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

MUHHCTEPCTBO 3JIPABOOXPAHEHHSI
POCCUINCKOMN ®EJEPALIAUA

IHPUKA3
ot 24 nHosiops 2021 r. N 1094

Ob YTBEPKAEHUU ITOPAJIKA HASHAYEHUSA
JIEKAPCTBEHHBIX INIPEITAPATOB, ®OPM
PEHEIITYPHBIX BJIAHKOB HA JIEKAPCTBEHHBIE
IHPEHAPATBDIL, IOPAAKA O®OPMJIEHUA YKAZAHHBIX
BJIAHKOB, UX YYETA U XPAHEHUSA, ®DOPM
BJIAHKOB PEHEIITOB, COAEPKALINX HASHAYEHHUE
HAPKOTUYECKHUX CPEACTB WM IICUXOTPOIIHbBIX
BEIIECTB, HOPAJIKA UX U3I'OTOBJIEHUAA,
PACIHIPEJAEJEHUSA, PETUCTPALIUU, YUETA U
XPAHEHUA, A TAKKE ITPABHUJI O®POPMJIEHUA
BJAHKOB PELEIITOB, B TOM YUCJIE B POPME
QJEKTPOHHBIX JOKYMEHTOB

B cootBercTBuuM ¢ myHKTOM 16 yactu 2 crathu 14 ®@enepanbHoro 3akoHa oT 21 HosOpsa 2011 r. N
323-®3 "OO ocHOBax oOXpaHbl 370poBbs TIpaxiaaH B Poccuiickoii ®Penepauun" (Cobpanue
3akoHoatenscTBa Poccmiickoit @enepamuu, 2011, N 48, ct. 6724; 2017, N 31, ct. 4791), nyHKTOM
2 cratbu 26 @enepanbHoro 3akoHa ot 8 suBaps 1998 r. N 3-03 "O HapKOTHUECKUX CPEICTBAX M
ncuxoTponHeix BenlectBax" (CoOpanue 3akoHonarenbeTBa Poccuiickoit @eneparuu, 1998, N 2, cr.
219; 2017, N 31, ct. 4791), noamynkramu 5.2.177, 5.2.178 u 5.2.179 nynkra 5 IlonoxeHus o
MunuctepctBe 31paBooxpaHeHus Poccuiickoil denepanuu, YTBEPKIEHHOTO MOCTAaHOBIECHUEM
[TpaButensctBa Poccuiickoit @eneparu ot 19 utonst 2012 r. N 608 (CobOpanre 3akOHOIATEIHCTBA
Poccutickoit ®enepammuu, 2012, N 26, ct. 3526; 2015, N 23, cr. 3333; 2017, N 52, ct. 8131; 2021, N
43, ct. 7258), npuKa3bIBalo:

1. YTBepauTh:
[Topsimok Ha3HAUEHUS JIEKAPCTBEHHBIX MIPENnapaToB coriacHo npuioxeHuto N 1;
(bOpMBI pellenTYpHBIX OJTAHKOB Ha JIEKApPCTBEHHBIE MPEnapaThl COrIacHo npuioxkeHuto N 2;

[Topsimox odopmieHuss peuenTypHbIX OJaHKOB Ha JICKApCTBEHHBIE Ipernaparbl, UX ydeTa u
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XpaHeHHs coryiacHo npuioxenuto N 3;

(dbopMBbI OJIAHKOB PEIENTOB, COACPKAIUX HA3HAYCHHE HAPKOTHYECCKUX CPEJICTB HIIM MCUXOTPOITHBIX
BEIIIECTB, corjiacHO npuiiokeruto N 4,

HOpSIIIOK HU3TOTOBJICHUS, PACIIPCACIICHUA, PCTUCTPALIUU, YUCTAa U XPAaHCHHUA PCLCIITOB, COACPKAIIUX
Ha3HaA4YCHUE HAPKOTUYECKUX CPCACTB WIH IICUXOTPOITHBIX BEHIECCTB COIJIaCHO IIPHUIIOXKCHHUIO N 5,

HpaBHna O(i)OpMJ'ICHI/IH PEUCIITOB, COACPKAIMMX HA3HAYCHUE HAPKOTHYECKHUX CPCACTB HIIN
MCUXOTPONHBIX BCHICCTB, B TOM YUCJIC B (popMe QJICKTPOHHLIX JOKYMCHTOB COIJIACHO MPHUJIOKCHHIO
N 6.

2. Ilpu3HaTh yTpAaTUBIIMMU CUILY:

npuka3 MunuctepceTBa 31paBooxpanenus Poccuiickoit @enepanuu ot 1 aBrycra 2012 r. N 541 "O6
yTBEpXkIeHHH (HOPMBI OJIAHKOB PEIENTOB, COACPKALIMX HAa3HAYEHHE HAPKOTUYECKUX CPEACTB WU
NICUXOTPOIHBIX BELIECTB, TOPSIKA WX HW3TOTOBICHHS, PACIpEeNiCHUs, PETUCTpAIMH, y4deTa U
XpaHeHUs, a TaKke npaBuwa odopmwiieHus" (3aperucTpupoBaH MUHHCTEPCTBOM  FOCTHILIUH
Poccuiickoit ®enepanuu 15 aBrycra 2012 r., peructpaunonnsii N 25190);

npuka3 Munucrepctsa 3apaBooxpanenus Poccuiickoit @enepanuu ot 30 urons 2015 r. N 3851 "O
BHECEHUU M3MEHEHHUIl B mpuka3 MuHucrepcTa 3apaBooxpaHeHus Poccuiickoit ®@enepanuu ot 1
asrycta 2012 r. N 54un "OOG ytBepxkaeHuu (Gopmbl OJaHKOB PEIENTOB, COAEPKAIIUX HA3HAYCHUE
HapKOTUYECKUX CPEJCTB WJIM IICUXOTPOIHBIX BEILECTB, NOPSAIKA UX U3TOTOBJICHUS, pACIPEACIICHNUS,
perucTpaluy, ydera W XpaHEHHus, a Takke mpaBul odopmieHus" (3aperucTpupoBaH
MunuctepctBoMm toctuiun Poccuiickoit ®@enepanun 27 Hosiops 2015 r., perucrtpanuonssiii N

39868);

npuka3 MunucrepcTsa 3apaBooxpanenus Poccuiickoit @enepanuu ot 21 anpens 2016 r. N 2541 "O
BHECEHUHU M3MEHEHUH B mpuka3 MuHuUCTepcTBa 3ApaBooxpaHeHus Poccuiickoit @enepanuu ot 20
nexabps 2012 r. N 11751 "O06 yrBep:k1eHHH MOpsAKa HA3HAYSHUS U BBITUCHIBAHUS JIEKAPCTBEHHBIX
IpenapaToB, a Takke (opM perenTypHbIX OJaHKOB Ha JIEKapCTBEHHbIE IpemnapaThl, MOpsIKa
oopmieHHs yKa3zaHHBIX OJaHKOB, MX ydeTa M XpaHeHus" u mnpuioxkenue N 2 k mnpuxasy
MunuctepcrBa 3apaBooxpanenusi Poccuiickoit ®enepauun ot 1 asrycra 2012 r. N 54n "O6
YTBEPXKJIEHUH (POpMBI OJaHKOB PELENTOB, COACPKAIIMX HAa3HAUEHUE HAPKOTUYECKUX CPEACTB WM
NICUXOTPOIHBIX BEIIECTB, MOPSAJKA HMX HW3TOTOBJICHHUS, pACIpeAesieHUs, PETUCTpaluu, y4deTa H
XpaHeHMs, a Takke npaBwil odopmieHus" (3aperucTpupoBaH MHHHCTEPCTBOM FOCTUIIUH
Poccwuiickoit ®enepanuu 18 uronst 2016 r., peructpannonnsiii N 42887);

IYHKT 4 U3MEHEHHH, KOTOPbIE BHOCATCSA B HEKOTOPbIE IPUKa3bl MUHHMCTEPCTBA 34paBOOXPAHEHUS U
conuanbHOro passutus Poccuiickont denepanun 1 MunncTepeTBa 3apaBooxpaneHus Poccuiickoi
®denepau MO BOIIpOcaM OOpaIlleHusl JIEKApCTBEHHBIX MpEnapaToB, COACPKAIINX HAPKOTUYECKHE
CPEIICTBA, MICUXOTPOITHBIE BEIIECTBA U UX MPEKYpPCOPHI, U JEKAPCTBEHHBIX CPEJCTB, MOAJIEKAILIUX
IIPEIMETHO-KOJIMYECTBEHHOMY YUYETY, YTBEPXKICHHBIX NPUKa30M MUHMCTEpPCTBA 3ApaBOOXPAHEHUS
Poccuiickoit ®denepauun ot 31 oktsa6ps 2017 r. N 882 (3apeructpupoBan MuHHCTEPCTBOM
roctuinn Poccuiickoit @enepannu 9 stuBaps 2018 r., peructpaunonnsiii N 49561);

npuka3 MunuctepcTBa 3apaBooxpanenust Poccuiickoit @enepannu ot 11 gekabps 2019 r. N 10211
"O BHeceHun u3MeHeHud B mpuiiokeHus N 2 m 4 x mpukazy MUHHUCTEpPCTBA 31paBOOXPAHCHUS
Poccuiickoit @enepaunu ot 1 aBrycra 2012 r. N 541 "O06 yrBep:xkaeHr# (opMbl OJIaHKOB PELENTOB,
COJepXKAIMX Ha3HAYEHWE HAPKOTUYECKUX CPEACTB MIIM ICHUXOTPOIHBIX BEIIECTB, MOPsAKA HX
U3TOTOBJICHHS, PACIpPEICICHUs, PETUCTPAIIMH, YUeTa U XPaHEHHs, a TakkKe MpaBuil opopMiIeHUs"
(3apeructpupoBad MuHuctepcTBoM roctuiuu Poccuiickoit ®Pepepannu 28 saBaps 2020 1.,
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peructparuonubiit N 57293);

npuka3 MuHucrepcTBa 3apaBooxpanenuss Poccuiickoit @enepaunn ot 8 okts16psa 2020 r. N 1076H
"O BHecenuu usmeHeHuit B [lopsinok perucrpanuu, ydera 1 XpaHeHUs ClICHUANbHBIX PEeLEeNnTypPHBIX
0JIaHKOB HAa HApKOTHMYECKHE CPEJCTBA WJIM ICUXOTPOIHBIE BELIECTBA, YTBEP)KICHHBIM MpPUKa30M
MunucrepcTBa 3apaBooxpaHeHus Poccuiickoit ®Penepanmm ot 1 asrycra 2012 r. N 54n"
(3apeructpupoBan MunucrepctBoM toctuiiuu Poccuiickoir ®denepamuu 13 nHostOpss 2020 1.,
perucrpanronubiii N 60898);

npuka3 MunuctepcTsa 3apaBooxpanenust Poccuiickoit denepanmu ot 14 suBapst 2019 r. N 41 "O6
YTBEPKACHUU TOPSJIKA HA3HAYEHUS JIEKAPCTBEHHBIX MpEnaparoB, GopM pelenTypHbIX OJaHKOB Ha
JIEKapCTBEHHbIE Ipenaparhl, mopsaka oGOpMIICHUS yKa3aHHBIX OJIAHKOB, UX ydeTa M XpaHeHHs"
(3apeructpupoBan MunuctepctBom roctuiiuu Poccuiickoit ®deneparmuun 26 mapra 2019 r.,
perucrpammonnsiii N 54173);

npuka3 MuHucrepcTBa 3apaBooxpanenus Poccuiickoin ®enepanuu ot 11 nexadps 2019 r. N 10221
"O BHeceHHMU M3MEHEHUH B IpHKa3 MuHucTepcTBa 31paBooxpaHeHust Poccuiickoit denepanuu ot
14 suBaps 2019 r. N 41 "OO yrBep)KAeHMM MOpsIKa Ha3HAYEHUs JIEKAPCTBEHHBIX IPENapaTos,
dopM peLenTypHbIX OJAaHKOB Ha JICKApPCTBEHHbIE Mpernaparhbl, MOpsjika OQOpPMICHHs YKa3aHHbIX
0JlaHKOB, MX YydeTa U XpaHeHud" (3apeructpupoBaH MuHucTepcTBOM rocTHlMM Poccuiickoit
Deneparun 28 suBaps 2020 r., perucrpanuonsbii N 57292);

npuka3 MuHucTepcTBa 3apaBooxpanenuss Poccuiickoit @enepauun or 8 oktsi6ps 2020 r. N 10751
"O BHECEHMM W3MEHEHMH B MOPSJIOK Ha3HAYEHHUs JIEKAPCTBEHHBIX IIPENapaToB, YTBEP>KICHHBIHI
npukazoM MuHucrepcrBa 3apaBooxpaHenust Poccuiickoit ®denepanuu ot 14 susaps 2019 r. N 4u"
(3apeructpupoBadn MunucrepctBoM toctuiiuun Poccuiickoit ®enepanun 22 pekabps 2020 r.,
perucrpaimonsbiii N 61695);

nyHKT 3.8 MHCTpyKuMM O TOpsJIKE BBINUCBHIBAHUSA JIEKAPCTBEHHBIX MpENnapaToB U OQOpMIIEHHUS
peLenToB U TpeOOBaHHUI-HAKIAIHBIX, YTBEPKIACHHOM NMprKa3oM MUHHUCTEPCTBA 3ApaBOOXPAHEHUS U
counanpHoro pasButus Poccuiickoit ®enepanuu ot 12 ¢espans 2007 r. N 110 "O nopsake
Ha3HAUEHUs U BBINHMCHIBAHUA JIEKApPCTBEHHBIX IpPENapaToB, U3/ENUil MEIUIIMHCKOTO Ha3HAYEHUS U
CHEHAIM3UPOBAHHBIX TPOJYKTOB JIe4eOHOro MNHTaHuA" (3aperucTpupoBaH MUHHCTEPCTBOM
roctuimu Poccuiickoit @eneparun 27 anpens 2007 r., peructpaiuonsbiii N 9364);

npuka3 MHUHHCTEPCTBA 3IpaBOOXPAHEHUS U cOLMaNnbHOro pa3Butus Poccuiickont denepanuu or 17
mast 2012 r. N 5621 "O6 yrBepxnenun Ilopsaka oTmycka (U3MYECKHM JIMIIAM JEKapCTBEHHBIX
IpernapaToB Il MEAMIMHCKOTO TNPUMEHEHHs, COJEpXKAaIlUX KpPOME MallblX KOJUYECTB
HapKOTHUYECKUX CPE/CTB, ICUXOTPOIHBIX BELIECTB M UX MPEKYypCOPOB Apyrue papmMaxkoisoruyeckue
aKTHBHBIE BemiecTBa" (3apeructpupoBaH MuHnucrepcTBoM toctuiuu Poccuiickoit ®enepanun 1
utonst 2012 r., peructpaunonnsiii N 24438);

IYHKT 2 U3MEHEHHH, KOTOPbIE BHOCATCA B HEKOTOPBIE ITPHKa3bl MUHMCTEPCTBA 3paBOOXPaHEHMSI U
conuanbHOro passutus Poccuiickonn ®enepanuu, yTBEpKIACHHBIX NPHUKa30M MMUHHUCTEpCTBA
3npaBooxpanenusi Poccuiickoit ®enepanmu ot 10 wurons 2013 r. N 369 (3apeructpupoBaH
MunucrepcTBoM rocturmu Poccuiickoit ®eneparuu 15 uromnst 2013 r., peructpanmonnsiii N 29064);

npuka3 MunucTtepcTBa 3apaBooxpanHeHust Poccuiickoit ®enepaunn ot 21 asrycra 2014 r. N 4651
"O BHECEHWU M3MEHECHHUH B MOPSAIOK OTHyCKa (PM3MUECKHUM JIUIIAM JIEKAPCTBEHHBIX MPENapaToB s
MEAMIMHCKOTO IPUMEHEHUS, COAEP)KALIUX KPOME MAJIbIX KOJIMYECTB HAPKOTHMYECKHUX CPENCTB,
IICUXOTPOIIHBIX BELIECTB M HX MPEKYypCOpOB JApyrue (apMakoIOTHMYeCKHe aKTUBHBIC BEILECTBA,
YTBEPKICHHBIN MPUKa30M MUHHUCTEPCTBA 34paBOOXPAHEHUsS U COLMAJIIBHOIO pa3BUTHs Poccuiickon
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®enepanuu ot 17 masg 2012 r. N 562H" (3apeructpupoBan MunucrepcTBoM roctuiuu Poccuiickoit
Deneparun 10 cerrsops 2014 r., peructparnuonssiii N 34024);

IOYHKT | W3MEHEHUM, KOTOPbIE BHOCATCSI B HEKOTOPBIE NMPUKa3bl MUHUCTEPCTBA 3ipaBOOXPAHEHUS U
conuanbHOro passutus Poccuiickonn denepanuun 1 MunHucrepersa 3apaBooxpanenus Poccuiickon
®denepanun, YTBEpKICHHBIX NMPUKa3oM MuHucTepcTBa 3/paBooxpanenusi Poccuiickoit denepannun
or 10 centsops 2015 r. N 634un (3apeructpupoBan MuHHCTEPCTBOM IOCTHIMU Poccuiickoi
Deneparun 30 cenrsops 2015 r., perucrparnmonnsiii N 39063);

OYHKT 3 U3MEHEHUH, KOTOPbIE BHOCATCSI B HEKOTOPBIE MpUKa3bl MUHUCTEPCTBA 3APABOOXPAHCHUS U
conuanbHOro passutus Poccuiickoir @enepanuu 1 MuHuCTEpCTBa 3/1paBooxpaneHusi Poccuiickoii
@®enepanuu 1o BompocaMm oOpallleHus JIEKAPCTBEHHBIX IMPENapaToB, COAEPKAIINX HAPKOTHYECKHE
CPEICTBA, IICUXOTPOIHBIC BEIIECTBA U UX MPEKYPCOPOB, U JEKAPCTBEHHBIX CPEICTB, MOAIEKALINX
[IPEIMETHO-KOJIMUYECTBEHHOMY Y4YeTy, YTBEpPXKICHHBIX MPUKa30M MUHHCTEpPCTBA 3paBOOXPAHEHNUS
Poccuiickoit ®denepanmu ot 31 oktsaops 2017 r. N 882H (3apeructpupoBaH MHUHHCTEPCTBOM
toctuinn Poccuiickoit @enepannu 9 ssuBaps 2018 r., peructpaunonnsiii N 49561).

