3apeructpupoBano B Munrocte Poccun 30 Hosi06pst 2021 1. N 66124

MUHHUCTEPCTBO 3IPABOOXPAHEHUS
POCCUMCKOU ®EJEPALIUU

IHPUKA3
ot 24 Hosiops 2021 r. N 1094

Ob YTBEPXKXJIAEHUU NOPAAKA HASHAYEHUA
JIEKAPCTBEHHBIX ITPEITAPATOB, ®OPM
PEHEINTYPHBIX BJIAHKOB HA JIEKAPCTBEHHBbBIE
IHPEHHAPATDI, IOPAAKA O®POPMJIEHUA YKA3ZAHHBIX
BJIAHKOB, UX YYETA U XPAHEHUA, ®OPM
BJAHKOB PEHEINITOB, COAEP/KALHINUX HASHAYEHUE
HAPKOTUYECKHUX CPEACTB UWJINA ICUXOTPOIIHBIX
BEIHIECTB, HOPAJIKA UX U3I'OTOBJIEHUA,
PACHHPEJAEJEHUA, PETUCTPALIUU, YYHETA U
XPAHEHUA, A TAKXKE IPABUJI O®@OPMJIEHUSA
BJIAHKOB PELEIITOB, B TOM YUCJIE B POPME
JQJEKTPOHHBIX JOKYMEHTOB

B cootBercTBUU ¢ nyHKTOM 16 dactu 2 cratbu 14 denepanbHoro 3akoHa ot 21 Hosops 2011 r. N
323-®3 "OO6 ocHOBax OXpaHbl 3/10poBbs Tpaxkngan B Poccuiickoit ®Penepauuun" (Cobpanue
3akoHoarenscTBa Poccuiickoit ®eneparuu, 2011, N 48, ct. 6724; 2017, N 31, ct. 4791), nyHKTOM
2 crarbu 26 denepanbHoro 3akoHa oT 8 saHBaps 1998 r. N 3-®3 "O HapKOTHMUECKHMX CPEICTBaxX U
ncuxotrponHeix BemecTBax" (CoOpanue 3akoHoaarenbcTBa Poccutickoit @eneparuu, 1998, N 2, cr.
219; 2017, N 31, ct. 4791), noanyukramu 5.2.177, 5.2.178 u 5.2.179 nynxra 5 Ilonoxenus o
MunuctepctBe 3npaBooxpaHeHusi Poccuiickoit dPenepanuu, YTBEPKACHHOTO TMOCTaHOBIECHUEM
[IpaButenscrBa Poccuiickoit deneparuu ot 19 urons 2012 r. N 608 (Cobpanue 3aKoHOAATETHCTBA
Poccuiickoit @eneparuu, 2012, N 26, ct. 3526; 2015, N 23, ct. 3333; 2017, N 52, ct. 8131; 2021, N
43, ct. 7258), npuKa3bIBalo:

1. YTBepauTh:
[Topsimox Ha3HAUYEHMS JIEKAPCTBEHHBIX MIPENApPaTOB COMIACHO MPHIIOKEeHHIO N 1;
(dbOpMBI perienTypHBIX OJTaHKOB HA JIEKAPCTBEHHBIE MPEnapaThl COTIACHO MPHIIOKEHUIO N 2;

[opsimoxk odopmieHHus peuenTypHbIX OJAHKOB Ha JIEKApCTBEHHBbIC IIpenapaThl, UX ydera H
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XpaHEHHMs COTJIACHO NMPUIIoKeHUo N 3;

(dbopMBbI OJIAHKOB PEIENTOB, COAEPKAIINX HA3HAUCHHE HAPKOTUYECKUX CPEACTB MM MCUXOTPOIHBIX
BELIECTB, COTJIaCHO NpuiokeHuto N 4;

[Topsimok M3rOTOBIEHMUS, pacIpeleIeHHs], pErUCTPaIliK, yueTa U XpaHEHUs PELeNTOB, COIepPKalIuX
Ha3HAUYE€HHE HAPKOTUYECKHUX CPEICTB WIIM MICUXOTPOMHBIX BEIIECTB COTIACHO MPUIIOKEHUIO N 5;

[IpaBuna odopmieHHs pELENTOB, COAEpXKAIIMX Ha3HAuUCHHE HAPKOTHMYECKHX CPEICTB WM
IICUXOTPOIHBIX BEILECTB, B TOM 4HCJEe B (POPME IEKTPOHHBIX JOKYMEHTOB COIIACHO MPHUIIOKECHHIO
N 6.

2. [Ipu3HaTh yTpaTUBIIUMU CUITY:

npuka3 MunucrepcTBa 3npaBooxpanenus Poccuiickoit @enepanun ot 1 aBrycra 2012 r. N 541 "O6
YTBEp)KACHUHU (POPMBI OJTaHKOB PELENTOB, COACPKAIIMX HA3HAYEHUE HAPKOTUYECKHX CPEICTB WIIH
MICUXOTPOIMHBIX BEIIECTB, MOPSAJIKA HMX H3TOTOBJICHHUSA, paclpeiesieHusi, perucTpanuu, ydera H
XpaHeHHs, a Takke mnpaBwil odopmieHus" (3aperucTpupoBaH MHUHHCTEPCTBOM FOCTUIIUH
Poccutickoit ®eneparuu 15 aBrycra 2012 r., peructpanmonssiii N 25190);

npuka3 Munucrepcrsa 3apaBooxpanenus Poccuiickoit ®@enepaunn ot 30 utonsa 2015 r. N 3851 "O
BHECEHWHM M3MEHEHUI B Tpuka3 MuHuctepcTBa 3apaBooxpaHeHus Poccuiickoit deneparuu ot 1
asrycra 2012 r. N 541 "O6 ytBepxaeHuH (GOpMbI OJIAHKOB PELENTOB, COAEPKAIINX HazHAuCHUE
HapKOTUYECKUX CPEJCTB WM MICUXOTPOIMHBIX BEIIECTB, MOPSJIKA UX U3TOTOBICHUS, paclpeieeHH s,
perucTpanyu, yudeTa M XpaHeHHsA, a Takke MpaBwil odopmieHus" (3aperucTpupoBaH
MunucrepctBoMm toctuiuu Poccuiickoit ®enepanuu 27 HosOpst 2015 1., perucrpanuoHHbi N
39868);

npuka3z MunucrepcTBa 31paBooxpanenus Poccuiickoit ®@enepanun ot 21 anpens 2016 r. N 2541 "O
BHECEHWH M3MEHEHMH B Mpuka3 MuHHUCTEpCTBA 3/paBooxpaHeHust Poccuiickoit @enepaunn ot 20
nexabps 2012 r. N 11751 "O06 yTBep:kIeHIH MOPsAIKA HA3HAYCHUS U BBINUCHIBAHUS JIEKAPCTBEHHBIX
IpenapaToB, a Takxke (POpM peUenTypHbIX OJAHKOB Ha JIEKapCTBEHHbIE Ipenaparhl, MOpPsIKa
oopmieHHs yKazaHHBIX OJAHKOB, WUX ydeTra W XpaHeHus" M mnpuiokeHue N 2 K IpHKazy
MunucrepcTBa 3apaBooxpanenus Poccuiickoit @depepanmm ot 1 aBrycra 2012 r. N 54n "OO0
YTBEp)KACHUH (POPMBI OJTaHKOB PELENTOB, COACPKAIIMX HA3HAYEHUE HAPKOTUYECKHX CPEICTB WIIH
IICUXOTPOIIHBIX BELIECTB, MNOpPsAKAa HMX M3TOTOBJICHUS, pACIpENEICHUs, PErucTpaluy, ydera U
XpaHeHHs, a Takke npaBwil odopmieHus" (3aperucTpupoBaH MHHHCTEPCTBOM FOCTUIIUH
Poccutickoit ®eneparuu 18 utons 2016 r., peructpanuonnsiii N 42887);

OYHKT 4 U3MEHEHHH, KOTOPbIE BHOCATCSA B HEKOTOPbIE IPUKa3bl MUHMCTEPCTBA 3paBOOXPAHEHHS U
conuanbHOro passutus Poccuiickoit @enepanuu 1 MuHuCTEpCTBa 3ApaBooxpaHeHus Poccuiickoit
@denepanuy Mo BOIIPOCaM OOpAIEHHUs JIEKAPCTBEHHBIX MpPEnapaToB, COAEPXKAIIUX HApKOTHUYECKHUE
CPEICTBA, MCUXOTPOIHBIE BEIIECTBA U UX MPEKYpPCOPHI, U JEKAPCTBEHHBIX CPEJCTB, MOAJEKALIUX
IIPEIMETHO-KOJIMYECTBEHHOMY YUeTy, YTBEPXKACHHBIX NIPUKa30M MUHHCTEpPCTBA 34paBOOXPAHEHUS
Poccuiickoit ®@enepanmu ot 31 oxTsab6ps 2017 r. N 882H (3apeructpupoBaH MUHHUCTEPCTBOM
roctuiuu Poccuniickoit @enepaunn 9 ssaBaps 2018 r., peructpaunonssiii N 49561);

npuka3 MunuctepcTBa 3apaBooxpanenust Poccuiickoit denepanuu ot 11 nekadbps 2019 r. N 10211
"O BHeceHMH M3MeHEHH B mpwioxkeHuss N 2 u 4 Kk npukazy MuHHCTEpCTBa 3paBOOXpPAHEHUS
Poccuiickoit @enepaunu ot 1 aBrycra 2012 r. N 541 "O06 yTBepxkaeHIH (OpMBI OIaHKOB PELEHTOB,
coJlepKallNX Ha3HAYeHHE HAPKOTUYECKUX CPEICTB WM ICUXOTPOIHBIX BELIECTB, MOPSAJIKA HUX
U3TOTOBIICHHS, PACIPEICICHUS, PETUCTPAINH, YUeTa U XpaHEHHs, a TaKkKe MpaBmil opopMiIeHUS"
(3apeructpupoBan MuHuctepcTBoM roctuiiuu Poccmiickoit ®eneparuu 28 sHBaps 2020 r.,
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peructpanuonnabii N 57293);

npuka3z MuHUCTEpCTBa 31paBooxpaneHus Poccuiickoit @enepanun ot 8 oktsaOps 2020 r. N 1076H
"O BHeceHnu usMeHeHui B [lopsaaok perucrpanuu, yuera U XpaHeHUs ClIEHUaIbHBIX PELIENTYPHBIX
0JIaHKOB Ha HApKOTHMYECKHE CPEICTBA WM IICHUXOTPOIHBIE BEIECTBA, YTBEPKICHHBIN MPHUKa30M
MunucrteperBa 3apaBooxpaHeHust Poccuiickoit ®@enepauuu ot 1 asrycra 2012 r. N 54u"
(3apeructpupoBadn MuHuctepcTBoM roctuiuu Poccuiickoit ®enepanuu 13 wHosiOpst 2020 r.,
peructpanuonHsiii N 60898);

npuka3 MuHuctepcTBa 3apaBooxpaneHust Poccuiickoit @enepannu ot 14 ssaBaps 2019 r. N 41 "O0
YTBEP)KJACHUH MOPsAKA Ha3HAYECHUS JIGKAPCTBEHHBIX IPErnaparoB, (opM pelenTypHbIX OJaHKOB Ha
JIeKapCTBEHHBIE Mpenaparbl, mopsaka opopMIIeHHUs YKa3aHHBIX OJIAHKOB, UX ydeTa U XpaHeHus"
(3apeructpupoBad MunucrepctBoMm toctumu Poccuiickoit ®enepanu 26 mapra 2019 r.,
peructpanuonnabii N 54173);

npuka3 MuHuctepcTBa 31apaBooxpanenus Poccuiickoit @enepanun ot 11 nexadps 2019 r. N 10221
"O BHeceHMHM M3MEHEHHUH B npuka3 MuHHcTepCcTBa 3apaBooxpaHeHust Pocculickoit Penepanuu ot
14 saBaps 2019 r. N 41 "OO6 yTBepkIeHUM TOpsIKA Ha3HAYEHUS JICKAPCTBEHHBIX IMPEINapaToB,
dbopM perenTypHbIX OJIAHKOB Ha JIEKAPCTBEHHBIE IMpemapaThl, MOpsaka oGopMIICHUS YKa3aHHBIX
OJIaHKOB, WX ydYeTra W XpaHeHus" (3aperucTpupoBaH MUHHUCTEPCTBOM IOCTHIIMU Poccuiickoi
Oepnepaunu 28 stuBaps 2020 r., peructpauronusii N 57292);

npuka3 MuHUCTEpCcTBa 31paBooxpaneHus Poccuiickoit @enepanun oT 8 oktsaOps 2020 r. N 10751
"O BHECEHMM WM3MEHEHHHM B IOPSIOK HA3HAYEHMs JIEKAPCTBEHHBIX IPENapaToB, YTBEP:KACHHBIN
npukazoM MuHuctepcTBa 3apaBooxpaHenust Pocculickoit @enepanuu ot 14 susaps 2019 r. N 4n"
(3apeructpupoBan MunucrepctBoM roctuuuu Poccuiickoit @enepamuun 22 gexabpst 2020 1.,
peructpanuonabii N 61695);

nyHKT 3.8 WHCTpyKuMH O TMOpSIKE BBIMUCBIBAHUS JIEKAPCTBEHHBIX IPENapaToB U OQOpPMIICHUS
penenToB U TpeOOBaHUII-HAKIIAIHBIX, YTBEPKICHHON MPUKa30M MUHHCTEPCTBA 3paBOOXPAHEHUS U
conuanpHOro passutus Poccuiickoit ®enepanun ot 12 depams 2007 r. N 110 "O mopsiake
HA3HA4YE€HUs U BBIMCHIBAHUS JIEKAPCTBEHHBIX IPENapaToB, W3/EIMN MEIULMHCKOIO HAa3HAYEHUS U
CHEIUAM3UPOBAHHBIX TPOIYKTOB JiIedeOHOro mnHTaHuA" (3aperucTpupoBaH MHUHHCTEPCTBOM
roctuiuu Poccuniickoit @enepaunu 27 anpens 2007 r., peructpaiuonsbsiii N 9364);

nprka3 MHUHUCTEPCTBA 3APAaBOOXPAHECHUS U COLIMAIBHOTO pa3BuTus Poccuiickoii denepanun oT 17
mast 2012 r. N 5621 "O6 ytBepxknaenuu Ilopsaka ormycka (pU3HUECKUM JUIAM JIEKApPCTBEHHBIX
IpernapaToB s MEAMIMHCKOTO TPUMEHEHUs, COJEep)KalluX KpoME MalbIX KOJUYECTB
HapKOTHYECKUX CPEACTB, IICUXOTPOIMHBIX BEIIECTB U UX MPEKYPCOPOB Apyrue (hapmMakoiIoruyeckue
aKTHBHBIC BemiecTBa" (3apeructpupoBaH MuHucTepcTBOM tocTuiuu Poccuiickoit deneparun 1
utoHd 2012 r., peructpaunonHsiii N 24438);

OYHKT 2 U3MEHEHUH, KOTOPbIE BHOCATCSI B HEKOTOPBIE MPUKa3bl MUHUCTEPCTBA 3PABOOXPAHECHUS U
conuanbHoro pasButus Poccuiickoit ®enepannu, yTBEPKICHHBIX MpHUKa3oM MwuHuUCTEpCcTBa
3npaBooxpaneHust Poccuiickoit ®@enepanuu or 10 wmrons 2013 r. N 369H (3apeructpupoBaH
MunucrepctBoM roctuninu Poccuiickoit @eneparuu 15 uronst 2013 1., peructpanuonusiii N 29064);

npuka3 MunucTtepcTBa 3apaBooxpaHeHust Poccuiickoit @enepauuu ot 21 aBrycra 2014 r. N 4651
"O BHECEHWU M3MEHEHHUH B MOPSAIOK OTIYCKa (PU3UUECKHUM JIUIAM JIEKAPCTBEHHBIX MPENapaToB IS
MEAMIMHCKOTO NPUMEHEHUs, COACpXKAIUX KPOME MAalbIX KOJIMYECTB HAPKOTUYECKUX CPEICTB,
IICUXOTPOIHBIX BELIECTB M HX IMPEKYpPCOPOB Apyrue (hapMakoIOrMYeCKHe AaKTUBHBIE BEILECTBA,
YTBEPKICHHBIN MPUKa30M MHUHUCTEPCTBA 3paBOOXPAHEHUS U COLMAIIBHOIO pa3BUTHs Poccuiickon
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Oenepannn ot 17 mas 2012 r. N 562H" (3apeructpupoBad MUHHCTEPCTBOM OCTUIIMK Poccuiickoi
Oeneparun 10 cenradps 2014 r., peructpanuonssiii N 34024);

OYHKT | U3MEHEHMH, KOTOPbIE BHOCATCSA B HEKOTOPbIE IPUKa3bl MUHMCTEPCTBA 3paBOOXPAHEHHS 1
conuanbHOro passutus Poccuiickoit @enepanuu 1 MuHUCTEpCTBa 3paBooxpaHeHus Poccuiickoit
®Denepanny, yTBepKACHHBIX IIPUKa3oM MuHucrepcTBa 3apaBooxpaneHus Poccuiickon denepanuu
ot 10 centsa6ps 2015 1. N 634n (3apeructpupoBaH MuHHCTEPCTBOM IOCTUIMHM Poccuiickoi
®eneparun 30 cenradps 2015 r., peructpanuonssiii N 39063);

IOYHKT 3 U3MEHEHHUH, KOTOPBIE BHOCATCA B HEKOTOPBIE IPUKa3bl MUHKMCTEPCTBA 30paBOOXPAHECHUS U
conuanbHOro passutus Pocculickon denepanun u1 Munucrepcrsa 31paBooxpaHeHus Poccuiickon
®denepanun Mo BolpocaM OOpalleHUs JIEKaPCTBEHHBIX IPENapaToB, COAEpKAIUX HAPKOTHUYECKHUE
CPEJCTBA, IICUXOTPOIHBIE BEUIECTBA U UX MPEKYPCOPOB, U JEKAPCTBEHHBIX CPEICTB, MOAJIEKALUX
IIPEIMETHO-KOJIMYECTBEHHOMY Y4YeTy, YTBEPXKACHHBIX NTPUKa30M MUHHCTEPCTBA 34paBOOXPAHECHHUS
Poccuiickoit ®enepanyu ot 31 oxtsa6ps 2017 r. N 882H (3apeructpupoBaH MUHHCTEPCTBOM
toctur Poccuiickoit @enepanuu 9 ssuBapst 2018 r., peructparmorssiii N 49561).

3. Penentypubie Omanku ¢dopmbel N 107/y-HII, u3roroBieHHBIE 10 AHS BCTYIUICHHS B CHITY
HACTOSILEro MPUKa3a, MOTYT OBITh MCIOJIb30BaHbI 10 1 MapTa 2023 rona.

4. Hacrosamuii mpuka3 BctynaeT B cuiy ¢ 1 mapra 2022 r. u geictByet ao 1 mapta 2028 r.

Munucmp

M.A. MYPAIIKO

Ipunoowcenue N 1
K npuxasy Munucmepcmea 30pagooxpaHenuisl
Poccuiicxoii @edepayuu

om 24 noaops 2021 2. N 1094n

HOPAJOK HASHAUYEHUSA JIEKAPCTBEHHbBIX
INPEITAPATOB

I. O01mue moJs1okeHus

1. Ha3HaueHMe JEKapCTBEHHBIX IIPENapaToB Ul MEOUIMHCKOTO IpUMEHEHMs (nanee -
JIEKapCTBEHHbIE Ipenaparbl) OCYIIECTBISIETCS JeyalldM BpadoM, (eNbIIepoM, aKyLIepKod B
Clly4ae BO3JIO)KEHHs Ha HUX MOJHOMOYMM JIEHAIEro Bpaya, IpHU OKa3aHUM MEIUIMHCKON IIOMOIIHN B
MEIMIMHCKUX OpraHusauusax <I1>, B MOpsAlIKe, YCTaHOBICHHOM IIpHKa3oM MmuHHCTEpCTBa
3/1paBOOXPAHEHUsS U COLMaIbHOTO pa3BuTusa Poccuiickoit @enepanuu ot 23 mapra 2012 r. N 2521
"O6 yrBepxkaenuu [lopsinka Bo3nokeHUs1 Ha ¢enpamepa, akynepKy pyKOBOIUTEIEM METUITMHCKOM
OpraHu3aluu P OpPraHU3aluu OKa3aHUs IEPBUYHON MEIUKO-CAHUTAPHOM IIOMOILIUM U CKOPOU
MEIUIUHCKON MOMOIIM OTJCNIBHBIX (YHKIMH Jeyalero Bpaya 1o HEMOCPEACTBEHHOMY OKa3aHHUIO
MEIUIIUHCKONW TOMOIIM MAaLMEHTy B MepUO]] HAOIIOACHHS 32 HUM M €r0 JICYCHHUS, B TOM YHUCIIE IO
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Ha3HAYCHUIO W TPUMEHEHHIO JICKAPCTBEHHBIX  MPENaparoB, BKIOYas  HApKOTHYECKHUE
JIeKapCTBEHHBIE MPEnapaThl U ICUXOTPOIHBIE JIEKAPCTBEHHBIE Mpenaparsl” <2>, WHANBHY AJTbHBIMU
HpEANPUHIMATENSIMH, OCYIIECTBISIONMMIA MEAWIUHCKYIO JIESITEIbHOCTh (Jlasiee - MEIUIIMHCKHUE
paboTHUKM).

<1> Iynkr 11 crateu 2 PenepanbHoro 3akoHa oT 21 HoaA6psa 2011 r. N 323-03 "OO6 ocHoBax
OXpaHbl 310pOBbs rpaxkaan B Poccuiickoit deneparun" (Cobpanue 3akoHomaTenbcTBa Poccuiickoi
Oeneparum, 2011, N 48, ct. 6724, 2019, N 52, ct. 7796) (nanee - @enepanbHbiii 3akoH N 323-D3).

Oguyuanvrolit UCMOYHUK INEKMPOHHO20 OOKYMEHMA COOEPHCUN HEMOUHOCHb: UMEENICA 6
eudy nynkm 11 ywacmu 1 cmamou 2 @eodepanvrozo 3axkona om 21.11.2011 N 323-D3.

<2> 3apeructpupoBad MuHnucrepctsoM roctuuuu Poccuiickoit @enepauun 28 ampens 2012 r.,
peructpaurionHslii N 23971 ¢  u3MEHEHUsIMH, BHECEHHBIMH MpPHKa3oM MUHHCTEpPCTBA
3npaBooxpanenust Poccuiickoit @enepauun ot 31 oxTs6ps 2017 r. N 882H (3apeructpupoBaH
MunuctepctBoM tocturuu Poccuiickoit @enepanuu 9 suBaps 2018 r., peructpauudoHHblid N
49561).

MenunuHckuii paboTHUK, O(GOPMHUBIIMK pEIENT C HApPYIICHUEM HACTOAIIETO TOpsSIKa, WU
PYKOBOJUTENb MEAUIIMHCKOW OpraHU3alliid OO0ECIeUUBAIOT CBOCBPEMEHHOE TepeoOopMIICHHE
TpeOyeMoro Juis MalyeHTa perenTa.

2. CaenmeHuss O HA3HAYCHHOM JIEKAPCTBEHHOM Mpemnapare (HauMEHOBAHHME JIEKAPCTBEHHOTO
mpemnapaTta,  JO3UpOBKa, CIOCOO  BBEAEHUS W IPUMEHEHHUS, PEKUM  JO3UPOBAHUS,
MPOJOKUTEILHOCTD JICYCHUS ¥ 00OCHOBAaHWE HAa3HAYEHUS JICKAPCTBEHHOTO Ipernapara) BHOCATCS
MEAUIIMHCKUM paOOTHUKOM B MEIULIUHCKYIO TOKYMEHTAIMIO Mal[ieHTa.

