiickoii denepanmu B cdepe oxpaHbl 310pOBBS
rpaXx/J1aH, Ha TEPPUTOPUU KOTOPBIX OHHU PACIHOJIOKEHBbI (Jajiee - OpraHbl HCHOJHUTEIBHOM BIACTH
cyonekToB Poccuiickoit deneparun).

5. B 3asgBKe MEIUIIMHCKOM OpraHU3alMi Ha CHELMAJbHBIE PELENTYpHbIE OJIAHKHU YKa3bIBAIOTCS
CJIEYIOLIUE CBEJICHHUS:

1) cBegeHuss 0 MEAMIIMHCKOW OpraHW3alUH, IMOJAABIIEH 3asBKy Ha CHEIUAIbHbIE pelenTypHbIE
67aHKH (ITOJTHOE HAMMEHOBAHUE, AJPEC MECTa HaX0XKJICHHS);

2) KOJMYECTBO CHEIHUAIbHBIX pEHENTYPHbIX OJAHKOB, UW3PAcXOJ0BAaHHBIX MEIUIIMHCKON
opranusanyei Ha | sHBaps NpPeIIECTBYIOLIETO r0/a;

3) KONMMYECTBO CHEIUAIbHBIX PEIENTYPHBIX OJAHKOB, HEOOXOIMMBIX MEAUIIMHCKONW OpraHu3aIlin
Ha CJIENYIOLIUN TOI.

3asiBKa MEAMIIMHCKOW OpraHM3ali Ha CHelHalibHble pelenTypHble OJaHKH IOJIHCHIBAETCS
PYKOBOJUTENEM MEIULMHCKON OpraHu3allMM, KOTOPBIH HECET NEPCOHAIBHYI0 OTBETCTBEHHOCTH 3a
000CHOBAHHOCTbh U JJOCTOBEPHOCTh YKa3aHHBIX CBEJICHUI.

6. denepalibHble OPraHbl UCIIOJIHUTENIBHON BJIACTH, B BEJICHUH KOTOPBIX HAXOASITCS MEAUIIMHCKHE
opranmuzanuu (manee - ¢eaepanbHble OpraHbl UCHOJHUTENBHOM BIIACTH), U OpraHbl HCIOJIHUTEIbHOU
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Biactu cyowbekToB Poccuiickoit denepanuy Ha OCHOBAaHMM 3aSBOK MEAMLIMHCKUX OpTaHU3alMii Ha
CeLMalIbHbIE peLeNnTypHble ONaHKU (OPMUPYIOT CBOJHBIE 3aiBKM Ha CIELUAIbHBIE PELENTYpPHbIE
OJaHKH U B CPOK 110 1 J1ekadps TEKYIIEro rojia NpeACTaBIsI0T UX B MUHUCTEPCTBO.

7.B CBOI[HOfI 3asBKC Ha CIICHUAJIbHBIC PELCIITYPHBIC OnaHKU YKa3bIBalOTCA CICAYIOIIUE CBEACHUA

1) cBeneHust 0 QenepaibHOM OpPraHe MCHOJHUTEIHLHON BJIACTH (OpraHe HMCIIOJHUTEIBHOW BIACTU
cyobekTta Poccuiickoit @eneparun), IpeaCcTaBUBIIEM CBOAHYIO 3asBKYy Ha CIIEIUAbHBIC PELENTYPHbIC
OnaHKH (ITOJTHOE HAMMEHOBAHUE, APEC MECTa HAXOXKJICHHS);

2) KOJIMYECTBO CIELHATBHBIX PEIENTYPHBIX OJIAHKOB, pacHpeleleHHbIX (eAepalbHbIM OpPraHoM
WCIIOJIHUTEIIBHON BIIACTH (OpraHOM HCIIOJTHHUTENIHHOW BiIacTu cyOwbekTa Poccuiickoit denepanun) Ha 1
SITHBApsI MPEIIECTBYIOLIEr0 ro/1a MEXKAy MEIUIIMHCKUMH OpPraHU3alUsIMy;

3) KOJHMYECTBO CIEHMHUAIBHBIX PEIENTYpPHBIX OJAHKOB, HEOOXOIUMBIX (eaepaTbHOMY OpraHy
WCIIOJIHUTENBHON BiacTU (OpraHy HUCHOJHUTENBbHON BiacTu cyObekTa Poccuiickoit ®eneparnuu) Ha
CIIEYIOIIUI TOJ ISl paclpeieeHHs] MEXIY MEAUIIMHCKUMH OpraHu3alusiMu;

4) cBemeHUs O TMOJBEIOMCTBEHHOW OpraHM3alllM, YIIOJTHOMOYEHHOHW (enepanbHbM OpraHoM
WCIIOJIHUTEIIBHON BIacTH (OpPraHOM WCIOJHUTENBHON BiacTh cyObekTa Poccuiickoii Demepariun)
OCYILIECTBIATh TOJy4YEHHE CIEUUaTbHBIX PEHENTYPHBIX OJNaHKOB OT MHHHCTEpPCTBA, UX XpaHEHUE U
BBIIaYy MEIUIMHCKUM OpTaHu3amnusM (IIOJTHOE HauMEHOBaHME, anpec mecta HaxoxaeHus, MTHH/KIIII,
OKTMO opranu3zainuu, pakTHUeCKU aipec IOCTaBKH).