3. Penentypusie Omanku ¢opmbel N 107/y-HII, W3rotoBieHHBIE O JHS BCTYIUICHUS B CHILY
HACTOSAIIET0 MpHKa3a, MOTYT ObITh HCIIONIBb30BaHbl 10 1 Mapta 2023 rona.

4. Hacrosiuuii mpuka3 BeTymnaer B cuily ¢ 1 mapra 2022 r. u nelictByer no0 1 mapra 2028 r.

Munucmp

M.A. MYPALIKO

Ipunooswcernue N 1
K npuxasy Munucmepcmea 30pagooxpaHenuisl
Poccuiickoti @edepayuu

om 24 noaops 2021 . N 1094u

HOPAJOK HASBHAYEHUA JIEKAPCTBEHHBIX
ITPEITAPATOB

. O01mMe moJ1oKeHu s

1. Ha3nayeHue JneKapCTBEHHBIX MPENapaToB s MEIAMIMHCKOTO NpHUMEHeHHus (Jnaiee -
JIEKapCTBEHHBIE IMperaparbl) OCYIIECTBISETCS JedyalluM BpayoM, (enpamiepoM, akylmiepkod B
CJIy4ae BO3JIO)KEHHUS Ha HUX MOJHOMOYMH JIEYallero Bpaya, Ipyu OKa3aHUH MEAUIIMHCKON IIOMOIIH B
MEAMIMHCKUX OpraHuzanusax <I1>, B TMOpsAake, YCTAaHOBIEHHOM IpuKa3oM MuUHHUCTEpCTBA
3/IpaBOOXPAaHEHMs U colMaiIbHOro pa3ButHs Poccuiickoit @eneparun ot 23 mapra 2012 r. N 2521
"O6 yrBepxkaeHnu [lopsinka Bo3mokeHHUsT Ha (enbainiepa, akylepKy pyKOBOIUTEIEM MEIUITUH CKOM
OpraHu3aluy Py OpraHU3alvM OKa3aHWs IEPBUYHOM MEIUKO-CAHUTAPHOM IIOMOILIU U CKOPOH
MEIUIUHCKON MOMOIIM OTIENBHBIX (YHKLUH JIeYalero Bpaya 1o HEMOCPEACTBEHHOMY OKa3aHUIO
MEIUIIMHCKONW TTOMOIIM MAlMEHTY B MEPHOJA HAOMIOJCHUS 32 HUM U €ro JICYCHUs, B TOM YHCIE 110
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HA3HAYCHUIO W MPUMEHEHHIO JICKAPCTBEHHBIX  MPEMapaToB, BKIOYAas  HAPKOTHYECKHE
JICKapCTBEHHBIC MTPETapaThl U TICUXOTPOIHBIE JICKAPCTBEHHBIE Mpernaparthbl” <2>, WHAUBHYaTbHBIMH
MPEIPUHAMATEISIMHU, OCYIIECTBISIOMMMU MEIUIMHCKYIO JESITeIbHOCTh (Janee - MEIMIIMHCKHE
pabOTHHKN).

<1> [ynkr 11 crateu 2 denepanbHoro 3akoHa oT 21 wHosOps 2011 r. N 323-d3 "OO6 ocHoBax
oXxpanbl 310poBbs TpaxaH B Poccuiickoit ®enepanun" (Cobpanue 3akoHonarenbcTBa Poccuiickoit
®depnepannn, 2011, N 48, ct. 6724, 2019, N 52, cT. 7796) (nanee - ®enepanbubiii 3aKkoH N 323-D3).

Oduyuanvholii UCMOYHUK IIEKMPOHHO20 OOKYMEHMA COOEPHCUN HEMOUHOCHb: UMEECHICA 8
6udy nynkm 11 wacmu 1 cmamou 2 @edepanvrozo 3axona om 21.11.2011 N 323-D3.

<2> 3apeructpupoBan MunucrepctBoM toctuuuu Poccuiickoir @enepaunn 28 ampens 2012 r.,
peructpanvonselii N 23971 ¢ u3MeHeHUs MM, BHECEHHbIMM INpuUKazoM MuHHCTEpCTBA
snpaBooxpanenus Poccuiickoit ®enepanuu ot 31 okTabps 2017 r. N 882H (3apeructpupoBaH
MunuctepctBom toctunuu Poccuiickoit ®@enepauun 9 suBaps 2018 1., perucrpanuonssii N
49561).

MenuuuHCckuii pabOTHUK, O(GOPMUBIIMK pEUENT ¢ HAPYUICHHEM HACTOSAIIET0 IMOpsAAKa, WIH
PYKOBOJUTENb MEIUIIMHCKON OpraHm3anuu 00eCHeunBalOT CBOEBpPEMEHHOE IepeodopMiIeHUe
TpeOyeMoro 1Jis MallMeHTa peLenTa.

2. CgeneHuss O Ha3HAYEHHOM JICKQpCTBEHHOM Ipenapare (HaMMEHOBAaHHE JIEKapCTBEHHOI'O
mpemnapara,  JO3UPOBKa, CIOCOO  BBEAGHUS M IPUMEHEHHUs, pEeXUM  JIO3UpPOBaHMS,
IPOIOJDKUTEIBHOCTD JIEUeHUS! U 000CHOBaHME HAa3HAYEHUs JIEKapCTBEHHOIO MpernapaTa) BHOCATCS
MEAMIIMHCKUM paOOTHUKOM B MEIMLIMHCKYIO JOKYMEHTAIUIO MallueHTa.

B cnyuasx, yka3zaHHelx B myHKTax 8 - 11 Hactosmero Ilopsnaka, MeaunuHCKuUN paOOTHUK,
Ha3HAYMBLIMKA JIEKapCTBEHHBIN mpemnapat, opopMisieT Ha3HaYeHHE JIEKapCTBEHHBIX IpenapaTos, B
TOM 4HCJI€ TMOJIeKAIIUX W3TOTOBJICHUIO W OTHYCKY aNnTeYHbIMU OpraHu3alusMu (naiee -
JeKapCTBEHHbIE IpernapaTbl HMHIUBUAYaJbHOIO M3rOTOBJICHMS), Ha peLenTypHOM OJaHKe,
odopmIIeHHOM Ha OyMa)KHOM HOCHUTEJE 3a CBOEW MOMAMUCHIO (l1ajee - perenT Ha OyMakKHOM
HoOcuTene), ¥ (WIK) C COIJIacHsl MallMeHTa WM €ro 3aKOHHOTO MPEACTaBUTENs <3> Ha pelenTypHOM
OyiaHke B (hopMe 3JIEKTPOHHOI'O JOKYMEHTa C MCIHOJb30BaHHUEM YCWJIEHHON KBalH(pUIIMPOBAHHON
AIIEKTPOHHOM MOJMUCH METUIIMHCKOro paOoTHUKa (fajee - peuent B (opme 3IeKTPOHHOTO
JIOKYMEHTA).

<3> Hyskr 2 crateu 20 DepepampHoro 3akoHa N 323-d3 (CobOpaHme 3aKOHOIATEIHCTBA
Poccwuiickoit @eneparuu, 2011, N 48, ct. 6724; 2021, N 27, ct. 5159).

Peuienit B hopme 2IEKTPOHHOTO TOKYMEHTA, COAEP KAl Ha3HAUeHHE HAPKOTUIECKUX CPEJICTB WIIH
MICUXOTPOMHBIX BELIECTB, MOJIMUCHIBAETCS C HCIOIb30BAaHUEM YCHUJICHHOW KBaTH(PHUIIMPOBAHHON
AJIGKTPOHHOW TOJMUCH JIeYallero Bpada Wi (Qenbaiiepa, aKylmepKh, Ha KOTOPBIX BO3JIOKEHBI
(GYHKIIMM JIeYaIero Bpada, ¥ COOTBETCTBYIOIICH MEIUIIMHCKON OpraHu3aiun <4>,
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<4> [MyskT | cratbu 26 @enepanbHoro 3akona ot 8 suBaps 1998 r. N 3-®3 "O HapKOTHYECKHX
cpencTBax M NcuxoTpornHbix BemecTBax" (CoOpanme 3akoHonmarenbcTBa Poccuiickoit deneparum,
1998, N 2, ct. 219, 2017, N 31, cT. 4791) (nanee - @enepanbusbiii 3akoH N 3-D3).

Odopmiienne penentoB B pOpMeE IEKTPOHHBIX TOKYMEHTOB OCYILIECTBIISETCS B CIy4yae MPUHATHA
YIOJIHOMOYECHHBIM OPTraHOM HCIIOJTHUTEIIBHOW BiacTH cyObekTa Poccuiickoii ®enepanvu B
COOTBETCTBUM C IMYHKTOM 4 crateu 6 ®DenepanpHoro 3akona ot 12 ampenst 2010 r. N 61-®3 "O6
oOpallleHHuH JIeKapCTBEHHBIX CpelCTB" <5> pemieHus 00 HUCIOJIb30BAHUN HA TEPPUTOPHUH CyOBEKTa
Poccuiickoit @enepanuu HapsiLy ¢ pelenTaMy Ha JIGKAPCTBEHHBIE TpenapaTsl, 0(pOpMICHHBIMU Ha
OyMa)XHOM HOCHUTENe, PEIENTOB Ha JIEKapCTBEHHBIE Mpernaparbl, cHOPMUPOBAHHBIX B (opme
AIIEKTPOHHBIX IOKYMEHTOB.

<5> CoOpanue 3akoHomatenscTBa Poccuiickoit @enepanuu, 2010, N 16, ct. 1815, 2019, N 52, cT.
7793.

3. Ilpum BbIIMCKE NAUEHTa W3 MEAUIMHCKOW OpraHu3alud, B KOTOPOHl €My OKa3blBajach
MEIUIUHCKas. TOMOIb B CTAllMOHAPHBIX YCIOBUSX, NPU HEOOXOIMMOCTH IPOJOKEHHs MpUeMa
JICKapCTBEHHOTO IIperapara B aMOYJIAaTOPHBIX YCIOBUSX JaHHOMY IMAIMEHTY IO PEHICHHUIO
PYKOBOJUTENS MEIUIIMHCKONW OpraHu3aluy Ha3HayaroTcs ¢ odopMiIleHHEeM perenta B (opme
AJIEKTPOHHOTO JOKYMEHTa W (WiM) Ha OyMa)KHOM HOCHTENE (3a HCKII0YeHHeM OQopMIIeHUs
pELENTOB Ha JIEKapCTBEHHbIE MpenapaThl, MOJIeXKalle OTIYCKY OeCIUIaTHO UM CO CKUIKON) TH60
BbIIal0TCA (MALMEHTY WK €ro 3aKOHHOMY IPEJCTaBUTEI0) OJTHOBPEMEHHO C BBITUCKOMN U3 UCTOPUU
00JIe3HM JIEKapCTBEHHBbIE IIpernaparbl, B TOM 4YHCJIE€ HApKOTMYECKHE U ICUXOTPOIHbIE
JIeKapCTBEHHbIE MpenapaThl, BHeceHHble B cnucku |l u |l mepedns HapkoTHyeckux CpeacTs,
NICUXOTPOIHBIX BEUIECTB U UX IPEKYPCOPOB, MOJIEKAINUX KOHTpomo B Poccuiickoit denepanuu,
yrBepxkaeHHoro IlpaBurensctBom Poccuiickoit ®enepaunn <6> (nanee - Ilepeuens),
CHJIBHOJIEMCTBYIOIIUE JIEKAPCTBEHHBIE IIPENIapaThl, HA CPOK NpUEMA ITALIUEHTOM JI0 5 THEH.

<6> [Iyskr 2 cratbu 2 PenepanbHoro 3akoHa N 3-O3 (Cobpanue 3akoHOoAaTenbcTBa Poccuiickoit
Oenepannn, 1998, N 2, ct. 219; 2016, N 27, cT. 4238).

4. Ha3HaueHue JIEKapCTBEHHBIX IIPENaparoB IpU OKAa3aHWM MEIHWIMHCKOM IOMOIIM B
CTAllMOHAPHBIX YCIOBUAX MOXKET OCYILECTBIISATHCS IOCPEACTBOM TpeOOBaHUNA MEIUIIUHCKON
OpraHu3aliy, HalpaBIs€MbIX B aIlTEYHblE OpPraHWU3alu, SBILIOIIMECS  CTPYKTYPHBIMHU
MOAPa3AeICHUAMU MEAULIMHCKON OpraHu3anuu. </>

<7> Ilynkt 54 crarbu 4 @enepanbHoro 3akoHa ot 12 ampens 2010 r. N 61-®3 "O6 obpamennu
nekapcTBeHHBIX cpencTB" (Cobpanue 3akoHomarenbcTBa Poccuiickoit deneparuu, 2010, N 16, cr.
1815; 2019, N 31, ct. 4456) (nanee - @enepanbueiii 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. Ha3sHaueHue JEKapCTBEHHBIX IMPENapaToB OCYIIECTBIACTCS MEIUIIMHCKUM pPAOOTHUKOM IIO
MEXIYHAPOJAHOMY HEMATeHTOBAHHOMY HaUMEHOBAHUIO, a TIPU €r0 OTCYTCTBUU - TPYNIIHUPOBOYHOMY
WM XUMHUYECKOMY HaWMMEHOBaHHWIO. B cilydae OTCYTCTBHS MEXIYHApOJIHOTO HEMATEHTOBAHHOTO
HAaMMEHOBAHMS U TPYNIUPOBOYHOIO MM XMMUUYECKOI0 HAMMEHOBAHMS JIEKAPCTBEHHOTO IMpernapara
JIEKapCTBEHHBIN MperapaT Ha3HAYaeTCs MEAUIIMHCKUM PaOOTHUKOM 10 TOPrOBOMY HaMEHOBAHHMIO.
[Ipy HamMYuM MEIUIMHCKUX I[OKa3aHUW (MHIMBHUIyaJIbHAsi HEMEPEHOCUMOCTh, IO >KU3HEHHBIM
MOKa3aHUsIM) 10 PEUICHUIO0 BpaueOHOW KOMUCCUU METUITMHCKOW OpTraHu3aIui <8> OCYIeCTBIISCTCS
Ha3Ha4YeHWe W oopmIIeHHEe HAa3HAYCHUS JICKAPCTBEHHBIX MPENapaToB, HE BXOISIIUX B CTAHIAAPTHI
MEJUIIMHCKOW MOMOIITH, pa3paboTaHHbIE B COOTBETCTBUU ¢ NYHKTOM 14 cratbu 37 DeaepaibHOTO
3akona N 323-©3 <9>, wim He NPEeAYCMOTPEHHBIX COOTBETCTBYIOIIEH KIMHUYECKOM
peKkoMeHanue, JMOO IO TOProBbIM HAWMEHOBaHUAM. PemieHne BpadyeOHONW KOMUCCUU
MEAWIIMHCKOW OpTaHu3aIlui PUKCUPYETCS] B MEIUIIMHCKON JOKYMCHTAIUN TAIUCHTA U B )KypHAIIe
BpaycOHON KOMHCCHH.