B cnyuasx, ykazaHHeix B myHKTax 8 - 11 macrtosmero Ilopsiaka, MeIMIIMHCKHANA pPaOOTHHK,
Ha3HAYMBIIMKA JIEKaPCTBEHHBIN Mpernapar, opopMisieT Ha3HAYCHHE JICKaPCTBEHHBIX MpenapaToB, B
TOM 4HCJI€ TMOJIeKAIIUX HW3TOTOBJICHUIO U OTIYCKY AanTeUHbIMM OpraHu3alusmMu (manee -
JeKapCTBEHHbIE IperapaTrbl HMHIUBUAYAJbHOTO HW3TOTOBIEHHS), Ha pelenTypHOM OJlaHKe,
obopMmIIeHHOM Ha OyMa)KHOM HOCHUTEJIE 3a CBOCH MOJNMHCHIO (Zajee - peuent Ha OyMaKHOM
HOcHUTeNe), ¥ (WIK) C COTJIacUs MAIlMEeHTa WK €r0 3aKOHHOTO MPEeICTaBUTENs <3> Ha pelenTypHOM
Onanke B (hopMe 3JIEKTPOHHOI'O JOKYMEHTAa C MCIOJB30BAaHHWEM YCUJIEHHON KBaIU(HUIIMPOBAHHOM
DJIGKTPOHHOW TMOJMKMCH MEAWIMHCKOrOo pal0oTHHKA (manmee - perent B (QopMe BICKTPOHHOTO
JIOKYMEHTA).

<3> Ilyskr 2 crateu 20 DepepanbHoro 3akoHa N 323-®3 (CoOpanHue 3aKOHOAATEIHCTBA
Poccuiickoit ®enepanuu, 2011, N 48, ct. 6724; 2021, N 27, c1. 5159).

Peuienit B hopme 31EKTPOHHOTO IOKYMEHTA, COJIEP KAl Ha3HAYCHNE HAPKOTUYECKUX CPEJICTB UITU
MICUXOTPOIHBIX BELIECTB, MOJIMUCHIBAETCA C HCIOJIb30BAaHUEM YCHIJIEHHOW KBaIU(UIIMPOBAHHON
AJIEKTPOHHON TOMMCH JICHAIlero Bpaya MWW (enpimepa, aKylmepkd, Ha KOTOPBIX BO3JI0XKEHBI
(GyHKIMH JIeYaliero Bpada, i COOTBETCTBYIOIICH MEAUITMHCKON OpraHu3arum <4>,
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<4> Ilyskt 1 cratbu 26 ®enepanbHoro 3akoHa ot 8 sHBaps 1998 r. N 3-®3 "O HapKOTHUECKUX
cpeacTBax M ncuxoTpornHbix BemecTBax" (CoOpanue 3akoHomaTenbeTBa Poccuiickoit Meneparnu,
1998, N 2, ct. 219, 2017, N 31, cT. 4791) (nanee - ®enepanpHbiii 3akoH N 3-D3).

Odopmiienne penentoB B OpMe MEKTPOHHBIX TOKYMEHTOB OCYIIECTBIISIETCS B ClIydae HMPUHATHS
YIIOJTHOMOYEHHBIM OpPIraHOM HCIIOJHUTENBHOW BiacTH cyObekta Poccuiickoit ®enepaunu B
COOTBETCTBUU C IMYHKTOM 4 ctatbl 6 DenepanpHoro 3akoHa ot 12 ampens 2010 r. N 61-d3 "O6
o0palleHnH JIEKapCTBEHHBIX cpeacTB" <5> perieHus 00 MCIOIBb30BaHUH HA TEPPUTOPHH CyOBEKTa
Poccuiickoit deneparuu HapsIy ¢ pelienTaMu Ha JIEKApCTBEHHBIC TTpenaparsl, opOpMIECHHBIMU Ha
OyMa)kHOM HOCHTEJe, PEIENTOB Ha JIEKapCTBEHHBIE Ipernaparbl, CHOPMUPOBAHHBIX B (opme
JNEKTPOHHBIX JTOKYMEHTOB.

<5> Cobpanue 3akoHonaTenbcTBa Poccuiickont @enepanun, 2010, N 16, ct. 1815, 2019, N 52, cT.
7793.

3. Ilpu BbIIMCKE NaAlMEHTa W3 MEIUIMUHCKOM OpraHu3alid, B KOTOPOM €My OKa3bIBajlach
MEJHWIIMHCKAS TOMOIIh B CTAal[MOHAPHBIX YCIIOBUSAX, MPU HEOOXOIMMOCTH TPOJOJDKEHUS MpHeMa
JIEKapCTBEHHOIO Tpernapara B aMOYJIaTOPHBIX YCIOBUSX JaHHOMY MAlMEHTy 10 PEHICHUIO
PYKOBOJAWTENST MEAMIMHCKOW OpraHM3aliy Ha3HAdaloTcs ¢ odopmieHueM peuenta B ¢opme
AJICKTPOHHOTO JOKyMeHTa W (Wiu) Ha OyMaXKHOM HocuTesne (3a HCKIoueHueM odopMieHus
PELENTOB Ha JIEKapCTBEHHBIE MPETapaThl, MOUIekKAIUE OTIYCKY OECIJIaTHO MIIM CO CKHIKOI) Tu60
BbIIal0TCA (MAIIMEHTY WK €ro 3aKOHHOMY MPEJICTAaBUTEII0) OJTHOBPEMEHHO C BBIITUCKOHN U3 UCTOPUH
0OJIe3HM JIGKApCTBEHHBIC TIperapatrbl, B TOM YHCJIE€ HAPKOTHYECKWE U TICHUXOTPOITHBIC
JIEKapCTBEHHbIE TMpemnaparbl, BHeceHHble B crucku Il u III mepedyHss HapKOTHUYECKHUX CPEACTB,
IICUXOTPOIHBIX BEIIECTB U UX IPEKYPCOPOB, MOJIEKAMUX KOHTpoIo B Pocculickoin denepannu,
yTBepkaeHHoro [IpaButenbctBoM  Poccmiickoit  ®eneparuun  <6> (mamee - Ilepedens),
CUJIbHOJCUCTBYIOIIME JICKAPCTBEHHBIE IIPENapaThl, Ha CPOK IIpHeMa MALUEHTOM 10 5 JHEH.

<6> [lyskT 2 crateu 2 @enepansHoro 3akoHa N 3-D3 (Cobpanue 3akoHomaTenbcTBa Poccuiickoit
O®enepanun, 1998, N 2, ct. 219; 2016, N 27, cT. 4238).

4. Ha3naueHue JIEKapCTBEHHBIX MpenapaToB IMpPU OKa3aHUM MEIUIMHCKOM TMOMOIIM B
CTAIlIOHAPHBIX YCIOBHUSIX MOXKET OCYHIECTBIATHCS TIOCPEACTBOM TPEOOBAHUN MEIUITMHCKOM
OpraHu3alliy, HalpaBIs€MbIX B alTE€YHble OpraHU3allu, SBIIOIIMECS  CTPYKTYpPHBIMU
MOApa3IeICHUSIMUA MEAULMHCKON OpraHu3anuu. <7/>

<7> Iynkr 54 crateu 4 ®OenepanpHoro 3akoHa ot 12 ampens 2010 r. N 61-®3 "O06 obpameHnu
nekapcTBeHHBIX cpencTB" (CoOpanue 3akoHomarenbcTBa Poccniickoit @eneparuu, 2010, N 16, cr.
1815; 2019, N 31, ct. 4456) (nanee - ®enepanbubiii 3akoH N 61-D3).


https://normativ.kontur.ru/document?moduleid=1&documentid=339251#l1784
https://normativ.kontur.ru/document?moduleid=1&documentid=395983#l3445
https://normativ.kontur.ru/document?moduleid=1&documentid=339251#l1590
https://normativ.kontur.ru/document?moduleid=1&documentid=395983#l1843

5. Ha3naueHue IeKapCTBEHHBIX IMPENApaTOB OCYIIECTBIACTCS MEIULIUHCKAM DPAOOTHUKOM TIO
MEXIYHAPOJAHOMY HEMAaTEHTOBAHHOMY HAMMEHOBAHUIO, a IIPU €r0 OTCYTCTBUU - TPYNIIHUPOBOYHOMY
WM XMMHUYECKOMY HauMEHOBaHUIO. B ciyuae OTCYTCTBUSI MEXKIYHApOJHOIO HEMATEHTOBAHHOIO
HAaMMEHOBAHMS U IPYIIIAPOBOYHOIO MM XMMHYECKOIO HAUMEHOBAHMS JIEKAPCTBEHHOTO Mperapara
JICKapCTBEHHBIN TMpemapaT Ha3HA4aeTCs MEIUIMHCKUM pa0OTHUKOM IO TOPTOBOMY HAMMEHOBAHHUIO.
[Tpy HaNMMUUM MEAMIMHCKUX TMOKa3aHWM (MHIWBUIYyaJlbHAs HENEPEHOCUMOCTb, MO >KU3HEHHBIM
MOKa3aHMUAM) 110 PELICHUIO BpauyeOHOM KOMUCCUN MEIUITMHCKON OpTraHU3aIiK <8> OCYyIIECTBISACTCS
Ha3HayeHHe U oopmileHne Ha3HAYEHHS JIEKApCTBEHHBIX IMPENapaToB, HE BXOASIIUX B CTaHIAAPTHI
MEJUIIMHCKOW MOMOIIH, pa3pad0TaHHBIE B COOTBETCTBHH C MYHKTOM 14 cratbu 37 denepanbHOro
3akoHa N 323-®3 <9>, wiMm He NPEAYCMOTPEHHBIX COOTBETCTBYIOIIEH KJIMHUYECKOMN
pexkoMeHaanued, MO0 1O TOProBHIM HAWMEHOBaHUSAM. PemeHne BpaueOHON KOMHCCUU
MEAMIMHCKONW OpraHu3aluu GUKCUPYETCsS B MEIUIIMHCKON JOKYMEHTAIMH MalleHTa U B KypHaie
BpaueOHOM KOMHCCHUH.

<8> [lpuka3 MuHHCTEpCTBa 34paBOOXPAHEHUS U COLMAIbHOTO pa3BuTus Poccuiickoit denepanun
or 5 Mag 2012 r. N 5025 "OO yTBEpKICHHUHM TOPSAKA CO3JaHUS U JEATCILHOCTH BpayeOHOU
KOMHCCUU MEAMLIMHCKOW opranu3anuu’ (3apeructpupoBad MuHHCTEPCTBOM IocTHIMU Poccuiickoit
Oenepannn 9 utonst 2012 1., peructpanrionabiii N 24516) ¢ u3MeHEHUSIMH, BHECEHHBIMU TIPUKA30M
MunucrepctBa 3apaBooxpaneHusi Poccuiickoit ®Depeparmu ot 2 gekabps 2013 r. N 886H
(3apeructpupoBan MwuHHCTepcTBOM tocTuIMu Poccuiickoit ®deneparuun 23 nmexadbps 2013 r.,
peructpanonsbiii N 30714).

<9> Cobpanue 3akoHonarenbcTBa Poccuiickoit eneparuu, 2011, N 48, ct. 6724.

Ecnu npu okazaHuMM NauMEeHTy MEIMIUMHCKOM TIOMOIIM B MEIMIMHCKOM OpraHu3alud B
CTAIlMOHAPHBIX YCIOBHSIX IO PEUICHHI0 BpaueOHOW KOMHUCCHUU OCYIIECTBIISIOTCS Ha3HAYCHUE W
MIPUMEHEHNE JIEKAPCTBEHHOI'O IMpenapara ¢ KOHKPETHBIM TOPrOBBIM HAMMEHOBAHUEM, TO IIPHU
OKa3aHWM JAHHOMY TMAIlMEHTY MEAUIMHCKON IOMOUIM B WHOW MEIUIMHCKOW OpraHu3aluyd B
CTAIIIOHAPHBIX YCIOBUSX, a TAKXXE B aMOYJIATOPHBIX YCIOBHUSX OCYIIECTBISICTCS HA3HAYCHUE eMY
JIEKapCTBEHHOT0 TIpernapara ¢ TeM K€ TOProBbIM HaUMeHOBaHHEM <10>.

<10> IlynkT 2 nocrtanoBnenus [IpaButensctBa Poccuiickonn ®@eaeparuu ot 30.06.2020 N 965 "O
BHeceHUH u3MeHeHuil B IlpaBuina ¢GopMupoBaHHs TEpedHs JIEKApCTBEHHBIX CPEACTB, 3aKyIKa
KOTOPBIX OCYIIECTBIISETCSI B COOTBETCTBUU C UX TOPTOBBIMH HAaWMEHOBAaHUSIMH, U O TIPUMEHEHUU
JEKapCTBEHHBIX IIPENapaToB ¢ KOHKPETHBIMH TOProBeiMM HauMmeHoBaHusMu" (CoOpanue
3akoHoarenscTBa Poccutiickoit deneparuu, 2020, N 28, cT. 4422).

6. HaznaueHue JIeKapCTBEHHOrO TpemnapaTa B pelente Ha OyMa)XHOM HOCUTENIE WM pelente B
(opMe FMEKTPOHHOrO JOKyMEHTa o(opMisieTcss Ha MMs IAlMEHTa, [l KOTOPOro NpeaHa3Ha4yeH
JIEKapCTBEHHBIN IIpenapar.

Penent na OymaxxHom Hocutesne, oOpMIICHHBIM Ha perentypHoM Omanke ¢opm N 107/y-HII, N
107-1/y, N 148-1/y-88, N 148-1/y-04(i1), yTBEp>AE€HHBIX HACTOSIIUM IPUKA30M, MOXET OBITH
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MOJIyYeH TaIMEHTOM, €T0 3aKOHHBIM IPEJICTABUTENIEM FJIM JIMIIOM, UMEIOMUM O(GOPMIICHHYIO B
COOTBETCTBUU C TPAXKIAHCKUM 3aKOHOAATENbCTBOM Poccuiickoii denepanuu AOBEPEHHOCTH OT
MalMeHTa Ha TIPaBO MOJYUYCHUSI TAKOTO PEeIenTa (Janee - yroJIHOMOYESHHOE JIUIIO).

[IpencraBieHne MOBEPEHHOCTH HE TpeOyeTcs B Cliydae TOJYYCHHsS pelenTta Ha JIeKapCTBEHHBIH
npenapar Uil WHKypaOelabHOro OOJILHOTO Ha 3aBEpINAIONIEM JTale ero KU3HH JIHIIOM,
OCYIIECTBIISIONIAM YXOJ 32 TaKUM HMHKYpaOelbHBIM OOJBHBIM. B TakoMm ciydae MeIUITUHCKUIA
pabOTHHK BBIAAET JIMILy, OCYIIECTBIIAIOLIEMY YyXOJl 33 WHKYpaOeIbHbIM OOJIbHBIM, JOKYMEHT,
MOJTBEPKIAIOIIHI HHKYPAOEIIbHOE COCTOSIHUE OOJIBLHOTO, COJIEPKAIIUIN CBEACHUS O JIUIE, KOTOPOEe
OyZeT moyryyaTh JIGKAPCTBEHHBIE Ipenaparhl Mo peuenty (hamunus, UMs, OTYECTBO (IOCienHee -
NIPU HAJIUYWH), BU, CEpUs U (WJIM) HOMEP AOKYMEHTA, YJAOCTOBEPSIONIECTO JTUIYHOCTh), 3aBEPCHHBIN
IOAIMNChHO MU IICHAThHO HdAHHOI'0O MCAUIIMHCKOI'O paGOTHI/IKa, a TaKXKE€ II€4aTblo MCHHHHHCKOﬁ
OpraHu3aIug.

JIOKyMEHT, TMOATBEPXKAAIINN WHKYypaOEIbHOE COCTOSIHHE OOJBHOTO, OCTaeTCss B aANTEYHOMN
OpraHu3aIuu.

PenenT B ¢opMe 3MEKTPOHHOTO AOKyMEHTa (POPMHPYETCS C HMCIIOIb30BAaHHUEM T'OCYAApPCTBEHHOM
UHPOPMALIMOHHOM cHcTeMBbl B cdepe 3apaBooxpaHeHHs cyObekra Poccuiickoit deneparum,
MEIUITMHCKOW MH(POPMAITMOHHON CUCTEMBI METUIIMHCKOM opraHu3anun <1 1>,

<11> Crareu 91 um 91.1 ®enepampHoro 3akoHa N 323-®3 (CobOpaHuwe 3aKOHOIATEITHCTBA
Poccuiickoit ®enepanuu, 2011, N 48, ct. 6724; 2021, N 27, ct. 5141).

@akT BbIAYM pELENTa Ha JIEKAPCTBEHHBIM IpenapaT 3aKOHHOMY IPEACTABUTENI0 WIH
YIOJHOMOYEHHOMY JIUIY (PUKCUPYETCS B MEIUIIMHCKOM TOKYMEHTAlUHU TallMeHTa.

7. MemuuuHckuM paboTHUKaM 3ampeniaercs oGopmiIaTh peuenThl MPU OTCYTCTBUHU y MHaIMeHTa
MEAMIMHCKUX II0KAa3aHWW; Ha HE3aperuCTPUpPOBAHHBIE JIEKAPCTBEHHBIE Ipenaparbl <I12>; Ha
JICKapCTBEHHBIE TIpenaparbl, KOTOPbIE B COOTBETCTBHUM C HWHCTPYKLUHEH IO MEIUIIMHCKOMY
MNPUMCHCHUIO TMPCAHA3HAYCHBI [JId MNPHUMCHCHUSA TOJIBKO B MCIUINMUHCKHUX OpraHu3aluiax; Ha
HApKOTUYECKHE CPEACTBAa M IICUXOTPOIHBIE BElIECTBA, BHeceHHble B cnucok Il Ilepeuns,
3apCruCTPpUPOBAHHBIC B KAYCCTBC JICKAPCTBCHHLIX NPCIAPATOB, B LHEIAX IMPUMCHCHUA JJIA JICHCHUA
HapKOMAaHUU.

<12> Pemenue CoBeta EBpa3zuiickoii SJKOHOMHUYECKON Komuccun OT 3 Hosiopst 2016 r. N 78 "O
[IpaBmiax perucTpanuu u dKCHEPTU3HI JIGKAPCTBEHHBIX CPEICTB JJISI MEAUIIMHCKOTO MPUMEHECHHUS "
(odummanpHBI caiiT EBpa3uiickoro 3xkoHOMHYECKOro coro3a http://www.eaeunion.org/, 21 HOsSOps
2016 1.). Crares 13 Denepanshoro 3akoHa N 61-®3 (CobOpanue 3akoHomaTenbcTBa Poccuiickoii
O®enepanun, 2010, N 16, ct. 1815; 2020, N 14, ct. 2028).

WuauBuayanbHbIM — IPEANPUHAMATENSAM, OCYLIECTBIIIIOIIMM  MEAMLMHCKYIO  IEATEIbHOCTD,
JIOTIOJTHUTENILHO K TPeOOBaHUSAM, YKa3aHHBIM B a03alle MepBOM HACTOSILETrO MYHKTA, 3alpeIiaeTcs
oopMIIATh peLenTsl Ha HAPKOTHYECKHE CPEACTBA M IICUXOTPOIHBIE BELIECTBA, BHECEHHBIC B
cnucku Il u II [epeuns (manee - HAPKOTUYECKUE M TICUXOTPOIHBIC JEKAPCTBEHHBIC MpPENapaThl
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criuckoB 11 u 11 Tepeuns).

8. Ilpn Ha3HaueHUM HAPKOTUYECKHUX M TCHUXOTPOIMHBIX JIEKAPCTBEHHBIX NpenapaToB crucka [l
Ilepeuyns, 3a HCKIIOYEHUEM JICKAPCTBEHHBIX IPENApaTOB B  BHUAC  TPAaHCIECPMaAJIbHBIX
TEpaneBTUYECKUX CUCTEM U JIEKAPCTBEHHBIX MPENapaToB, COAEPKAIIMX HAPKOTHUYECKOE CPEACTBO B
COUCTaHNU C QAHTArOHUCTOM OIMOWAHBIX PCUCUTOPOB, PCLCITHI Ha GYMa)KHOM HOCHUTCJIC
odopmItArOTCs Ha perientypHoM Omanke ¢popmbl N 107/y-HII.

9. Penientypuslii 61ank Gpopmbl N 148-1/y-88 opopmisieTcs mpu Ha3HAUECHUU:

1) HapKOTMYECKMX U IICHUXOTPOIIHBIX JIEKAPCTBEHHBIX IpemnapatoB crnucka Il Ilepeuns B Buze
TPAHCIEPMAJIBHBIX TEPANIEBTUYECKUX CUCTEM, HAPKOTHYECKUX JIEKAPCTBEHHBIX MPENapaToB CIUCKA
II Tlepeuns, conepkamux HApKOTUYECKOE CPEICTBO B COUYETAHMM C AHTArOHMCTOM ONHOMIHBIX
peLenTopoB, MCUXOTPOITHBIX JIEKApCTBEHHBIX npenapaToB crucka Il [Tepeuns;

2) KOMOMHMPOBAHHBIX JIEKAPCTBEHHBIX MPETIAPATOB, COJIEPIKAIIUX:

a) KOJICWH WJIU €T0 COJH (B MepecyeTe Ha YUCTOE BEIIECTBO) B KoMndecTBe 10 20 MI BKIFOUUTEIHEHO
(Ha 1 mo3y TBepmoi ekapcTBeHHOW (popmbl) Wi B kosmdecTBe g0 200 Mr BkmtountensHo (Ha 100
w1 wn 100 T KUAKOH JIeKapcTBEHHON (OPMBI ISl BHYTPEHHETO PUMEHEHHUS);

0) nceBaodenpruHa rTUAPOXIOPHI B KOIHUECTBE, MmMpeBblimatonieM 30 mr, 1 10 60 M BKIIFOUUTEITEHO
(Ha 1 mo3y TBEpaOil TEeKapCTBEHHOH (POPMBI);

B) 1nceBao3(epruHa TUAPOXIOPUI B KOJIMUYECTBE, IpeBbimaromeM 30 mr, u 10 60 Mr BKIIOUUTEIEHO
B COYETAHUH C JIEKCTPOMETOP(aHOM T'MIpOOPOMHUIIOM B KOJIMYECTBE, NMpeBbitatomem 10 mr, u 1o
30 mr BimounTensHO (Ha 1 103y TBepAOi IeKapcTBEHHOH (HOPMBI);

) nekctpoMeropdana ruapodpomus B kosmuectse 10 200 mr BrimountenbHo (Ha 100 Mot wmm 100 T
KHUJIKOH JIEKapCTBEHHOM (OPMBI JUIsI BHYTPEHHETO IPUMEHEHNS );

1) 2enpuHa THAPOXJIOPH]T B KomuecTBe, npeBbimatomeM 100 mr, 1 70 300 Mr BKIIFOUKTENHHO (Ha
100 mut umm 100 T 5KUIKOM JTIeKapCTBEHHON (hOPMBI JJIsi BHYTPEHHETO IPUMEHEHHS ),

e) sbdenpura ruapoxJIOpUA B KomudecTBe g0 S50 Mr BKIOYUTENBbHO (Ha | 103y TBepaoi
JIEKapCTBEHHOU (POpPMBI);

K) (EeHWIpomaHoJaMUH B KOJWYECTBE 10 75 Mr BKIOudTedbHO (Ha 1 703y TBepaou
aekapcTBeHHOH ¢(opmbl) miam g0 300 mr BrmouurtensHo (Ha 100 mm wmmm 100 T xmakoid
JIeKapCTBEHHON (OPMBI JIJIsl BHYTPEHHETO IPUMEHEHMS);

3) ¢eHoOapOUTaT B KOJMHYECTBE MO 15 MI' BKIIIOUHUTENHHO B COYETAHWU C KOJEHMHOM (WU €ro
COJISIMH ) HE3aBUCHMO OT KoJimuecTBa (Ha 1 103y TBEepAOi JIeKapCTBEHHOU (POPMBI);

n) ¢denobapbutanm B KogumyecTBe 10 20 Mr BKJIIOYUTEIBHO B COYETaHHMH C dSdeapuHom
THJIPOXJIOPUIOM HE3aBUCUMO OT KoJindyecTBa (Ha 1 103y TBepoif JekapCcTBEHHOH (pOpMBI);

K) XJIOPAMA3EMOKCUT B KOJIMYeCTBe, NpeBbimaronieM 10 mr, u g0 20 Mr BKItounTenbHO (Ha 1 103y
TBEPJIOM JIEKAPCTBEHHOM (hOPMBI);

3) JeKapCTBEHHBIX IPENapaTroB MHAUBUAYAIBHOIO H3TOTOBJIEHMS, COAEPXKAIIUX HAPKOTUYECKOE
CpPEeICTBO WM TICUXOTpomHoe BemiecTBO cnucka Il Tlepeunsi, m npyrue QapmakoIoruyecKue
AKTHUBHBIE BEILLECTBA B J]03€, HE MPEBBIIIAOLIEN BBICIIYIO Pa30BYIO 703y, U IIPU YCIOBUH, YTO 3TOT
KOMOMHHMPOBAHHBIN JIEKApCTBEHHBIN Mpenapar He SBISETCS HApPKOTUYECKUM WM MCUXOTPOIMHBIM
JIEKapCTBEHHBIM ITpenapaToM cnucka Il [Tepeuns;
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4) nexapCTBEHHBIX IpENapaTroB, BKIIOUEHHBIX B IMEpPEeYeHb JIEKAPCTBEHHBIX CPEACTB IS
MCIUIIUHCKOI'0 MNPHUMCHCHUA, MNOAJICKAIINUX MNPCAMCETHO-KOJINYCCTBCHHOMY YUCTY (z:anee -
JIEKapCTBEHHBIC TTPeMNapaThl, BKIIOUYCHHBIC B TiepedeHb [IKY) <13>.