8. Ha ocHoBanun MOJIYYCHHBIX CBOJHBIX 3a4BOK Ha CICHOUAJIBHBIC PCUCIITYPHBIC OJIaHKHU
MUHUCTEPCTBO €XKETrOoJHO B CPOK N0 15 stHBaps criemyromero roga ¢GopMUpYyeT U YTBEpXKIaeT IJIaH
pacnpeaciiCHud ClICUHUAJIbHBIX PCHCITYPHBIX 6J'IaHKOB, B KOTOpPOM OTpaXacTCs roaoBast HOTp€6HOCTB
Poccuiickoit ®enepanuu B CHENHANBHBIX PELENTYPHBIX OllaHKax (Jajgee - TMJaH pachpeaeiIeHHs
MuHnuctepcTsa).

9. B ninane pacnpenenenuss MUHMCTEPCTBA YKa3bIBAIOTCS CIENYIOLINE CBEICHU:
1) nopsiIKOBBII HOMED 3aINCH;

2) HamMeHOBaHWE (enepaTbHOTO OpraHa HWCIOJHUTEIBHOW BIACTH (OpraHa HCHOTHUTEIbHOM
Bractu cyobekta Poccuiickoit denmeparuu), TpENCTAaBHBIIETO CBOJAHYIO 3asSBKY Ha CICIHAIbHBIC
perentypHbie OIaHKu;

3) HE0OXO0AMMOE KOIMUYECTBO CIIEUANBHBIX PEIENTYPHBIX OJIaHKOB.

10. HampaBnenue crienuaibHBIX PELENTYpPHBIX OJaHKOB (efepaibHbIM OpraHaM HCIOJHUTEbHON
BJIACTH, OpraHaM HCIOJHUTENIbHON BiacTH cyObekToB Poccuiickoii ®enepanuu OCylECTBIsSIETCS
MUHUCTEPCTBOM B KOJMYECTBE, IPELYCMOTPEHHOM INIAHOM pacnpezesieHnss MuHUCTepCTBa.

11. MwuHHCTEPCTBOM JOMOJHUTENHHO K KOJHYECTBY CIEIHAIBHBIX PEHENTYPHBIX OJaHKOB,
MPEIyCMOTPEHHOMY IUTAHOM  pacmpeneneHus MuHUCTepcTBa, (opMmupyeTcs pe3epBHBIN  3amac
CHeIUaIbHBIX PEHENTYpHBIX OJaHKOB B KojudecTBe, He mpesbimaromeM 150 000 crnemuanpbHBIX
pEIenTYPHBIX OJTaHKOB.
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12. B cnyuyae yBenwueHUs NMOTPEOHOCTH B CHEIHAIBHBIX DPELENTYpPHBIX OllaHKax QenepabHbIe
OpraHbl HCTIOJHUTEIHLHOW BIACTH (OpPTraHbl UCIIOJIHUTEIILHOM BIACTH CyOBeKkTOB Poccuiickoit deneparun)
HamnpaBJsiloOT B MUHHCTEPCTBO CBOJHBIC 3asBKA Ha JIOMOJHUTEIBHOE KOJIMYECTBO CHEIUATBHBIX
pelenTypHbiX OJIaHKOB (C OOOCHOBAaHHWEM YBEIMYEHUS NOTPEOHOCTH B CHEIUAIBHBIX PELENTypPHBIX
OlaHKax), KOTOpbIE TPEAOCTABISAIOTCS MUHUCTEPCTBOM €3 PE3EPBHOTO 3amaca CIelUaTbHBIX
pelenTypHbIX OJaHKOB.

13. ®enepanbHble OpraHbl HCIIOTHATEIHLHONW BIACTH (OpraHbl UCIIOJHUTEIBHON BIACTH CYOBEKTOB
Poccuiickoit denepanun) pacrnpenesisioT MOJYYeHHbIE CIElHalbHbIe pelenTypHble OJaHKH MEXIy
MEIUIMHCKUMU OpraHu3alsiMd Ha OCHOBAaHUU IUJIAHOB pachupeneiceHusi, CcHOPMUPOBAHHBIX B
COOTBETCTBHH C 3asiBKAMU MEAUIIMHCKUX OpraHU3alfil Ha CIeIMAIbHBIE pEleNTYPHbIE OJIaHKH.