<8> Ilpuka3z MuHuUCTEpCTBa 3[paBOOXPAaHEHUS U COLMANbHOrO pa3Butus Poccuiickoit denepanuu
or 5 masg 2012 r. N 5021 "OO yTBepKOCHHHM TOpPSIKA CO3IAaHUS WU ACATEIBHOCTH BpadeOHOU
KOMUCCHH MEIUIIMHCKOM opranu3zanuu’ (3apeructprupoBad MuHUCTEpCTBOM focTuiiuu Poccuiickoii
Oenepannn 9 utonst 2012 r., peructpaunonubiii N 24516) ¢ u3MeHEHUSIMH, BHECEHHBIMU TPUKA30M
MunucrepcTBa 3apaBooxpaHeHus Poccuiickoit ®enepanuu ot 2 ngekadbps 2013 r. N 886H
(3apeructpupoBan MunucTepcTBoM toctuninu Poccuiickoit ®eneparuun 23 nexabps 2013 1.,
peructpaipionnsii N 30714).

<9> Cobpanue 3akoHoaTenbeTBa Poccuiickoii @enepanun, 2011, N 48, ct. 6724.

Ecin mnpu oka3zaHuM DAUUMEHTY MEIWLUHCKOM IOMOIIM B MEIUIMHCKOM OpraHu3aluv B
CTAIlMOHAPHBIX YCJIOBUSIX IO PELIEHUI0 BpaueOHOM KOMHCCHM OCYIIECTBIISIIOTCS Ha3HAaYeHHE U
IIPUMEHEHUE JIEKapCTBEHHOI'O IIpernapara ¢ KOHKPETHBIM TOProBbIM HaWMEHOBaHHEM, TO IIpH
OKa3aHWU JAHHOMY IMAalMEHTy MEIUIMHCKOM IMOMOIIM B WHOW MEIUIIMHCKOW OpraHu3aluu B
CTAllMOHAPHBIX YCIIOBHSX, @ TaKXKe B aMOYJIaTOPHBIX YCIOBHUSX OCYLIECTBISETCS Ha3HAYCHUE eMy
JIEKapCTBEHHOTI'0 Ipernapara ¢ TeM K€ TOPrOBbIM HauMeHoBaHueM <10>.

<10> Iynkr 2 nocranosnenus [IpaButensctBa Poccuiickoit ®enepanmu ot 30.06.2020 N 965 "O
BHeceHUU wu3MeHeHH B [IpaBuma dopmupoBaHUS MepedHs JTEKapCTBEHHBIX CPENICTB, 3aKyIKa
KOTOpBIX OCYHIeCTBJ'IﬂeTCH B COOTBCTCTBUU C UX TOpFOBI)IMI/I HAaMMCHOBaHUsSIMU, U O HpI/IMeHeHI/II/I
JICKapCTBEHHBIX TMPENapaTtoB C KOHKPETHBIMH TOProBeiMH HamMmeHoBaHusMu" (CoOpanue
3akoHo1atenscTBa Poccuiickoit deneparuu, 2020, N 28, cT. 4422).

6. Haznauenue J1eKapCTBEHHOrO IpernapaTa B pelente Ha OyMa)KHOM HOCHUTENE WM pelenTe B
(opMe FIEKTPOHHOrO JOKyMEHTa O(OpMIISIETCS Ha MMs MalMEHTa, AJI KOTOPOro IpelHa3HaueH
JIEKapCTBEHHBIN IIpenapar.

Penent na OymaxkxHom Hocutesne, odhopMIIeHHBIH Ha pernentypHoM Omanke ¢dopm N 107/y-HII, N
107-1/y, N 148-1/y-88, N 148-1/y-04(;1), yTBepKICHHBIX HACTOSIIMM IPHUKA30M, MOXET OBITh
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MOJTyYeH MMAalMEeHTOM, €Tr0 3aKOHHBIM MPEICTaBUTEIIEM WU JUIOM, UMEIOIINM O(POPMIICHHYIO B
COOTBETCTBUHU C TPaKJAaHCKUM 3aKoHOJaTenbcTBOM Poccuiickoit ®enepanuu TOBEPEHHOCTh OT
NAlMEHTa Ha IIPaBO MOJYyYEHHUS TAKOTO perenTa (Jajaee - yoJIHOMOYEHHOE JIULO).

[IpencraBieHne NOBEPEHHOCTH HE TpeOyeTcsl B Ciydae IMOJIyUYeHHs pelenTa Ha JICKapCTBEHHBIN
npenapar JUisi MHKypaOeiabHOro OOJBHOIO HA 3aBEPIIAIOIIEM J3Tale €ro JKU3HU JIMLOM,
OCYILIECTBIISIIONIMM YXOJl 32 TaKHUM HHKypaOelabHbIM OONBHBIM. B TakoMm ciyyae MEIMIIMHCKUN
paOOTHUK BBIIAET JIMIY, OCYLIECTBISIOIIEMY YXOJA 3a HMHKYpaOeIbHbIM OOJbHBIM, JOKYMEHT,
HOATBEPKAAIOIINI HHKYPaOeIbHOE COCTOSIHUE OOJIBHOTO0, COEPKALIMNA CBEACHUS O JIUIE, KOTOPOEe
Oyzer mosyyaTh JIEKAPCTBEHHBIE IIpenaparsl 10 peuenty (pamuiaus, UuMs, oT4ecTBO (MOCIeaHee -
IIPU HAJIM4YUM), BUJ, cepust U (WJIM) HOMEP JOKYMEHTA, YIOCTOBEPSIOLIETO JINYHOCTD), 3aBEPEHHBIN
HNOJNKMCHI0O U MEYaThl JAHHOTO MEAMLMHCKOrO pAabOTHUKA, a TaKXKe I1€4aThbl0 MEIAULUHCKON
OpraHu3aluHm.

JIOKyMEeHT, MOATBEPKAAIINUNA HHKYypaOelbHOE COCTOSHUE OOJIHOTO, OCTAaeTCsi B AalTEeYHOM
OpraHu3alIiHu.

Pettenit B hopMe IIEKTPOHHOTO JOKYMEHTa (OPMHUPYETCS C HCIOJIB30BAHHEM TOCYAapCTBEHHOM
nH(MOPMaLlMOHHON cucTeMbl B cdepe 3apaBooxpaHeHus cyObekTa Poccuiickoit dDenepauuu,
MEAUIIMHCKONW WH(POPMAITMOHHON CUCTEMBI METUIIMHCKOM opranu3anun <11>,

<11> Crareu 91 um 91.1 ®enepansHoro 3akoHa N 323-®3 (CobOpanue 3aKOHOAATEIHCTBA
Poccuiickoii ®eneparuu, 2011, N 48, ct. 6724; 2021, N 27, ct. 5141).

@dakT BBIAYM pelUenTa Ha JIEKapCTBEHHBIM Ipemapar 3aKOHHOMY IIPEACTABUTEIIO  UIIHU
YIOJIHOMOYEHHOMY JIMILY (PUKCUPYETCS B MEAMIIMHCKON JOKYMEHTAIMH MallieHTa.

7. MenuuuHcKkuM paboTHHKaM 3amperiaercs oGopMIIsATh pelenTsl MPU OTCYTCTBUM Yy TAallMEHTa
MEAMIMHCKUX IIOKa3aHMWW; Ha HE3apernCTPUpPOBAHHBIE JIEKApCTBEHHBbIE Ipenaparsl <12>; Ha
JIEKapCTBEHHbIE Mpenaparbl, KOTOPbIE B COOTBETCTBUU C MHCTPYKIHEH IO MEIULUHCKOMY
NPUMEHEHUIO TIPEAHA3HAYEHBbl JUIsl NPUMEHEHUs TOJIbKO B MEIMLIMHCKHX OpraHM3alMsX; Ha
HAapKOTUYECKHE CpEACTBA M IICUXOTPOINHBIE BeElIeCcTBAa, BHeceHHble B cnucok [I Ilepeuns,
3aperuCTpUPOBAaHHBIE B KAUECTBE JIEKAPCTBEHHBIX MPENApaToB, B LEIAX NPUMEHEHUS ISl JICUEHHUS
HapKOMAaHHUU.

<12> Pemenue Coserta EBpazuiickoii sxoHOMUYeckoi komuccuu or 3 HosiOps 2016 r. N 78 "O
[TpaBunax perucTpanu U SKCHEPTH3bI JEKAPCTBEHHBIX CPEACTB A METUIIMHCKOTO MPUMEHEHUS"
(opunmaneHbIil caiit EBpa3suiickoro skoHomudeckoro corosa http://www.eaeunion.org/, 21 HosiOpst
2016 1.). Crares 13 ®Denepanshoro 3akoHa N 61-®3 (CoOpanue 3akoHomaTenbcTBa Poccuiickoii
®enepannn, 2010, N 16, ct. 1815; 2020, N 14, ct. 2028).

WuauBuayanbHbIM — NpPEANPUHAMATENSIM, OCYHIECTBISIONIUM  MEAMIMHCKYIO  JESTeNbHOCTD,
JOTIOTHUTEIFHO K TPeOOBAaHMSM, YKa3aHHBIM B a03alle MEepPBOM HACTOSIIETrO MyHKTA, 3alpeniacTcs
OoQOpMIISITh peleNnThl Ha HApKOTUYECKUE CPEACTBA M IICUXOTPOIIHBIE BELIECTBA, BHECEHHBIE B
criucku Il u 11l Tlepeuns (manee - HAPKOTUYECKHE U MCUXOTPOMHBIC JIEKAPCTBEHHBIC MPEMapaThl
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crircko Il u 111 Tlepeuns).

8. Ilpm HazHayeHMM HAPKOTUYECKMX M IICUXOTPOINHBIX JIEKAPCTBEHHBIX IpenapaToB cnucka Il
Ilepeuns, 3a HCKIIOYEHHWEM JIEKADCTBEHHBIX IIPENapartoB B  BUAE  TPaHCAECPMAIBHBIX
TEpPANeBTUYECKUX CUCTEM M JICKAPCTBEHHBIX IIPENApaToB, COAEPKAIUX HAPKOTHYECKOE CPEICTBO B
COYETaHUU C AHTAarOHUCTOM OIIMOUJHBIX PELENTOpOB, pELUenTsl Ha OyMaXHOM HOCHTEINe
odopmitsiroTcs Ha perienitypHoM Onanke ¢popmber N 107/y-HIT.

9. Penentypnsrii 6;1ank popmbr N 148-1/y-88 odopmisieTcss mpu Ha3HAYCHUU:

1) HapKOTHMYECKHMX M ICUXOTPONHBIX JIEKapCTBEHHbIX IpenaparoB cnucka Il [lepeuns B Buze
TPAHCACPMAJIBHBIX TEPAIIEBTUYECKUX CUCTEM, HAPKOTUYECKUX JICKAPCTBEHHBIX IIPENapaToB CHOUCKA
Il Tlepeuns, comepkaliMx HApKOTHYECKOE CPEACTBO B COYETAaHUU C AHTArOHMCTOM OIMOMIHBIX
PpeLenTopoB, ICUXOTPOIHBIX JIEKAPCTBEHHBIX NpenapaTos cuucka 11 [Tepeuns;

2) KOMOMHHPOBAHHBIX JIEKAPCTBEHHBIX MPENAPaTOB, COACPIKAILIUX

a) KOJIEMH WJIM €ro COJM (B IepecyeTe Ha YUCTOE BEIEeCTBO) B KosnyecTBe A0 20 MI' BKIIIOUMTEIBHO
(na 1 no3y TBepaoi sekapcTBeHHOU (popmbl) WK B KosnyectBe 10 200 mr BrirounTenbHO (Ha 100
w1 win 100 1 KUAKOH JIeKapCTBEHHOM (OPMBI JUIsl BHYTPEHHETO IPUMEHEHN);

0) nceBnoddeaprHa THAPOXIIOPUI B KOJTMUECTBE, MpeBbiaronieM 30 mr, 1 10 60 MI BKIFOYHTEIHHO
(na 1 mo3y TBepAOH JeKapCTBEHHOM (OpMBI);

B) 1ceBao3(deApruHa rUAPOXJIOPHU B KOIUYECTBE, NpeBbliaromneM 30 mMr, 1 10 60 MI BKIIIOUUTEIBHO
B COYETAaHUH C JEKCTpPOMETOphaHOM THAPOOPOMHUAOM B KOJIMYECTBE, mpepbimatonieM 10 mr, u 10
30 mr BmouuTensHO (Ha 1 103y TBEpIOi JekapCcTBEHHOH (OpMBI);

r) nekcrpomeropdana ruapoOpoMu] B koardectse A0 200 mr BriarountenbHo (Ha 100 mu mim 100 ¢
AKHJIKOH JIeKapCTBEHHOM (OPMBI JUIsl BHYTPEHHETO IPUMEHEHHUS);

1) 2enpuHa THIPOXJIOpU B KonndecTse, npesbimatoiiemM 100 mr, u 10 300 Mr BKIIOYUTENHHO (Ha
100 ma mim 100 1 5kuIKOH JIeKapCcTBEHHOW (DOPMBI /1711 BHYTPEHHETO PUMEHEHUS);

e) sdenpuHa TUAPOXJOPUI B KoiaudecTBe 10 50 Mr BriIrouuTenbHO (Ha 1 103y TBepAoi
JIEKapCTBEHHOH (POPMBI);

) (EHWINPONaHOJIaMUH B KOJMYECTBE 10 75 Mr BKIOYMTENbHO (Ha 1 103y TBepaoi
aekapcTBeHHOH ¢opmbl) miu g0 300 mr BrmountensHo (Ha 100 mim wmim 100 T KuaKoi
JIEKapCTBEHHOM ()OPMBI JIsl BHYTPEHHETO IPUMEHEHHUS );

3) ¢genobapOuTan B KonuyecTBe 10 15 Mr BKIIIOYMTEIBHO B COYETAHUU C KOJEHMHOM (WM €ro
COJISIMHU ) HE3aBUCUMO OT KoJim4ecTBa (Ha 1 103y TBep0ii JeKapCTBEHHON (OPMBI);

u) ¢denobapbutanmn B KommyecTBe 10 20 Mr BKJIOYUTEIBHO B COYETaHHH C ddenpuHom
TUAPOXJIOPUIOM HE3aBUCUMO OT KoJmdecTBa (Ha 1 103y TBep/10ii JTeKapCTBEHHON (OPMBI);

K) XJIOpAHa3enoKCcH B KoinyecTse, mpesblmatomeM 10 mr, u 10 20 Mr BximouuTenbHo (Ha 1 103y
TBEPJI0M JIEKApCTBEHHOM (hOpMBI);

3) JeKapCTBEHHBIX IpPENapaToB WHAWBUAYAJIBHOTO W3TOTOBJIECHMS, COAEpXKAIUX HApKOTUYECKOE
CPEeICTBO WJIM TICUXOTpormHoe BemecTBO cnucka Il Ilepeuns, m apyrue Qapmakosorndeckue
AKTHUBHBIE BEILLECTBA B J03€, HE MPEBBIIIAOLIEN BBICIIYIO Pa30BYIO 103y, U IIPU YCIOBHH, YTO 3TOT
KOMOMHHMPOBAHHBIN JIEKApPCTBEHHBIN Npenapar He SBJISETCS HAPKOTUYECKHM WM MCUXOTPOMHBIM
JIeKapCTBEHHBIM ITpenapatoM cnucka Il [Tepeuns;
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4) nexapCTBEHHBIX IIPENapaToB, BKIIOUEHHBIX B IIE€PEUEHb JIEKAPCTBEHHBIX CPEICTB IS
MEIMIUHCKOrO TPUMEHEHUs, MOUIekKAalUX I[PEeIMETHO-KOJIMYECTBEHHOMY Yydery (nmanee -
JIEKapCTBEHHBIE MpenapaThl, BKIIOUYEHHbIE B niepeueHb [IKY) <13>.