<13> Hoanyskt 5.2.171(1) mynkra 5 mocranosyienust [IpaButenscTBa Poccuiickoii denepamuu ot
19.06.2012 N 608 "O6 ytBepxxkaenuu [lonoxxenust o MunucrepcTse 3apaBooxpanenust Poccuiickoii
Oenepannn” (nanee - [lonoxxkenne o Munucrepctse) (Cobpanue 3akoHOAaTeNbCTBA Poccuiickoi
®epnepaunn, 2012, N 26, ct. 3526; 2013, N 16, ct. 1970).

10. Penentypusiii 6;ank dopmbl N 148-1/y-04(i1) obopmiisercs mpu Ha3HAYECHUU JIEKAPCTBEHHBIX
npenaparoB rpaxaaHaM, UMCIOIIIUM IIPpaBO HaA 6€CHJIaTHOC MOJIYYCHHUC JICKAPCTBCHHBIX MPCIIApPaTOB
WM TIOJTYYCHHUE JIEKAPCTBEHHBIX MPETapaToB CO CKUIKOH.

11. Peuentypusiii 6nank ¢popmsl N 107-1/y opopmisiercs npu Ha3HAUCHHUU:
1) nexapcTBEHHBIX IIpENapaToB, HE YKa3aHHBIX B MyHKTax &, 9 HacToswero [lopsaaka;
2) KOMOMHHMPOBAHHBIX JIEKAPCTBEHHBIX MTPENAPATOB, COJEPKAIUX:

a) SproTaMMHa THAPOTAPTPAT B KOJHMYECTBE 1O S5 Mr BKIIOYHTENIBbHO (Ha 1 103y TBepaou
JIeKapCTBEHHOH (pOpMBI);

0) adenpuna ruapoxsopua B koaudectse 10 100 mr BrimtountensHo (Ha 100 mur wm 100 T xugkon
JIeKapCTBEHHOM (POPMBI I BHYTPEHHETO IPUMEHEHN);

B) mceBnoddenpuHa TUAPOXIOPU B KoJdudecTBe, He mpesbimaronieMm 30 mr (Ha 1 mo3y TBepaoii
JIEKapCTBEHHOU (POPMBI);

r) mcero3(denpuHa THUAPOXJIOPUA B KOJMYECTBE, He mpeBbimaomeM 30 MI, B COUYETaHUU C
nekcrpomeTopaHoM TUIAPOOPOMHAOM B KOJUYecTBEe, npeBbimaromeM 10 mr, u go 30 wmr
BKJIIOYMTENBHO (Ha 1 103y TBEpOH JIeKapCTBEHHOW (hOPMBI);

) JAekctpomeropdaHa THIAPOOpPOMHUI B KoimudecTBe, mpembimatomemM 10 mr, u go 30 wmr
BKJTFOUMTENBHO (Ha 1 103y TBEPIOH JIeKapCTBEHHON (hOPMBI);

e) ¢enobapbuTan B Konuyectse, npepbimatoniem 20 mr, u g0 50 Mr BkIoYHTENbHO (Ha 1 103y
TBEPJI0H JIeKapCTBEHHOU (POpPMBI);

K) (enobGapbutanm B koamdecTBe 10 20 MI' BKIIOYHTEIBHO B COYETAHHMH C SProTaMUHOM
TUAPOTAPTPATOM HE3aBUCHMO OT KOJM4ecTBa (Ha 1 103y TBEp/I0ii IeKapCTBEHHON (OPMBI);

3) XJIOpJMA3eTOKCH B KoJndecTBe 10 10 M BKIFOUHTENBHO (Ha 1 103y TBEpO#l JE€KapCTBEHHON
dbopmsbl).

12. Ilpn Ha3Ha4YeHUM JIEKAPCTBEHHOTO IpernapaTa MHAMBUAYAIbHOIO M3TOTOBIIEHUS B PELENTE HA
OyMaxxHOM HocutTene W (WiaM) penente B (opMmMe DIEKTPOHHOTO JOKYMEHTa HAMMEHOBAHUS
JIEKapCTBEHHBIX CPEACTB (BELIECTB), BKIIOYEHHbIX B mepedeHb IIKY, ykaspiBaioTcss B Haudaie
pelienTa, 3aTeM - BCE OCTATbHBIC HHTPEIUCHTHI.

13. Ilpu Ha3HAueHUM JIEKAPCTBEHHOTO Ipernapara B pelente Ha OyMa)kHOM HocuTene W (WIIH)
peuente B (popMe MEKTPOHHOrO TOKYMEHTA 3alpeIlaeTCsl IPEBbIaTh KOJINYECTBO HAPKOTUYECKUX
CPEACTB WM ICHXOTPOMHBIX BEIIECTB, KOTOPOE MOXXET OBITh BBIMCAHO B OJHOM pELENTe,
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ycTaHoBleHHOe npuiokeHueM N 1 k Hacrosemy [lopsaky, 3a HCKIIOUEHUEM CIy4aeB, yKa3aHHbIX
B IyHKTax 15 u 24 nacrosuero Iopsaaka.

14. Ilpn Ha3HaYeHUM JIEKAPCTBEHHBIX MPENaparoB, BKIOUEHHBIX B nepedeHb [IKY, no3a koTopsix
IPEBBIIIAECT BBICIIMN OJHOKPATHBIM NpHEM, MEIULIUHCKUA pabOTHHK 0003Ha4aeT 103y 3TOro
JIEKapCTBEHHOTO Mperapara B perente Ha OyMaXHOM HOCHUTENE IPOIUCHIO C IMPOCTaBICHUEM
BOCKJIMLIATEIBLHOTO 3HAaKa U (WJIM) MPOCTABISAET BOCKIMIATEIbHBIN 3HAaK IpU 0(OPMIIEHHH PELenTa
B (hopMe FNIEKTPOHHOTO JOKYMEHTA.

15. KonnyecTBO Ha3HAYEHHBIX JIEKAPCTBEHHBIX MPENapaToB, BKIKOYEHHBIX B nepedeHb [IKY, npu
OKa3aHUM MalMEHTaM, HY>XJAIOUIUMCS B JJIUTEIBLHOM JICUCHHH, NEPBUYHOU MEIMKO-CAHUTAPHOU
MOMOIIH U MaJUIMaTUBHON MEIUIIMHCKONW MOMOIIU MOKET OBITh YBETUYEHO C YUETOM KIMHUYECKUX
pexoMeHaanuii He 6osiee yeM B 2 pasa Mo CPpaBHEHHUIO C KOJIMYECTBOM HAPKOTUYECKHUX CPEICTB HIIN
MICUXOTPOIHBIX BEIIECTB, KOTOPOE MOXET OBITh BBIMIUCAHO B OJHOM pELENTE, YCTaHOBJIEHHBIM
npuioxenueM N 1 k Hactosimemy [Hopsiaxy.

B ciyuasix, mpeqycMOTpeHHbIX a03aleM MepBbIM HACTOSIIErO MyHKTA, Ha peuenTtax Ha OyMa)KHOM
HOcUTeNle Tpou3BoaAuTcs Haanuch "[lo cnennaribHOMY Ha3HAYEHMIO", OTIEIBHO 3aBEpPEHHAs
HOJNKMCHI0O MEAUIIMHCKOTO paOOTHHUKA U MEeYaThio MEAUIMHCKON opranuzanuu "/l peuentos', Ha
peuentax B ¢opMe DIESKTPOHHOTO JOKyYMEHTa mpou3BoauTcss oTrMmerka "Ilo chenuampHOMY
Ha3HAuYeHUIO" C TPOCTABICHUEM YCHJIECHHONW KBaJIM(UIIMPOBAHHON HIEKTPOHHOM IOAIMUCH
MEUITMHCKOTO paOOTHHKA.

16. CocraB JEeKapCTBEHHOTO IIpenapara, JeKapCcTBEHHas ¢opma W OOpalieHue MEAMIIUHCKOTO
paboTHHKa K (apMaleBTHYECKOMY paOOTHHKY 00 OTITyCKE JIEKapCTBEHHOrO IIpernapara Ha
OyMa)kHOM HOcHTENE 0(OPMIISIOTCS Ha JIATHHCKOM WJIM PYCCKOM SI3BIKE B POJUTEILHOM MaJIexKe, 3a
UCKIIIOUEeHHEM O(OpMIIEHHUs pelenToB B (OpME IEKTPOHHOIO JTOKYMEHTA, OCYLIECTBISEMOIO Ha
PYCCKOM $I3BIKE.

[Tpu odopmiieHun perenTypHbIX OJIAHKOB JIOIYCKAeTCs UCIOIb30BaHUE COKPAIICHUH (TPUIIOKEHNE
N 2 x Hacrosimemy [lopsnky).

[Ipn Ha3HaueHUM JEKAPCTBEHHOI'O Ipenapara HeE JAOIYCKAeTCsl COKpallleHUE HauMEHOBaHWI
UHTPEIMEHTOB, COCTABISIOIIMX JIEKAPCTBEHHBIN IpenapaT, HE MO3BOJIIOIMX YCTaHOBHUTbH, KaKOM
MMEHHO JIEKapCTBEHHBIN Npenapar Ha3HayeH.

17. Cnoco0 mpuMeHEHHUs JIEeKapCTBEHHOTO Ipernapara 0003HavyaeTcs ¢ yKa3aHUEeM IyTH BBEICHHS,
JI03bl, YaCTOTHI, BpEMEHH NpHUEMa OTHOCHTENIBHO CHA (YTPOM, Ha HOYb) M €r0 UIMTEIbHOCTH, a IS
JIEKapCTBEHHBIX TNpEnapaToB, B3aUMOJCHCTBYIOIIMX C NHILEH, - BpPEMEHM HUX YHOTPeOJICHHS
OTHOCHUTEJBHO MPUeMa UM (10 €/1bl, BO BPEMS €/Ibl, ITOCIIE eJIbI).

18. Ilpu HEOOXOAUMOCTH HEMEJICHHOTO WJIM CPOYHOTO (B TeUEHHE ABYX pabodmx AHEH) OTImycKa
JCKapCTBEHHOTO TIpernapara MalUeHTy B BEpXHEW dYacTW pelenta Ha OyMaKHOM HOCHTENC
MPOCTABISIFOTCS  0003HaueHust 'cito" (cpouno) wnm '"statim" (HeMeIJIeHHO). AHAJIOTHYHBIC
0003HaueHHsI TPOCTABIISIIOTCS B BUAEC OTMETOK NMPH O(OPMIICHUH perenta B (opMe IEKTPOHHOTO
JIOKYMEHTA.

19. IIpu odopmieHnn Ha3HAYCHHUS TOTOBOTO JICKAPCTBEHHOT'O Mperapara B perente Ha OyMakHOM
HOCHTENE WIN pernente B (opMe 3JIEKTPOHHOTO JOKYMEHTa KOJMYECTBO NCHCTBYIOIIHMX BEIIECTB
YKa3bIBAETCSI B COOTBETCTBUU C MHCTPYKLHUEH MO MEIUIIMHCKOMY NPUMEHEHUIO JIEKapCTBEHHOTO
npenapara. JlomycTUMO yKa3bIBaTh JO3UPOBKY JICKAPCTBEHHBIX MPENapaToB CUCTEMHOTO ICHCTBUS
(1 pe30pOTUBHOTO MPHEMA) B TBEPABIX JIEKApCTBEHHBIX (hopMax (Harmpumep, TabJIeTKH, ITOPOIIKH,
KaTCyJIbl) KaK COJIepKaHUe OTHOTO MM HECKOJBKHUX JCHCTBYIOIIMX BELIECTB B €AWHHUIIAX MAcCHI (B



rpamMmax, MIUIHrpammax). JlomycTHMo yKa3blBaTh JO3MPOBKY JICKAPCTBEHHBIX MPENapaToB
CHCTEMHOTO JEHCTBHs (17 pe30pOTUBHOTO TPUMEHEHHUs) B JKUIKUX JIEKAPCTBEHHBIX (hopmax
(HampuMep, pPacTBOPHI, CYCICH3MH) KaK COJCpKaHWE OJHOTO WJIM HECKOJIBKUX JCHCTBYIOIINX
BEIIECTB B EOMHMIIAX MacChl Ha €AMHUIy oObema (HampuMmep, MHJLTUTPaMM/MUUTHINATD) C
yKazaHueM 0011ero oobema JIeKapCTBEHHOM (hOPMEI.

[lpu odopmieHHH Ha3HAYEHUsS JICKAPCTBEHHOTO Ipernapara WHIWBHIYaTbHOTO HW3TOTOBJICHHS B
perienTe Ha OyMa)KHOM HOCHTENE WIH perente B (opMe SIEKTPOHHOTO JTOKYMEHTAa KOJIUYECTBO
TBEPJBIX U CHIMy4YHX (papmareBTHUYECKUX cyOcTaHimii ykaseiBaeTcsi B rpammax (0,001; 0,5; 1,0),
JKUIKHUX - B MUJUIMJIUTPAX, 'paMMax U Karuiax.

20. PemenTel Ha OyMaxHOM HOcHTeENE, B (OpME SJIEKTPOHHOTO TOKyMEHTa, OQOpMJICHHBIC Ha
peuentypHom Onanke ¢opmbl N 148-1/y-88 u mpeaHa3zHadyeHHBIE ISl OTITYCKa JIEKAPCTBEHHBIX
MpenaparoB, MNPEIyCMOTPEHHbIX TNoANyHKTamMu 1 - 3 mnyHkrta 9 Hactosimero Ilopsiaka,
JecTBUTENBHBI B TeueHue 15 nueil co nus odopmiieHus.

21. PeuenTtsl Ha OymMaxXHOM HOcHUTeNe, B (opMe 3JIEKTPOHHOTO JOKyMEHTa, OQOpPMIICHHBIE Ha
peuentypHom Omanke ¢opmbl N 148-1/y-04(;1) m mpeaHa3HauyeHHBIE U OTITYCKa JICKAPCTBEHHBIX
IpenapaToB rpaxaaHaM, ykazaHHbIM B myHKTe 10 Hactosimero Ilopsiika, 7eiCTBUTENbHBI B TEUCHHE
30 mueit co aHS odOpMIICHHS, 3a UCKIIOUCHUEM CITy4aeB OOPMIICHHUS PEIeNTa B COOTBETCTBUU C
nyHkTamu 38 u 39 Hacrosiero [lopsiika, npu KOTOPBIX OH AEUCTBUTEIEH B TeueHUe 15 nHeH co
THST 0 OPMIICHHUS.

22. Peuentsl Ha OyMaXXHOM HOCHTeNe, B (hopMe 3JIEKTPOHHOTO JOKyMEHTa, OQOpPMIICHHBIE Ha
peuentypHom Omanke ¢opmel N 148-1/y-04(;1) m mpeaHa3HauyeHHBIE IS OTITYCKa JICKAPCTBEHHBIX
NpenaparoB rpaxaaHaMm, JOCTUTIIMM T[E€HCUOHHOTO BO3pacTa, HHBAIMAAM TIEPBOM TpYMIIbI,
JNeTSIM-UHBAIUIAM, a TaKke TpaxJaHaM, CTPaJalolUM XPOHUYECKHMMH 3a00JeBaHUSIMU,
TPeOYIOUMMH JITUTEIBHOTO KYypCOBOTO JICUEHHsI, NEHCTBUTENbHBI B TeueHue 90 nHel co aHA
odopmIIeHHUs, 32 UCKIIFOYCHUEM CITy4yaeB, yKa3aHHbIX B MyHKTax 38 u 39 Hacrosmiero [lopsaka, npu
KOTOPBIX OH JICCTBUTENIEH B TeueHHUE 15 mHel co aHs ohopMiIeHUs.

Jns neyeHHs XpOHMYECKUX 3a00JICBaHMN YKa3aHHBIM KaTETOpUSM TpaKAaH JEKapCTBEHHBIC
npenaparbl ¢ oQopMIeHHEM pEIenTOB Ha OyMa)XHOM HOCHUTENE WM peuentoB B (opme
AJIEKTPOHHOI'O JOKYMEHTa MOT'YT Ha3HadyaTbcsl Ha Kypc jedeHus Ao 180 nHei.

23. Penentel Ha OyMaxHOM HOcHTeNE, B (OpMe SJIEKTPOHHOTO TOKyMEHTa, OQOpMJICHHBIC Ha
peuentypHom Onanke ¢opmber N 107-1/y u mpegHazHadeHHBIE I OTIYCKa JIEKAPCTBEHHBIX
MpenaparoB, NpeIycMOTpeHHbIX TyHKTOM 11 Hactosimero Ilopsnaka, aercTBuTenbHbl B TeueHue 60
THEHN co THS 0OPMIICHHUSL.

[Ipy Ha3HAYeHMHM TOTOBBIX JIEKAPCTBEHHBIX NPEMapaTOB M JIEKAPCTBEHHBIX MPENapaToB
VHIMBHUIyaTbHOTO W3TOTOBJICHUS TAalMeHTaM C 3a00JCBaHUSAMH, TPEOYIOIIMMH JUIMTEIHFHOTO
KypCOBOTO JieueHHs, ¢ opopmieHHeM Ha peuentypHoMm Omanke ¢opmbl N 107-1/y penenrta Ha
OyMa)XHOM HOCHTENIC WIH B ()OPME IJIEKTPOHHOTO JOKYMEHTa YCTAHABIMBAETCS CPOK ICHCTBUS
pelrenTa B peenax 10 OJHOTO roja.

B cnydae ycraHOBieHHs cpoka JAEHCTBHS pelenta B IpeAenax A0 OJHOIO Toja B peLenTe
npou3BoauTcs Haanuck: "Ilo cnennanbHOMY Ha3HadeHHUIO", 0003HaUaeTCs CPOK JEHCTBUSA pelenTa
U TEpUOAMYHOCTh OTIyCKa JIEKApCTBEHHBIX IIPENapaToB M3 alTE€YHOH OpraHu3aluu WiH
UHAUBUIYaIbHBIM  IpEeINpUHUMATE]eM, HUMEIOIIMM JIMLIEH3UWI0 Ha  (apMaleBTUYECKYIO
NeSTeNbHOCTh <14> (e3keHeNleNbHO, eKEMECAYHO U MHbIE NEPHOAbI). [IOMOTHUTEIBHO 3TO yKa3aHUe
3aBepsieTcs MOAMMCHI0O MEIUIIMHCKOTO pabOTHHMKA, a TaKkKe NeuaThbl0 MEIUIIMHCKOM OpraHu3alluu



"Ilnst pertentoB" (s perieniTa Ha OyMaKHOM HOCHTENIE) WIIM YCHJICHHOW KBAJTM(UITUPOBAHHOU
DIIEKTPOHHON TOJMUCHI0 MEAWIIMHCKOTO pabOTHUKA U JIMIA, YIOJIHOMOYEHHOTO 3aBEpSTh
JOKYMEHTbI OT HUMEHH MEIUIMHCKOM opraHuzanuu (anas penenta B ¢GopMe 3JIEKTPOHHOTO
JIOKYMEHTA).

<14> Ilyskr 47 yactu | crareu 12 ®PenepanbHoro 3akoHa ot 4 mas 2011 r. N 99-®3 "O
JUIIEH3UPOBAHUH OTACIBHBIX BHUAOB JHeaTenbHOCTH" (manee - denmepanbHbiii 3akoH N 99-D3)
(Cobpanme 3akoHomatenbcrBa Poccuiickoit @enepamuu, 2011, N 19, cr. 2716; 2021, N 27, crT.
5177).

24. PeuenTsl Ha JIEKapCTBEHHBIE IpenapaTrhl, BKJIIOYEHHble B mnepedeHb [IKY, g nedenus
MAIMEHTOB ¢ XPOHUYECKUMU 3a00JIeBaHUSAMU MOTYT 0OPMIISTHCS Ha Kypc JeueHus 10 60 qHei.

B cnyuae, xorma kypc JsedeHusi cocraBisier Oonee 30 mHEW, JOMOJHUTEIBHO B pelenTax Ha
OyMa)XHOM HOcHTeNe Tpou3BoAuTcs Haamuch "[lo crenuambHOMY Ha3HA4YeHHIO", 3aBEepeHHas
HOJIKMCHI0O MEAUIIMHCKOTO paOOTHHUKA U MEeYaThio MEAUIMHCKON opranuzanuu "/l peuentos'”, Ha
peuentax B ¢opMe DISKTPOHHOTO JOKYMEHTa mpou3BoAauTcss orMmerka "[lo chenuampHOMY
Ha3HAUYeHUIO" C TPOCTABICHUEM YCHJICHHONW KBAJIM(UIIMPOBAHHON HIIEKTPOHHOM IOAIMUCH
MEAMIMHCKOTO pPAa0OTHHKA W JIMIA, YIOJHOMOYEHHOTO 3aBepATh JOKYMEHThl OT HMMEHH
MEJIULIMHCKON OpraHu3aluH.

25. Penent Ha OyMaXHOM HocHTene B (hopMe 3JIEKTPOHHOTO JOKYMEHTa, O(OPMIICHHBIA C
HapyIIeHHUEM YCTaHOBICHHBIX HacTosmuM [lopsiikoM TpeOoBaHuil, CUUTaeTCS HeIeHCTBUTEIBHBIM.

I1. HazHa4yeHue JIEKAPCTBEHHbIX NIPENAPATOB NPU OKA3AHUU
MEAMIUHCKOU MOMOLIU B CTALMOHAPHBIX YCJIOBHUAX

26. Ilpy oxa3zaHuMM NalMEHTYy MEIULMHCKON IOMOLIM B CTAallMOHAPHBIX YCIIOBUSAX Ha3HAaYCHHE
JIEKapCTBEHHBIX MPENapaToB MPOU3BOAUTCS 0e3 ohopMIIeHHS pelLenTa MeAUIUHCKUM PaOOTHUKOM
€AMHOJIMYHO, 3a UCKIIIOUEHUEM CITy4aeB, yKa3aHHBIX B IIyHKTe 27 HacTosmero [lopsaxa.