Il. Mopspok perncrtpaummn, yyeta u XxpaHeHUsA crneuunanbHbIX
peuenTypHbIX 6naHkoB no cpopme N 107/y-HI

14. MuHucrepctBo, uHblEe (eaepaabHble OpraHbl HCIOJHUTEIBHOM BJIACTU M OpraHbl
UCIIOJHUTENBHOM BiacTH cyObekToB Poccuiickoit ®enepanuu OpraHU3ylOT XpaHEHHME CIIELUAIbHBIX
pelenTypHbIX OJIAHKOB B IOJIBEJOMCTBEHHBIX OpIraHU3ALMSIX, YIOJIHOMOYEHHBIX OCYLIECTBIISTh
MOJyYeHHE CHELMANIbHbIX pPELENTYpHbIX OJlaHKOB OT MuHHMCTEpCTBAa, MX XpaHEHHE U BbIIAuy
MEIAUIIMHCKUM OpraHu3aluusM (fajnee - yIoJIHOMOYEHHas OpraHu3aius).

15. B ynmonmHOMOYEHHON OpraHu3aluyd U MEIUIMHCKON OpraHu3alliy, MOTYYHBIICH cleluaibHbIe
perenTypHble OJIAaHKH, OpPTaHU3yeTCsS PETHCTpAlys, Y4eT W XPaHCHHWE CIEIUAIBHBIX PEIEHTYPHBIX
OJIAHKOB.

Peructpanus, y4er M XpaHEHHE pE3EpBHOIO 3amaca CIEUUaJIbHBIX pEUenTypHbIX OJaHKOB
MunucTepcTBa  OcyliecTBisercss  (efepalbHbIM TOCYAapCTBEHHBIM  OIOJUKETHBIM  YUPEKJCHHUEM,
HaxoJsIMMcS B BeAeHMM MuHuUCTepcTBa  (Jajee COOTBETCTBEHHO -  PE3EpBHBIM  3arac,
M10JIBEZIOMCTBEHHOE YUPEKIACHUE).

16. PabGoTHMK, Ha3HAUYEHHBI TPUKA30M PpPYKOBOJAUTENS YIOJIHOMOYEHHOW OpraHu3aluu
(YHNOJIHOMOYEHHOH OpraHu3aliy, MOABEIOMCTBEHHOI'O YUPEKICHHS) OTBETCTBEHHBIM 33 PErHCTPALHIo,
XpaHEHHE U YYeT CHelHalbHBIX pEelEenTYpHbIX OJIaHKOB (Jlaiee - OTBETCTBEHHBIN pabOTHHK), Ha
OCHOBAHHUU JIOBEPEHHOCTH, O(POPMIICHHOI B MOpS/IKE, YCTAHOBJICHHOM 3aKOHOJATEIbCTBOM Poccuiickoit
@enepan  (C  MOAMUCHIO  PYKOBOJIUTENSI  YIOJIHOMOYEHHOM opraHuzanuu  (yrnoJIHOMOYEHHOU
OpraHu3aliy, IOABEJOMCTBEHHOTO YUPEXKICHHS), TIJaBHOrO OyxrajaTrepa, 3aBEpPEHHBIX KpYIJIOH
MevyaTbi0), MOJy4YyaeT CHelHaJbHble pELUENTypHble OJaHKM M OCYLIECTBISET BeJEHHE >KypHaia
perucTpanyy U ydeTa CIeUalbHBIX pEeleNnTypHbIX OJaHKOB, K KOTOpoMYy Mpuobmaer (Goto- u (uiam)
BUJIEOMATepHalbl, MOATBEpKAarole ¢GakT OQOPMIIEHHS pELENTypHbIX OJaHKOB Ha JAoMy (IIpH
HaTHYUN).

17. XKypuan perucrpaniud W YydeTa CHCIHAIBHBIX PEHENTYPHBIX OJaHKOB JODKEH OBITh
IIPOHYMEPOBAaH, IPOLIHYPOBAaH, MMETh HA IOCJIEIHEN CTpPaHUIIE 3alUCh, COAECPKAIIYI) KOJIUYECTBO
CTpPaHHI], TIOJIHOE HANMEHOBAaHWE YIOJHOMOYECHHOM oOpraHu3anu (MEAUIIMHCKONW OpraHu3allvu,
MOABEIOMCTBEHHOTO YUPEXKJEHHUsA), a TaKKe CKpEIUIeH TMOJIUChI0O PYKOBOJIUTENS M IEYaThIO
YIOJTHOMOYEHHOM OpraHu3anuu (MeIULIUHCKON OpraHu3alyy, OJBEJOMCTBEHHOTO YUPEKICHNUS).