<13> Hoamynkr 5.2.171(1) nynkra 5 nmocranoBienus [IpaBurenscrBa Poccuiickoit denepanuu ot
19.06.2012 N 608 "O6 yrBepxaeHuu [lonoxxenus o MuHUCTEpCTBE 3/1paBooXpaneHus Poccuiickoi
Oeneparun” (manee - [Monoxenne o Munucrepcrse) (Cobpanue 3akoHomaTenbcTBa Poccuiickoit
®denepannm, 2012, N 26, ct. 3526; 2013, N 16, ct. 1970).

10. Peuentypusbiii 6mank Gopmbr N 148-1/y-04(11) odhopmitsiercss ipyu Ha3HAUYEHUH JICKAPCTBEHHBIX
IpernaparoB Tpak1aHaM, HMEIOLIIM MPaBo Ha OECIUIATHOE IOJIyYeHHUE JIEKaPCTBEHHBIX NPENapaToB
WY TIOJTYYEHHUE JIEKAPCTBEHHBIX MTPETapaToOB CO CKHUIKOM.

11. Penentypusriii 61ank ¢dopmel N 107-1/y opopmiisercs mpu Ha3HAYCHUH:
1) nekapcTBEHHBIX MPENapaToB, HE YKa3aHHbBIX B MyHKTaxX §, 9 Hactosmero [lopska;
2) KOMOMHHPOBAHHBIX JIEKAPCTBEHHBIX IIPENAPaTOB, COACPIKAILUX:

a) JproraMMHa THAPOTApTpaT B KOJMYECTBE 1O 5 Mr BKIOUMTENbHO (Ha 1 103y TBEpaoit
JIEKapCTBEHHOU (OpMBI);

0) adenpuna ruapoxsopun B koaudectse 10 100 mr BrmrouutensHO (Ha 100 M unmu 100 r sxuakoit
JIeKapCTBEHHON (OPMBI JIJIsl BHYTPEHHETO IPUMEHEHHS);

B) IceBaod(erpuHa TUAPOXJIOpU B KoindecTBe, He npesbimatonieM 30 mr (Ha 1 no3y TBepaoi
JIEKapCTBEHHOH (POPMBI);

r) mnceBaoddenprHa THAPOXJIOPUA B KOJHYECTBE, HE TMpeBbimaromeM 30 Mr, B COYETAaHUU C
JnekcTpomMeToppaHoM TUIPOOPOMHIOM B KOJW4YecTBe, mpeBbimaromeM 10 mr, u go 30 wmr
BKIIIOUMTENBHO (Ha 1 103y TBEpAOH JIeKapCTBEHHOU POopMBI);

1) JekcTpomeropdaHa TUApoOpOMUA B KojaudecTBe, mnpesbimaromem 10 mr, m go 30 wmr
BKJIIOUUTENBHO (Ha 1 103y TBEpAOH JIeKapCTBEHHOU (POpMBI);

e) (¢eHobapOuTan B KonuyecTBe, npesbimatoniemM 20 mr, u 10 50 Mr BKIIOYUTENTbHO (Ha 1 103y
TBEP/IOH JIeKapCTBEHHOU (popmbl);

K) (denobapbutan B kommdectBe 10 20 Mr BKIIOYHUTETHRHO B COYETAHUU C HProTaMUHOM
TUAPOTAPTPATOM HE3aBUCHMO OT KOJIHUYECTBa (Ha 1 103y TBepAOH JeKapCcTBEHHOU (hopmbl);

3) XJIOpJna3enokcu] B koaudectse 10 10 Mr BkiItounTenbHO (Ha 1 103y TBEpOM JieKapCTBEHHOM
bopmbr).

12. Ilpn Ha3HAYEHHUH JIEKAPCTBEHHOTO MperapaTa WHANBUAYAILHOTO M3TOTOBIIEHUS B pELENTe Ha
OymaxxHOM HocutTene W (wiaM) peuente B (OpMe DJIEKTPOHHOTO JOKYMEHTAa HAaWMEHOBAHMS
JIEKapCTBEHHBIX CPENCTB (BEIIECTB), BKIIOYECHHbIX B mepedeHb [IKY, ykaspiBaioTcs B Hauaie
perienTa, 3aTeM - BCE OCTaJIbHBIC HHTPEAUCHTHI.

13. Ilpu Ha3HAueHUM JIEKAPCTBEHHOI'O IIperapara B pelente Ha OyMaKHOM HOCUTENe U (WJIH)
peuente B (hopMe AIEKTPOHHOIO JOKYMEHTA 3alpelaeTcs MPeBbIIaTh KOJIUYECTBO HAPKOTUYECKUX
CPEACTB MM TCHXOTPONHBIX BEIIECTB, KOTOPOE MOXKET OBITh BBIUCAHO B OJHOM pELENTe,
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yctaHoBieHHoe npuiioxkenrneM N 1 k Hacrosimemy [lopsiky, 3a UCKIIIOUEHHEM ClTy4aeB, YKa3aHHBIX
B nmyHKTax 15 u 24 nacrosmero Ilopsaka.

14. Ilpu Ha3HA4YEHUU JIEKAPCTBEHHBIX MPENApaToOB, BKIOUYEHHBIX B nepedeHb [IKY, no3a koTopbix
NPEBBIIIACT BBICIIMN OJHOKPATHBIA MpHEM, METUIMHCKUNA paOOTHUK 0003HAYaeT g03y 3TOTO
JIKapCTBEHHOI0 Mpernapara B pelente Ha OyMaKHOM HOCHUTEJE MPOIHUCHIO C IMPOCTaBICHHEM
BOCKJIMIIATEIILHOTO 3HAaKa M (MJIM) IPOCTABISIET BOCKIHUIATEIBHBIN 3HAK TPU O0(OPMIICHHH PELenTa
B (hopMe AIIEKTPOHHOTO JOKYMEHTA.

15. KonuuecTBO Ha3HAUEHHBIX JIEKAPCTBEHHBIX IpENapaToB, BKIOYEHHbIX B nepeueHs [IKY, npu
OKa3aHMU IalMEHTaM, HY)KJAIOIUMCS B JUIMTCIBHOM JICUEHUH, MEPBUYHON MEIUKO-CaHUTAPHOU
MOMOIIY Y MAJUTHATUBHOM MEIUIIMHCKON MOMOIIN MOXXET OBITh YBEJIMYEHO C YYETOM KIMHHYECKUX
pekoMeHaluil He OoJiee 4eM B 2 pa3a 10 CPABHEHUIO C KOJMYECTBOM HApKOTHUECKUX CPENCTB WU
NICUXOTPOITHBIX BEHIECTB, KOTOPOE MOXKET OBITh BBIMCAHO B OJHOM peEIENTe, YCTaHOBJICHHBIM
npunoxenueM N 1 k Hactosmemy [lopsaky.

B ciyuasix, npeaycMOTpEeHHBIX a03aleM MEepBbIM HACTOSAIIEr0 MYHKTA, HA pelenTax Ha OyMaKHOM
HocuTene npousBoguTcs Haanuch '"Ilo coenuanbHOMY Ha3HAu€HUIO", OTIENbHO 3aBEpEHHas
HOJNKMCHI0O MEIUIMHCKOIO pabOTHHUKA U ME€YaThi0 METUIMHCKON opraHu3auuu "Jlns peuentos", Ha
penentax B (opMe SIEKTPOHHOTO JOKyMEHTa mpou3Boautcs orMerka "[lo crenuambHOMY
Ha3HAueHUIO" C NPOCTABICHUEM YCHUJICHHOM KBaJU(pHUUHUPOBAHHOW 3JEKTPOHHOM MOIMHUCU
MEIUIIMHCKOTO pabOTHHKA.

16. CocraB JeKapCTBEHHOIO Mpernapara, JieKapcTBeHHas (opma u oOpalleHue MEeAUIIMHCKOTO
pabotHuKa K (apManeBTHUECKOMY pabOTHHUKY 00 OTIYyCKE JIEKapCTBEHHOTO IIpernapara Ha
OyMa)xHOM HOcuTele 0(pOPMIISIFOTCS Ha JIATUHCKOM WJIM PYCCKOM SI3bIKE B POJIUTEIBHOM MaJIekKe, 3a
UCKJIIOYEHHEM O(QOPMIIEHUS PELENTOB B (POpME AJIEKTPOHHOI'O JOKYMEHTA, OCYIIECTBISEMOro Ha
PYCCKOM SI3BIKE.

[Tpu oopmiieHnu perenTypHbIX OJaHKOB JOMYCKAETCsI UCTIOIb30BAHUE COKPAILEHUH (MPUIOKEHHE
N 2 x Hacrosiemy [lopsiaky).

HpI/I HAa3HAYCHUU JICKAPCTBCHHOI'O IIpCIllapaTa HC JOIMYCKACTCA COKpAIICHUC HauMEHOBAaHHUM
HHTPCIUCHTOB, COCTABJIAIOIINX HeKapCTBGHHBIfI npemnapar, HE IO3BOJIAIOIHNX YCTAHOBUTD, KaKou
HUMCHHO HeKapCTBeHHLIﬁ npemnapar Ha3Ha4YCH.

17. Cnoco0 nmpuMeHeHHUs JIEeKapCTBEHHOTr0 Ipernapara 0003HavaeTcs ¢ yKa3aHHUEM IyTH BBEJCHHUS,
JI03bl, YaCTOThI, BpEMEHH MpHeMa OTHOCUTENIbHO CHA (YyTPOM, Ha HOYb) M €ro JJIUTEIbHOCTH, a JIs
JIEKapCTBEHHBIX MpEenapaToB, B3aUMOJCHCTBYIOIIMX C TMHIIEH, - BpPEMEHM HUX YIOTPeOICHHS
OTHOCHUTEJIbHO MpueMa MUIIH (JI0 €1bl, BO BPeMs €/Ibl, TIOCTIE €]IbI).

18. Ilpu HEOOXOAUMOCTH HEMEUICHHOTO WJIM CPOYHOTO (B T€UEHHUE JBYX pabOuyuX JHEH) OTITyCcKa
JIEKAapCTBEHHOTO TIperapara MalueHTy B BEPXHEW YacTH pelenta Ha OyMakKHOM HOCHUTEIE
NPOCTaBISAOTCS  0003HaueHust "Cit0" (cpouno) wim "statim" (HeMmeIUIeHHO). AHAJIOTUYHBIC
0003HaYeHHS TIPOCTABIISIOTCS B BUJIE OTMETOK MpU 0GOPMIICHUH perenta B popMe dJIEKTPOHHOTO
JIOKYMEHTA.

19. TIpu odopmieHun Ha3HAUEHUSI TOTOBOTO JIEKAPCTBEHHOTO Mpemnapara B pelenTe Ha OyMaXHOM
HOCUTEJIE WK pelente B (GopMe AJIEKTPOHHOIO JOKYMEHTa KOJIMYECTBO JEHCTBYIOIIMX BEIIECTB
YKa3bIBa€TCS B COOTBETCTBUHU C MHCTPYKUHUEW MO MEAUIMHCKOMY MPUMEHEHUIO JIEKapCTBEHHOTO
npenapata. JlonmycTUMO yka3bIBaTh J1I03UPOBKY JIEKAPCTBEHHBIX MPENapaToB CUCTEMHOIO JAEHCTBUS
(st pe30pOTUBHOTO MIpHEMa) B TBEPABIX JIEKAPCTBEHHBIX (hopMax (Harpumep, TabJIeTKH, TOPOIIKH,
KaICyJibl) KaKk COJepyKaHUE OJHOTO MJIM HECKOJIbKUX JIEHCTBYIOIIMX BEIIECTB B €IMHHUIIAX Macchl (B



rpaMMax, MwumMrpammax). JlomyctumMo ykasblBaTh JIO3MPOBKY JIEKAPCTBEHHBIX IIPENAapaTOB
CHCTEMHOr0 JeWcTBHs (Ui PEe30pOTUBHOIO MPUMEHEHUs) B JKHIKHX JICKAPCTBEHHBIX (opmax
(HampuMep, pPacTBOPBI, CYCIICH3UHM) KaK COJCPKAHUE OJHOTO WM HECKOJIbKUX JCHCTBYFOIIMX
BEIICCTB B EAMHHMIEAX MAacChl Ha EAMHHIY oObeMa (HAmpUMep, MUUIUTPaMM/MULIAIATP) C
yKa3zaHheM 00I1ero o0beMa JIEKapCTBEHHOU (DOPMBI.

[lpu odopmieHHH Ha3HAYEHUS JIGKAPCTBEHHOTO Ipernapara WHAWBUAYAIbHOTO HM3TOTOBJICHHUS B
peuente Ha OyMa)KHOM HOCHTENE WM pernente B (OpMe IEKTPOHHOTO JAOKYMEHTa KOJIMYECTBO
TBEPIBIX U CHINYYHX (papMaleBTUYECKHX cyOcTaHmmid ykaspiBaercs B rpammax (0,001; 0,5; 1,0),
KHUJKUX - B MUJUTWJINTPaxX, TpaMMax U KarJisx.

20. PenenTsl Ha OyMa)XHOM HocHTeNe, B (GOopMe JJIEKTPOHHOTO JTOKYMEHTa, O(OpMIICHHBIC Ha
peuentypHoM Onanke ¢gopmbl N 148-1/y-88 u mpemHasHadyeHHBIC I OTIYCKa JIEKAPCTBEHHBIX
npenaparoB, NPEIyCMOTPEHHBIX MoAnyHkTamMmu 1 - 3 myHkta 9 Hacrosmero [lopsika,
JEHCTBUTENbHBI B TeUeHHE 15 AHe co THA 0pOopMIICHUS.

21. Penentsl Ha OyMa)XHOM HocHTene, B (GopMe 3JIEKTPOHHOTO JOKYMEHTa, O(opMIIeHHBIE Ha
peuentypaoM Omanke ¢opmbl N 148-1/y-04(:1) u mpeqHa3HAYCHHBIE JJI OTIYCKA JIGKAPCTBEHHBIX
IpernapaToB rpakaaHam, ykazanHbIM B myHKTe 10 HacTosmero [lopsiaka, nelicTBUTENbHBI B TEUCHHE
30 nueii co aHA O0OpMIICHHS, 32 UCKIIOYEHUEM CilydaeB O(pOpMIIEHUS pelLleNTa B COOTBETCTBUU C
nyaktamu 38 u 39 nactosimero Ilopsiaka, mpu KOTOpBIX OH JEHCTBUTENEH B TeueHUE 15 qHEl co
JHS 0pOpMIIEHUS.

22. Penentsl Ha OyMa)XHOM HocHTene, B (GopMe 3JIEKTPOHHOTO JOKYMEHTa, O(OopMIIEeHHBIE Ha
penentypaoM Omanke ¢opmbl N 148-1/y-04(:1) u npeqHa3HAYCHHBIE JJI OTIYCKA JIGKAPCTBEHHBIX
MpenapaTroB rpaxJaHaMm, JIOCTUTIIMM T[EHCHOHHOIO BO3pacTa, HMHBAIMJAAM T[E€PBOW TPYIIIIHI,
JNeTSAM-UHBAIMJAM, a TakkKe TpaxiaHaMm, CTPAJarolIdM XPOHUYECKUMHU 3a00JIEBaHUSIMU,
TpeOYIOMMMH JJIUTENBHOTO KYpPCOBOTO IJI€UCHHMsI, JACUCTBUTENbHBI B TeueHue 90 mHeil co aHA
odopmIIeHHs, 32 UCKIIFOYCHHEM CITy4aeB, yKa3aHHbIX B TyHKTax 38 u 39 nacrosimiero [lopsiaka, mpu
KOTOPBIX OH JICMCTBUTENICH B TeUeHHe 15 qHei co nHS odopMIIeHHS.

JUis neyeHHs XpOHMUYECKUX 3a00JeBaHMN yKa3aHHBIM KaTETOPHSM TpaX/JaH JIEKapCTBEHHBIE
npenaparsl ¢ 0QOPMJIIEHHEM pELENTOB Ha OyMa)XHOM HOCHUTEJIE WM peuentoB B (opme
JIEKTPOHHOIO JJOKYMEHTAa MOT'YT Ha3HA4aThCsl Ha Kypc JieueHus 1o 180 qHei.