27. CornacoBaHuE€ Ha3HAU€HUs JIEKAPCTBEHHBIX IPENApaToB C 3aBEIYIOLIMM OTAEICHHEM WIH
OTBETCTBEHHBIM JIS)KYPHBIM BpavyoM JIMOO JAPYTUM JIUIOM, YIIOJTHOMOYECHHBIM MPHKA30M TJIABHOTO
Bpayda MCHHHHHCKOﬁ opraHusanuvi, a TakKxke, IIpU HaJIWu4YuHh, C BpadyoM - KIMHHYCCKUM
dhapmakoI0roM HE0OXOIUMO B CITydasX:

1) oHOBpEeMEHHOTO Ha3HAUEHUS MATH U 00JIee JIEKapCTBEHHBIX MPENapaToB OJJHOMY MAIHEHTY;

2) Ha3HaYeHHUs JIEKAPCTBEHHBIX MPENapaToB, HE BXOAAIINX B NMEPEUCHb KU3HEHHO HEOOXOIUMBIX U
BOKHEHIINX JIEKAPCTBEHHBIX ITpenapaToB <15>, mpyu HETHNUYHOM TEYEHHH 3a00JICBaHNs, HATMYUH
OCJIOKHEHUH OCHOBHOTO 3a0o0yieBaHUS M (MJIM) CONMYTCTBYIONIIUX 3a00JIeBaHUM, NMPH HazHAuYCHUH
JIEKapCTBEHHBIX MTPENapaToB, 0COOEHHOCTH B3aMMOJCHCTBHS U COBMECTHMOCTH KOTOPBIX COTJIACHO
UHCTPYKIHAM 10 MX HPUMEHEHHIO MPUBOAAT K CHIDKEHHIO 3(()EKTUBHOCTH M 0€30MacHOCTH
dapmakoTepanuu 1 (WIK) CO3AI0T MOTEHINAIBHYIO ONACHOCTh JUIS )KU3HU U 30POBbs MAlMCHTA.
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<15> Yactu 1 crarbm 60 DenepanpHoro 3akoHa N 61-®3 (CobOpaHue 3aKOHOAATEIHCTBA
Poccuiickoit ®enepanuu, 2010, N 16, ct. 1815; 2020, N 29, ct1. 4516).

B yka3zaHHBIX ciyyasx Ha3Hau€HUE JIEKAPCTBEHHBIX IpernapaTtoB (PUKCHpPYeTCcs B METUIIMHCKOM
JOKYMEHTAIlMU TAIMEHTa W 3aBEpseTCs] MOMIMUCHI0 MEIUIMHCKOTO PabOTHHKA W 3aBEIyIOIIETO
oTJielieHneM (OTBETCTBEHHOTO JIEKYPHOTO Bpada UiIH IPYroro yrnoJIHOMOYEHHOT'O JIUIIA).

28. MenuuuHCKUM paOOTHUK MEIWIMHCKOW OpraHu3alu (ee CTPYKTYPHOTO IMOJpa3jeieHus),
pacIoJIOKEHHOW B CEJIbCKOM HACEJIEHHOM ITyHKTE, OCYIIECTBISET Ha3HAUY€HHUE JIEKAPCTBEHHBIX
IIPENapaToB B CiIy4asX, yKa3aHHbIX B MyHKTax 27 u 29 Hacrosero ITopsiaka, e1MHONINYHO.

29. Tlo pemeHuro BpaueOHONH KOMHCCHM TAIlMEHTaM MPH OKAa3aHUW UM MEIUITMHCKOW MOMOIIHU B
CTallMOHAPHBIX YCJIOBUSX HA3HAYAIOTCS JICKAPCTBEHHBIE MpenapaThl, HE BKIIOUYCHHBIE B MEPEUYCHb
KU3HEHHO HEOOXOJMMBIX U BKHEHIIMX JIEKAPCTBEHHBIX IMPEMapaToB, B CIy4ae MX 3aMEHBI H3-3a
WHIUBUYyaTbHON HEMIEPEHOCUMOCTH, IO )KU3HEHHBIM MTOKA3aHUSIM.

Pemenue BpaueOHON KOMHCCUU (PUKCUPYETCS B METUIIMHCKON JTOKYMEHTAIMK MAIIMEeHTa U KypHaje
BpaucOHON KOMHCCHH.

30. B cinydasax obOcneoBaHus M JI€UEHHUS TpakJaHMHA B CTALlMOHAPHBIX YCIOBHUAX B paMKax
IIPEIOCTABIECHUS MEIUIMHCKUX YCIyT Ha BO3ME3JHON OCHOBE 3a CUET JIMUHBIX CPEICTB Ipak[aH,
CPEICTB IOPUIMYECKHMX JIMI[ U MHBIX CPEJICTB HAa OCHOBAHWM JIOTOBOpAa, B TOM YHCJIE JIOrOBOpa
JOOPOBOJIBHOTO MEIUIIMHCKOTO CTpaxoBaHHUs <16>, eMy MOTyT ObITh Ha3HA4YEeHBI JIEKApPCTBEHHBIC
npenaparsl, He BXOJAILIUE B MEpPEUYEHb >KU3HEHHO HEOOXOMUMBIX U BaKHEHIIMX JIEKaPCTBEHHBIX
IpenapaToB, €CIU UX Ha3HAYCHHUE U IPUMEHEHHE 00YCIOBICHO METUIIMHCKIMHU TOKa3aHUSAMHU.

<16> IlocranoBinenue [IpaBurenscrBa Poccuiickoit ®eneparuu ot 4 oktabpsa 2012 r. N 1006 "O6
yrBepkaeHuH [IpaBui mpenocTaBieHUs MEAMLIMHCKUMHU OPraHU3alUsIMU IUIATHBIX MEIULIMHCKHUX
yenyr" (CobGpanue 3akononarensctBa Poccuiickoit @enepanuu, 2012, N 41, ct. 5628).

II1. HazHauyeHue JieKaAPCTBEHHBIX MPENapaToB MPH OKA3aAHUU
NMEePBUYHON MeIUKO-CAHUTAPHOU NMOMOILIH, CKOPOIl MeIULMHCKOMN
MOMOIIY U NAJJIMATUBHOM MEAUIIUHCKOU MOMOLIHU

31. Ilpu okazaHuM NEPBUYHOM MEAMKO-CAHUTAPHOM MOMOIIM W NAJIMATUBHON MEIMUIIMHCKOMN
IIOMOIIIN B aM6yJ1aT0pme yC.HOBI/IHX HaA3HAYCHUC .HeKapCTBeHHBIX npenapaTOB OCYH_ICCTB.H}IGTCH
MEJIUIIMHCKUM PAaOOTHUKOM B CIIy4asX THIIMYHOTO TEUEHHUs 3a00JIeBaHMS TAIlMEHTa WCXOIs W3
TSDKECTH U XapakTepa 3a00JIeBaHMUs.

32. Ha3znaueHue JEKapCTBEHHBIX NPEMapaToB IO PEIICHUIO BpadueOHON KOMHCCHUU TMPU OKa3aHUHU
NEPBUYHON MEIMKO-CAHUTAPHON TTOMOIIY, MAJUIMATUBHON METUIIMHCKON TOMOIIY B aMOyJIaTOPHBIX
YCIIOBUSX NPOU3BOAUTCS B CIIy4asX:

1) ogHOBpeMEHHOTO0 Ha3HAYEeHMsI OJHOMY MAlMEeHTY MATH U O0Jee JIeKapCTBEHHBIX MpEenaparoB B
TEYEHUE OJIHUX CYTOK HJIM CBBIIIE I€CATH HAMMEHOBAaHUM B TEUCHUE TPUILIATU JTHEH;

2) Ha3HA4YEHMS JIEKAPCTBEHHBIX MpEraparoB MPU HETUIIMYHOM TEUYEHUU 3a00JIeBaHUs, HAIUYUHU
OCJIOKHEHUH OCHOBHOTO 3a00yieBaHUS U (MJIM) COMYTCTBYIOIIUX 3a00JIeBaHHUM, NMPU Ha3zHAUYCHUH
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JIEKapCTBEHHBIX NTPENapaToB, 0COOEHHOCTH B3aMMOJCHCTBHS U COBMECTHMOCTH KOTOPBIX COTJIACHO
UHCTPYKLIHUAM 10 MX NPUMEHEHHIO MPUBOAAT K CHIDKEHHIO 3(()EKTUBHOCTH M 0€30MacHOCTH
JICYCHUS MAIMeHTa U (WIN) CO3a0T NOTCHINAIBHYIO OIIACHOCTD IS KU3HH U 3/10pOBbS IALMCHTA,;

3) mNepBUYHOrO HA3HAYEHUs NALMEHTY HApPKOTHYECKUX U IICUXOTPOIHBIX JIEKapCTBEHHBIX
npenapatoB cnuckoB II u III Ilepeuns (B ciiydae NpPUHATUS PYKOBOJUTEIEM MEIUIIMHCKOU
OpraHu3alliy peleHuss 0 HeoOXOAMMOCTH COIJIAaCOBAHMS HA3HAYEHUS TAKUX JIEKAPCTBEHHBIX
IpenapaToB ¢ BpaueOHOW KoMHCCHUEH).

33. IloBTOpHOE Ha3HAYCHHE HAPKOTHMYECKUX M IICUXOTPOINHBIX JICKAPCTBEHHBIX IIPENAPATOB
cnuckoB II w III IlepeuHs npou3BOAUTCA METUIMHCKUM PAOOTHUKOM CaMOCTOSTEIbHO WM
€IMHOJIMYHO 0e3 y4acTHsl BpaueOHOM KOMHUCCHUU MALMEHTaM C BBIPA)KEHHBIM OOJIEBBIM CHHIPOMOM
11000T0 reHe3a, HapyIIEHUEM CHA, CyIOpPOKHBIMH COCTOSHUSIMH, TPEBOKHBIMU PAaCCTPOMCTBaMH,
bhoOuIMHU, ICUXOMOTOPHBIM BO30YKICHUEM.

34. Ilpy oka3aHWM CKOPOM MEIMUIIMHCKOM IOMOIIM JIEKAPCTBEHHBIE MpenapaTbl Ha3HAYAKOTCS
MEIUIUHCKIM PaOOTHUKOM BBIE3IHOM Opuraasl CKOpOW MOMOIIHM, MEIUIUHCKUM pPaOOTHUKOM
MEAMIMHCKOW OpraHu3ally MPU OKa3aHWU MEIUIUHCKOM MOMOIIM IrpaKIaHaM IpH 3a00JIeBaHUSAX,
HCCUHACTHBIX CliydadX, TpaBMax, OTPABJICHUAX U APYIUX COCTOSAHUAX, TpG6yIOH.II/IX CpOYHOTI'O
MEAMIIMHCKOTO BMEIIATENIbCTBA.

IV. HazHa4yeHue JIeKAPCTBEHHbIX MPENapaToB IPaKIaHaM, UMEIOIIMM
NMPaBo Ha 0eCIJIaTHOE MOJY4YeHHEe JeKAPCTBEHHBIX NMPenaparoB Win
MOJIYYeHHUE JIEKAPCTBEHHBIX MPENapaToB O CKUAKOM, IPU OKA3aHUH

NEePBUYHON MEeIUKO-CAHUTAPHOM MOMOLIU

35. Ilpu oOka3aHUM TEPBUYHON MEAMKO-CAHUTAPHOM MOMOINM Ha3HAYEHHE MEAUIMHCKUM
pabOTHUKOM Ha OCHOBE KIMHUYECKMX DPEKOMEHIAIMH M C Y4eTOM CTAaHIApPTOB MEAMIIMHCKOU
nomomu <17> JeKapCTBEHHBIX IMPEMapaTroB, OTIYCKaeMbIX OECIUIAaTHO WM CO CKHIKOH,
rpakaaHaM, UMEIONIUM TIPaBO Ha OOECIedeHHe JEKAapCTBEHHBIMH TMpernaparaMy 3a CYeT CPEACTB
OIO/KETHBIX AaCCUTHOBAaHMM denepalibHOrO0 Oropkera W OMOHKeTOB CyOBeKTOB Poccuiickoi
Deneparun, ocyIecTBIsseTcs Ha petentypHoM omanke N 148-1/y-04(x).

<17> Cratbs 37 ®enepanbHoro 3akoHa N 323-03 (CobOpanue 3akoHomarenbcTBa Poccuiickoit
Oenepanuu, 2011, N 48, ct. 6724; 2021, N 27, cT. 5186).

[Ipu odopmnennn penenta Ha Omanke ¢opmbl N 148-1/y-04(;1) Ha OyMa)kKHOM HOCHTEIE
0o(OpMIISIOTCS 1BA SK3EMILISAPA, OAMH U3 KOTOPHIX OCTAETCS B allTEUHOM OpraHM3allu, BTOPOH - B
MEIUIIUHCKOW JOKYMEHTAIIMH MAI[CHTA.

36. IIpaBo Ha3HaAuUaTh JIEKAPCTBEHHBIC MpEMapaThl Tpa)kaaHaMm, UMEIOIIUM TpaBO Ha OecruiaTHOE
[IOJIyYEHHUE JIEKAPCTBEHHBIX IIPENApaTOB MU IOJyYCHHUE JIEKAPCTBEHHBIX IIPENApaToOB CO CKUIAKOU,
TaK)XKe UMEIOT:

1) MenuuuHCKHE PaOOTHUKH, PabOTarOIIME B MEIUIIMHCKON OpraHU3aIliu M0 COBMECTUTEILCTBY (B
npejesiax CBOCH KOMIETEHIIUN );


https://normativ.kontur.ru/document?moduleid=1&documentid=387929#l437
https://normativ.kontur.ru/document?moduleid=1&documentid=387929#l333
https://normativ.kontur.ru/document?moduleid=1&documentid=387929#l437
https://normativ.kontur.ru/document?moduleid=1&documentid=387929#l333
https://normativ.kontur.ru/document?moduleid=1&documentid=396304#l1635

2) MeAMIMHCKHE paOOTHUKMU CTAl[MOHAPHBIX OPraHU3alUid COLMAIBLHOTO OOCTY>KMBAaHUSA MPU
HaJIUYUM JHUIEH3UM Ha OCYILECTBIEHHWE MEAMIIMHCKON JedaTenbHOCTH <18>, mpemycmaTtpuBaromei
BBIMOJIHEHHE paboT (OKa3zaHUE YCIYT) MO OKA3aHUIO MEPBUYHON MEAMKO-CAHUTAPHOI MOMOIIU B
aMOYJIaTOPHBIX YCIOBUAX (HE3aBHUCHMO OT BEJOMCTBEHHOW PUHAIICKHOCTH );

<18> Ilynkt 46 yactu 1 crateu 12 @enepanbHoro 3akoHa N 99-@3 (CoOpanue 3aKOHOAATEIbCTBA
Poccutickoit ®eneparuu, 2011, N 19, ct. 2716; 2021, N 27, c1. 5159).

3) MeauuuHCKHME paOOTHUKM  MEOUIMHCKUAX  OpTraHU3allfii, OKa3bIBAIOIIMX IEPBUYHYIO
MEINKO-CAaHUTAPHYI0 TOMOUIb, MOABEJIOMCTBEHHBIX (elepabHbIM OpraHaM HCIOIHUTEIbHOM
BJIACTH WJIM OpraHaM MCIOJHUTENIBHON BiIacTu cyobekToB Poccuiickoii denepannu;

4) WHOUBHIyaTbHBIC TPEANPUHUMATEIN, OCYIISCTBISIONINE MEIUIIMHCKYIO IeATEIbHOCTh U
BKIIFOUEHHBIC B PEECTP MEIUIIMHCKUX OPTaHM3AIHi, OCYIIECTBISIONIUX ACSITENLHOCTh B cdepe
00513aTeILHOTO MEAUITMHCKOTO CTPaXOBaHMS.

37. Ilpn Ha3HAYEHWU JICKAPCTBEHHBIX IMpENapaToB Tpa)kJaaHaM, UMEIONIUM IpaBo Ha OecruiaTHOE
IIOJIyYEHHUE JIEKaPCTBEHHBIX IIPENApaTOB MU IOJy4YCHHUE JIEKAPCTBEHHBIX IIPENApaTOB CO CKUIAKOU,
B pellenTe yKa3blBaeTcsa HOMep TenedoHa, M0 KOTOpPOMY paOOTHUK aNnTEeYHOW OpraHU3aluu IMpH
H€O6XO,Z[I/IMOCTI/I MOXKET coridacoBarbp ¢ MCAHMIIMHCKUM paGOTHI/IKOM 3aMCHY JICKApCTBCHHOI'O
npernapara.

38. HazHaueHne HapKOTUYECKUX M IICUXOTPOIHBIX JIEKapCTBEHHBIX Npenaparos cnucka I [lepeuns
(32 MCKIIIOYEHHEM JIEKapCTBEHHBIX IIPENapaToB B BHJE TPaHCAEPMAIbHBIX TEPANEBTHUECKUX
CHUCTEM, a TAK)KE JIEKAPCTBEHHBIX MIPENApPaTOB, COAECPKAILNX HAPKOTUYECKOE CPEACTBO B COYETAHUU
C AHTAarOHUCTOM OIMOMJHBIX PELENTOPOB) Tpa)<JAaHaM, MMEIOLUIMM MpaBO Ha OecliaTHOe
NOJIy4YeHHE JIEKAPCTBEHHBIX MPENapaToB WIHM MOJYYSHUS JIEKAPCTBEHHBIX MPEMapaToB cO CKHUIKOM,
ocymecTBisieTcss Ha penentypHoMm Omanke ¢opmbl N 107/y-HII, k KOTOpOMYy IOMOJHHUTEIHLHO
odopmisiercs perent Ha peuentypHom Omanke Gopmbl N 148-1/y-04(11) (B 1BYyX 3K3eMILIApax MpH
odopmiieHnH Ha OyMa)KHOM HOCHUTEJIE).

39. HazHaueHre HapKOTUYECKUX M MCUXOTPOMHBIX JIEKAPCTBEHHBIX NpenaparoB crnucka Il [lepeuns
B BUJIE TPAaHCAEPMAIbHBIX TEPANEBTUUECKUX CHUCTEM, HAPKOTUUECKHUX JIEKAPCTBEHHBIX IMPENapaToB
ciucka Il Ilepeunsi, comepxamux HAPKOTHYECKOE CPEACTBO B COYETAHUM C AHTAarOHHUCTOM
OIMOUJIHBIX PELENTOPOB, I[ICUXOTPOIHBIX JIEKApCTBEHHbIX IpenaparoB cnucka Il Ilepeuns,
JIEKapCTBEHHBIX MpEnapaToB, BKJIIOYEHHBIX B mepedeHb [IKY, comepxkamuxcs B NOANYyHKTE 2
nyHkTa 11 Hacrosuero Ilopsaka, npenrHa3HaueHHBIE ISl JIEUEHUS TPaKAaH, UMEIOIIMX [IpaBO Ha
OecriaTHOE MOyYEHHE JIEKAPCTBEHHBIX MpErnapaToB WM MOJyYeHUE JIEKapCTBEHHBIX IMpernapaToB
CO CKHUJKOW, OCYyIIECTBISeTCA Ha penentypHbix Omankax ¢gopm N 107-1/y u N 148-1/y-88, k
KOTOPBIM JIOTIOJTHUTEIHHO 0OPMIIIETCSI pelienT Ha perenTypHoMm Omanke ¢opmbl N 148-1/y-04(i1)
(B IBYX 3K3EMILISpax MpH opOopMIIEHUH HAa OyMa>KHOM HOCHUTEIE).

Ipunoowcenue N 1
K Ilopsoky naznauenus
JIeKapCmMBEeHHbIX NPenapamos,

VMBEPHCOEHHOM) NPUKAZOM
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Munucmepcmea 30pasooxpamnenus

Poccuiicxoii @edepayuu

om 24 noaops 2021 2. N 1094n

KOIUYECTBO HAPKOTUYECKHUX CPEACTB UJIN
HCUXOTPOIIHBIX BEHIECTB, KOTOPOE MOXKET
BbITb BBIIIMCAHO B OJHOM PELEIITE

N n/n MexayHapogHOE HEIATEHTOBAHHOE ®dopma BBIITyCKA U Konunuectso
HAaUMEHOBAHHUE HAPKOTUYECKOTO U JO3UPOBKA
IICUXOTPOITHOTO JIEKAPCTBEHHOT'O
mpenapara
bynpenopdun + Hamokcon Tabnerku 60 TabyeTox

cyonmuurBansHbie 0,2 Mr
+ 0,2 Mr

(ymaxkoBka, kpatHas N
20)

pacTBOp JUIS
[IOAKOKHOT'O BBEICHUS
10 mr/mir 1 Mo

bynpenopun PacTtBOp Mg nHbEKIUH, |30 ammy

0,3 mr/ma 1 Mo (IImpHUI-TIOOUKOB)
bynpenopun TpancaepMaabHbIiI

[1aCTHIPb

35 Mkr/4gac 20 macTeIpeit

52,5 MKr/4yac 10 nmacteipeit

70 MKr/4ac S TIacThIpe
Mopdun PacTBOp Mg nHbEKIUH, 20 ammy

(IIIpUI-TIOOUKOB)

Konenn + Mopdun + Hockanun +
[ManaBepun + Tebann

PactBop niis
[TOKOKHOI'O BBEICHUS
0,72 +5,75+2,7+0,36
+ 0,05 mr/mi 1 M
1,44+11,5+54+0,72
+ 0,1 mr/mi 1 M

20 ammyn

[POJIOHTUPOBAHHOT O
nercTBUA

10 mr

30 Mr

60 Mr

100 mr

Tpumenepuun TaGnerku 25 mMr 50 TabIeToK
Tpumenepunnx PactBop 1u1st uHbekuMi 20 ammyn

10 mr/m 1 Mo (IImpUI-TIOOUKOB)

20 mMr/ma 1 ma
Mopdun TaOmerku (karmcynbl) {180 TabneTok (karcyr)

60 TabneTok (karcyn)
40 TabneToK (Karcy)
20 TabneTok (Karcym)
20 TabneToK (Karcy)




200 mr

dakon 50 MKr/mo3a
2,0 M1 (10 mo3)

3,2 mut (20 m03)

5,0 mut (40 mo3)
dnakon 100 Mkr/mo3a
2,0 M1 (10 mo3)

3,2 mi (20 m03)

5,0 mut (40 mo3)
dnakon 200 MKr/mo3a
2,0 M1 (10 mo3)

3,2 mut (20 m03)

5,0 mut (40 no3)

0. Mopdun TabmeTku
S Mr 100 Tabnerok
10 mr 100 Tabnerok
10. Mopdun Kannu nins npuema 4 pmaxona
BHYTpH 20 Mr/mi1 20 mut
11. Mopdun PactBop /U1 Iprema
BHYTPb (MOHOI03bI)
2 Mr/mit 5 mi 100 ammry /3
6 Mr/MI1 5 M 80 ammyu1 11/3
20 Mr/mMiT 5 M 30 ammyo /3
12. Oxcukoaon + Hamokcon TabneTku
[POJOHTUPOBAHHOTO
EHCTBUSA
S Mr + 2,5 Mr 100 TabaeTox
10 Mr + 5 Mr 60 TabneTok
20 mr + 10 Mr 40 TabneTok
40 mr + 20 mr 20 TabrneTok
13. [TponmmonnndenmmTokcudTUaUnepuarH/ [ adnetku 3ameunsie 20 (SO TadaeTox
MT
14. DeHTaHuI [[nacTeipb
12,5 Mkr/4ac 20 mnacTeipeit
25 MKr/4ac 20 rmacTeIpeit
50 MKr/49ac 10 nmacteipeit
75 MKr/49ac 10 mnacTeipeit
100 mkr/gac 10 nnacteipeit
15. DeHTaHuI Cripeii Ha3aIbHBIN

24 (pmakona
12 ¢akoHOB
6 (rakoHOB

12 pmakoHOB
6 prmakoHOB
3 ¢urakona

12 pmakoHoB
6 pmakoHOB

3 ¢urakona

Ilpunoscenue N 2

K Ilopaoky naznauenus

JleKapCmeeHHblx npenapamoe,

VMBEpHCOeHHOMY NPUKAZOM

Munucmepcmea 30pagooxpanenust




Poccuiicxoii @edepayuu

om 24 noaops 2021 2. N 1094n

Cnpasouno

PEKOMEHJOBAHHBIE K HCITIOJIb3OBAHHUIO
COKPAIIEHUA ITPU O©®OPMJIEHUMU PELIEIITOB

N | Coxkpamenune [TonHoe Hancanue IlepeBon
n/n

l. Jaa ana [10, IOPOBHY

2. lac., acid. acidum KHCJIOTa

3. Jaer. aerozolum a’p030J1b

4.  famp. ampulla ammysa

5.  laq. aqua BOJIa

6. |aqg. purif. aqua purificata BOJIa OUHUTIICHHAS

7.  |out. butyrum MacJio (TBepoe)