XKypHan perucrpauvd W y4yeTa CIEHUAIbHBIX PELEeNTypHBIX OJaHKOB pPE3EepBHOrO 3amaca
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MuHucTepcTBa CKpEIUISETCS TakXKe MOJANKMCHI0 JAUPEKTopa (B clydyae €ro OTCYTCTBHUSI - 3aMECTUTEIS
nupekTopa) [enmaprameHTa peryiMpoBaHUsS OOpaIIeHUs JICKAPCTBEHHBIX CPEACTB M METUITMHCKHUX
n3aenui MUHUCTEPCTBA U e4aThi0 MUHKCTEPCTBA.

18. B KypHalle pEerucTpaldd W Yy4yeTa CIEUHUaJbHBIX PELENTYpHbIX OJAHKOB YyKa3bIBaIOTCS
CIIEYIOINE CBEACHMUS:

1) HopsAKOBBII HOMEp 3aIHCH;

2) mpHUXO0/1 CIIEIUATBHBIX PEIENITYPHBIX OJIAHKOB:

a) PEeKBU3UTHI U J1aTa PErUCTPaALlMU IPUXOAHOTO JIOKYMEHTA;

0) oO111ee KOJIMYECTBO MOCTYNUBIINX CIELUATIBHBIX PELENTYPHBIX OJaHKOB;

B) cepHs U HOMEP CHELUAIbHOTO PEeNTypHOro OJIaHKa;

I') KOJIMYECTBO CNELUAIBHBIX PELENTYPHBIX OJAHKOB IO KaXKIOW CEpUU;

1) hammiiusi, UM, OTYECTBO (IIOCIIEHEE - IPH HATMYMH) U ITOANUCH OTBETCTBEHHOI'O paOOTHHKA,
3) pacxoJ CrienuaNbHbIX PEleNTyPHBIX OJTaHKOB:

a) JlaTa BbIJJauu CIIEHUAIBHBIX PEleNTypHBIX OJIaHKOB;

0) cepun 1 HOMEpa BbIJAHHBIX CHEIMAIBHBIX PELENTYPHBIX OJIAHKOB;

B) KOJIMYCCTBO BBIJAHHBIX CICHHAJIBHBIX PCHCHTYPHBIX OJIaHKOB C YKa3zaHueM B cKkoOKax
KOJIMYCCTBA CIICHUAJIBHBIX PELCIITYPHBIX 6J'IaHKOB, BBIJAHHBIX AJIA O(bOpMJ'IeHI/IH Ha 1O0MY;

r) ¢gamuiaus, UMs, OTY4ECTBO (IOCIelHee - MpH HATUYMU) M HOANKMCH JIMIA, MOJTYYHBIIETO
CHelHalbHbIe peleNTypHbIe OJaHKU;

I[) KOJIMYCCTBO CIICHIUAJIBHBIX PCHCITYPHBIX 6J'IaHI(OB, O(i)OpMJ'IeHHBIX Ha TOMY;,

e) ¢ammius, UMs, OTYECTBO (IOCIEeAHEEe - MPU HAJIMYMK) U MOANUCH JHIA, O(GOPMHBILIErO
CrelMabHbIE PeLleNTYpHbIE OJIAHKU Ha JIOMY;

4) pamumnus, uMsi, 0TYECTBO (MTOCIEAHEE - IPU HATMYUHU) U MTOANKUCH OTBETCTBEHHOT'O paOOTHHUKA,
5) OCTaTOK CrenUaIbHBIX PEIENTYPHBIX OJIaHKOB.

19. ChoenuanbHblii pelieNTYpHbI ONaHK SBISETCS JOKYMEHTOM CTPOTOM OTYETHOCTH. 3arac
CMELUANBHBIX PELENTYPHBIX OJAHKOB B MEAMIIMHCKOM OpraHu3alliy JOJDKEH XPAaHUTHCS B CIELUAIBbHBIX
MOMEIIEHUsX, ceiiax WK B ClIEHUaTbHO U3TOTOBJIEHHBIX MIKa(ax, 0OMTHIX OLIMHKOBAHHBIM XKEJIe30M, C
HAJIe’KHBIM BHYTPEHHUM HJIM HABECHBIM 3aMKOM.

[Tomemenus, ceidsl, mKadppl, B KOTOPHIX XPAHATCS CIELMATIbHBIE PELeNTypHbIe OJaHKH, JTOJKHBI
OBITh 3aKpBITHI HA 3aMKH U TIOCJI€ OKOHYAaHWsS pPAa0OTHl OIedYaTaHbl IMEYAThIO YMOJIHOMOYEHHOU
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opranu3anyu (MeIUIMHCKON OpraHu3aiun) Uik OIIIOMOHPOBAHBI.

20. B MeAMIMHCKMX OpraHM3alHsX 3amac CICHHAIBHBIX PELENTYPHBIX OJIAHKOB HE JOJDKCH
MPEBBILIATH TOJJOBOM MOTPEOHOCTH.

21. Pagpemiaercsi BbIaBaTh MEAMIIMHCKOMY pa0OTHHKY, HMEIOIIEMY IpaBO Ha3HA4aTh
HapKOTHYECKHE (TICUXOTPOIIHBIEC) JIEKAPCTBEHHBIC MpENaparhl, €AWHOBPEMEHHO He OoJiee IBajlaTh
CHEIHANIbHBIX PELENTYPHBIX OJIaHKOB.