23. PenenTsl Ha OyMaXHOM HocuTene, B (opMe 3JIEKTPOHHOIO JOKYMEHTa, O(OpMIIEHHBIE Ha
peuentypHom Omanke ¢opmbsl N 107-1/y um mnpenHasHaueHHbIE A OTIYCKAa JIEKapCTBEHHBIX
IIpenaparoB, MpeayCMOTpeHHBIX TyHKTOM 11 Hacrosmero [lopsaka, neictBuTenbHbl B TeueHue 60
JTHEH co AHS 0POPMIICHHUS.

[lpy Ha3HAaYeHHWH TOTOBBIX JIEKAPCTBEHHBIX MpEMapaToB W JIEKApPCTBEHHBIX IpenapaToB
WH/IMBUIYAIbHOTO W3TOTOBJICHUS TallMeHTaM ¢ 3a00JIeBaHHMSIMH, TPEOYIOIUMH JUTUTEIHHOTO
KypCOBOTo JieueHus, ¢ opopmieHrneM Ha peuentypHoMm Omanke ¢opmbel N 107-1/y penenta Ha
OyMa)XHOM HOCHTENIC WIN B ()OPME IJIEKTPOHHOTO JOKYMEHTA YCTaHABIHMBAETCS CPOK JEHCTBHA
pelienTa B mpejenax 0 0JJHOrO To/a.

B cnyuyae ycraHOBieHHs cpoka JEHCTBUSL pelleniTa B Ipeaenax 0 OJHOro Troja B pelente
npousBoauTcs Haanuck: "Ilo crnenuanbHOMy HazHaYeHHIO", 0003HAYAETCS CPOK ACHCTBHSI perenTa
U TIepUOJAWYHOCTh OTIyCKA JIEKAPCTBEHHBIX TMpEnaparoB M3 anTeyHOM OpraHu3aluu HId
WHAUBUAYAILHBIM — TPEINpPUHUMATEIEM, HMCIOIIMM  JIMIEH3UI0 Ha  (apMaleBTHUECKYIO
JEeSTENIbHOCTh <14> (e)KeHeAeNbHO, eKEMECSYHO U UHbIE MEePHO/bl). JIOTOIHUTENBHO 3TO YKa3aHHe
3aBepseTCS TOIMUCHI0 MEIUIIMHCKOTO Pa0OTHHKA, a TAKKe IEeYaThi0 MEAWIIMHCKOW OpraHHU3aIiy



"Ilns peuenTtoB" (ans perenta Ha OyMa)XHOM HOCHTENE) WIM YCHJIEHHOW KBAIU(DUIIUPOBAHHOM
9JIEKTPOHHOW TOJMMUCHIO MEIUIUHCKOIO pabOTHMKA W JIMLA, YIOJHOMOYEHHOIO 3aBEpsTh
JOKYMEHTBl OT HMEHH MEIWIMHCKOW opraHmzauuu (ans peuenta B (opMe 3IIEKTPOHHOTO
JIOKYMEHTA).

<14> Ilynktr 47 4dactu 1 cratbum 12 ®DepepanpHoro 3akona ot 4 mas 2011 r. N 99-®3 "O
JTUICH3UPOBAHUU OTACIBHBIX BUAOB jesrenbHocTH" (manee - Denmepanbhbiii 3akoH N 99-D3)
(Cobpanue 3akoHomatenbcTBa Poccuiickoir ®eneparuu, 2011, N 19, ct. 2716; 2021, N 27, cr.
5177).

24. PenenThl Ha JICKAapCTBEHHBIC Iperaparhbl, BKIIOYCHHbIC B mepedeHb [IKY, mns sedenus
MAIUEHTOB ¢ XPOHUYECKUMU 3a00JIEBAaHUSMHU MOTYT OpOPMIIATBCS Ha Kypc JieueHus 10 60 THEeH.

B cnywae, korma kypc jedeHust cocraBisger Oosiee 30 nHel, JOMOJHUTENBHO B peLeNTax Ha
OyMaxHOM HocuTene npousBoAutrcs Haanuch "Ilo cnenuanbHOMY Ha3zHaueHUIO", 3aBEpeHHas
HOJNKMCHI0O MEAUIIMHCKOIO pabOTHHUKA U ME€YaThbi0 MeIUIMHCKON opranu3auuu "Jlns penentos", Ha
peuentax B (opMe SIEKTPOHHOrO JOKyMEHTa mpou3Boautcs orMerka "[lo crenuambHOMY
Ha3HAuYEHUI0" C MPOCTABICHUEM YCHJICHHON KBaJU(UIMPOBAHHOW 3JIEKTPOHHON mHOAIKMCH
MEAMLIMHCKOrO pPAa0OTHHKA W JIMIA, YIOJIHOMOYEHHOTO 3aBEpATh JOKYMEHTbl OT HMEHHU
MEIUIUHCKON OpraHu3altH.

25. Penent Ha OyMaxXHOM HocuTesne B (opMe BIIEKTPOHHOIO JOKYMEHTa, O(GOPMIICHHBIH C
HapyIIEHUEM yYCTaHOBJIEHHBIX HacTosIUM [lopsakom TpeboBaHUM, CUNTAETCS HEJIEHCTBUTEIIbHBIM.

|l. HazHaveHme JieKAPCTBEHHBIX NMPENapaToB NPH OKA3AHUM
MeIMUIMHCKONH MOMOIIU B CTAIIMOHAPHBIX YCJIOBHAX

26. Ilpn oka3zaHuMM MNalMEHTYy MEIUIMHCKON NOMOIIM B CTalMOHAPHBIX YCIOBHUSAX Ha3HA4YCHHE
JIEKapCTBEHHBIX NpPEnapaToB MPOU3BOAUTCA 0€3 0popMIIEHHS pelenTa MEIUIUHCKUM PaOOTHUKOM
€AMHOJIMYHO, 34 UCKIIIOUEHUEM CIIy4aeB, yKa3aHHBIX B MyHKTe 27 Hactosuero [lopsaka.

27. CornacoBaHue Ha3HAuU€HUs JIEKAPCTBEHHBIX MPENapaToB C 3aBEAYIOIIUM OTICICHUEM WU
OTBCTCTBCHHBIM JCKYPHBIM BpaduoM 100 APYyrum JIMOoOM, YIIOJIHOMOYCHHBIM IIPUKA30M I'JIABHOTO
Bpaua MEIUIMHCKOW OpraHu3alud, a Takke, [pH HaIWudd, C BpPauoM - KIMHUYECKHM
(dhapmMakoI0roM HEOOXOUMO B CITyUasX:

1) OIHOBPCMCHHOT'O HA3HAYUCHUS IISITU U Oolee JICKAPCTBCHHBIX NPCIIapaTOB OJHOMY ITAIITUCHTY,

2) Ha3Ha4YeHHUs JIEKapCTBEHHBIX MPENapaToB, HE BXOIALIUX B MepeueHb KU3HEHHO HEOOXOAUMBIX U
BaXHEHMIIIMX JIEKAPCTBEHHBIX MpenapaToB <15>, mpu HETUIMHYHOM TE€UEHHH 3a00JIeBaHUs, HATMYUU
OCJIOXKHEHUH OCHOBHOTO 3a0o0jieBaHMs M (MJIM) COMYTCTBYIONIMX 3a00J€BaHUU, MPU HAa3HAYCHUU
JIEKapCTBEHHBIX IpernapaToB, 0COOEHHOCTH B3aUMOJEUCTBUSA U COBMECTUMOCTHU KOTOPBIX COIJIACHO
UHCTPYKLHUSAM 1O HMX NPUMEHEHHUIO NPUBOJAAT K CHUKEHUIO S(PQPEKTUBHOCTH U 0€30MacHOCTH
(bapMmakoTepanuu 1 (WIn) co3Aa0T NOTEHIMATIBHYIO ONIACHOCTD JUIs KU3HH U 3[J0POBbs NAlIUEHTA.
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<15> Yactu 1 crateu 60 DenepanpHoro 3akoHa N 61-d3 (CobpaHme 3aKOHOIATEIHCTBA
Poccutickoit ®enepamuu, 2010, N 16, ct. 1815; 2020, N 29, cT. 4516).

B ykazaHHBIX CiIydasx Ha3HAYCHHE JIEKAPCTBEHHBIX IPEMapaTtoB (UKCHPYETCS B MEIHIIMHCKOM
JOKYMEHTAllUM TalMeHTa U 3aBepsieTcs IMOANUChI0 MEIUIMHCKOrO PabOTHHKA M 3aBEAYHOIIEro
OTJIelIeHHEM (OTBETCTBEHHOTO JIEKYPHOT'O Bpaya UM JIPYroro yroJIHOMOYEHHOTO JINLA).

28. MenunuHCKUil paOOTHUK MEIUIMHCKON OpraHu3ainuu (e CTPYKTYPHOTO ToJpa3lecHus),
PacIoJIOKEHHON B CEIbCKOM HACEJICHHOM ITYHKTE, OCYIICCTBIISICT HAa3HAYCHUE JIEKApPCTBEHHBIX
MpernaparoB B CiIydyasx, YKa3aHHbIX B MyHKTax 27 u 29 Hacrosiero [lopsaka, eTMHOIUYHO.

29. Ilo pemenuto BpauyeOHOW KOMHCCHH IMAIIMCHTAM MPHU OKa3aHUU MM MEIUIIMHCKON IOMOIIU B
CTAIlMOHAPHBIX YCJIOBHSIX HAa3HAYAIOTCS JICKAPCTBEHHBIC IMpENaparhl, HE BKIIOYCHHBIE B NIEPEUCHb
JKU3HEHHO HEOOXOIMMBIX M Ba)KHEHIIMX JIEKApPCTBEHHBIX MPENaparoB, B clyyae UX 3aMEHbI U3-3a
WHIUBUIYaJIbHOW HETIEPEHOCUMOCTH, 110 KU3HEHHBIM MTOKA3aHUSIM.

Pemenne BpaueOHOM KOMUCCHH (DUKCUPYETCS B MEAMLIMHCKOM TOKYMEHTALMY MAllHeHTa U KypHaie
BpaueOHOI KOMHCCHH.

30. B cinyudasx oOcnenoBaHus M JIEUEHHUS TIpaKJaHUMHA B CTAllMOHAPHBIX YCIOBUSX B paMKax
IPEIOCTaBICHUST MEAUIMHCKUX YCIYr Ha BO3ME3/JHOW OCHOBE 33 CYET JIMYHBIX CPEICTB I'pakaaH,
CPEACTB IOPUIMYECKUX JIMI] U HMHBIX CPEJICTB Ha OCHOBAaHWU JIOTOBOPA, B TOM YHUCIIE JOTOBOpa
JO0OPOBOJIHOTO MEIUIIMHCKOTO CTpaxoBaHUs <16>, eMy MOTYT ObITh Ha3HA4EHBI JICKApPCTBEHHBIC
npenapaTthl, HE BXOMSIIME B IEPEUYEHb KU3HCHHO HEOOXOIMMBIX M BAXHEHWIIUX JIEKAPCTBEHHBIX
IpenapaToB, €CIU UX Ha3HAYeHHE U IPUMEHEHHE 00yCIOBICHO METUIIMHCKUMHU TIOKa3aHUSIMHU.

<16> IloctanoBnenue [IpaBurenscrBa Poccuiickoit denepannn ot 4 oktsa6ps 2012 r. N 1006 "O6
yrBepkaeHnn [IpaBui mpepocTaBieHuss MEAMIMHCKAMHU OpPTraHU3alMsIMU TUTATHBIX MEIHIIMHCKUX
yenyr" (Cobpanue 3akonoaarensctBa Poccuiickoit denepanuu, 2012, N 41, ct. 5628).

I11. HazHaueHue JieKApCTBEHHBIX NMPENapaToB NPH OKA3aHUH
MEePBUYHON MEJUKO-CAHUTAPHOW MOMOILIH, CKOPOH MeTUIUHCKOM
MOMOIIH U NAJJIMATUBHON MeIUIUHCKON MOMOIIH

31. Ilpu oka3aHMM MNEPBUYHON MEIUKO-CAHUTAPHOW MOMOINM M MaJUIMaTUBHOM MEIUIIMHCKOU
MOMOIIM B aMOYJIaTOPHBIX YCIOBUSX Ha3HAuUCHUE JIEKAPCTBEHHBIX IPEMapaToB OCYIIECTBIAETCS
MEIUIIMHCKUM PAOOTHUKOM B CIIy4asX THIIMYHOTO TEUYEHUs 3a00J€BaHUS MAlMeHTa HCXOAS W3
TSDKECTH U XapakTepa 3a00JIeBaHuUs.

32. Ha3HaueHue JieKapCTBEHHBIX MpENapaToB MO PEIIEHUI0 BpaueOHOW KOMHCCUU MpPU OKa3aHUU
NEPBUYHON MEIMKO-CAaHUTAPHON MOMOIIH, MAJUIMATUBHON METUIIMHCKON TOMOIIM B aMOYJIaTOPHBIX
YCIIOBUSIX MPOU3BOIUTCS B CIIydasX:

1) oqHOBpEeMEHHOr0 Ha3HAYEeHMsI OJIHOMY MAllMEHTY MATH U OoJiee JIEKapCTBEHHBIX MPENapaToB B
TEUEHUE OJIHUX CYTOK WJIM CBBIIIE I€CATH HANMEHOBAaHUMN B TE€UCHUE TPUJILIATU JHEH;

2) Ha3HA4YeHMs JIEKAPCTBEHHBIX MPENaparoB NpPHU HETUIIUYHOM TEUEHUHU 3a00JieBaHUS, HAIUYUU
OCJIOKHEHHUH OCHOBHOTO 3a0o0yieBaHMs M (MJIM) COMYTCTBYIONIMX 3a00J€BaHUU, MPU HAa3HAYCHUU
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JICKAPCTBCHHLIX MPCIapaToB, 0COOEHHOCTHU B33.PIMO,[I€I>1CTBPI§I U COBMCCTUMOCTH KOTOPBIX COTJIACHO
HHCTPYKIOUAM II0 HX IMPUMCHCHUIO IPUBOAAT K CHHUKXCHHIO 3(1)(1)CKTI/IBHOCTI/I u 0e30MacHOCTH
JICUYCHUA ITallUCHTA U (I/IJII/I) CO3JAar0T MOTCHIUUAJIbHYIO OITAaCHOCTD IJIS ) KU3HU U 3J0POBb MAIMCHTA,

3) TNepBUYHOTO HA3HAYCHHS MANMCHTY HAPKOTHYECKHX W TCUXOTPONHBIX JIEKAPCTBEHHBIX
npenapatoB crnuckoB Il u Il Tlepeuns (B ciyyae TpPUHATHS PYKOBOAMTENEM MEIMIIMHCKON
OpraHHW3aIlMi PEHICHUS O HEOOXOJAMMOCTH COTJIACOBAHMS HA3HAYEHUS TAKUX JICKAPCTBEHHBIX
IpenapaTroB ¢ BpauyeOHOM KOMHUCCHEH ).

33. IloBTOpHOE Ha3HAaYeHHE HAPKOTUYECKUX U IICUXOTPOIHBIX JIEKAPCTBEHHBIX IIPENapaTroB
cnuckoB |l m |l Ilepeuns mnpousBogUTCS MEIULMHCKUM paOOTHUKOM CaMOCTOSATEJIBHO WIIN
€IMHOIMYHO 0e3 yJacTHsi BpaueOHOM KOMHCCHU MAalMEHTaM C BBIPRKEHHBIM OOJIEBBIM CHHIPOMOM
Ar000r0 reHesa, HapylIEHUEM CHA, CYyJOPOXHBIMU COCTOSHUSIMM, TPEBOKHBIMU PACCTpOMCTBaMH,
(b oOUAMH, ICHXOMOTOPHBIM BO30YKICHHEM.