8.  [caps. capsula KarcyJsa

9. |comp., cps compositus (a, um) CJIOXHBII

10. D. Da (Detur, Dentur) Boiaaii (ITycts Beinano, Ilycts
OyIIeT BBIIAHO)

11. [D.S. Da, Signa Detur, Signetur Brimaii, 0603Ha4s [Iycts Oyaer
BrITaHo, O003HAUEHO

12. D.td. Da (Dentur) tales doses Brinaii (Ilycts OyayT BblIaHBI)
TaKkue J03bl

13. |dil. dilutus a3BeJICHHBIN

14. [Div. in p. aeq. |Divide in partes aecquales Pa3nenu Ha paBHBIE YacTH

15. |emuls. emulsio PMYJIBCHS

16. |extr. extractum PKCTPAKT, BBITSKKA

17. |in enem. in enemas B MUKPOKJIM3MaxX

18. F. Fiat (fiant) [Tycts 06pasyercs (00pazyroTcsi)

19. |gran. granulum rpaHyJIbl

20. |gt., gtt gutta, guttae Karuisi, Kariu

21. |gtt. peror. guttae peroralis KAy JJis IpueMa BHYTpb

22. |inf. infusum HacTOM

23. |in amp. in ampullis B aMITyJIax

24. |in tab. in tab(u)lettis B TaOJIETKAX

25. [in tab. prolong. [in tab(u)lettis prolongatis B TaOJIETKaxX C MPOJOHTHPOBAHHBIM|
BBEICBOOOKICHUEM

26. [in tab. prolong, [in tab(u)lettis prolongatis obductis [B TaGieTKax ¢ MPOJTOHTUPOBAHHBIM|

obd. BHICBOOOXKICHHEM, TTOKPBITBIX

000JI04KOM




27. |in tubul. in tubulis B TIOOMKAX

28. [lin. linimentum ITHHIMEHT

29. [liq. liquor PKUJIKOCTh

30. |lot. lotion ITOCHOH

31. m. pil. massa pilularum MMUAJTIOJIbHASI Macca

32. [membr. bucc. |membranulae buccales [JICHKY 3aIICYHBIC

33. M. Misce, Misceatur CMmernai
(ITyctp Oyner cmeniaHo)

34. |mixt. mixtura MHUKCTYypa

35. IN. numero YHCIIOM

36. ol oleum Maco (KUIKOE)

37. |past. asta rmacra

38. Ipil. ilula, pilulae [TVTEOJTSI, TTVJTEOJTH

39. |p. aeq. artes aequales aBHBIC YACTH

40. |ppt., praec. raecipitatus OCKICHHBII

41.  pulv. ulvis [TOPOIIOK

42. 1q. s. quantum satis CKOJIBKO TTOTPEOyETCs, CKOJIBKO
HaI0

43. |r., rad. radix KOpEHb

44. Rp. Recipe Bo3pmu

45. [Rep. Repete, Repetatur [ToBTopu (IlycTh Oynmer
[TOBTOPEHO)

46. rhiz. rhizoma KOpHEBHILIE

47. S. Signa, Signetur 0O603naub (Ilycts Oyaer
0003HAYCHO)

48. |sem. semen cemsi

49.  |simpl. simplex poCTOM

50. |sir. sirupus CcHpoII

51. [sol. solutio acTBOD

52. |spr. spray cripen

53. [spr. nas. spray nasale CIIpel Ha3aJbHbIN

54. [supp. suppositorium CBEYa, CYNMIO3UTOPUI

55. |susp. suspensio CYCII€H3Usl, B3BECH

56. [tab. tab(u)letta rabieTKa

57. [t-ra, tinct. tinctura HaCTOMKa

58. |[tubulis tubulis TIOOUKH

59. [STT Systema Therapeutica TpancaepManbHas

Transcutanea TepaneBtuueckas Cucrema
60. [ung. unguentum Ma3b
61. |vitr. vitrurn CKJISTHKa

Ilpunoscenue N 2

K npuxasy Munucmepcmea 30pagooxpaHenuisl

Poccuiickoii @edepayuu

om 24 noaops 2021 2. N 1094n



®OPMA PELEINTYPHOI'O BJIAHKA N 107-1/V¥

MUHMCTEPCTBO 3OpaBOOXPaHeHUd Kon dopwmer mo OKYI

Poccumickom demepaumum Kon yupexnenmsa o OKIIO

MenmMumMHCKadad IOOKYMeHTalusd

HaumMeHoBaHMe (ITaMmIl) ®opma N 107-1/y

MEeOUIIMHCKOMY OpTaHM3aLmun YTBepXIeHa IpUKa30M
MyHMCTEPCTBA 3IPaBOOXPAHEHUS
Poccunickon Odenmepaumum

or 24 Hosbps 2021 r. N 1094nH

PELEIT
(B3pOCIEIM, IeTCKUMM — HYXHOE IONUEPKHYTH)
"o 20 T.
damMmnmsa, MHULMAJE MMEHM M OTUeCcTBa (IocjenHee — IIPM HAJIUUUU)
nauueHTa
JaTa poxneHud
damMmiimsa, MHMLMAJE MMEHM M OTdeCTBa (IIoCJiedHee — PV HaJIM4dUM)

Jledamero Bpada (dbenpmmepa, akylLepKu)




py0. |kom. |Rp.
I[lognuce
M [IeyaThb Jiedaller'o Bpaua M.II.

(noonnmuce ¢enprumepa, akKyllepKu)

PeuenT gpgemcrBuUTeJsIeH B TeueHume 60 mHewm, pmo 1 roma ( )

(HyXHOEe MOINUEePKHYTH) (yxkazarob

KOJIMUECTBO IHEM)

OBopoTHas CTOpPOHA

OTMeTKa O HAa3HAUEeHUU
JIEKaPCTBEHHOT'O IpelnapaTa
10 pelleHMi0 BpauebHOM KOMUCCUU

[IpuroToBMII [TpoBepm OTnyCcTmi




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

MUHMCTEPCTBO 3OPaBOOXPaHEHUSA Kon dopwmer mo OKYI 3108805

Poccumickom demepaumum MemoMumMHCKaAd OOKyMeHTAaLMd
dopma N 148-1/y-88

HavmeHOBaHMe (WTaMII) YTBepxIeHa IpUKas0M

MEeOUIIMHCKOM OpTraHM3alLum MuHmcTepCcTBa 3OPaBOOXPAaHEHUHA
Poccunickon Odenmepaumm

HammMeHOBaHMe (wTamil) or 24 Hoabps 2021 r. N 1094H

VMHIOIVBUOYAJBHOTO MNpellpUHMMaTEeNS

(ykazaThk ampec, HOMEp U OaTy JUIIeH3UWU,

HaVMeHOBAaHME OpraHa I'OCyIapCTBEHHOM BJIACTH,

BEIDABIIETO JIULIEH3UIO)

e | L L L L L

PELEIT Mmoo 20 .
(mnaTa odopMIIeHUS—-pelenTa)

(B3pOCIE, IOeTCKMM — HYXHOE NONUEPKHYTH)

daMuIMsa, MHMUIMAJBE MMEeHM M OoTuecTBa ([IocJelHee -— IPM HaJIUMuuM)
nauueHTa

DaTa poxmeHUS

Anpec MecTa XuUTeJbCTBa wiIu N MeIMUMHCKOM KapTe aMOyJlaTOPHOIO
nauMeHTa, [IOoJiydaonleI'o MeOMUMHCKYI IIOMOUbL B aMOyJIaTOPHEIX YCJIOBMAX

daMmIIMsa, MHMLMAJE MMEHM UM OTUeCTBa (mocnenunee - npnm HaJIM4UM)



Jledamero Bpada (denpmmepa, akylLepKu)

[lognuch M IIedaThb Jieuallero Bpauda M.II.
(momnmuce Qesbiaumepa, akKylepKu)

PellenT IOeMCTBUTEJIEH B TeueHUe 15 mHen

OBopoTHas CTOpPOHA

OTMeTKa O HAa3HAUEeHUU
JIEKaPCTBEHHOT'O IpelnaparTa
10 pelleHMin BpauebHOM KOMUCCUMU

[IpuroToBMII [TpoBepm OTnyCcTmi

®OPMA PELEINTYPHOT'O BJIAHKA N 148-1/Y-04 (J)

MUHMCTEPCTBO 3OpaBOOXPaHeHUd YTBEPXIEHA
Poccumickom demepaumum MECTO IJIA npmkasoM MuMHMCTepCTBa
MNTPUXKOIIA <*> 30PaBOOXPaHEeHNA

Poccumickom demepaumuu
or 24 HosbOps 2021 r.
N 1094u



Tamna

Koo MemmMumMHCKOM OpTraHM3alnm

IITamrl

Kon MHIOVIBMOYAJIBHOI'O IIPEeOIIpMHVMMAaTEJIA

Kon dopwmer mo OKYI 3108805

®opma N 148-1/y-04 (i)

Korn Kon ICTOUHUK OQUHAHCUPOBAHMUA: |$ OILJIATH:
KaTeropum HO3O0JIOTUYECKOM |(IOOUYEPKHYThH) (MOOUEepPKHYTH)
TpaxiaH dopmel (rmo MKE)
1. denepasibHBIM OKIXET 1. BecnnaTHO
2. Biomxer cybwmekTa 2. 50%
Poccunickon demepaluu
3. MyHMUMIOAJBHEM OlmkeT |3. MHOM %
PEIEIT Cepwus N IaTa obopMIIeHUS : 20 .

Sammiusa,
OpY HaJIu4dmMm)

MHULIMAJIE MMEeHM M OTUeCTRBRa
malMeHTa

(mocyenHee -
HDaTa poxmoeHUs



https://normativ.kontur.ru/document?moduleid=1&documentid=71591#l0

CHIWJIC

N rnojgmca
00Sa3aTEeJIBHOTO
MEeIULIMHCKOT O
CTPaxOBaHUS :

HOMep MGJZ[I/ILI,I/IHCKOVI KapTel INIallMeHTa, IIoJiydarmero MeIVMIMHCKYIO IIOMOIE B
aMOyJIaTOPHEIX YCJIOBUAX

daMmIMsa, MHULMAJE MMEHM M OTdUecTBa (IIocjenHee — IIPM HaJUUUU)
Jlevamero Bpauda (denbomepa, akylepKu)

Pyb6. Korm. 2
5 A
ST e 1 = O

[lognuchp M IIeYaThb Jieuallero Bpada M.II.

(moonmuce Qesbiaumepa, akKyllepKu)

PeuenT gpgemcrBuUTeJsIeH B TedeHue 15 pmHem, 30 mgaem, 90 ngHem
(HyXHOEe MOINUEePKHYTH)

———————— (3amojiHgeTCca CHeuMajMCTOM alTeUYHOM OpTaHM3alum) ———————-

OTIYIWEHO II10 penelriTy: TOpI‘OBOG HaVviIMEHOBAHNE
1 OO3MPOBKaA:

JaTa ornycka: " " 20 1. KolnuecTRrO ::

[[pTOTOBMII: [[poBepm: OTnnycTumit:

(IMHMS OTpPEBIBA)

Kopemok pelLenTypHOTo OJlaHKAa Crnoco® NPMMEHEHMS :
HavMeHOBaHME [[POOOJIXUTEJIbLHOCTE nHem
JIEKapPCTBEHHOT'O Ipenapara:




KonmmuecTBO NPMEMOB B IEHL: pas
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<*> B cjydae M3TOTOBJIEHMS pPeLeNTypHOTO OJiaHKa C MCIOJIb30BaHMEM
KOMITBIOTEPHEIX TEXHOJIOTUM .

Ilpunoscenue N 3

K npuxasy Munucmepcmea 30pasooxpaHenuisl

Poccuiickoii @edepayuu

om 24 noaops 2021 2. N 1094n

HOPAJOK OPOPMJIEHUA PELHEIITYPHbBIX BJIAHKOB
HA JTEKAPCTBEHHBIE IIPEITAPATDI, UX YUETA U
XPAHEHUA

I. Odopmiienune penenrta Ha OyMaKHOM HOCHUTeJIe

1. Ha penentypubix 6mankax gopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(;1) B 1eBOM BepxHEM
YTIIy IPOCTABJIAETCA IUTaMIT MEIULIUHCKON OPraHU3alnu C YKa3aHUEM €€ HAaMMEHOBAHUs, apeca U
TesiehoHa ¢ TaTON BBIMUCKY (JaTO 0(OopMIIEHH) peLienTa Ha JIEKapCTBEHHBIN Mpernapar.

HomonuutensHo Ha penentypHoMm Omanke ¢opmbl N 148-1/y-04(1) mpocrtaBisieTcst  KoJ
MGHHHHHCKOﬁ opraHu3anui B COOTBCTCTBUU C OCHOBHBIM roCcyaapCTBCHHBIM PETrUCTPAllMOHHBIM



HomepoM (nanee - OI'PH).

Cepus penentyproro Omanka ¢opmel N 148-1/y-04(;1) Bkimrodaer konx cyobekta Poccuiickoit
Odenepanyiy, COOTBETCTBYIOIUN JBYM TiepBbIM mudpam Obmepoccuiickoro kiaccudukaropa
00BEKTOB aJIMUHUCTPATUBHO-TeppUTOpUaIbHOrO neneHus (qanee - OKATO).

Paspemaercsa u3roraBnuBaTh peuentypubie 6maHku Gopmel N 107-1/y u popmbr N 148-1/y-04(x) c
HOMOIIBIO KOMITBIOTEPHBIX TEXHOJIOTHHA.

Peuentypusie Onanku ¢dopmbl  popmbr N 148-1/y-88 M3roTaBIMBarOTCS HUCKIIOYUTEIHHO
TUNOTPAPCKUM CIIOCOOOM.

2. Ha peuentypHbix OnaHkax, oQOPMISEMbIX HHIMBUAYAIbHBIMU MPEANPUHUMATEISIMH,
UMEIOITUMH JIMIEH3UI0 Ha MEIUIIMHCKYIO JESITeIhbHOCTh, B BEPXHEM JICBOM YIIy THUIOTPA()CKUM
CrocoOOM WJIM IyTeM IMPOCTaBIEHUS IUTamma JOJDKEH ObITh yKa3aH aJpec HHIWBUIYabHOTO
NpeAnpUHUMATeIs, HOMEpP M JaTta JUIEH3UH, HaUMEHOBAHHE OpraHa rocyJIapCTBEHHOM BIIACTH,
BBIJIaBILIETO JINLIEH3HIO.

3. Penentypusle Omanku ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(a) 3amomHsArOTCS
MEIUIUHCKUM paOOTHUKOM YEpHUIIAMH HITU IIAPUKOBOM PYUKOH.

4. Jlomyckaercs oOpMIICHHE BCEX PEKBU3UTOB (3a MCKIIOYeHHEM pekBu3uTa "[loanmuce nedarero
Bpaua (moamuchk (Qemnpamiepa, akymepku'") penentypHeix OiaHkoB ¢opmbl Gopmbr N 107-1/y,
dopmbl N 148-1/y-88 u hopmbr N 148-1/y-04(:1) ¢ UCTIOIB30BaHUEM TI€YATAIOIINX YCTPOUCTB.

5. Odopmnenue penentypubix OmankoB ¢opmel N 148-1/y-04(n1) Bxitouaer 1mdpoBoe
KOJMPOBAHUE.

[MudpoBoe KoaMpOBaHHE YKa3aHHBIX PEENTYPHBIX OJIAHKOB BKIIIOYAET:

1) xon memummHcKoW opranu3zanuu (OI'PH) wnm kon wHAMBUAYaTbHOTO NpEANIPUHUMATENS B
COOTBETCTBUU C OCHOBHBIM I‘OCy,Z[apCTBeHHI:IM peFI/ICTpaI_II/IOHHBIM HOMepOM I/IHI[I/IBI/II[yaJII:HOFO
npeanpunnmatens (manee - OI'PHUII), mnpocraBmsiemMblii TpW W3TOTOBJICHHHM PELENTYPHBIX
0JIaHKOB;

2) KOJ KaTeropuu Trpa)kAaH, HWMEIOLIUX IpPaBO Ha IMOJIyYeHHE JIEKapCTBEHHBIX IpernapaToB B
cooTBeTcTBUU co cTtaThed 6.1 denepanbHoro 3akoHa ot 17 wurons 1999 r. N 178-®3 "O
TOCYJapCTBEHHOM comManbHOM momonu" <1>, 1 Ko HO30J0THYeCKOr (GopMbl 10 MexkTyHapoTHON
CTaTUCTHUECKOW Kiaccudukaimu Oosie3He © mpolseM, CBA3aHHBIX co 370poBbeM  (10-if
nepecmotp) (manee - MKDB), 3amonHsieMble jedamuyM BpadoM IyTEeM 3aHECEHUs KaXIou Iudpsl B
IIyCTBIC AYEHKH, IIPU ITOM TOYKA IIPOCTABIISIETCS B OTAEIBHOM SYCHKE;

<1> Cobpanue 3akoHonatensctBa Poccuiickoit @enepanuu, 1999, N 29, cr. 3699; 2020, N 52, cT.
8577.

3) ormetrky 00 wucrouHuke QuHancupoBaHus ((enepanpHbii Oromxker [1], Oromker cyObekTa
Poccuiickoit ®enepanuu [2], MyHUIMNAIBHBIA OrO/pKeT [3]) W MpOIEHTE OIUIaThl perenTa
(6ecrmatho [1], 50% [2], unoit % [3]);

4) WTPUX-KOA - JONOJHUTENBHBIA PEKBU3UT (B CIydyae M3rOTOBJIIEHUS HAa TEPPUTOPUM CyOBEKTa
Poccuiickoit @enepannu perentypHoro 6JiaHka ¢ HCIOIb30BAHUEM KOMITBIOTEPHBIX TEXHOIOTHUI).
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6. B penentypasix 6mankax ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(1) B rpade "damunus,
WHUIMAIBI UMEHU U OTYecTBa (MOCNETHEe - MPU HAIM4YMK) MalueHTa" yKa3bIBalOTCS (haMuws,
WHUIIMATBl IMEHU M OTYeCTBa (TIOCIIEHEE - TP HATMYHH) TTAlUEHTA.

7. B peuentypubix Onankax ¢opm N 148-1/y-88, N 107-1/y u N 148-1/y-04(;1) B rpacde "[ata
poxaeHUs" yKa3bpIBACTCs 1aTa POKICHUS MAueHTa (YUCI0, MECSII, TOJ).

JononuuTtensHo B penentypHbix Omankax ¢opmbl N 148-1/y-88 u dopmer N 107-1/y nnsa nereit B
Bo3pacte 10 | roga B rpade "Jlara poxxaeHus" yKa3bIBaeTCsl KOJIUYECTBO MOJHBIX MECSIICB.

8. B peuentypubix Onankax ¢opmbl N 148-1/y-04(1) B rpadax "CHUJIC" u "N mnomnuca
00513aTeTLHOTO MEIUITMHCKOTO CTPaxOBaHUA'" YKa3bIBAIOTCS CTPaXOBOW HOMEP HHAWBHUIYATBHOTO
nauneBoro cuera rpaxnanuHa B IlencuonHom Qouae Poccuiickoit ®@enepanun (CHUJIIC) (mpu
HaJIMYHMH) U HOMEP MoJKca 00s3aTeIbHOTO MEAUITMHCKOTO CTPAXOBAHMUS.

9. B peuentypubix 6mankax ¢opmsl N 148-1/y-88 B rpade "Anpec mecta KUTEIbCTBA WIM HOMEP
MEIUIIMHCKONW KapThl MalWeHTa, MOJYyYalollero MEAWIMHCKYI0 IOMOIIb B aMOYJIaTOPHBIX
yCIoBUAX", yKa3bIBAE€TCS MOYTOBBIM agpec MecTa >KUTENbCTBa (MecTa NpeObIBaHUS WM MecTa
(aKTHYECKOro MPOKUBAHUS) MAMEHTA WIX HOMEP MEIUIIMHCKOM KapThl MAIEHTA, TOIyYaromiero
MEIUIIUHCKYIO TOMOIIb B aMOYyJIaTOPHBIX YCIOBUAX <2>.

<2> Ilpukaz MunucrepcTBa 31paBooxpanenus Poccuiickoit @enepanun ot 15 nexabps 2014 r. N
834u "OO0 yTBepkacHUN YHUDUIIMPOBAHHBIX (POPM MEIUIIMHCKON JOKYMEHTAIIUH, UCIIOJIb3yEMBIX B
MEIUIUHCKUX OPTaHU3aIMAX, OKAa3bIBAIOIINX MEIUIIMHCKYIO TIOMOIIL B aMOYJIaTOPHBIX YCIOBHSIX, U
NmopsiIKOB 1o uX 3amnosHeHuto" (manmee - Ilpukas N 834H) (3apernctpupoBaH MUHHCTEPCTBOM
foctuin  Poccuiickoit ®@enepanuu 20 ¢espans 2015 1., peructpammonusiii N 36160) c
W3MEHEHUSIMH, BHECEHHBIMU TMpUKazaMu MuHucTepcTBa 3paBooxpanenust Poccuiickoit denepanyun
ot 9 suBaps 2018 r. N 2 (3apeructpupoBan MunucrepctBoM foctunuu Poccuiickoit denepanyu 4
ampenst 2018 1., peructpammonnsiidi N 50614), ot 2 Hosi6ps 2020 r. N 1186H (3apeructpupoBaH
MunucrepctBoM toctuin Poccuiickoit ®enepanuu 27 nHosiOpst 2020 1., perucrpanvoHHbl N
61121).

VYkazaHue u ajapeca MecTa *KUTEIbCTBA U HOMEpa MEIUIMHCKON KapThl MallMeHTa, MOJIYYarolero
MEAMIMHCKYIO MIOMOIIb B aMOYJIaTOPHBIX YCIIOBUSIX, HE SBISETCS OLIMOKOM.

B penentypubix 6mankax gopmbr N 148-1/y-04(:1) B rpade "Homep MeIUIIMHCKOM KapThl MAIEHTA,
HOJTYYaloIIero MEAWIMHCKYI0 TIOMOIIb B aMOYyJIaTOPHBIX YCIOBHSX' YyKa3bIBaeTCSl HOMEp
MEIUIIUHCKON KapThl NAlMEHTa, MOJIyYaoIero MEAUIMHCKYIO TIOMOIIb B aMOYJIaTOPHBIX YCIOBHUSX
<3>.

<3> IIpuka3 N 834H.

10. B rpade "damunus, HHAIMATB UIMEHU U 0TYECTBA (MTOCIEAHEE - TP HAJTMYUHN ) JICYAIero Bpadya
(penmpamepa, akymepku)' penentypHeix OmankoB ¢opm N 148-1/y-88, N 107-1'y u N
148-1/y-04(;1) yka3pIBAIOTCS MOJIHOCTHIO (haMIUTHS, WHUIMAIIBI HIMEHU, OTYECTBA (ITOCIIEIHEE - TIPH
HAJIMYUU) MEIUIUHCKOTO pabOTHHUKA, Ha3HAYMBIIETO JIEKAPCTBEHHBIE MpernapaThl U OPOPMUBIIETO
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pernent.