MenuuuHckiue paOOTHUKHM, BBIMHMCHIBAIOIIME PELENThl Ha HApKOTHYECKHE (TICHXOTPOITHBIC)
JIEKApCTBEHHBIE IIPEMapaThl, HA OCHOBAHUU IIPUKa3a PYKOBOAMTENS MEIULIMHCKOM OpPraHU3aluy HECYT
JUYHYI0 OTBETCTBEHHOCTh 3a COXPAaHHOCTb IIOJYYEHHBIX CIELUUAIbHBIX PELENTYpHBIX OJaHKOB.
CrenuanbpHble pelienTypHble OJJaHKH, OJTY4YE€HHbIE MEAULIMHCKUM PaOOTHUKOM, XPAHATCS MOl 3aMKOM B
ceiipax, MeTAIUIMYECKHX IKa(ax UM METAJUTMYECKHX SIIUKAX.

22. B MeOUIMHCKOW OpraHM3alMM CO3JAeTCs MOCTOSHHO IEHCTBYIOIIAs KOMMCCHs, KOTOpas He
pexe 1 pasa kBapran ([0 PEIICHUIO PYKOBOAMTENS MEIMIMHCKON OpraHu3alliyd BO3MOYKHO Yalle)
OCYILECTBIISICT IPOBEPKY COCTOSHUS PETUCTPALlMM U y4eTa CIeLHabHbIX PELENTYPHbIX OJAHKOB, B TOM
quclie MyTEM CBEPKH 3alKCed KypHajla perucTpaliy U ydyeTa CHEelHalIbHbIX PELEenTYpHbIX OJIAHKOB, C
(aKTUYECKUM HaIWYMEM CIIEHUAIbHBIX PELENTYPHBIX OJIaHKOB, a TaKXkKe IMPOBEPKY COCTOSHUS XPaHEHUS
CHEIHAJIbHBIX PELIENITYPHBIX OJIaHKOB.

IIo pe3yiibTaTaM HNPOBCPKU B KXYPHAJIC PErUCTpallui U y4€Ta CIICIUAJIbHBIX PCUCITYPHBIX OJ1aHKOB
ACIACTCA 3aIlIMCh O PE3yJibTaTaxX IMPOBCACHUA CBCPKU AAHHBIX, 3aKPCIUICHHAA MOANHUCAMU BCCX YJICHOB
KOMHUCCHH, UJIN CO30AaCTCA CHelHualIbHBIN aKT IMPOBCPKHU.

23. ®enepanbHble OpraHbl UCTIOJHUTEIBLHON BJIACTU U OPTraHbl UCIIOJHUTEIBHOM BIaCTH CYObEKTOB
Poccutickoit @enepanyy OCYIIECTBIAIOT KOHTPOJb 338 OpraHU3allMed PEeruCcTpaldy, ydeTa U XpaHEHUs
CHEeIMAbHBIX PELENTYpHbIX OJAHKOB B  YINOJHOMOYEHHBIX OpraHU3alusiX U MEAMIMHCKHUX
OpraHu3alusx.

24. Bblgaua creuuanbHBIX PELENTYpHBIX OJaHKOB U3 pe3epBHOro 3amaca MUHHCTEpCTBa
¢denepanbHBIM OpraHaM HCHOJHUTENBHOM BJIACTM M OpraHaM HCIOJHUTENIBHOW BIIACTH CYOBEKTOB
Poccuiickoit  denmeparuu  OCYIIECTBISETCS  OTBETCTBEHHBIM  PAaOOTHUKOM  IMOJBEIOMCTBEHHOTO
YUPEXIeHUS Ha OCHOBAaHUH PELICHUs 00 OTIYCKE CIEMUAIBHBIX PELENTYPHBIX OJaHKOB, OOPMIECHHOTO
B BHUJIE NHCbMa, MOJIUCAHHOIO JUPEKTOPOM (B Ciydae €ro OTCYTCTBHUS - 3aMECTHTENIEM IUPEKTOpa)
JlemapTaMeHTa pEeryjJIMpoBaHUs OOpaIleHUs JICKapCTBEHHBIX CPEIACTB M MEIMIIMHCKUX H3JENUi
MunucTepcTBa.