34. Ilpu oka3aHMM CKOpPOM MEIMIMHCKON IOMOIIM JIEKapCTBEHHbIE IpernapaTrbl Ha3HAYarOTCs
MEIUIUHCKUM PaOOTHUKOM BBIE3IHOM Opurajsl CKOpPOH IMOMOIIM, MEIULMHCKUM pPaOOTHUKOM
MEAMIMHCKONW OpraHM3alluy IpYU OKa3aHUU MEIULMHCKOM MMOMOLIM rpaKaaHaM Ipu 3a00JIeBaHUsX,
HECUaCTHBIX CJIydYasX, TpaBMaX, OTPABICHUSAX MU JPYTUX COCTOSHUSAX, TPEOYIOUIMX CPOYHOIO
MEULMHCKOI0 BMELIATENIbCTBA.

V. HaznauyeHmne JieKapCcTBEHHBIX MPENapaToB rpaskIaHamM, MMeE UM
NPaBo HA 0ecNJIATHOE MOJIy4YeHHe JIEKAPCTBEHHBIX NMPenapaToB Wid
NMOJIyYeHHe JIeKAPCTBEHHBIX MPENapaToB €O CKUJAKOM, IPH 0KA3aAHUH

NEePBUYHON MEeTUKO-CAHUTAPHOU NMOMOIUU

35. Ilpu okazaHuM TIEPBUYHOM MEIUKO-CAHUTAPHON TIOMOIIM HA3HAYEHUE MEAUIIUTHCKUM
pabOTHUKOM Ha OCHOBE KJIMHUYECKUX PEKOMEHJIAIMi M ¢ Y4eTOM CTaHJIapTOB MEIUIIMHCKOM
nomomu <17> JeKapCTBEHHBIX IMPEnapaToB, OTIYCKA€MbIX O€CIUIATHO WJIM CO CKHUIKOM,
rpakaaHaM, UMEIOIIUM TPaBO Ha oOecredeHue JEeKapCTBEHHBIMH IMpenaparaMu 3a CYeT CPE/ICTB
OIO/KETHBIX AaCCUTHOBaHUM QeaepanbHOro OrwopkeTa U OHKETOB CyOBhekTOB Poccuiickoit
Deneparun, ocyecTBisercs Ha peuentypHoM o6nanke N 148-1/y-04(x).

<17> Crarpa 37 ®enepanbHoro 3akoHa N 323-®3 (Cobpanue 3akoHOomarenbcTBa Poccuiickoit
Oenepannn, 2011, N 48, ct. 6724; 2021, N 27, cT. 5186).

[Mlpu odopmiennn penenta Ha Omanke ¢opmer N 148-1/y-04(o1) Ha OymMa)kHOM HOCHTENE
0(OpPMIIIOTCS 1BA SK3EMIUISAPA, OAMH U3 KOTOPBIX OCTAETCS B allTEUHOW OpraHU3alliH, BTOPOH - B
MEIUITUTHCKON JTOKYMEHTAIINH TIAaIlHEHTA.

36. [IpaBo Ha3HauaTh JIEKAPCTBEHHBIC MpernapaThl rpakJaaHaM, UMEIONIUM IMpPaBO Ha OecriaTHOE
MOJIyYEHHE JIEKAPCTBEHHBIX MPENapaToB WM MOJYYEHUE JIEKAPCTBEHHBIX IMPENAPATOB CO CKUIAKOM,
TaK)Xe UMEIOT:

1) MenuuuHCKHE paOOTHUKH, PabOTAIOIINE B METUITMHCKON OpraHU3aIliy M0 COBMECTHTEILCTBY (B
npejesiax CBOeH KOMITETEHITUN );


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) MeAWIHMHCKUE pAOOTHUKH CTAIlMOHAPHBIX OpraHU3alliii COLMATBHOTO OOCTYXUBAaHUS TIpU
HaJIUYHMH JMICH3UA Ha OCYIIECTBICHUE MEIUIMHCKON JeATEIbHOCTH <18>, mpemycMaTpuBaroIei
BBHITIOJTHEHHNE paboT (OKa3aHWE YCIYT) MO OKAa3aHUIO MEPBUYHON MEIUKO-CAHUTAPHON MOMOIIU B
aMOyJIaTOPHBIX YCIOBUAX (HE3aBHCHMO OT BEJOMCTBEHHOU MPUHAIJICKHOCTH);

<18> IlyHkT 46 yactu 1 crateu 12 ®denepanpuoro 3akona N 99-d3 (Cobpanue 3aKOHOATEIHCTBA
Poccuiickoit ®eneparuu, 2011, N 19, ct. 2716; 2021, N 27, ct. 5159).

3) MemuuMHCKHE pPAOOTHUKM MEAMIMHCKUX  OpraHU3allMi, OKAa3bIBAIONIUX  TEPBUYHYIO
MEMKO-CAHUTAPHYIO IIOMOIb, ITOABEIOMCTBEHHBIX (DelepalbHBIM OpraHaM HCIOTHUTEIbHOM
BJIACTH WJIM OpraHaM MCIOJIHUTENIbHOU BIacTH cyobekToB Poccuiickoii @eneparui;

4) UWHOUBHUIyAJIbHBIC MPEANPUHUMATEIN, OCYIIECTBISIOMIME MEIUIIMHCKYIO ACSTEIbHOCTh U
BKIIIOUEHHBIE B PEECTP MEIUIIMHCKUX OpraHM3allhii, OCYIIECTBIAIOIINX AESITeIbHOCTh B cdepe
00513aTeIbHOTO MEAUIIUHCKOTO CTPaXOBaHMUSI.

37. 1lpu Ha3HAUYE€HUHU JIEKAPCTBEHHBIX IpPENapaTroB IpaxkJaHaM, MMEIOIIUM IIpaBO Ha OecIIaTHOE
HOJIy4EeHHE JIEKaPCTBEHHBIX MPENapaToB WM MOJY4YEHUE JIEKAPCTBEHHBIX MPENapaToB CO CKUIKOM,
B peLenTe YKa3bIBaeTcs HOMEp TeledoHa, M0 KOTOpOMYy paOOTHUK anTeyHOW OpPraHM3alud TpU
HEOOXO/MMOCTH MOXET COIJIACOBaTh C MEIULMHCKMM paOOTHUKOM 3aMEHy JICKapCTBEHHOI'O
npernapara.

38. Ha3HaueHne HapKOTUYECKUX M IICUXOTPOIHBIX JIEKapCTBEHHBIX MpenaparoB cnucka Il Tlepeuns
(32 MCKIIIOYEHHEM JIEKapCTBEHHBIX IIPENapaToB B BHJE TPAHCACPMAIBHBIX TEPAIEBTUYECKUX
CHCTEM, a TAK)Ke JIEKapCTBEHHBIX MPENapaToB, COAEPKAIINX HAPKOTUUYECKOE CPEICTBO B COUETAHUU
C QHTarOHHUCTOM OIMOWJHBIX pPEIENTOpPOB) TpakJaHaM, HWMEIOIMMM MpaBo Ha OecruiaTHOE
NOJIy4EeHHE JIEKAaPCTBEHHBIX MPENapaToB WM MOJYYEHHUs JIEKAPCTBEHHBIX MPENapaToB CO CKUIKOM,
ocymiecTBisieTcss Ha penentypHoM Onanke ¢opmer N 107/y-HII, k kKOoTOpoMy OTOJHUTENHEHO
odopmisiercs perent Ha peuentypHom 6ianke Gopmbl N 148-1/y-04(1) (B 1BYX 3K3eMILIspax Mpu
odopmIiIeHUH Ha OyMa>KHOM HOCHUTEJE).

39. Ha3zHaueHne HapKOTUYECKUX M IICUXOTPOMHBIX JIEKapCTBEHHBIX npenapaTos cnucka Il [lepeuns
B BUJIE TPAHCAECPMAIbHBIX TEPANIEBTUUYECKUX CHUCTEM, HAPKOTHUECKUX JIEKAPCTBEHHBIX IIPENAapaTOB
ciucka Il Ilepeuns, comepxkamux HAPKOTHYECKOE CPEACTBO B COYETAHUM C AHTarOHHUCTOM
ONMOUIHBIX PELENTOPOB, ICUXOTPOIHBIX JIEKApCTBEHHbIX npenaparoB coucka [II Ilepeuns,
JIEKApCTBEHHBIX IIpENapaTroB, BKIIOYEHHBIX B mepedeHb [IKY, comepxamuxcs B moamyHkre 2
nyHkTa 11 Hacrosimero Ilopsaka, npenHa3HaYeHHbIE JUISl JIEUEHUS I'paXKAaH, UMEIOIIKX IIPaBO Ha
OecryiaTHOE IMOJIy4E€HUE JIEKAPCTBEHHBIX MPEnaparoB WM MOJIYYeHHE JIEKAPCTBEHHBIX IPErapaToB
CO CKHUJIKOW, ocymlecTBisieTcs Ha penentypHbix Omankax ¢opm N 107-1/y u N 148-1/y-88, k
KOTOPBIM JIOMOJHUTEIHHO 0(OpMIIIETCS pelenT Ha perentypHoM Omanke Gpopmbr N 148-1/y-04()
(B IBYX 3K3EMILISIpax MpH opopMIIEHUH HAa OyMaXHOM HOCHUTEIIE).

Ipunooscernue N 1
K Ilopaoxy nasnayenus
JIeKAPCMBEHHbIX NPENapamos,

VMBEPHCOEHHOM)Y NPUKAZOM
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Munucmepcmea 30pagooxpaneHus

Poccuiickoii @edepayuu

om 24 nosops 2021 2. N 1094n

KOJINYECTBO HAPKOTUYECKHUX CPEACTB UJIN
INCUXOTPOIIHbBIX BEIHECTB, KOTOPOE MOXET
BbITh BBIIIMCAHO B OAHOM PEIEIITE

N /o MesxayHapoiHO€ HEMaTeHTOBAaHHOE dopma BeIITyCcKa U KonnyectBo
HaMMEHOBAHNE HAPKOTHYECKOTO U JI03UPOBKaA
HCUXOTPOITHOTO JIEKAPCTBEHHOT'O
mpernapara

1. bynpenopdun + Hamokcon TabieTku 60 TabyeTOK
cyOnunHreanbsHele 0,2 mr|(ynakoBka, kpaTHast N
+ 0,2 M 20)

2. bynpenopdun PacTBOp /14 nHBEKLUH, 30 amiyn
0,3 mr/m 1 Mo (IImpuI-TrOOUKOR)

3. bynipenopdun TpancaepManbHbIiI
[1aCTBIPb
35 mMKr/gac 20 mutacTeipeit
52,5 MKr/yac 10 rutacTeipeit
70 MKr/4ac S macTeipeit

4. Mopdhun PacTBOp /U1 HHBEKIUH, 20 amIyn
[pacTBOp IS (IIpUL-TFOOUKOB)
[10/IKO’KHOTO BBEJICHUS
10 mr/mon 1 Mo

0. Koneun + Mopdun + Hockanun + PacTBOp 114 20 ammyn

[TanaBepun + TeGaun [10JIKO’KHOTO BBEJICHHS

0,72 +5,75+ 2,7 + 0,36
+ 0,05 mr/mi 1 M
1,44 +115+5,4+0,72
+ 0,1 mr/ma 1 mi

6. Tpumenepunux TabneTku 25 mr 50 TabneTok

7. Tpumenepuanx PacTBop 11 nHbeKIUN 20 amiyin
10 mr/mm 1 Mo (IImpuUI-TIOOUKOB)
20 mr/mit 1 mn

8. Mopdun TaOmerku (karcynbl)  |180 TabmeTox (karcy)

[IPOJIOHTUPOBAHHOT O
mericTBUA

10 mr

30 Mr

60 Mr

100 mr

60 TabneTok (Karcyn)
40 TabneTok (Karcyi)
20 TabneTok (Karcyn)
20 TabieTok (Karcym)




200 mr

0. Mopdun TabneTku
5 Mr 100 tabierox
10 mr 100 Tabnetox
10. Mopdun Karum nis npuema 4 dnakoHa
BHYTpH 20 Mr/mMi 20 M
11. Mopdun PactBop a1 mpuema
BHYTPb (MOHO/103b1)
2 Mr/mut 5 Mt 100 ammyn />
6 Mr/MIT 5 MIT 80 ammyn /3
20 mMr/mi 5 mi 30 amrryn /3
12. OxcukonoH + Hamokcon TaOieTkn
[POJIOHTUPOBAHHOTO
nercTBUA
S Mr + 2,5 Mr 100 TabneTox
10 Mr + 5 mr 60 TabneTok
20 mr + 10 Mr 40 Tabnerox
40 mr + 20 mMr 20 TabneTok
13. [TponmonmindenmmTokcuyTHANHIepUIuH{ [ abneTku 3amednsie 20 (SO TadmeTox
MT
14. DeHTaHnI [ InacTeipp
12,5 mxr/gac 20 miacTeipeit
25 MKr/4ac 20 rutacTeipeit
50 MKr/4ac 10 rutacTeipeit
75 MKr/4ac 10 acteipeit
100 MKr/4ac 10 rutacTeipeit
15. DeHTaHnI Cripeil Ha3aJIbHBIH

daaxon 50 MKr/mo3a
2,0 M (10 mo3)

3,2 mi (20 103)

5,0 mut (40 mo3)
daaxon 100 Mxr/mo3a
2,0 M (10 no3)

3,2 M1 (20 103)

5,0 mit (40 mo3)
dnaxon 200 Mkr/mo3a
2,0 M (10 mo3)

3,2 M1 (20 103)

5,0 mut (40 mo3)

24 ¢pnaxona
12 pnakoHoB
6 pakoHOB

12 ¢pnakoHOB
6 (hmakoHOB
3 ¢rakona

12 ¢pnakoHoOB
6 (hmakoHOB

3 ¢rakoHa

Ipunoxcenue N 2

k Ilopsaoky nasnauenus

JIeKapCmeeHHblXx npenapamaoe,

VMBEPIHCOEHHOMY NPUKAZOM

Munucmepcmea 30pasooxpanerus



Poccuiickoii @edepayuu

om 24 noaops 2021 2. N 1094u

Cnpasouno

PEKOMEH/IOBAHHBIE K UCITIOJIB3OBAHHUIO

COKPAIIEHUA ITPU O®OPMJIEHUMU PELEIITOB

N | Cokpaienue [TonHOe Hanucanue [epeBon
/11

1. J|aa ana 0, TOPOBHY

2. |ac., acid. acidum KHCIIOTA

3. |aer. aerozolum a3p030J1b

4. jamp. ampulla amITyJia

5. [ag. agua BOJA

6. |ag. purif. aqua purificata BOJIa OYHIIICHHAS

7.  |but. butyrum Macio (TBepaoe)

8. |caps. capsula Karcya

9. |comp., cps compositus (a, um) CJIO>KHBIN

10. D. Da (Detur, Dentur) Brinaii ([Tycts Beinano, [ycts
OyJIeT BBIIAHO)

11. [D.S. Da, Signa Detur, Signetur Brinaii, 0003Haub [Tycts Oynet
BrITaH0, O003HAUEHO

12. D.t.d. Da (Dentur) tales doses Brinaii ([Tycts OyayT BbIIaHBI)
[TaKue JI03bI

13. (dil. dilutus a3BeICHHBIN

14. |Div. in p. aeq. [Divide in partes aequales Paznienu Ha paBHBIC YacTH

15. |emuls. emulsio OMYITbCHS

16. [extr. extractum DKCTPAKT, BBITSKKA

17. fin enem. in enemas B MUKPOKJIH3MaXxX

18. |F. Fiat (fiant) [Tycts 06pazyercs (0OpazyroTcs)

19. [gran. granulum rpaHyJIbI

20. |ot., gtt gutta, guttae Karuisi, Karui

21. |gtt. peror. guttae peroralis KAty JJis IpueMa BHYTPb

22. |inf. infusum HACTOM

23. [in amp. in ampullis B aMITyJIax

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

25. [in tab. prolong. [in tab(u)lettis prolongatis B Ta0JIETKAX C MPOJIOHTUPOBAHHBIM|
BEICBOOOKIEHUEM

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

obd.