11. B rpade "Rp" peuentypusix OmankoB dopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(i)
yKa3bIBaeTC:

1) HanMeHOBaHME JIEKAPCTBEHHOTO Tpernapara (MeXIyHapOJIHOE HEaTeHTOBAHHOE HAMMEHOBaHUE,
TPYNIUPOBOYHOE WIIM XMMUYECKOE HAMMEHOBAaHHE, TOPrOBO€ HAMMEHOBAHNE) HA JJTATHHCKOM SI3BIKE
WIA Ha PYCCKOM s3bIKe, (hopMa BBITYyCKa, JO3UPOBKA, KOIMYECTBO (YKa3bIBaeTCs MPOMHCHIO Ha
peuentypHoMm Osanke popmber N 107/y-HIT);

2) cnocod TpUMEHEHHs JIEKapCTBEHHOTO TMpernapara Ha TOCYyAapCTBEHHOM s3bike Poccuiickoii
denepallui UM Ha TOCYJAPCTBEHHOM s3bike Poccuiickoii @epepanuyu U ToCyJapCTBEHHOM SI3bIKE
pecryOIK ¥ UHBIX sI3bIKax HapoaoB Poccuiickoit deneparn <4>.

<4> Yactp 1 crateu 15 3akona Poccuiickoit deneparuu ot 25 okts6ps 1991 r. N 1807-1 "O
s3pIKax HaponoB Poccuiickoit ®eneparuun” (mamee - 3akon N 1807-1). (Bemomoctu chesna
HapoaHbix nenyratoB PCOCP u BepxoBaoro Cosera PCDCP, 1991, N 50, cr. 1740; Cobpanue
3akoHoarenscTBa Poccutickoit deneparuu, 1998, N 31, ct. 3804).

13. IIpu opopmieHNH penenTypHBIX OJaHKOB 3alpeniaeTcs OrpaHuInuBaThCs OOIMMH YKa3aHUAMH,
Hanpumep, "BryTtpennee", "13BecTHO".

B snexmponnom 0oKymenme Hymepayus NyHKmoe coomeemcmeyem opuyuaibHomy
UCMOYHUKY.

14. Peuent, odopmieHHbli Ha penentypHoMm Osanke ¢opm N 148-1/y-88, N 107-1/y u N
148-1/y-04(;1), moaAmuUCHIBACTCSI MEAUITUHCKUM PAaOOTHHUKOM M 3aBEPSETCS €T0 MeYaThio.

Penenr, odopmiennslii Ha perientypHoM Omanke Gopmbl N 148-1/y-88 u dopmbr N 148-1/y-04(1),
JIOTIOJIHUTEILHO 3aBEPsIETCA MeYaThi0 MEAUIIMHCKOM opranu3auuu "Jjist peuentos".

Hns penenta, opopmieHHoro Ha perentypHoM Oianke gopmbl N 107-1/y, nanuuue neuatu "Jlns
penenToB" He SBISETCS 00s3aTeNBHBIM.

15. Ha ognom peuentypHoMm Gsanke popmbl N 148-1/y-88 u ¢popmsr N 148-1/y-04(:1) pazpemaercs
OCYIIECTBIIATh HA3HAUYCHHUE TOJIFKO OTHOTO HAMMEHOBAHUS JIEKAPCTBEHHOTO IIpenapara.

Ha omnom peuentypuom Onanke ¢opmer N 107-1/y paspemaercsi OCyLIecTBISATh Ha3zHau€HHUE
TOJBKO OJIHOTO HAWMMEHOBAHMS JIGKAPCTBEHHOTO Mpemnapara, oTHocsmerocss mno ATX k
anTUncuxornueckum cpeacrBam (kox N 05A), ankcuonutekam (kox N 05B), cCHOTBOpHBIM H
ceqatuBHbIM cpenctBaMm (kox N 05C), antuaenpeccantam (kog N 06A) m He MOAJIEKAIIETO
MPEIMETHO-KOJIMYECTBEHHOMY YYETy, U JI0 TPeX HAaMMEHOBAaHUH JIEKAPCTBEHHBIX MPEMApaTOB - IS
MHBIX JIEKAPCTBEHHBIX MPENapaToB, He OTHECEHHBIX K BhllIeykazaHHbIM ATX.

16. UcnpaBieHus B pelenTe He A0y CKatOTCH.

17. Ilpu opopmienun peuentypHbix 6mankoB ¢popm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x1) na
JIEKapCTBEHHBIC TIperapaThl, Ha3HAYCHHBIE 110 DEHICHUIO BpadyeOHONH KOMHCCHHM, Ha o00opoTe
penenTypHoro 6JaHKa CTaBUTCS CHEHMaIbHas OTMETKA (LITaMII).

18. Ha peuentypaom 6anke popmel N 148-1/y-04(;1) BHU3Y UMeeTCs TMHUS OTPBIBA, pa3aeiistoniast
penenTypHsbIi OTaHK M KOPEIIOK.
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Kopemok ot penenrta, opopMICHHOIO Ha yKa3aHHOM pELENnTypHOM OJilaHKe, BbIIAETCs MAlUEeHTY
(ero 3aKOHHOMY TPEACTABUTENIO) B alNTEYHOW OpPraHM3alllK, HAa KOPEIIKE AeNaeTcss OTMETKa O
HAaUMEHOBAHMHU JIEKAPCTBEHHOT'O Iperapara, J03UpOBKe, KOJIMYECTBE, CIIOCOOE MPUMEHEHUSI.

I1. Odopmienue peuenra B (popMe 3JIEKTPOHHOIO JOKYMEHTA

19. Penenit B (hopMe 3IEKTPOHHOTO JAOKYMEHTA, MOJAMHCAHHOTO YCHJIEHHOW KBAIM(UIIUPOBAHHOM
JIEKTPOHHON MOANUCHIO, POPMUPYETCSI MEAULIMHCKUM PaOOTHUKOM, CBEJICHUS O KOTOPOM BHECEHBI
B (Qenepa’abHbIl PEruCTp METUIIMHCKHX PAOOTHHUKOB <5>, a TakkKe NPU YCIOBUU PETUCTPALUH
MEIMIUHCKOW OpraHu3alui, B KOTOpPoHl odopmisercss penent, B QenepaibHOM peecTpe
MEIUIUHCKUX OpraHu3aluii <6> eIMHON rocynapcTBEHHONH MH(OPMAIMOHHOW cHCTEMBI B chepe
3IpaBOOXPAHEHHUS U TOAKIIOUEHHUS TaKOH MEIUIMHCKOM OpraHM3allud K TOCYIapCTBEHHOM
UHPOPMALIMOHHOM cucTeMe B cepe 3apaBooxpaHeHus cyobekra Poccuiickoit @eneparum <7>.

<5> Yactb 4 crateum 91.1 degepanbnoro 3akoHa N 323-O3 (CoOpaHue 3aKOHOAATEIHCTBA
Poccutickoit ®enepamuu, 2011, N 48, ct. 6724; 2020, N 29, cT. 4516).

<6> Yactb 4 crateu 91.1 ®epepanmpHoro 3akoHa N 323-O3 (CobOpanHue 3aKOHOIATEIHCTBA
Poccutickoit ®eneparuu, 2011, N 48, ct. 6724; 2020, N 29, ct. 4516).

<7> Cratbu 91 u 91.1 ®enepanpHoro 3akona N 323-D3 (Cobpanue 3akoHOAaTENbCTBA Poccuiickoi
Oepnepauun, 2011, N 48, ct. 6724).

20. Ilpu odopmiienun peuenta B popMe 3JIEKTPOHHOTO JOKYMEHTA Ha JIEKaPCTBEHHBIE MPETapaThl,
yka3zaHHble B MyHKTax 9 u 11 Ilopsnka Ha3HaueHUs JTE€KAPCTBEHHBIX MPENapaToB, YTBEPKICHHOTO
HACTOAILIMM IIPUKAa30M, M OTIYCKAaeMble 3a MOJHYI CTOMMOCTb, 3allOJIHAIOTCS CJENyIOLIHE
PEKBHU3UTHIL:

1) xom cyowekta Poccuiickoit ®Depepanmn mo OKATO, omnpenenstommii TocyaapCTBEHHYIO
UHPOPMALIMOHHYIO CUCTEMY B cdepe 3apaBooxpaHeHusi cyowbekra Poccuiickoit ®enepaunu, B
KOTOpO# chopMHUpOBaH penent B (opMe IEKTPOHHOTO TOKYMEHTA;

2) HAaMMEHOBaHUE MEIUIIMHCKOW OpTraHU3alNy, aapec, TeaedoH Win GaMuIvs, MHULUATbl IMEHU U
oTyecTBa (MocieHee - IPU HATMYUN) HHAUBUAYAIBHOTO MPEANPUHUMATENS, UMEIOIIETO JIULEH3UIO
Ha MEJUIMHCKYIO JESITeIbHOCTD, €r0 aJIpec;

3) OI'PH ropuauyeckoro nuna (MeauuuHckoit opranuzanuu) win OI'PHUII unnuBumyansHOTO
IpeIpUHUMATENS;

4) nara ohopmiieHus perenta (yKa3bIBaeTCsl YUCII0, MECSIL, TO1);

5) nara okoHuaHUsA JedcTBHs penenta (popMHpPYETCs TOCYAapCTBEHHOW WH(POPMAIIMOHHON
cucteMoil B cdepe 3apaBooxpaHeHus cyOobekta Poccuiickoit ®denepanuu B COOTBETCTBUU CO
cpokamu AeicTBus perentoB: 15 queit, 30 aueit, 60 nueit, 90 nuei, 1o 1 roga);

6) yHUKaJIbHBI HOMEp penenta (GopMuUpyeTcs rocyJapCTBEHHOW HWH(POPMAIMOHHONW CHUCTEMOW B
chepe 3apaBooxpaHeHuss cyObekTa Poccmiickoit denepanuu u oOecmeunBaeT OJHO3HAYHYIO
uaeHTU(UKaIMoo perenta B popme 31eKTpoHHOTO AokyMeHTa B codetanuu ¢ OKATO, OI'PH umun
OI'PHUII);
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7) ormetku '"cito" (cpouHo) wim "statim" (HEMENJIGHHO) MpU HEOOXOAMMOCTH CPOYHOTO WU
HEMEIJICHHOTO OTIYCKa JIEKaPCTBEHHOTO TIperapaTa MnalueHTy,

8) ampec mammeHTa (yKa3bIBaeTCsl MOUYTOBBIA agpec MecTa KHUTENbCTBa (MecTa MpPeOBIBAHUS WU
MecTa (HaKTHYECKOTO TIPOKMBAaHHS) C YKa3aHWEM WHJIEKCAa, HAWMMEHOBAHUsS Kpas, 00JacTu,
pecnyONrKu, aBTOHOMHOTO OKpyra u WHOro cyownekra Poccuiickoii denepannu, HaMMEHOBAaHUS
HACEJICHHOT0 MyHKTa, HAaMMEHOBaHUS YIHIbI (IIPOCHEKTa, Mepeyska, Mpoe3aa), Homepa jaoma (c
yKa3aHHMEM KOpILyca, IpU HAJIMYUH ), HOMEpa KBapTUPHI);

9) HOMEp DJIEKTPOHHOW METUIIMHCKOW KapThl IMAllMEHTa B TOCYAapCTBEHHOW HWHGOPMAIMOHHON
cucteme B chepe 3apaBooxpaneHus cyobekra Poccuiickoit deneparuy;

10) pammunust, uMs1, OTYECTBO (TIOCIIETHEE - TP HAJTMYWHN) TTAIIMEHTA TTOTHOCTHIO;

11) nmata pokmeHusi TanueHTa (yKa3plBaeTCs YHCIO, MeCAI, Tox), s AeTedl mo 1 roma
JOITOJIHUTCIIBHO yKaBBIBaeTCH KOJINYCCTBO ITOJHBIX MCCAILICB,

12) ¢pamunvs, MHUIIUAIBI HMEHH U OTYECTBA (TIOCIeIHEee - MPU HATUYUH ) METUITUHCKOTO pabOTHHKA
MOJTHOCTBIO;

13) HauMeHOBaHME  JIEKAPCTBEHHOro  Ipenapara  (MEXIyHapOJAHOE  HENaTEHTOBAHHOE
HalIMEHOBAaHME, TPYNIMPOBOYHOE MM XUMHUYECKOE HAUMEHOBaHHME, TOProBO€ HAWMEHOBAHUE),
J03UPOBKa, (hopMa BBITYCKa, KOJTUYECTBO (BCE MO3UIMH YKa3bIBAIOTCS HA PYCCKOM SI3BIKE);

14) cmoco0® mpuMeHeHHs JIEKapCTBEHHOTO IMpemnapara Ha TOCYIapCTBEHHOM si3blke Poccuiickoit
denepallui UM Ha TOCYJAPCTBEHHOM s3bike Poccuiickoii @epepanuyu U ToCyJapCTBEHHOM SI3bIKE
pecryOIuK ¥ UHBIX sI3bIKax HapoaoB Poccuiickoii @eneparumn <8>;

<8> Yactp | crateu 15 3axkona N 1807-1 (Bemomoctu cbesga HaponaHelx aenytatoB PCOCP u
Bepxosunoro Coera PCOCP, 1991, N 50, ct. 1740; CoOpanue 3akoHomatenbcTBa Poccuiickoi
Oepnepaunn, 1998, N 31, ct. 3804).

15) noKyMeHT, MOATBEPKIAIOIINM HA3HAYEHUE JIEKQPCTBEHHOrO IIpenapara MO PELICHUIO
BpaueOHON KOMHCCHH MEIUIIMHCKON OpraHU3allNH;

16) oTMeTka O Ha3HAYEHWHW JIEKAPCTBEHHOTO TIperapara Mo PelIeHHI0 BpayeOHONW KOMHCCHH
MEIMIIMHCKONW OpraHu3allui B CllydasX, yKa3aHHBIX B aOzame BTopoM nyHkra 6 Ilopsnka
Ha3HAYCHUS JIEKAPCTBEHHBIX MPENapaToB, YTBEPKAECHHOTO HACTOSILIUM IPUKA30M;

17) orMeTka O crenuadbHOM Ha3HAUYEHUHU JICKAPCTBEHHOTO Ipemnapara (3amojHsSeTCs B Clydasx,
yKa3aHHBIX B yHKTax 15 u 24 Ilopsiaka Ha3HAYEHUs JIEKApCTBEHHBIX MpPEnapaToB, YTBEPKICHHOTO
HACTOSIIIUM IPUKA30M);

18) oTmMeTka O crierMaTbHOM HAa3HAYEHUH JIEKAPCTBEHHOTO Iperapara MalueHTy ¢ 3a00JeBaHueM,
TPeOYIOLMM JUINTEIBHOTO KypCOBOI'O JIEYEHHUs (3alOJIHAETCS B Cllydae, YKa3aHHOM B IyHKTe 23
[lopsnka Ha3HaueHUs JIEKApPCTBEHHBIX IPENapaToB, YTBEP)KAECHHOTO HACTOSILUM IPUKA30M) C
IPOCTaBICHUEM MEPUOJUUYHOCTH OTIIYCKa JIEKAPCTBEHHOTO IIpernapara;

19) npu odopmiienuu penenta B popMe IEKTPOHHOTO JOKYMEHTA Ha JICKApCTBEHHBIC MPETapaThl,
yKa3aHHbIE B MOJANMYHKTax 2 - 5 myHkTa 9 m nyHkre 11 Tlopsnka Ha3HaueHUs JEKapCTBEHHBIX
IpenapaToB, YTBEPKIAESHHOTO HACTOALINM MPUKA30M, TpaKaaHaM, UMEIOIUM MIPaBoO Ha OecriiaTHoe
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MOJIyYEHHUE JIEKAPCTBEHHBIX MPENApaTOB WU MOJYYEHHUE JIEKAPCTBEHHBIX IIPENApaToOB CO CKUIKOM,
3aMOJIHAIOTCS PEKBU3UTHI, NIPENYCMOTPEHHBIE NMOAMYHKTaMU 1 - 18 HacTosIero myHKTa, a Takke
CJIEIYIOIINE PEKBU3UTHI:

a) Kareropus TpaxkJaH, HMCIOIIMX IPABO Ha TOJyYeHUE JICKAPCTBCHHBIX IPENapaTroB B
cooTBeTCTBUU cOo cTathed 6.1 denepanbHoro 3akoHa ot 17 wurons 1999 r. N 178-®3 "O
rOCYIapCTBEHHOM CONMAIBbHON momoIu" <9>;

<9> CoOpanue 3akoHonaTenbcTBa Poccuiickoit @eneparuu, 1999, N 29, cr. 3699; 2020, N 52, cr.
8577.

0) xox Ho30s0rHYeckoi popmsl o MKB;

B) ucTouHUK (punaHcupoBanus (1 - ¢enepanbHbIil Or0mKeET, 2 - OrOIKET cyObekTa Poccuiickoii
®denepann, 3 - MyHUIIMITATBHBINA OFOJIKET);

r) pazmep omuiatkl (1 - 6ecratHo, 2 - 50%, 3 - unoit %);

J) CTpaxoBOW HOMEpP HHIUBUAYAILHOTO JIMIEBOrO cueTa TpaxaaHuHa B I[leHcmoHHOM QoHIe
Poccutickoit ®eneparuu (nmpu Hamuanu ) (CHUJIC);

€) HOMEp ToJIMca 005A3aTeTFHOTO METUITUHCKOTO CTPaXOBaHUSI.

21. Ilpu npocTtaBleHUH OTMETKH, yKa3aHHOH B moamyHkre 16 myHkrta 20 Hactosuero Ilopsaxa,
peuent B (opMe NIEKTPOHHOIO JOKyMEHTa MOANUCHIBAECTCS YCHJIEHHOM KBalM(pPUIUPOBAHHON
AJIEKTPOHHON TIOJMMCHIO MpeacenaTeNss WM CeKperaps BpaueOHOH KOMHUCCHUHM MEIUIIMHCKOM
OpraHu3alliy, MpPH MPOCTABICHHM OTMETOK, YKa3aHHbIX B mnoanyHkTax 17 m 18 mynkra 20
Hacrosimero llopsinka, - yCHJIGHHBIMH KBaJIH(DHIHUPOBAHHBIMU DJICKTPOHHBIMH  IOAUCIMHU
COOTBETCTBYIOIIUX MEIULIUHCKUX PAOOTHUKOB.

22. Tlo TpeOoBaHMIO MAIMEHTAa WM €r0 3aKOHHOTO TMpeACTaBUTENs O(OPMIIIETCS 3K3EMILIp
peuenta B ¢GopMe 3JIEKTPOHHOTO JTOKYMEHTa Ha OyMa)KHOM HoOcHTele ¢ oTMeTkou "JlyOmukar
JIEKTPOHHOI'O JOKYMEHTa".

II1. Y4er peunentypHbIX 0JIAHKOB (32 HCKJIIOYECHUEM pelenTYPHBIX
0.1ankoB no popme N 107/y-HII " CnennajibHblil penenTypHbIA
0J1aHK"")

23. Vuer penentypHbix OmankoB ¢dopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(x),
M3TOTABIMBAEMBIX THIOTPAa(QCKUM CIIOCOOOM (J1aliee - peuenTypHble OJIaHKH, MOAJISKAIUE YUETY),
OCYILECTBIIIETCS B JKypHajaX y4deTa, NPOHYMEPOBAHHBIX, NPOLIHYPOBAHHBIX MU CKPEIUIEHHBIX

OO CBIO PYKOBOOUTCIIA )51 ncyaTbro MEIUITMHCKOM opraHu3anvun nin OO CBIO
WHIUBUAYAJIbHOI'O IPECANPUHUMATEIA, UMCIOIICTO JIMOCH3UIO HA MCIUIUHCKYIO ACATCIIBHOCTD.

24. XKypnan ydera perentypHbix 61ankoB ¢popmbel N 107-1/y comepxut cneayromniue rpador:
1) HoMep o NopsAAKY;

2) B paznene "[Ipuxon":
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a) J1aTa perucTpaIiy JOKYMEHTa, TOITBEP)KIAIONIETO TOCTYIICHHUE;
0) HOMep U J1aTa JOKYMEHTA, TOATBEP K IAFONIETO NOCTYIUICHHE, HANMEHOBAaHHE OCTABIINKA;
B) 00111ee KOJIMYECTBO MOCTYNHUBIINX PELENITYPHBIX OJIAHKOB;

r) pamMuvs, THUIIMAIBI UMEHH U OTYECTBA (TIOCIIEeHEE - TPU HAJTMYMHN) U TIOJIUCh OTBETCTBEHHOTO
MEAMIIMHCKOTO pabOTHHUKA, MOJIYYUBIIETO pElENTypHbIE OJJAHKH OT MMOCTABILMKA,

3) B pasnene "Pacxon":
a) JaTa BBIJAYU PEIETITYPHBIX OJIAHKOB;
0) KOJIMYECTBO BBIIAHHBIX PEIENITYPHBIX OJIAHKOB;

B) (amwnus, WHULIMATBI WMEHH W OT4YecTBa (MOCIeAHEe - TPH HAJIUYHH) OTBETCTBEHHOTO
MEIUIIUHCKOTO PAa0OTHHUKA, ITOyYUBIIETO PELENTYPHbIC OJIaHKH;

T') MOANKUCH OTBETCTBEHHOI'O0 MEAUIIMHCKOTO PaOOTHHKA, MOTYUYUBIIETO PEENTYpPHbIE OJIaHKH;

4) dbamMumus, THALUAIBI UMEHU U OTYECTBA (TIOCTEAHEE - IPH HAIMYWHN) U TTOAMUCH OTBETCTBEHHOTO
MEIUIIUHCKOTO PaOOTHUKA, BBIIABIIETO PEeLENITYpHBIE OJaHKH;

5) OCTaTOK peuenTypHBIX OJIAHKOB.

25. XKypnan yuera penentypHbix OmankoB ¢opm N 148-1/y-88 u N 148-1/y-04(;1) comepxut
cienyrommue rpadsr:

1) HOMEp MO TTOPSIIKY;

2) B paznene "[Ipuxon":

a) JAara perucrpanu JOKYMCHTA, MOATBCPKAAOMICTO MOCTYIIJIICHUC,

6) HOMCp U naTa JOKYMCHTA, MOATBCPIKAAIOMICTO IMOCTYIVICHUC, HANMCHOBAHUC ITOCTABIIUKA,
B) 00II1ee KOJIMYECTBO MOCTYMUBIINX PEIENTYPHBIX OJIAHKOB;

T') CEpUU U HOMEPA PEIENITYPHBIX OJIAHKOB,;

1) KOJIMYECTBO PELENITYPHBIX OJIAHKOB 110 CEPHIM;

€) pamMuvs, MHUIIMAIBI UMEHH U 0TYeCTBa (MTOCIIeIHEE - IPU HAIUYUH) U MOANICH OTBETCTBEHHOTO
MEAMIIMHCKOTO pabOTHHUKA, MOJTYYUBIIETO pElenTypHbIE OJJAHKH OT MMOCTABILHKA,

3) B paznene "Pacxon":

a) JaTa BBIJAYU PEIENTYPHBIX OJIAHKOB;

0) cepur 1 HOMEPA BBIJJTAHHBIX PEIECTITYPHBIX OJIAHKOB;
B) KOJIMYECTBO BBIJJAHHBIX PEIENTYPHBIX OJaHKOB;

r) damwins, WHUALOUAIBl WMEHH W OT4ecTBa (MOCIEAHEEe - MPU HAIHYHUU) OTBETCTBEHHOTO
MEAUIMHCKOTO pabOTHUKA, MOJTYUYUBIIETO PELENTYPHbIC OJIaHKU;

1) IOANKCH OTBETCTBEHHOI'O MEJMIIMHCKOTO PaOOTHHKA, MOTYYHBIIETO PEleNTypHbIE OJaHKU;

4) pamunus, THUIMAIIBI IMEHH U OTYeCcTBa (TIOCTIeIHEeE - TPU HAJIMYKU) U TIOJITUCh OTBETCTBEHHOTO
MEUITMHCKOTO paOOTHUKA, BBIIABIIETO PEIENTYPHbIC OJaHKH;



5) OCTaTOK peuenTypHbIX OJIAHKOB.