ITpoBepka neATEIbHOCTH MOABEAOMCTBEHHOIO YUPEXKIEHUS 10 PErHCTpalvM, YYETY U XPaHEHUIO
PE3EpBHOrO 3amaca OCYIIECTBIsIeTCs JlemapTaMeHTOM peryiaupoBaHHUs OOpaleHHs JIEKapCTBEHHBIX
CPEICTB M MEAMIMHCKMX H3Aenuil MunucrepctBa 2 paza B roa He mnosznHee 20 uucna Mecdua,
CJIEAYIOIIETO 332 UCTEKIINM MOJIYTOJHEM.
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[Ipunoxenne N 6

K IIpUKa3y MUHUCTEPCTBA 3[paBOOXPAaHEHHUS
Poccuiickoit ®enepanuu

ot 24 Hos0ps 2021 r. N 1094n

NMPABUIIA
OPOPMIIEHUA PELENTOB, COAEPXALUMX HASHAYEHUE HAPKOTUYECKUX
CPEACTB UIN NCUXOTPOIHbIX BELWECTB, B TOM YACJIE B ®OPME
ANEKTPOHHbIX AOKYMEHTOB

I. OchopmneHue peuenta Ha GyMmaXHOM HocuTene

1. Ha peuentypubix 6mankax ¢gopmsl N 107/y-HII B neBoM BepxHEM YIily NpOCTaBIISAETCS LITAMII
MEIMLMHCKOW OpraHu3alMi C yKa3aHUWeM €€ IOJHOr0 HAauMEHOBaHUs, ajpeca U TeinedoHa C JaTOH
BBIMKCKH (1aTol 0(hopMIICHHST) perienTa Ha JIEeKapCTBEHHBIH Mpernapar.

Peuentypusie Omanku (opmbl N 107/y-HII u3roraBivBarOTCs UCKIIOYUTEIHHO THIOTPadCKUM
CIIOCOOOM.

2. Ha penentypubix OnaHkaxX, oOG(OPMISEMBIX HHIWBUIYaIbHBIMA MPEITPUHUMATEISIMH,
UMEIONUMH JIUICH3UI0 Ha MEIUIIMHCKYIO JEATEIBHOCTh, B BEPXHEM JIEBOM YIIIy THUIIOTPaPCKUM
CcrocoboM WM TyTeM MPOCTaBICHHs INTaMIa JOHKeH OBbITh yKa3aH aApec HWHIANBUAYATbHOTO
NpeAnpUHUMATENs, HOMEp M Jara JIMIEH3WH, HAauMEHOBAaHWE OpraHa TOCYAapCTBEHHOW BIJIACTH,
BBIJJABLIETO JIUIEH3HIO.

3. Peunentypusie Omanku ¢dopmbel N 107/y-HII 3anonHsroTcss MEAMIIMHCKUM PaOOTHUKOM
YEpPHWJIAMH UJI IIAPUKOBOU PYUYKOM.

4. Jlomyckaetcsi opopMIIeHHE BCEX PEKBU3UTOB (3a MCKItOUeHUEM pekBu3uTa "lloanucek nedaiiero
Bpaua (moxmuch (enpamiepa, akymepk)') peuenTypHbix OmaHkoB Qopmbl N 107/y-HIT ¢
WCTIOJIH30BAHUEM I1€YATAIOIINX YCTPOUCTB.

5. B peuentypaom 61anke ¢popmbl N 107/y-HII B cTpokax "damuus, uMsi, 0TUECTBO (IOCIETHEE -
py HAIM4YMK) nanuenTa” u "Bo3pact” yka3pIBaroTCs MOJHOCTHIO (haMUJIHsl, UMsI, OTYECTBO (TIOCIIETHEE -
IIPYU HAIMYMHN) TTAIUEHTa, €r0 BO3PACT (KOJIMYECTBO MOJIHBIX JIET).

HOHYCTI/IMO YKa3aHue€ JaThbl POXKACHUA MAllUCHTA.
6. B penentyprom 6manke ¢popmsl N 107/y-HIT:

1) B ctpoke "Cepus U HOMep mojuca o0A3aTebHOTO MEIUIIMHCKOTO CTpaxoBaHMs'" yKa3bIBaeTCs
HOMED IoJiuca 0043aTeIbHOT0 MEUIIMHCKOTO CTPaXOBaHUS MalMeHTa (TIPH HATUYHH);

2) B ctpoke "Homep MenMIMHCKON KapThl" yKa3blBaeTCs HOMEpP MEIMLMHCKON KapThl MalueHTa,
MOJTYyYAIOIIEro MEIUIIMHCKYIO MOMOIb B aMOYJIaTOPHBIX YCIIOBHSX, MJIM MCTOPUHM OOJIE3HH MAIMEHTa,
BBIIIMCBIBAEMOT'0 U3 MEIUIIMHCKON OpraHU3allyy;

3) B cTpoke "®amuinusi, UMsi, OTYECTBO (IIOCIETHEE - TP HAJMYMK) JieHalero Bpaya (¢enpamepa,
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aKymepku)" yKa3bIBaeTCsl MOJIHOCTBIO (aMHIIIUS, WMs, OTYECTBO (IOCIETHEee - MPU HAJMYUHM) Bpaya
(penpamepa, akymiepku), BBIIMCABLIETO0 PELIENT HAa HAPKOTUYECKUH (IICUXOTPOIHBIN) JIEKapCTBEHHBbIH
npemnapar.