BBICBOGO)K,Z[CHI/ICM, HOKpBITbIX
000JIOUKOH




27. |in tubul. in tubulis B TFOOMKaX

28. [lin. linimentum ITMHUMEHT

29. |lig. liquor PKHJIKOCTD

30. (lot. lotion ITOCHOH

31. m. pil. massa pilularum MUUTIONIbHAST Macca

32. |membr. bucc. |membranulae buccales [ICHKH 3aIIeYHbIC

33. (M. Misce, Misceatur Cmermaii
(ITyctp Oyzmer cMmeriano)

34.  |mixt. mixtura MUKCTypa

35. |N. numero YUCIIOM

36. |ol. oleum Maciio (KHUIKOE)

37. |past. pasta nacra

38. |pil. pilula, pilulae [IAUTEOJIS, TTAITFOJIH

39. |p. aeq. partes aequales ABHBIC YaCTH

40. |ppt., praec. praecipitatus 0CaXK ICHHBIN

41, |pulv. pulvis [HOPOIIOK

42, (q. S. guantum satis CKOJIBKO MOTPeOyeTcs, CKOIBKO
Ha10

43. Ir., rad. radix KOpEHb

44,  Rp. Recipe Bo3pmu

45. Rep. Repete, Repetatur [ToBTopu (Ilycts Oyner
[TOBTOPEHO)

46. |rhiz. rhizoma KOPHEBUIIE

47. |S. Signa, Signetur O0603Haub ([Tycts Oyner
0003HaYEHO)

48. sem. semen ceMs

49.  lsimpl. simplex MPOCTOM

50. [sir. sirupus crpon

51. |sol. solutio [pacTBOp

52. |spr. Spray cripeit

53. [Spr. nas. spray nasale CIpeil Ha3aJbHbII

54. |supp. suppositorium CBeYa, CYMIO3UTOPHIA

55. [susp. Suspensio CyCIIeH3Ws], B3BECh

56. [tab. tab(u)letta ra0ieTka

57. [t-ra, tinct. tinctura HacTOWKa

58. [tubulis tubulis TIOOUKH

59. |STT Systema Therapeutica TpancaepManbHas

Transcutanea Tepanesruueckas Cucrema
60. [ung. unguentum Ma3b
61. |vitr. vitrurn CKJISTHKA

Ipunoxcenue N 2

K npukasy Munucmepcmea 30pagooxpaHenuisl

Poccuiickoii @edepayuu

om 24 noaops 2021 . N 1094n



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

MMHMCTepCTBO 3O0PaBOOXPaHeHNMA

Poccumickom demepaumm

Kon dopwmer nmo OKYI

Kon yupexneHusa o OKIIO

MenmMuMHCKad IOOKYMeHTalMd

HammMeHOBaHMe (ITaMil)

MeIOMLMHCKOM OpTraHMzalumnm

PELIEIT

(B3pPOCIHM,

w w

dopma N 107-1/y

YTBepXIOeHa IIPpUKa30M
MyHMCTEepCTBa 3OPaBOOXPaHEHUI
Poccurickonm denmepaumu

orT 24 HOs0psa 2021 . N 1094H

OETCKMIM — HYXHOE INOOUEPKHYTH)

20 r.

damMmIiMg, MHMULMAJE MMEHM M OTUeCcTBa

IIalureHTa

(mocyienHee — IpPM HaJIMUUM)

DaTa poxnmeHUA

daMmMsa, MHMLMAJE MMEHM UM OTUeCTBa

Jleyvamero Bpada (Qernbamepa, akKylepKu)
py©O. |xomo. |Rp.

(mocyenHee - TNPU HaJIUMUUU)




py0O. |kom. |Rp.

py©o. |xomo. |Rp.

[Toonucso

M edaThb Jedalero Bpauda M.II.

(momnmuce Qespauepa, aKylepKu)

PeuenT mencrBuUTeJiIeH B TeuveHme 60 pgHem, mo 1 roma ( )

(HyXHOE NOOUEPKHYTH) (ykasarb

KOJIMYECTRO IOHEM)

OBopoTHasa CTOpPOHAa

OTMeTKa O HAa3HAUEeHUU
JIEKAPCTBEHHOTO IpernaparTa
IO pelleHUl BpadebHOM KOMMUCCUU

[TopuroTOBMII [TpoBepmi OrnycTumi




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

MUHMCTEPCTBO 3IOPaBOOXPAHEHUSA Kon dopmer mo OKYI 3108805

Poccumickom demepaumm MemMumHCKaAS OOKYMEHTAalMIg
dopma N 148-1/y-88

HamMmeHOBaHMe (WTamil) YTBepXOeHa IIPpMKa30M

MEOUIIMHCKOM OpTaHu3alum MuHMCTEepCTBa 3IOPAaBOOXPAHEHUHA
Poccurickonm demepaumu

HammMeHOBaHMe (lITaMil) oT 24 HOosOps 2021 r. N 109%4H

VHIOVBUOYAJBHOTO NPpellpUHUMAaTES

(yxazaTe ampec, HOMEP UM HOaTy JIMULEH3UMU,

HauMeHOBaHMe opraHa I'OCyIapCTBEHHOM BJIACTH,

BLHIDABLUIETO JIMILIEH3UIIO)

e L UL UL

PELEIT mo 20 1.
(naTa odQopMIIEHUS—-PelenTa)

(B3pPOCHE, IOeTCKMM — HYXHOE [NOOUEPKHYTH)

daMmmsa, MHMULMAJE MMEeHM UM OTUecTBa ([IocJieHee -— MIPU HaJUuum)
rnanumMeHTa

DaTa poxnmeHUA

Ampec MecTa XuUTeJbCTBa wiau N MEeIMUIMHCKOM KapTh aMOyJlaTOPHOIO
nauMeHTa, IoJiydanleI'o MeOMUMHCKYI [IOMOUL B aMOyJATOPHEIX YCJIOBUSAX

daMUIIMsa, MHMLMAJE MMEHM UM OTUeCTBa (nmocnennHee - npm HaImMuum)



Jleyamero Bpada (besnpmmepa, axkylLepKu)

[Toonuce ¥ redvaThb Jiedaller'o Bpauda M.II.
(nomnmuce ¢espruepa, aKylepKu)

PellenT ImeMCcTBUTEJIEH B TeueHMe 15 nHen

OBbopoTHasa CTOpPOHA

OTMeTKa O HAa3HAUYEHUU
JIEKAPCTBEHHOTO IpernaparTa
10 PEelleHMI0 BpaduebHOM KOMMUCCUMU

[TpTroTOBMII [Iporepmi OrnycTumi

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

MMHMCTEPCTBO 3IOPaBOOXPAaHEHUA YTBEPXIEHA
Poccumickon demepalum MECTO IJid opukasoM MuHMCTEpCTBAa
MTPUXKOIOA <*> 30PpaBOOXPaHEHNA

Poccunickom demepalun
oT 24 Hoabpsa 2021 r.
N 1094n



Tamr

Konm MenoMUMHCKOM OpraHM3aluln

ITamMmrl

Kon mMHIOMBMIOYyAaJIbBHOT'O IIpenlipmMHIMaTeJIA

Kon ¢opmer mo OKYI 3108805

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

Kon
KaTeropun
TpaxiaH

Kon

HOBOJIOTUUECKOM

bopmer (o MKE)

(MoOOUYEepPKHYTH)
1. denepanbHBM OOIXET

2. BomxeT cybbekTa
Poccunickon denmepaumnm

3. MyHMUMIAJILHBENM OHIXeT

MICTOUHMK OMHAHCUPOBAHMUA:

% OIlJIATH:
(MOOYEepPKHYThH)

1. BecmnjaTHO

PEIEIT Cepmusa

Sammnns,
OpY HaJIn4duUu)

ODaTa odopmMIIeHUSA :

MHULIMAJE MMEHM M OTUueCTBa
malMeHTa

20 1.

(mocynennee -
JaTa poxmoeHUd



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

CHIWJIC

N moJsimca
obg3aTeJIbHOTO
Me OMLIMHCKOTO
CTpaxOBaHUA :

HoMep MeIMUMHCKOM KapTH IIalMeHTa, [IOoJydallero MeIMLUMHCKYI [IOMOIb B
aMOyJIQTOPHEIX YCJIOBUSAX
(DaMI/IJ'II/I,C{, VIHVIIVIAQJIBL VIMEHVM M OTYUeCTBA (nocnenHee - IHpu HaJ'U/[LH/H/[)
Jleyamero Bpada (Qernbpmmepa, akKylepKu)

Pyb6. Korm. R i e e et e e e et e e e e e
5
S TR e 0 =

[Toonuce ¥ redvaThb Jiedaller'o Bpauda M.II.

(momnmuce Qespauepa, aKylepKu)

PelnienT merMcTBUTeJIeH B TedeHme 15 gHem, 30 gHem, 90 mHeml
(HyXHOe TMOOUEePKHYTH)

———————— (3amojsiHgeTCca CHeurajJMCTOM alTeUHOM OPpTaHM3aluu) ———————-—

OTIyLWEeHO [I0 pelenTy: Toprosoe HaMMeHOBaHME
I OO3MPOBKA:

llara ornycka: " " 20 1. [KoJImuecTRBO:

[[pUTOTOBMII: [[poBepMII: OTnnycTumit:
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K npuxa3y Munucmepcmea 30pagooxpanenus
Poccuiickoii @edepayuu

om 24 noaops 2021 . N 1094u

HOPAIOK O®POPMJIEHUSA PEHEIITYPHbBIX BJIAHKOB
HA JJEKAPCTBEHHBIE IIPEITAPATDI, UX YUETA U
XPAHEHUA

I. Odopmiienne penenta Ha OyMa:KHOM HOCHUTEJIE

1. Ha penentypusix 6mankax ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(;1) B 1eBOM BepxHEM
Y1y MPOCTABIISAETCS IITaMII MEAULIMHCKON OpraHu3aluy ¢ YKa3aHHEM €€ HauMEHOBaHMs, ajpeca U
Tesie(hoHa ¢ TaTON BBIMUCKY (JaToi 0(opMIIeHHs ) peLienTa Ha JIEKapCTBEHHBIN Mpernapar.

HomnonuutensHo Ha peuentypHoMm Omanke ¢opmbr N 148-1/y-04(n) mpoctaBisieTcst  Kog
MCHHHHHCKOﬁ opraHnu3allii B COOTBCTCTBUHU C OCHOBHBIM rocyaapCTBCHHBIM PErucCTpaiiOHHbIM



HoMmepoM (manee - OI'PH).

Cepust penentypHoro Omanka (opmer N 148-1/y-04(;1) Brmowaer koj cyObekra Poccuiickoii
®denepanum, COOTBETCTBYIOIIMK JBYM TmepBbIM 1mdpam OOmiepoccuiickoro kiaccuburaTopa
00BEKTOB aJIMUHUCTPATUBHO-TEppUTOpHUATIbHOTO Aenenus (nanee - OKATO).

Pazpemaercs nsroraBiauBath peuentypasie 6ganku ¢gopmbl N 107-1/y u popmber N 148-1/y-04(x) ¢
MOMOIIHI0 KOMIIBIOTEPHBIX TEXHOJIOTHIA.

Peuentypusie Omanku  ¢gopmber  popmber N 148-1/y-88 wu3roraBnmuBarOTCS HCKIIOYUTEIHEHO
TUTIOTPAQCKUM CITOCOOOM.

2. Ha peuentypHeix OnaHkax, O(GOPMIISEMbIX HWHIUBUAYAJIbHBIMU IPEIIPUHUMATEISIMH,
UMEIOIUMH JIMLEH3UI0 Ha MEIUIUHCKYIO AEATeNIbHOCTh, B BEPXHEM JIEBOM YITy TUIOIpadCKUM
CIOCOOOM MJIM IYTEM IPOCTaBJICHMS LITaMIla JOJDKEH ObITh yKa3aH aJpec HHIAMBUAYAIbHOIO
IPEeIIIPUHUMATENS], HOMEP W JaTa JIMLIEH3UM, HaUMEHOBAHHWE OpraHa IOCYJapCTBEHHOM BIACTH,
BBIJIABLIETO JIMLICH3HIO.

3. Penentypusie Omanku ¢opm N 107-1/y, N 148-1/y-88 mu N 148-1/y-04(x1) 3anonHsroTCS
MEIUIIMHCKUM PaOOTHUKOM YEPHUIAMH WM HMIAPUKOBOM PYYKOI.

4. omyckaercs oopmiieHHEe BCEX PEKBU3HUTOB (3a MCKIOUYeHUEM pekBusuta "[loamnuck neyaniero
Bpaua (moamuch ¢enpamepa, akymepku') penentypHsix OmankoB ¢opmel ¢opmer N 107-1/y,
dopmbr N 148-1/y-88 u hopmbr N 148-1/y-04(11) ¢ ncroib30BaHUEM TIEYATAIONIUX YCTPOMCTB.

5. Odopminenne penentypHbix OnankoB ¢opmbl N 148-1/y-04(n) Brrodaer mudpoBoe
KOJIUPOBaHUE.

[Mu¢ppoBoe KoANpPOBaHKE YKA3aHHBIX PELIENTYPHBIX 0JIAaHKOB BKJIIOYAET:

1) xon menuuumHckoil opranuzaimuu (OI'PH) wim xon MHIMBHIYaldbHOTO HpEeINpUHUMATENS B
coOTBeTCTBUU ¢ OCHOBHBIM T'OCYJapCTBEHHBIM PETUCTPALMOHHBIM HOMEPOM WHJIMBHIYaIbHOTO
npennpuaumarens (nanee - OI'PHUII), npocraBnsiemblii Npu U3rOTOBIEHUM PELENTYPHBIX
0JIaHKOB;

2) KON KaTeropu TpaxKJaH, MMEIOMIMX IPaBO Ha IOJyYCHHE JIEKAPCTBEHHBIX IIPEMapaToB B
cOOTBEeTCTBUM cO cratheil 6.1 denepanbHoro 3axkoHa ot 17 wumrons 1999 r. N 178-®d3 "O
roCy/IapCTBEHHOU colalibHON noMommu" <1>, U Ko Ho30J0rH4ecKkoi (hopmbl o MexxayHapoHOM
CTaTUCTHUYECKOW Kiaccuukanmyu Oosie3Hel W mpolOiieM, CBSi3aHHBIX coO  370poBbeM  (10-i
nepecmotp) (manee - MKD), 3amonHsieMble edanuM BpaduoM IMyTEM 3aHECEHUsT Kaxaou mudpsl B
MyCThIE SIYEHKH, IPH STOM TOYKA ITPOCTABIISETCS B OT/IEIbHOM s4eiike;

<1> Cobpanue 3akononarensctBa Poccuiickoit denepanuu, 1999, N 29, ct. 3699; 2020, N 52, cr.
8577.

3) ormetrky 00 wucrounuke QuHaHcupoBaHus (penepanpHbii Oromxer [1], OlomkeT cyOBeKTa
Poccuiickoit ®enepanuu [2], MyHHIMOAIbHBIA Oroker [3]) M TPOIEHTE OIUIATHI perenTa
(6ecratho [1], 50% [2], unoit % [3]);

4) WTPUX-KOA - AONOJHUTENBHBIA PEKBU3UT (B CIy4yae M3TOTOBJICHUS HA TEPPUTOPUU CYyOBEKTa
Poccuiickoit @enepannu perienTypHoOro 6JaHKa ¢ UCTIOIb30BAHUEM KOMIIBIOTEPHBIX TEXHOJIOTHH).
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6. B peuentypubix 6mankax ¢popm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(x1) B rpade "Damunms,
WHUIMATBl UMEHH W OT4ecTBa (TOCIICAHEE - NMPU HAIMYHMK) MAIMEeHTA" YKa3bIBAOTCS (aMuIvs,
WHUIMAIB] IMEHU U 0TYeCTBA (MOCIEAHEE - IPU HATMYWH) MMAIUEHTA.

7. B peuentypubix 6mankax ¢opm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x1) B rpade "/lara
pokaeHns" yKa3bIBaeTCs JaTa poXKIACHHUS NalueHTa (4nuciio, MecsI, Tox).

JononuutensHo B penentypHbix Onankax ¢Gopmer N 148-1/y-88 u ¢popmsr N 107-1/y ans nereit B
Bo3pacte 10 1 roga B rpade "Jlata pokneHus" yKa3bIBaeTCs KOJIMYECTBO MOJTHBIX MECSIICB.

8. B penentypueix Onankax ¢opmer N 148-1/y-04(;1) B rpadax "CHUIIC" m "N mnonwmca
0053aTeNTLHOTO MEJIUIIMHCKOTO CTPaXOBaHUA'" YKAa3bIBAIOTCS CTPAXOBOM HOMEP HMHIUBUIYaTHHOTO
auneBoro cuera rpaxaannHa B IlencuonnoMm ¢onne Poccmiickoit ®@epepanun (CHWJIC) (mpum
HaJIMYHMH) U HOMEP MoJuca 003aTeIbHOT0 MEAUIIMHCKOTO CTPaXOBaHHUS.