26. Yder penentoB, OGOPMICHHBIX B (OopMe SJIEKTPOHHOTO JOKYMEHTa, OCYIICCTBIISETCS B
roCyJapCTBEHHON MH(POPMALMOHHOM cucTteMe B cdepe 31paBooxpaHeHHs cyObekra Poccuiickoii
denepauy  MOCPEICTBOM BEJIEHHMsSI €IMHOTO peecTpa pelenToB, O(OPMIEHHBIX B (¢opMme
AJIEKTPOHHBIX IOKYMEHTOB.

IV. XpaneHne penentypHbixX 0JIJAaHKOB (32 HCKJIIOYEHUEM
peuentypHbIx 01aHKoB 1o ¢popme N 107/y-HII " CneunanbHbli
peuenTypHbIi 0J1aHK'")

27. MeaMuMHCKHE OpPraHU3allud TMOIy4aroT HEeOOXOAMMBbIE PELENTypHble OJaHKH, O(pOpPMIICHHBIE
TUNOrpa)cKuM crocoOoM, uepe3 TeppUTOpHATbHBIC OpTaHbl YNPaBICHUS 31PaBOOXPAHECHUEM WIIH
OpraHM3aliy, YIOJHOMOYEHHbIE Ha 3TO OpraHamMH HCIOJIHUTEIbHOW BIIACTH CYOBEKTOB
Poccuiickoit @enepanuu.

28. PenentypHble OJaHKH, MOAJIEKAIINE YUYETY, XPAHITCS OTBETCTBEHHBIM JIMIIOM, Ha3HAUYE€HHBIM
PYKOBOJUTENIEM MEIUIIMHCKONW OpraHu3alluy, B 3allMpacMoM MeTajinyeckoM Ikady (ceiide) umu
METaJUIMYECKOM SIIIHKE.

29. NHnuBuayanbHbIA NpeaNpUHUMATENb, UMEIOIIUN JIMIIEH3UI0 Ha MEIULMHCKYIO NESITEIbHOCTD,
XpaHUT pelenTypHbIe OJIaHKH, MOJIKAIINE YUETY, B 3alIUPacMOM MeTainueckoM 1mkady (cetide)
I METAJUIMYECKOM SIIUKE.

30. IIpoBepka cOCTOSHHS XpaHEHHS, ydeTa, (AaKTUYECKOTO HAIMYUS M Pacxoja PelenTypHBIX
0JIaHKOB, TOJUJISKAIIUX YUYETy, OAWH pa3 B KBapTaJ OCYIIECTBISECTCS KOMHCCHEH, CO3IaHHOW B
MEJIULIMHCKON OpraHu3aluH.

31. Peuentypubie Omanku, odopmisieMble Ha OyMaXKHOM HOCHTENE W TOJUIeXKAIIHE Y4YeTy,
BBIJAIOTCS. MEIUIMHCKMM paOOTHHKAM, HWMEIONIMM MpaBo OQOPMICHHS pPELENTOB, IO
pacropsHKEHUIO TJIABHOTO Bpaya UM €r0 3aMECTUTEIIA.

[TomydyeHnHble peLenTypHble OJaHKM HAa OyMaKHBIX HOCHUTEISX XPaHATCS MEAMIIMHCKUMU
paboOTHUKAMHU B TOMEIIEHUSAX, 00ECTIEYMBAIOIINX UX COXPAHHOCTb.

32. IlporpaMMHO-TEXHHYECKHUE CPEICTBA TOCYIAapCTBEHHBIX MH(POPMALMOHHBIX CHCTEM B cdepe
3paBOOXPAHEHUS, MEAWLIUHCKUX HHQPOPMAIMOHHBIX CHCTEM MEIUIMHCKUX OpTaHW3alui
o0ecreynBaOT XpaHEHHWE dJIEKTPOHHBIX pEIenToB, O(GOPMICHHBIX B (OpMe BIIEKTPOHHBIX
JOKyMEHTOB B TEUYCHHE CPOKOB, YCTAHOBJIEHHBIX JUIS XPaHEHHS pElenToB, O(GOpPMIICHHBIX Ha
COOTBETCTBYIOIIUX (hopMax peLEenTypHbIX OJaHKOB Ha OyMaxxHOM Hocutesne <10>.

<10> HoanyHkt 5.2.169 INonoxenus o Munuctepcte (CoOpanue 3akoHonaTenscTBa Poccuiickoit
®enepanun, 2012, N 26, ct. 3526; 2021, N 43, cT. 7258).

Ilpunooscenue N 4
K npuxasy Munucmepcmea 30pasooxpaHenuisl

Poccuiickoii @edepayuu
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om 24 nosaops 2021 2. N 1094n

®OPMA CIHIELIVAJIBHOT'O PELEINTYPHOT'O BJIAHKA N 107/Y-HI

MUHMCTEPCTBO 3OpaBOOXPaHeHUd Kon dopwmer mo OKYI

Poccumickom demepaumnm MemoMuMHCKaAd OOKyMeHTAaLMd
dopma N 107/y-HII,
YTBEPXIOEHHAA IIPUKA3Z0OM
MyHMCTEPCTBA 3OPABOOXPAHEHUA

mTaMIl MeOMUMHCKOM OpITaHM3alMM Poccunickon Odenmepaumum

or 24.11.2021 N 1094=

PELEIT
Cepusa N
" " 20 I‘
(DaTa BHIMCKM pellenTa)
(B3pOCIE, IOeTCKMM — HYXHOE NONUEPKHYTH)

daMunus, uMs, OTUECTBO ([ocJeldHee - IPM HaJIUUUM)

nanumMeHTa

BospacT

Cepmusa M HOMep NoJMca 0083aTeJIbHOT'O MEeOUMIMHCKOTO CTpaxoBaHMS
HoMep MeIMIMHCKOM KapThl

daMuius, uMs, OTUECTBO ([ocJeldHee -— IPM HaJIUUUM)

Jledamero Bpada (denpmmepa, akylepKu)

[lonnmMchb M JiMUuHas IedaTb Bpauda
(moonmuce Qesbiauepa, aKylepKu)




damMmnmga, M4, OTUYeCTBO (nmocynennee - npnm HaJIM4UM) n IO OIIVCh
YIIOJIHOMOUYEHHOTI'O JIMila MEeIOULMHCKOM OpTraHM3alnm

M.II.
OTMeTKa alTeuHOM opTraHMz3aluuu o0 OTIyCke
dammnmsa, MMsS, OTUECTBO (IocjlemgHee — OpPM  HaJIMuMM) M [DOANMCH
paboTHMKA allTeuyHOM OpTaHM3alUU

M.II.

Cpok meucTBUA pelenta 15 mHeM

Ilpunooswcenue N 5
K npuxasy Munucmepcmea 30pasooxparenuis
Poccuiickoii @edepayuu

om 24 nosaops 2021 2. N 1094n

HOPAIOK U3T'OTOBJEHUSA, PACITPEIEJEHUA,
PEIT'UCTPALIUU, YUETA U XPAHEHUSA PELLIEIITOB,
COAEPKALNINUX HASBHAYEHUE HAPKOTUYECKHUX

CPEACTB WA ICUXOTPOIIHBIX BEHIECTB

I. IlopsiioK U3roTOBJIEHUS, pacipeae/ieHUs CeNUATbHbBIX
peuentypHbix 01aHk0B 1o ¢popme N 107/y-HII

1. Opranuzaruio W3roTOBJICHUS U PaCTIpeNeNICHus] perenTypHbIX OjankoB mo ¢opme N 107/y-HIT
"CrienuanpHBIN perentypHblii OgaHk" (Janee - crenualbHbId peHenTypHbId OJaHK) OCYIIECTBIISET
MunucrepcTBO 3apaBooxpaneHust Poccuiickoit @eaepanun (nanee - MUHHUCTEPCTBO).

2. CrnenmasibHBIC pelenTypHbIe OJaHKH SIBIISIOTCS 3aIUIIEHHON MONMUTrpaduueckod MpoayKIuen
ypoBHs "B", uzroraBnuBaemoii Ha Oymare po3oBoro 1seTa pasmepom 10 cm x 15 M, TODKHBI UMETh
CEpUI0 U HOMEp, a TaKXKe COOTBETCTBOBATh TPEOOBAaHWAM, YKa3aHHBIM B IpuKa3ze MHHHCTEpCTBa
¢unancoB Poccuiickoit @eneparuun ot 29 cenrsops 2020 r. N 2171 "OO6 yTBepxaeHUU
Texandeckux TpeOOBaHMUI M yCIOBUM U3TOTOBJICHUS 3alIUIIICHHON OT TOAJIEIOK MOMUTpaduIecKon
npoaykiuu" (3aperucTpupoBan MuHUCTepcTBOM roctunmu Poccuiickoit @enepanuu 16 HOAOpS
2020 r., peructparuorssii N 60930).

3. B mensix opraHu3alud M3TOTOBJICHUS M paclpeleNieHus] CIEHUANbHBIX PEeleNnTypHBIX OJaHKOB
MEAMIMHCKUE OPraHU3alii, UMEIOUINE IPABO OCYIIECTBIIATh BbIAAYy PELENTOB HA HADKOTUYECKHE
CpelcTBa MM IICUXOTpolnHble BemecTBa cnucka Il Ilepeuns u 3aperucrpupoBanssle B Poccuiickon
@denepanuy B KayecTBE JIEKAPCTBEHHBIX MpENapaToB A MEIUIMHCKOTO INPHMEHEHUs (naiee
COOTBETCTBEHHO - MEIMLIMHCKAsl OpraHu3alis, HapKOTUYECKUM (IICUXOTPOIHBIN) JIE€KapCTBEHHBIN
mpenapar), COCTaBJISIFOT 3asIBKH Ha PELEeNTyPHBIC OJIAHKH.
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4. B cpok 10 1 okTAOps TEKyIIero rojaa 3asBKH MEIUIIMHCKUX OpTaHHM3allid Ha CICIHAIbHBIC
penenTypHbie OJIaHKU TPEICTABISIFOTCS:

1 ) MCIUIIUHCKUMH  OpraHu3aluiaMu, HaXOAAIIUMHUCIA B BCIACHHUU (bellepaHBHHX OpraHoB
HCIIOJIHUTEILHON BJIACTH, - B COOTBETCTBYIOILINUEC (be/:[epaanLIe OpraHbl HCITOJIHUTEILHOMN BJIACTH,

2) MEOWIIMHCKUMHU OpraHM3alMsIMH, HaxXOIAIIMMUCSI B BeACHHH CyObeKkToB Poccuiickoii
@®enepanyy, MEAMIMHCKMMHM ~ OpraHM3alUsMH  MYHUUUNAJIBHOM M 4YaCTHOM  CHUCTEM
3IpaBOOXPAaHEHHs] - B OpPTraHbl MCIIOJHUTEIBHON BIacTH cyObekToB Poccuiickoit deneparuu B
cdepe OXpaHbl 37J0POBbs IPaXk/JaH, HA TEPPUTOPUN KOTOPHIX OHHM PACIOJIOXKEHBI (Jlajiee - OpraHbl
UCTIOJIHUTENIbHOW BacTu cyosekToB Poccuiickoit denepanun).

5. B 3asBKe MEOMIIMHCKON OpraHM3allMd Ha CIEHUANIbHBIE peleNnTypHble OJaHKH YKa3bIBaIOTCS
CIIEYIOILHE CBEICHHUS:

1) cBeneHMs O MEOUIIMHCKOM OpraHu3alyy, MOJABLIEH 3asiBKy Ha CIELUAIbHBIE pPELENTYpHBIE
0y1aHKy (TI0JTHOE HAMMEHOBAHUE, a/IPeC MECTa HaXOXKICHHUS);

2) KOJWUYECTBO CIICHHUAIBHBIX PEHENTYpHBIX OJIAHKOB, W3PAcXOJOBAaHHBIX MEIUITMHCKON
opraHuzaieit Ha 1 sHBaps MPeaIIeCTBYIOUIETO To/1a;

3) KOJIMYECTBO CHEIHAbHBIX PELENTYypPHbIX OJaHKOB, HEOOXOAWMBIX MEAMIIMHCKOW OpraHHU3aliu
Ha CIEAYIOLINMI TOI.

3asBKa MEIMIMHCKOM OpraHM3allid Ha CHEIMalIbHBIC pEleNnTypHble OJaHKH IOAMUCHIBACTCS
PYKOBOJIUTENIEM MEIULIMHCKON OpraHW3alii, KOTOPBIA HECET NEPCOHAIbHYIO OTBETCTBEHHOCTH 3a
000CHOBAHHOCTD U JIOCTOBEPHOCTh YKAa3aHHBIX CBEJICHHIA.

6. denepanpHbBIC OPTaHbl UCTIOTHUTEIHHOM BIACTH, B BEICHUH KOTOPBHIX HAXOMSATCS MEIUIIMHCKUE
opranu3zaiuu (fanee - ¢peaepaabHble OpraHbl UCTIOTHUTEIBHOM BIACTH), U OPTaHbl UCIIOTHUTEIBHOM
BiacTu cyobekToB Poccutickoit denepanuu Ha OCHOBAaHWYW 3asBOK MEIAMIIMHCKUX OpraHU3aIMil Ha
CrellMalbHble pelenTypHble OJaHKH (OPMUPYIOT CBOIHBIC 3asBKM Ha CIICIHAbHbIC PELENTYpPHbIC
OJIaHKHW U B CPOK /10 1 ekabps TeKyIero rojia MpeacTaBIsSIFOT UX B MUHUCTEPCTRO.

7. B cBOJIHOM 3asiBKE Ha CIICIMATIbHBIC PEIENITYPHBIC OJaHKH YKA3bIBAIOTCS CIASAYIOIINE CBEACHMUS:

1) cBenenust o (eaeparbHOM OpraHe HCIOJTHHUTEIHHOW BIACTH (OpraHe HMCIONHUTEIHHOW BIACTH
cyobekta Poccmiickoit denepanuu), NpENCTaBUBIIEM CBOJHYIO 3asiBKy Ha CICIHAIbHbBIE
penenTypHbie 6J1aHKH (TIOJTHOE HAUMEHOBAHKE, AIPEC MECTAa HAXOXKICHHUS);

2) KOJHMYECTBO CIEHHUAIBHBIX PELENTYPHBIX OJAHKOB, PacIpeieieHHBIX (eaepanbHbIM OpPraHOM
WCITOJTHUTEIILHON BJIACTH (OpraHOM MCTIOJHUTEIBHOM BiacTH cyonekTa Poccuiickoit deneparun) Ha
1 stHBaps MpeIIeCTBYIOLIErO ro/ia MEeXIy MEIUIIMHCKUMHA OpPTaHU3alUsIMU;

3) KOJWYECTBO CHEIHUAIbHBIX PEHENTYPHBIX OJIAHKOB, HEOOXOMMMBIX (eaepallbHOMY OpraHy
UCTIOJIHUTENIHOW BJacTH (OpraHy MCIOJHHUTENBbHOM BiIacTu cyOobekra Poccuiickoit deneparyn) Ha
CIEYIOIINIA O AJISl paclipeieSIeHHs] MEKIY MEAUIIMHCKUMHU OpTaHU3alusIMU;

4) cBeneHUs O TMOABEAOMCTBEHHOW OpraHU3alMH, YIIOJTHOMOYEHHOW ¢eepalbHbIM OpraHoM
UCTIOJIHUTENIHOW BJacTU (OpraHOM MCIIOMHHUTENBbHOHN BiacTu cyObekra Poccuiickoii @eneparum)
OCYIIECTBIISITH MOJIyYEHHE CIIEHUATbHBIX PELENTYpPHBIX 0JIaHKOB OT MUHUCTEPCTBA, UX XpaHEHHUE U
BbIIayy MEIULMHCKUM OpraHu3auusM (IIOJJHOE HAaWMEHOBAHUE, aJpec MecTa HaXOXKICHMUS,
NHH/KIIITT, OKTMO opranu3zarmu, GakTHYECKH aipec TOCTaBKH).

8. Ha ocHOBaHMM TOJYYEHHBIX CBOIHBIX 3asBOK Ha CIEIHUAIbHBIC pELEeNTypHble OJaHKU



MUHHICTEPCTBO €XKET0IHO B CPOK 110 15 siHBaps ciieqyromiero roga GopMuUpyeT U yTBEpKIAeT IIaH
pacmpenelieHus CIeNHUaIbHBIX PEHENTYpHBIX OJaHKOB, B KOTOPOM OTpaXKaeTcs ToIoBas
noTpeOHOoCcTh Poccuiickoit denepanuy B CHEIUANIBHBIX PEUENTYPHBIX OJlaHKax (janee - IJiaH
pacnpenenennss MUHUCTEPCTBA).

9. B nnane pacnpenenenns MUHUCTEPCTBA YKa3bIBAKOTCS CIEAYIOINE CBEACHUS:
1) mopsIAKOBBIN HOMEp 3aIHCH;

2) HaMMEHOBaHHE (eaepaTbHOr0 OpraHa HCHOJHUTEILHON BJIACTH (OpraHa HCIOJHHUTEIBHON
BiacTu cyObekra Poccuiickoii ®enepanuu), IpeACTaBUBILIETO CBOJHYIO 3asBKY Ha CIECLUAIbHbIC
penenTypHbie OJIaHKH;

3) He0OX0MMOE KOJTMYECTBO CIEUANBHBIX PEENTYPHBIX OJaHKOB.

10. HampaBneHue crienualbHBIX PELENTYPHBIX OJIaHKOB (efepaybHBIM OpraHaM HCIOJIHHUTEIbHOM
BJIACTH, OpraHaM HCIOJHUTEILHON BIacTH CcyObekTOoB Poccuiickoit denepanuu OCyIIECTBISICTCS
MuHHCTEPCTBOM B KOJIMYECTBE, IIPELyCMOTPEHHOM IIJIAHOM paclpeeseHuss Munucrepcrsa.

11. MuHHCTEpCTBOM JOTOJHUTEILHO K KOJMYECTBY CIEHNUAIBHBIX PEUENTYPHBIX OJaHKOB,
NPEeIyCMOTPEHHOMY IUIAaHOM pacmpeneneHus MuHUCTepcTBa, (GopMHpyeTcss pe3epBHBIN 3amac
CIEIUATILHBIX PEIEeNTYPHBIX OJaHKOB B KoJinuecTBe, He mpeBbimaromeM 150 000 crnenmuanbHBIX
peLenTypHBIX OJIaHKOB.

12. B ciydae yBenuyeHHs NOTPEOHOCTH B CHENMAIbHBIX PELENTYPHBIX OlaHkax (enepanbHble
OpraHbl MCIHOJIHUTEIHLHON BIAacTH (OpraHbl HMCIOJHUTEIBLHON BIacTH CcyOBekToB Poccuiickoi
CDe;[epauHH) HaIpaBJIAKOT B MI/IHI/ICTepCTBO CBOJHBIC 3adBKHW Ha AOIIOJHUTCIBHOC KOJIHNYECTBO
CIEIUATILHBIX PEIENTYPHBIX OJIAHKOB (C 000CHOBAaHWEM YBEIMYCHHS MOTPEOHOCTH B CHEIUATBHBIX
pEelenTypHBIX OJaHKaX), KOTOpbIE MPENOCTaBIAIOTCS MUHUCTEPCTBOM W3 PE3EPBHOrO 3araca
CHEIHAalIbHBIX PELETITYPHBIX OJIAHKOB.

13. depepanbHble OpraHbl UCIIOJHUTENBHON BIACTH (OpraHbl UCTIOJIHUTEIBHOM BIACTH CyOBEKTOB
Poccutickoit @enepamnuu) pacupenesstoT MOJydYeHHbBIE CIeIUalbHbIC PEIENTypHbIE OJIAHKH MEXITY
MEIUIUHCKUMH OpraHu3allMsIMi Ha OCHOBAaHMM IUIAHOB paclpeneieHus, CHOPMHUPOBAHHBIX B
COOTBETCTBUHU C 3asiBKAMH MEIUIIMHCKUX OpraHU3aluii Ha crielnaibHble PelenTypHbIe OIaHKH.

I1. ITopsiaok perucTpanuu, y4eTa i XpaHeHHUs CIeHAJIbHbIX
peuentypHbix 01aHk0B 110 ¢popme N 107/y-HII

14. MunucrepcTtBo, wuHBIC (QenepaabHble OpPraHbl HWCIOJIHUTEIBHOW BIACTH W OPraHbI
UCTIOJIHUTENIbHON BiacTu cyOBbekToB Poccuiickoit denepariyn OpraHu3yoT XpaHeHHE CHeHaIbHBIX
peLenTypHbIX OJAaHKOB B IOJBEJIOMCTBEHHBIX OpPraHU3aLMAX, YINOJIHOMOYEHHBIX OCYLIECTBIATh
NOJyYCHHUE CIEHHUATBHBIX PELUENTYpHbIX OJaHKOB OT MUHHCTEPCTBA, UX XpPaHEHHWE U BBIAAUYY
MEINIUHCKUM OpraHU3aLUsAM (Jajiee - YIIOJIHOMOYEHHAas OpraHu3alus).

15. B ynonHOMOUYEHHOM OpraHM3aly U MEIULMHCKON OpraHM3aliy, MOJIYYUBLIEH CHElMalIbHbIE
penentypHble OJaHKH, OPraHU3YyeTCsl PErUCTpaLs, YUeT U XPAHEHUE CIEHUAIBHBIX PEeLEeNTYpPHBIX
OJIaHKOB.

Perucrpanusi, y4er M XpaHEHHE pE3EpBHOIO 3amaca CHEIHAJIbHBIX PELENTYPHBIX OJIaHKOB
MunncrepcTBa OCyIIECTBIsETCS (eaepalbHBIM TOCYJApPCTBEHHBIM OIOKETHBIM yUPEKICHUEM,
HaxoAsAIMMCA B BeAeHMM MuHucTepcTBa (Hanee COOTBETCTBEHHO - PE3EpBHBIM  3arac,



MOIBEIOMCTBEHHOE YUPEIKICHHUE).

16. PaboTHWK, Ha3HAYEHHBIH TIPUKA30M PYKOBOJMTENS YIOJHOMOYCHHOW OpraHu3aIuu
(YMOTHOMOYEHHOW — OpraHu3allid, I[OJABEIOMCTBEHHOTO  YUYPEKICHHS) OTBETCTBEHHBIM 32
perucTpanmio, XpaHeHue U y4deT CIEeHUalbHbIX PElENTYpHBIX OJIaHKOB (Jajiee - OTBETCTBEHHBIN
pabOTHUK), Ha OCHOBAHHMH JOBEPCHHOCTH, O(GOPMIICHHON B TOpSAKE, YCTaHOBICHHOM
3aKOHO/IaTeILCTBOM Poccuiickoit ®enepanuu (C TMOAMKUCHI0 PYKOBOJUTENS yHOJTHOMOYECHHON
opraHu3aiuu (yrnoJaHOMOYEHHOM OpraHu3alud, MOABEAOMCTBEHHOTO YUPEXICHHs), TJIIaBHOTO
OyxranTepa, 3aBepEHHBIX KPYIJIOW Ie4aTbio), MOJy4aeT cleluaIbHble pelenTypHble OJIaHKH U
OCYIIECCTBIISICT BEACHHE JKypHATa PETUCTPAIMM U ydYeTa CHEIHATbHBIX PELENTYypPHBIX OJIAHKOB, K
KOTOpoMy TmpuoOmaer (Horo- u (WIM) BHAEOMATEepUabl, MOATBEpKIaromue GakT oGopMIeHUs
peLenTypHBIX OJIaHKOB Ha oMY (TIPH HAJTHYUH).

17. XypHan peructpalii W y4eTa CIHEHUaTbHBIX PEHENTypHBIX OJaHKOB JOJKEH OBITh
MIPOHYMEPOBaH, MPOLIHYPOBAaH, UMETh Ha IMOCJIEIHEN CTpaHUIIE 3alUCh, COJIEPKAIIYI0 KOJIUYECTBO
CTpaHHIl, MOJHOC HAMMEHOBAaHUE YIIOJIHOMOYCHHOW OpraHu3aimuy (MEIWIIMHCKONW OpTraHHM3allvHy,
MOJABEAOMCTBEHHOTO YUPEXKIEHHUs), a TaKXK€ CKPEIUIEH MOAMHCHI0O PYKOBOJAUTENS U MEYaThIO
YIIOJITHOMOYEHHOM OpraHu3aIuy (MeIUIIMHCKON OpraHU3aIliy, TOABEOMCTBEHHOTO YUPEKICHHS).