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

1) HauMeHOBaHKE JIEKAPCTBEHHOTO Mpernapata (MeKIyHapOAHOE HEMAaTEHTOBAHHOE HAMMEHOBAHUE,
IPYIIUPOBOYHOE MM XUMHIECKOE HAMMEHOBAHKE, TOPrOBOE HAMMCHOBAHKE) Ha JIATHHCKOM SI3BIKE HITH
Ha PYCCKOM sI3bIKe, (hopMa BBINTYCKa, TO3MPOBKA, KOJUYECTBO (YKA3bIBACTCS MPOIHKCHIO HA PELECITYPHOM
onanke Gopmel N 107/y-HII);

2) cnoco0 NpUMEHEHHUs JIEKApCTBEHHOrO IpernapaTa Ha TrOCYJapCTBEHHOM s3blke Poccuiickoii
denepanyy WIM Ha TrOCyJapcTBEHHOM s3blke Poccuiickoit denepanuu U rocylapcTBEHHOM SI3bIKe
pecnyONIMK M MHBIX sI3bIKax Hapos10B Poccutickoit deaepannn <1>.

<1> Yactp 1 crateu 15 3akona Poccuiickoit ®enepanun ot 25 okradps 1991 r. N 1807-1 "O
s3bIKax HapoaoB Poccuiickoit @eaepanun” (manee - 3akon N 1807-1). (BegomocTu che3na HapOIHBIX
nenyratoB PCOCP u Bepxosnoro Cosera PCOCP, 1991, N 50, ct. 1740).

8. IIpu odopmiieHNH penenTypHBIX OJAHKOB 3alpenIaeTcsi OrpaHNYMNBATHCS OOIIMMHU yKa3aHUSIMH,
Hanpumep, "Brytpennee", "3BecTHO".

9. Ilpu odopmienun nanueHty perentypHoro Omanka ¢opmer N 107/y-HII Ha HapkoTuueckuit
(TICUXOTPOTHBIN) JIEKApCTBEHHBI Mpenapar B paMKaX OKa3aHWs MEIULHUHCKONH TOMOIIM Tpu
orpezieIeHHOM 3a00JIEBaHUN TaKOM pelienT 3aBepsaeTcs:

1) moAnMChIO U TMYHOM MedaThio Bpaya J100 MOAMUCHIO Qenpaepa (aKyIepKn);

2) medaTbl0 MEAMIMHCKOW OpraHu3alnuu, JU00 CTPYKTYpPHOTO TOAPA3JEICHHUS] MEIUIIMHCKON
opranmsanuu "Jlng penenToB", KOTOpas NPOCTaBIAETCS JIMLOM, YIOJTHOMOYEHHBIM PYKOBOJUTEIIEM
MEAUIIMHCKOW OpraHu3aluy C yKa3aHHueM (QaMWInu, UMEHH, OT4ecTBa (IOCieAHee - NMPU HaJIU4uu) U
IIPOCTABJICHUEM €T0 JIMYHOM IOAIHCH.

B caywasx HeoOxomumocTH o¢oOpMIEHMsS pelenTa Ha HapKOTUYECKUH (TICHUXOTPOIHBIN)
JICKapCTBEHHBIM TMpenapaT Ha JOMY B paMKax OKa3aHWs MaUIMATUBHOM MEIUIIMHCKOH IOMOIIU
JIOTTyCKAeTCs TPeNBapUTEIbHOE 3aBEPEHHE pelernTa IMTAMIIOM MEIWIMHCKOW OpTraHW3alluH, MEYaThIo
MEIULMHCKOW OpraHu3alu JHUOO0 CTPYKTYPHOTO MOJpa3/ieieHuss METUIMHCKON opranuzauuu "Jlms
perenToB", KOTOpas TPOCTABIACTCS JIUIOM, YIOJHOMOYEHHBIM PYKOBOJWUTEIEM MEIUITMHCKON
OpraHu3alyy, ¢ yKa3aHueM (paMHINN, UMEHH, OTYeCcTBa (TIOCIEAHEe - MPU HAJMYUHU) U IPOCTABICHUEM
ero JuYHOW moxamucu. I[lpm 3TOM B JKypHale perucTpalud W ydeTa pElENTypHbIX OJaHKOB B
cooTBeTcTBUM ¢ [lopsKoM perucrpanuu, yuyera U XpaHEHHs CHEeLUANbHBIX PEleNnTypHbIX OJaHKOB Ha
HAapKOTHYECKHE CpPEACTBA WM TICHXOTPOITHBIE BEIIECTBA, YTBEP)KICHHBIM HACTOSIIAM MPHUKA30M,
JienaeTcss OTMETKa O €ro Bbyiade A opOpMIICHUS Ha JIOMY, a TakKe OTMETKa, YIOCTOBEpEHHas
MOANKUCHI0 Bpaya b0 denpamepa (akymepku), oGopMuBIero perent, o (akre ero odopmieHus,
KOTOPBIH MOXKET OBbITh JOMOJHUTEIBHO MOATBEPKACH (POTO- U (MIIH) BUACOMATEPHATIAMHU.
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Mpuka3 MuHsapasa Poccun ot 24.11.2021 N 1094H
"O6 yTBepxaeHuM Mopsaka Ha3HavyeHUs eKapCcTBEHHbIX NpenapaTos, GopM