Kypnan perucrpaniuu W ydeTa CICHHAIBHBIX PEHENTYPHBIX OJaHKOB PE3EpPBHOTO 3araca
MuHucTepcTBa CKPEIUISIETCS] TAKXKE MOJNUCHIO TUPEKTOpa (B Cllydae €ro OTCyTCTBUSA - 3aMECTUTENS
aupekTopa) JlemapraMeHTa peryaupoBaHMs OOpalleHUs JIEKAPCTBEHHBIX CPEJICTB U MEAUITMHCKHUX
u3aenuii MuHHCTEPCTBA U 1e4aThbi0 MUHKCTEPCTBA.

18. B kypHane perucrpalyu M YydeTa CIeUUalIbHBIX PELENTYypHbIX OJIaHKOB YKa3bIBalOTCA
CIIEYIOIINE CBEJCHMUS:

1) nopsAKOBBIM HOMED 3aMUCH;

2) MpUXOJI CIIEUATILHBIX PEIENTYPHBIX OJTAaHKOB:

a) PEKBU3UTHI U 1aTa PETUCTPALIUU IPUXOTHOTO TIOKYMEHTA;

0) o01ee KOJTMYECTBO NOCTYMUBIINX CIIEHUAIBHBIX PEIENTYPHBIX OJaHKOB;

B) cepHs U HOMEP CHELHUAIBHOTO PEIeNTypHOro OJIaHKa;

I') KOJIMYECTBO CIEHUATIbHBIX PELENTYpPHBIX OJJAHKOB MO KaXKJ0M CepHH;

1) haMuIust, UMs1, 0TYECTBO (TIOCTIEHEE - PY HAJTUYHMH) U MTOITUCH OTBETCTBEHHOTO PaOOTHHUKA;
3) pacxo[ crienuaNbHbIX PEUENTYPHBIX OJaHKOB:

a) JaTa BBIJAYX CIIEIUAIBHBIX PEIETITYPHBIX OJIAHKOB;

0) cepur 1 HOMEPA BBIJJAHHBIX CIICIIMABHBIX PELENTYPHBIX OJIAHKOB;

B) KOJIMYECTBO BBIJIAHHBIX CHEIHATbHBIX PELENTYpHbIX OJAHKOB C YyKa3aHHMEM B CKOOKax
KOJIMYECTBA CMEIMATBHBIX PEHENTYPHBIX OJJAHKOB, BBIJAHHBIX 17151 OPOpPMIICHUS HA IOMY;

r) damwnmms, ums, OT4eCTBO (IMOCIEAHEE - NPH HATWYUU) W TOAMUCH JIUIA, MOJYYUBIIETO
CrellMalbHbIe PeLeNTYpHbIE OIaHKHU;

1) KOJIMYECTBO CIEIHATBHBIX PELENTYPHBIX OJIAHKOB, O(OPMIICHHBIX Ha IOMY;

e) damwims, uMs, oTuecTBO (IMOCNIENHEE - TMPU HAIWYWK) U TOANHUCH JHIA, O(OPMHBIIETO
CrellMalbHbIe PeLeNTypHbIe OJIaHKU Ha JIOMY;



4) dpamunus, ©Ms1, OTUECTBO (TIOCTIEAHEE - TPU HAJTUYHH ) U TTOAMCH OTBETCTBEHHOTO PabOTHHUKA;
5) OCTaTOK CHEUaTbHBIX PEIENTYPHBIX OJIaHKOB.

19. CneuumanbHbplii pelEeNTypHBIA OJaHK SBISETCS JOKYMEHTOM CTPOTOM OTYETHOCTH. 3amac
CHELMANbHBIX PELENTYpHBbIX OJIAHKOB B MEIUIUHCKONW OpraHu3allid JOJDKEH XPaHWUThCS B
CHEeLMANbHBIX IOMEUICHUAX, celdax WIM B CIEUUAIBHO H3TOTOBJICHHBIX MIKadax, OOUTHIX
OLIMHKOBaHHBIM JKEJIE30M, C HaJIe)KHbIM BHYTPEHHUM WJIM HABECHBIM 3aMKOM.

[Tomenienusi, celibl, mKadbl, B KOTOPBIX XPaHITCS CHEIHAIbHBIC PEIeNTypHbIC OJAHKH, TOJKHEI
6I>ITB 3aKpPbLITBl HAa 3aMKH W IOCJIC OKOHYaHUA paGOTBI orncyaTaHbl II€YaTbIO yHOJ’IHOMO‘ICHHOﬁ
opraHu3aryy (MeIUIIMHCKON OpraHU3allii) UK OTJIOMOMPOBAHEI.

20. B MeAMUIMHCKMX OpraHM3alMAx 3amac CIEHUAIbHBIX PELENTYPHbIX OJIaHKOB HE JOJDKEH
IPEBBIIATh [OJJOBOI MOTPEOHOCTH.

21. Pazpemaercsi BbIaBaTh MEIUIIMHCKOMY pPaOOTHUKY, HMEIOIIEMY TIpaBO Ha3HayaTh
HapKOTHYECKUE (IICUXOTPOIMHBIC) JEKAPCTBEHHbIE MPEenapaThl, €TMHOBPEMEHHO He OoJiee ABaalaTH
CHEIHAalIbHBIX PELETITYPHBIX OJIAHKOB.

MeaunHCKUE paOOTHUKH, BBIMUCHIBAIOIINE PELENThl Ha HAPKOTHYECKHUE (TICHXOTPOITHBIE)
JIEKApCTBEHHBIE NIPENaparbl, HA OCHOBAaHWU IPHKa3a PYKOBOAMUTENS MEIWLHMHCKON OpraHU3aluu
HECYT JHMYHYIO OTBETCTBEHHOCTh 32 COXPAHHOCTb TIOJYYEHHBIX CHEUUATBHBIX PELENTYPHBIX
6nankoB. CrienianbHble pelenTypHble OJaHKH, MOTYyYEHHbIE METUIIMHCKUM PaOOTHUKOM, XPaHSTCS
O] 3aMKOM B cefiax, MeTAITNYEeCKHUX MKadaxX Ui METAJUTMYECKUX SITIUKAX.

22. B MeQUUMHCKOW OpraHu3aliu CO3JAaeTCsl MOCTOSHHO JEWCTBYIOIIAs KOMHUCCHS, KOTOpas He
pexxe 1 pasza kBapTai (IO PELICHUIO PYKOBOAMTENS MEIUIIMHCKON OpraHu3alMd BO3MOKHO Yallle)
OCYILIECTBIISICT IPOBEPKY COCTOSIHUS PErHCTPALMU U yueTa CIIeHUAIbHBIX PELENTYPHBIX OJaHKOB, B
TOM 4YHCJIE IyTEM CBEpPKU 3alUCeH JKypHalla PErHMCTpAallud M ydyeTa CHEelHUaTIbHBIX PELEeNTypHBIX
ONaHKOB, ¢ (AKTHUECKUM HAIMYUEM CHEIHMAJIbHBIX PELENTYPHBIX OJIAHKOB, a TaKXKEe IPOBEPKY
COCTOSIHUSI XPaHEHUS CIIELUAIbHBIX PELENTyPHBIX OJIaHKOB.

ITo pe3ynbraTam mpoBEpKH B KypHAJe PErHCTPALMU U YUeTa CHEIHMaIbHBIX PEleNTyPHBIX OJIaHKOB
JIeNaeTcs 3alluCh O pe3yibTaTax IPOBEIEHUs CBEPKU [AHHBIX, 3aKpEIUICHHas MOANMCAMU BCEX
YJICHOB KOMHUCCHUH, WIH CO3/1a€TCs CIIELIMANIBHBINA aKT IIPOBEPKH.

23. @enepanbHble OPTaHbl HCIIOJHUTEIBHON BIACTH M OPTraHbl UCIIOJHUTEIHHON BIACTH CyOBEKTOB
Poccuiickoit ®dexnepaiuu  OCYIIECTBISAIOT KOHTPOJIb 3a OpPraHU3alluel pEerucTpaiuu, ydera H
XpaHCHUA  CHOCHUAIBHBIX  PCHCIITYPHBIX 6.HaHKOB B  YHOOJHOMOUYCHHBIX OpraHu3anugax Hu
MEAMIMHCKUX OpraHU3aIHsIX.

24. Belmaua cHenuagbHBIX PEUENTYPHBIX OJIAHKOB U3 pe3epBHOro 3amaca MUHUCTEpPCTBA
denepanbHBIM OpraHaM HCIIOJHUTEIBHON BJIACTH U OpraHaM HCIOJIHHUTEIbHOW BJIACTH CYyOBEKTOB
Poccuiickoit denepanuu  OCYIIECTBISETCS OTBETCTBEHHBIM PAOOTHUKOM TOJBEIOMCTBEHHOTO
YUpEXKJIEHUSI Ha OCHOBAaHWU peHieHuss 00 OTIyCKe CHeUUalbHBbIX PELENTypPHbIX OJIaHKOB,
oopMIeHHOTO B BHUAE MHUCbMa, IOANUCAHHOTO JUPEKTOpPOM (B Cllydyae €ro OTCYTCTBHS -
3aMecTUTeNeM JupekTopa) JlemaprameHTa peryiupoBaHusi O0OpalleHUs JIEKApCTBEHHBIX CPENICTB U
MEIULUHCKUX U3aenid MUHHUCTEpPCTBA.

[IpoBepka AesITENPHOCTH MOABEIOMCTBEHHOI'O YUPEKICHHS 10 PErHCTpalM, y4eTy U XPaHEHHIO
PE3epBHOTO 3amaca ocyuecTBisercs JlenapTaMeHTOM PeryjIMpoBaHus OOpalleHus JIEKapCTBEHHBIX
CPEICTB U MEIMLMHCKMX H3aenuii MunucrepctBa 2 pasa B roa He nosaHee 20 uyucina Mecsua,
CJICAYIOLIETO 32 UCTEKILIUM IOIYTOUEM.



Ipunoowcenue N 6
K npuxasy Munucmepcmea 30pasooxparenuis
Poccuiicxoii @edepayuu

om 24 nosaops 2021 2. N 1094n

HPABUJIA O®OPMJIEHUA PELEIITOB,
COAEPKAIINUX HASBHAYEHUE HAPKOTUYECKHUX
CPEACTB WM IICUXOTPOIIHBIX BEIIIECTB, B TOM
YUCJIE B ®OPME DJIEKTPOHHbBIX JOKYMEHTOB

I. Odopmiienune penenrta Ha OyMaKHOM HOCHUTeJIe

1. Ha penentypubix 6mankax ¢opmel N 107/y-HII B 1eBoM BepXHEM yIiy MPOCTABIISETCS ILITaMII
MEIMIUHCKONW OpraHu3alMy C yKa3aHUEM €€ MOJIHOTO0 HauMEHOBAaHHUs, ajpeca U TeaedoHa ¢ AaTOH
BBINUCKH (1aTol 0hopMIIeHNs1) pelienTa Ha JIEeKapCTBEHHBIN Mpernapar.

Peuentypusie Omanku ¢dopmbl N 107/y-HII u3roraBamBarOTCs HCKIIOYUTEIHHO TUTOTPadCKUM
CIIOCOOOM.

2. Ha peuentypHbix OnaHkax, OQOPMISEMBIX HWHAMBUAYAIbHBIMUA IMpPEANPHHUMATEISIMH,
UMEIOIIUMH JIMIEH3UI0 Ha MEIULUHCKYIO NeSTEIbHOCTh, B BEPXHEM JIEBOM YTy THUIIOTPa(CKUM
CHOCcOOOM WM IyTEM IMPOCTAaBJICHHS IITaMIa JOJDKEH OBITh yKa3aH aJpec HHIWBUAYAIBHOTO
IpEeIIIPUHUMATENS, HOMEP W JaTa JIMIECH3UM, HAaMMEHOBAHME OpraHa rocyJapCTBEHHOW BIIACTH,
BBIJIaBILETO JINLIEH3HIO.

3. Peuentypusie 61anku ¢popmbl N 107/y-HII 3anmonHs0TCS METUIIMHCKAM PaOOTHUKOM YE€pHUIAMHU
WJIH IIAPUKOBOU PYUYKOM.

4. lomyckaercsi opopmiieHHe BCEX PEKBU3HUTOB (3a MCKIIOYeHHEM pekBusnuTta "[loamuch nevamiero
Bpavya (moamuch (Qenpamepa, akymepku)") peuentypHeix OmankoB ¢opmel N 107/y-HIT ¢
WCIIOJIb30BaHMEM TIEYaTAIONIUX YCTPOMICTB.

5. B peuentypaom 6manke ¢hopmbl N 107/y-HIT B ctpokax "®amumnus, uMsi, 0T4€CTBO (ITOCICIHEE -
npu HanuuuM) manueHta" U "Bo3pacTt" ykaspIBalOTCA IOJHOCTBIO (aMHIIHs, HMs, OTYECTBO
(mocneaHee - MPU HAJTMYHH ) TTAIIUEHTA, €r0 BO3pacT (KOJIUYECTBO MOTHBIX JIET).

JlomycTrMoO yKa3aHue JaThl POXKIACHUS MaIeHTa.
6. B penentypuom 6manke ¢popmsr N 107/y-HIT:

1) B ctpoke "Cepus 1 HOMEp ToJHca 0053aTETLHOTO MEIUIIMHCKOTO CTpaxOBaHMs'" yKa3bIBaCTCS
HOMEp T0JIUca 0053aTEIHPHOT0 MEAUIIMHCKOTO CTPAXOBAHMS MAIUEHTA (TIPU HATUYHH );

2) B crpoke "Homep MequuuHCKONW KapThl" yKa3blBaeTCs HOMEpP MEIMLMHCKON KapThl MalMEHTA,
NOJIYYaloIero MEIUIUHCKYI0 IMOMOUIb B aMOyJaTOPHBIX YCIOBMSX, HJIM HCTOPUU OOJE3HU
NAIMEHTA, BHIIMCHIBAEMOT0 U3 MEAULIMHCKON OpraHU3allly;



3) B cTpoke "®amMumnus, UMs, OTUYECTBO (IOCIEAHEE - IPU HAJIMYUH) JIeyaliero Bpayda (¢enpamepa,
aKymepku)" yKa3bpIBaeTCsl MOJHOCTHIO (paMumius, UMsi, OTYECTBO (IIOCIIEIHEE - IPU HAJMYUHU) Bpadya
(penpamepa, aKymiepku), BBIMUCABIIETO PEIENT HAa  HAPKOTUYECKHH  (TICUXOTPOITHBIN)
JIEKapCTBEHHBIN IIpenapar.

7. B rpade "Rp" penentypnoro 6manka Gopmsl N 107/y-HII yka3siBaetcst:

1) HanMeHOBaHUE JIEKAPCTBEHHOTO Tpemnapara (MeXIyHapOJIHOE HEIaTEeHTOBAHHOE HAMMEHOBaHUE,
TPYNIUPOBOYHOE WIIM XMMUYECKOE HAMMEHOBAaHHE, TOPrOBO€ HAMMEHOBAHNE) HA JJTATHHCKOM SI3BIKE
WIA Ha PYCCKOM s3bIKe, (hopMa BBITYyCKa, JO3UPOBKA, KOIMYECTBO (YKa3bIBaeTCsS MPOIMHCHIO Ha
peuentypHoMm Osanke popmet N 107/y-HIT);

2) cnoco® TpUMEHEHHs JIEKAapCTBEHHOTO TMpernapara Ha TOCyAapCTBEHHOM s3bike Poccuiickoii
denepaui UM Ha TOCYJAPCTBEHHOM si3bike Poccuiickoin depepanuy U ToCyJapCTBEHHOM SI3bIKE
pecryOIuK ¥ UHBIX sI3bIKax HapoaoB Poccuiickoit deneparyn <1>.

<1> Yactp 1 crateu 15 3akona Poccuiickoit denepanuu ot 25 oktsops 1991 r. N 1807-1 "O
s3pIKax HaponoB Poccuiickoit ®eneparuun” (manee - 3akon N 1807-1). (Bemomoctu chesna
HapoaHbix fenyTaroB PCOCP u Bepxosnoro Cosera PCOCP, 1991, N 50, ct. 1740).

8. IIpn odopmiieHUH pelenTypHBIX OJaHKOB 3alpEIIaeTCs] OrPaHUYUBATHCA OOIIMMHU yKa3aHHUSIMHU,
Hanpumep, "BuyTtpennee", "MU3BecTHO".

9. Ilpu odopmiennn mamueHty pernentypHoro 6nanka ¢opmsl N 107/y-HII nHa HaproTH4ecKuid
(ICUXOTPOIIHBIN) JEKapCTBEHHBIM Mpernapar B paMKaX OKa3aHUs MEIUIUHCKONW MMOMOIIM MpU
OIpeIeNIEHHOM 3a00JI€BaHNHU TaKOM PELeNT 3aBepseTcs:

1) moAnMChIO U TMYHOM MevaThio Bpaya J100 MOAMUCHIO Genpamepa (aKyIepKn);

2) meyaTtbl0 MEAMLMHCKOW OpraHU3allH, JIMOO CTPYKTYpHOTO MOJpPA3ACICHUS] MEIUIIUHCKOM
opranuzanuu "/[ns perenToB", KOTOpasi MPOCTABIISAETCS JIMIIOM, YIIOJTHOMOYEHHBIM PYKOBOJUTEIEM
MEIUIIUHCKONW OpraHu3alMy C yKa3zaHueM (aMHIINN, UMEHH, OTYeCTBa (TIOCIeHee - IPU HAJTUYHH)
U TIPOCTABJICHUEM €T0 JINYHOU MOAIHUCH.

B caywasx HeoOXoguMmocTH OQOpPMIIEHHsS pelenTta Ha HApKOTHYECKUH  (IICHMXOTPOITHBIN)
JIEKapCTBEHHBIM IpernapaT Ha JOMy B paMKaX OKa3aHUs MaVIMaTUBHOM MEIMLIUHCKOW MOMOUIM
JIOMTyCKAaeTCsl MpPEIBAapUTEIIbHOE 3aBEPEHHE pEeLenTa IITaMIIOM MEIUIMHCKOW OpraHHu3aluy,
NeyaThbl0 MEIULMHCKON OpraHu3alMu Ju00 CTPYKTYPHOTO TOAPA3JENeHUs MEIULUHCKOU
opranusanuu "Jlns penentos”, KOTopasi IPOCTaBIISIETCA JIULIOM, YIIOJTHOMOYEHHBIM PYKOBOAUTEIEM
MEIUIUHCKON OpraHu3aluy, ¢ yKa3aHueM (paMuiIuK, UMEHH, OTYECTBA (TIOCIEAHEE - IPU HATMYUN)
U TIPOCTABJICHUEM €ro JMYHOU moanucH. [Ipu 3ToM B )KypHase perucTpaliy U y4eTa pelenTypHbIX
O01aHKOB B coOoTBeTCTBUM C [lopsakoM perucrpanuu, ydyera W XpaHEHHUs CIEHUAIbHBIX
pelenTypHbIX OJTaHKOB Ha HAPKOTUYECKUE CPEACTBA WM NICUXOTPOITHBIC BEIIECTBA, YTBEP)KACHHBIM
HACTOSIIIUM TIPUKA30M, JENaeTcs OTMETKa O €ro Bblaade uid OQOpMIICHHMsS Ha J0MY, a TaKxkKe
OTMETKa, yJIOCTOBEPEHHAs MOAMMCHIO Bpaya nOo (emnpamiepa (aKymepku), opOpMUBIIETO PELenT,
0 ¢akte ero ohopMIICHUS, KOTOPBIM MOXKET OBITh JOMOJHHUTEIBHO MOATBEPKIEH (PoTo- U (viim)
BUJICOMATEpPHATIAMH.

B crpoke "OtmeTka anTeyHOW OpraHuzaluu o0 OTIycKe" CTaBUTCS OTMETKa anTe4yHOU
OpraHu3au 00 OTIyCKe HAPKOTHYECKOTO (MICHXOTPOITHOTO) JICKAPCTBEHHOTO mpernapaTta (c
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yKa3aHMEeM HaWMEHOBAaHMS, KOJMYECTBA OTMYUIEHHOIO HAapKOTHYECKOTro (TICUXOTPOITHOIO)
JIEKapCTBEHHOTO TpenapaTa M JaThl €ro OTIyCKa), KOTOpas 3aBepseTcs MOIINHNCHhIO pabOTHHKA
anTeYHOW OpraHu3aIid, OTIYCTHUBIIETO HAPKOTHYECKUN (IMICUXOTPOIHBIN) JIEKapCTBEHHBIN
npenapat (¢ ykasaHuem ero (GpamMuiINH, UMEHH, OTYecTBa (IOCIeIHEee - MPH HAJTUYMHU), a TaKKe
KPYTJIOW MeYaThio aTeYHONW OpraHu3alliy, B OTTHCKE KOTOPOH JOKHO ObITh UIECHTHU(PUIIMPOBAHO
II0JIHOE HAMMEHOBAHUE alITEYHON OpraHU3alyH.

10. Ha omnoMm penentyprnom 6manke ¢popmbl N 107/y-HIT pa3pernaercst ocyiecTBiIsITh Ha3HauYCHHE
TOJIBKO OJJHOTO HAaMMEHOBAHMS JIEKaPCTBEHHOTO TIperapara.

11. McnipaBienus B penienTe He JOMYCKatOTCA.

I1. Odopmiienue perenta B popmMe 3JIEKTPOHHOT0 TOKYMEHTA

12. Penient B popMe JIEKTPOHHOTO JOKYMEHTA, MOAMUCAHHOTO YCHUJIEHHOW KBaIu(UIIMPOBAHHOMN
AIIEKTPOHHOHN MOJMHUCHIO, (OPMUPYETCS METUIIMHCKAM PaOOTHUKOM, CBEJICHHUS O KOTOPOM BHECEHBI
B (enepanbHbIl pPEerUCTp MEAMIMHCKUX PAOOTHHUKOB <2>, a TakKe MPU YCIOBUHM PErucTpariu
MEIUIUHCKOW OpraHu3alii, B KOTOpOHl odopmiseTcss penent, B QenepaibHOM peecTpe
MEIUIIMHCKUX OpraHu3anuii <3> eIuHOM TroCynapCTBEHHON WH(OPMAIMOHHOW CHCTEMBI B cepe
31paBOOXPAaHEHUsT M NOAKIIOYEHUS TaKOW MEIMIMHCKONM OpraHu3aluu K TIOCyIapCTBEHHOU
nH(pOpMaITMOHHOM cucTeMe B cdepe 3apaBooxpaneHus cyorekra Poccuiickoit deneparnun <4>.

<2> Yactp 4 crarbu 91.1 dDenpepanpHoro 3akona N 323-®3 (CobOpaHue 3aKOHOIATEITHCTBA
Poccuiickoit ®enepanuu, 2011, N 48, ct. 6724; 2020, N 29, ct1. 4516).

<3> Yactp 4 crarbu 91.1 ®enpepanpHoro 3akona N 323-®3 (CobOpaHue 3aKOHOIATEIHCTBA
Poccuiickoit ®enepanuu, 2011, N 48, ct. 6724; 2020, N 29, ct1. 4516).

<4> Crarbu 91 u 91.1 @enepanpHoro 3akoHa N 323-03 (Cobpanue 3akoHonatenbcTBa Poccuiickoit
®denepannn, 2011, N 48, ct. 6724).

13. Ilo TpeOoBaHMIO TAIMEHTAa WU €ro 3aKOHHOTO MPEACTaBUTENS O(QOPMIISETCS SK3EMILISP
penienta B ¢GopMe DIIEKTPOHHOTO JOKYMEHTa Ha OyMa)XHOM HoOcHTene ¢ oTMeTkoi '"JlyOmukar
3JIEKTPOHHOTO JOKYMEHTA".
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