peuenTyp...

[JokymeHT npepoctasneH KoHcynbTaHTIn0C
[aTa coxpaHeHusi: 28.04.2023

B crpoke "Otmerka amnrteyHOMl oOpranuzanuMd o0 OTHYyCKe" CTaBUTCS OTMETKAa anTeyHOM
Oopranuzanuu 00 OTIyCKE HApKOTUYECKOro (IICHXOTPOITHOr0) JIEKapCTBEHHOIO MpernapaTa (¢ yKazaHueM
HAaUMEHOBAHMS, KOJMYECTBA OTHYIIEHHOTO HApKOTHYECKOro (IMCHUXOTPOIHOI0) JIEKapCTBEHHOI'O
mpemnapaTa U JaThl €ro OTIIyCKa), KOTOpas 3aBepseTcs MOANUCHI0 PabOTHHKA anTeYHOW OpraHHU3aliH,
OTITYCTHBIIIETO HAPKOTUIECKHM (TICUXOTPOITHBIN) JIEKAPCTBEHHBIN Mpenapar (C yKa3aHueM ero (paMuinu,
MMEHH, OT4YecTBa (TOCJeHee - MPU HAIWYHMM), a TaKKe KPYIJOW MedaThlo anTeYHOW OpraHu3aliu, B
OTTHUCKE KOTOPOU JTOJKHO OBITh UACHTU(DUIIMPOBAHO TIOJTHOEC HAUMEHOBAHHE ANITEYHON OpraHU3aInu.

10. Ha onaoMm penentypHom Oanke ¢opmbl N 107/y-HIT paspemaercss ocylmecTBIsITh Ha3HAYCHUE
TOJIBKO OJIHOI'O HAUMEHOBAHMS JIEKAPCTBEHHOTO Tperapara.

11. UcnipaBieHus B perienTe He AO0MYCKatOTCsl.
Il. OchopmneHune peuenta B popmMme 3NIEKTPOHHOro AOKYMEeHTa

12. Penent B ¢opMe 3JIEKTPOHHOI'O JOKYMEHTA, NOJNHCAHHOTO YCHJICHHON KBaJU(HUIMPOBAHHON
AJEKTPOHHON MOJIUCHIO, (POPMUPYETCS MEAUIIMHCKUM paOOTHHUKOM, CBEACHUS O KOTOPOM BHECEHBI B
benepanbHbBIl  PETUCTP MEAMLMHCKUX PpabOOTHUKOB <2>, a TaKKe MpU YCIOBUU PETUCTPALUU
MEIUIMHCKONW OpraHu3aluy, B KOTOpoi odopmisieTcss penent, B GenepaabHOM peecTpe METUIIMHCKHX
opranuzanuii <3> eIuMHON rocyJapCTBEHHON MH(OPMAIMOHHONW CUCTEMBI B cdepe 31paBOOXPaHEHUs U
MOJKITIIOYEHUSI TaKOH METUIIMHCKON OpraHu3aliyd K TOCYIapCTBEHHON HH(OPMAIMOHHOW CHCTEME B
cdepe 3apaBooxpaHenus cyorekra Poccuiickoit denepannn <4>.

<2> Yacte 4 crateu 91.1 ®depepanpHoro 3akoHa N 323-03 (CoOpaHue 3aKOHOAATEIHCTBA
Poccuiickoit ®eneparuu, 2011, N 48, ct. 6724; 2020, N 29, ct. 4516).

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

<4> Cratpu 91 u 91.1 denepansHoro 3akoHa N 323-03 (Cobpanue 3akoHogaTeNnbCcTBa Poccuiickoii
Oenepanun, 2011, N 48, ct. 6724).

13. Tlo TpebGoBaHMIO MAallMEHTAa WJIM €ro 3aKOHHOTO IMpPeACTaBUTENS O(OPMIISETCS 3K3EMIUISP
peuenta B (opMe 3JIEKTPOHHOIO JOKyMEHTa Ha OyMaXXHOM HocuTene ¢ oTMmerkoil "/lyOmumkar
3JIEKTPOHHOTO JIOKyMEHTa".
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