9. B peuentypubix 6mankax ¢opmbel N 148-1/y-88 B rpade "Axpec mecta KUTENbCTBA UIH HOMED
MEJAWIIMHCKOW KapThl TAIMEHTa, IMOJYYaIoMero MEIUIMHCKYI0 TIOMOIIh B aMOyJIaTOPHBIX
ycIoBHAX", yKa3bIBaeTCS TOYTOBBIA aJpec MecTa XHUTEIbCTBA (MecTa NpeObIBaHUS WM MeCTa
(aKTUYECKOro MPOKUBAHUS) MANIMCHTA WJIM HOMEP MEIUIIMHCKON KapThl MAlMEHTA, MOJIYYaOIIero
MEIUIIUHCKYIO TIOMOIIb B aMOYJIATOPHBIX YCIOBUAX <2>,

<2> [Ipuka3 MunucrepcTBa 3apaBooxpanenus Poccuiickoit denepanun ot 15 gexadbps 2014 r. N
8341 "OO0 yrBepxkaeHUH YHUPUIMPOBAHHBIX (POPM MEIULIMHCKON JOKYMEHTAIH, UCIIOJIb3yEMBIX B
MEIUIUHCKUX OPTaHU3aIMIX, OKa3bIBAIOIINX MEAUIIMHCKYIO TOMOIIb B aMOYJIATOPHBIX YCIOBUSX, U
nopsAaKoB mo ux 3amosiHeHuto" (nanee - Ilpuxaz N 834H) (3apeructpupoBaH MuHHCTEPCTBOM
foctuiun  Poccuiickoit ®eneparun 20 ¢espans 2015 1., peructpaumonssii N 36160) c
U3MEHEHUSIMH, BHECEHHBIMHU NpHKa3aMu MUHMCTEPCTBA 3ApaBooxpaneHus Poccuiickon Penepannu
or 9 suBaps 2018 r. N 2 (3apeructpupoBan MunucrepcTBoM toctuinu Poccuiickoit denepannu 4
anpens 2018 r., peructpaunonsslii N 50614), ot 2 HosiOps 2020 r. N 1186Hn (3apeructpupoBan
MunucrepctBoM toctuimu Poccuiickoit @enepaunun 27 Hos6ps 2020 1., peructpanuoHHblid N
61121).

VYKa3zaHue U ajapeca MECTa KUTEIbCTBA U HOMEPA MEIULIMHCKOW KapThl MALMEHTA, IOJIY4Yarollero
MEAMIMHCKYIO ITOMOIIb B aMOYJIaTOPHBIX YCIOBUSX, HE SBISETCS OIIHMOKOM.

B peuentypubix 6sankax gopmer N 148-1/y-04(x1) B rpade "Homep MeIUIIMHCKOM KapThl MAIMEHTa,
MOJTYYaOIIEr0 MEIUIIMHCKYI0 IMOMOINb B aMOyJaTOPHBIX YCIOBUSAX" yKa3bIBaeTCsl HOMED
MEIUIIUHCKON KapThl MAllMEHTa, MMOJIyYaroIlero MeAUIMHCKYIO IOMOIIb B aMOyJTaTOPHBIX YCIOBHIX
<3>,

<3>IIpuka3 N 834H.

10. B rpade "damumnms, HTHAIMATB UMEHU U 0TYeCcTBa (TIOCTEAHEE - TP HAJTMYHHN) JICYaIlero Bpavya
(penpamepa, akymepku)' pernentypHbix OmankoB ¢opm N 148-1/y-88, N 107-1'y mu N
148-1/y-04(11) yka3bpIBarOTCS TMOTHOCTHIO (DaMuITUs, HHUIIUATIBI UMEHH, OT4YecTBa (TIOCTIEeNHEee - TIPH
HAJIMYUU) MEIUIUHCKOTO pabOTHHKA, HA3HAYMBIIETO JIEKAPCTBEHHbIE Mpenaparsl 1 0(hOPMUBILETO
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peLent.

11. B rpade "Rp" peuentypubix O6mankoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(xm)
yKa3bIBaeTCS:

1) HamMeHOBaHUE JIEKAPCTBEHHOTO Tpernapara (MeXIyHapoIHOS HEMATCHTOBAHHOE HAMMEHOBAHUE,
IPYNIAPOBOYHOE MM XMMUYECKOe HAMMEHOBAHUE, TOPrOBOES HAMMECHOBAHKE) HA JJATUHCKOM SI3bIKE
WIA Ha PYCCKOM si3bIKE, (hOpMa BBITYCKa, JO3UPOBKA, KOJIUYECTBO (YKa3bIBaeTCSl MPOMKCHIO HA
penentypaoM oanke hopmer N 107/y-HIT);

2) cnoco® MpUMEHEHUs JEeKapCTBEHHOIO Iperapara Ha TrocyAapCTBEHHOM s3bike Poccuiickoii
®Penepanyy WIM Ha TOCYIapCTBEHHOM s3blke Poccuiickon denepany U rocyAapCTBEHHOM SI3bIKE
pecnyONuK M MHBIX sI3bIKax HapooB Poccuiickoit denepanun <4>,

<4> Yactp | crareu 15 3akona Poccumiickoit @enepannu ot 25 oktsaops 1991 r. N 1807-1 "O
s3pIkax HaponoB Poccwiickoii ®enepanuun” (mamnee - 3akon N 1807-1). (Bemomoctu cwesna
Hapoausix nenyratoB PCOCP u BepxoBuoro Cosera PCDCP, 1991, N 50, ct. 1740; CobOpanue
3akoHoaarenbcTBa Poccuiickoit deneparuu, 1998, N 31, ct. 3804).

13. ITpu opopmiteHNU peeNTYPHBIX OJAHKOB 3aIllPEIIAeTCs] OTPAHHYUBATHCS OOIMMHU YKA3aHUSMU,
Harnipumep, "Buyrpennee", "U3BecTHO".

B rnekmponnom 0okymenme nymepayun nyHKmoe cOOmeemcmeyem opuuyuaibHomy
UCMOYHUKY.

14. Peuent, odopmiieHHbIi Ha perentypHoM Onanke ¢opm N 148-1/y-88, N 107-1/y u N
148-1/y-04(11), mommuchIBaeTCS MEAUIMHCKUM PAOOTHUKOM H 3aBEPSIETCS €T0 MeYaThIO.

Penient, ohopmiennsiii Ha perenitypHoM Onanke ¢popmbr N 148-1/y-88 u ¢popmsr N 148-1/y-04(1),
JIOTIOJTHUTEIIBHO 3aBEPSETCS MEYaThI0 MEAUIIMHCKON opranu3anuu " penentos”.

st penienita, odopmieHHOro Ha perentypaoMm Oianke gopmer N 107-1/y, nammuue nedaru "J{ns
penenToB" He SBISETCS 005S3aTeIbHBIM.

15. Ha ognom peuentypaom 6nanke popmbr N 148-1/y-88 u ¢popmsr N 148-1/y-04(11) pazpemaercs
OCYIIECTBIISITH HA3HAYCHHUE TOJIBKO OJTHOTO HAMMEHOBAHUS JIEKAPCTBEHHOTO TIpenapara.

Ha omnom peuentypuom Onanke ¢opmer N 107-1/y paspemiaercs OCymiecTBISTh Ha3HAueHUE
TOJIBKO OJHOI'O HAMMEHOBAHMS JIEKapCTBEHHOI'O Ipernaparta, oTHocsameroca no ATX k
anTuncuxornueckuM cpeacteam (kog N 05A), ankcuonutrkam (kox N 05B), cHOTBOpHBIM H
cematuBHBIM cpeactBam (kog N 05C), antupenpeccantam (kox N O06A) w He moJIexkaniero
PEIMETHO-KOJIMYECTBEHHOMY y4eTy, U JI0 TpeX HauMEHOBaHHH JIeKapCTBEHHBIX MPEnapaToB - JUIs
WHBIX JIEKAPCTBEHHBIX MPENAPAaTOB, HE OTHECEHHBIX K BbIIeyKa3aHHbBIM ATX.

16. UcnpaBieHus B penienTe He T0MyCKatoTCs.

17. Ilpu opopmienun perentypusix 6mankos Gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x1) Ha
JICKapCTBEHHBIEC TIperapaThl, Ha3HAYCHHBIE 110 PEHICHHIO BpadeOHON Kommuccuu, Ha 00opoTe
peLenTypHoro OJaHKa CTaBUTCS CelUaNbHAs OTMETKa (IITamm).

18. Ha peuentypaom 6mnanke popmer N 148-1/y-04(;1) BHU3Y UMeeTCs JIMHUS OTPBIBA, pa3/esionias
peLEeNnTypHBII OJIAHK M KOPEIIOK.
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Kopemok ot perenra, opOpMICHHOTO Ha YKa3aHHOM PELENTYPHOM OJIaHKE, BBIIACTCS MAIHECHTY
(ero 3aKOHHOMY IIPEICTABHUTENIO) B ANTEYHOW OpraHM3allM, HAa KOPEIIKE JEeNaeTcs OTMETKa O
HaMMEHOBAHUU JIEKAPCTBEHHOTO IIpenapara, J03UpPOBKe, KOJIMYECTBE, CI0c00e MPUMEHEHUSI.

1. Odopmiienue peuenta B gpopMe 3JIEKTPOHHOI0 TOKYMEHTA

19. Penent B popMe 3JIEKTPOHHOTO JOKYMEHTA, MOAMMCAHHOTO YCHJICHHOW KBATH(UIIMPOBAHHOM
AJIEKTPOHHOHN MOANHUCKHI0, POpPMHUPYETCS METUIIMHCKUM PAOOTHUKOM, CBEICHHUS O KOTOPOM BHECEHBI
B (enepanbHbIl PEerucTp MEAULMHCKHX PAaOOTHUKOB <5>, a TakKe MPHU YCIOBUMU PErHCTpaliH
MEAWIIMHCKOW OpraHW3aluu, B KOTOpOW odopMisieTcs pernent, B (QeJaepalibHOM peecTpe
MEAMIMHCKUX OpraHu3aiuii <6> eAuHON TrocydapCcTBEHHON HMH(OPMAIMOHHON CHUCTEMBI B cdepe
37paBOOXPAHECHUS] W TOAKIIOYCHHUS TaKOW MEIUIIMHCKOM OpraHu3alMi K TOCYJapCTBEHHOMN
nH(pOPMaILMOHHOHN cucTeMe B cdepe 3apaBooxpaneHus cyorekta Poccuiickoit @enepanuu <7>.

<5> Yacte 4 cratbu 91.1 denepanpuHoro 3akona N 323-O3 (CobpaHue 3aKOHOIATENIHCTBA
Poccuiickoit ®eneparuu, 2011, N 48, ct. 6724; 2020, N 29, ct. 4516).

<6> Yacte 4 cratbu 91.1 denepanpHoro 3akona N 323-O3 (CobpaHue 3aKOHOIATENIBCTBA
Poccuiickoit deneparuu, 2011, N 48, ct. 6724; 2020, N 29, ct. 4516).

<7> Crarbu 91 u 91.1 ®enepansHoro 3akoHa N 323-03 (Cobpanue 3akoHOomaTeIbcTBAa Poccuiickoit
Oenepanun, 2011, N 48, ct. 6724).

20. ITpu opopmienun peuenta B popMe 37IEKTPOHHOTO JOKYMEHTA Ha JIEKapCTBEHHBIE MPENapaThl,
yka3zaHHble B yHKTax 9 u 11 Ilopsaka Ha3HaueHUs JIEKapCTBEHHBIX MPENapaToB, YTBEPKIEHHOTO
HACTOSAIIMM IIPUKAa30M, M OTIYCKacMble 3a IIOJHYH0 CTOMMOCTb, 3aIOJIHSAIOTCA CIELYIOIINE
PEKBHU3UTHIL:

1) xox cyOwekta Poccuiickoit @Pepepanun no OKATO, ompenensionuii rocyaapCTBEHHYIO
nH(GOPMAILIMOHHYIO CUCTeMY B cdepe 3apaBooxpaHeHusi cyownekra Poccuiickoit Denepanuu, B
KOTOpOH chopMUpOBaH perent B popme JIeKTPOHHOTO JOKYMEHTA;

2) HaAaNMMCHOBAHUC MeﬂHHHHCKOﬁ opranusanuvu, aapec, TeJ'IC(I)OH nim (I)aMI/IJII/ISI, HWHHUIKMAJIbl UMCHHU U
OTYECCTBa (HOCJIeJIHee - Ipu HaJ'II/I'-II/II/I) HHAUBUAYAJIbHOI'O MPEANTPUHHUMATEIA, UMCIOIICTO JIMICH3UTO
Ha MCIUIIUHCKYIO ACATCIBHOCTD, €TO aAPCC;

3) OI'PH ropuaunueckoro nuna (MeaunuHckoi opranusarmu) win OI'PHUIT unauBuayansHOTO
NpEaNPUHAMATENS;

4) nata ohopmiieHus perenta (yKa3bIBaeTCsl YUCII0, MECSIL, TOM);

5) nara okoHYaHMs JeicTBUS penenta (popMupyercss rocydapCTBEHHOM HHOOPMALMOHHON
cucreMoil B cdepe 3apaBooxpaHeHuss cyObekra Poccuiickoit denepanuu B COOTBETCTBUU CO
cpokamu AeucTBus perenToB: 15 quedt, 30 gueit, 60 nueit, 90 quel, 1o 1 roma);

6) yHHKaJIbHBIM HOMEp penenTta (hopMupyercs rocyaapCcTBEHHOW MHPOPMAIIMOHHON CHCTEMOW B
chepe 3apaBooxpaHeHHs cyObekTa Poccuiickoit Denepanuu U 00€CIEYMBACT OJHO3ZHAYHYIO
uaeHTudUKaIuo perenta B popme 35eKTpoHHOTO JokyMeHTa B couetanun ¢ OKATO, OI'PH nmun
OI'PHUII);
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7) ormetku "Cito" (cpouno) wmam "Statim" (HemeIEeHHO) MpH HEOOXOJUMOCTH CPOYHOTO HIIU
HEMEIJIEHHOTO OTIYCKa JEKapCTBEHHOTO Mpernapara NaueHTy;

8) ampec marmeHTa (yKa3bIBaeTCsl TOYTOBBIA aJpec MecTa JKUTEIBCTBA (MecTa MpeObIBAaHUS HITH
MecTa (DaKTHYECKOro TPOXKHBAHHS) C YKa3aHHUEM WHJEKCAa, HAWMMEHOBAHUS Kpas, oO0jacTw,
peciryOIMKK, aBTOHOMHOTO OKpyra W HMHOro cyObekra Poccuiickoit ®denepannu, HauMEHOBaHHS
HACEJICHHOTO IyHKTa, HAMMEHOBAHUs YJUIbl (IIPOCIeKTa, Nepeyska, mpoesna), HoMepa oma (¢
yKa3aHHEM KOpITyca, PU HAJHMYUH ), HOMEpa KBapTUPHI),

9) HOMEp >JMEKTPOHHON MEIUIIMHCKOM KapThl MallMeHTa B TOCYIapCTBEHHON HH(OPMAIIMOHHON
cucreMe B cepe 3npaBooxpaneHus cyobekta Poccuiickoit deaepannm;

10) dbaMumnus, uMs, 0T4€CTBO (TIOCIICTHEE - PU HAJTWYNH) MAIMEHTA MOJHOCTHIO;

11) pmara poxkneHuss nanueHTa (yKasblBaeTCs YHMCIO, Mecsl, Toxa), sl aered no 1 roxa
JIOTIOJIHUTEIBHO YKa3bIBACTCS KOJIMYECTBO MOJHBIX MECSIIEB;

12) ¢pamunivs, HUIMAIBI MMEHU U OTYECTBA (TIOCIIeIHEe - MPU HAIMYUHU) METUIIUHCKOTO PaOOTHHUKA
MOJIHOCTHIO;

1 3) HanMMCHOBAaHUC JICKaApCTBCHHOI'O npcliapara (MG)KIIYHaPOI[HOG HCIIaTCHTOBAHHOC
HAaMMCHOBAHUC, TPYINIHUPOBOYHOC WM XHMHUYCCKOC HAWMMCHOBAHHEC, TOProBOC HaI/IMCHOBaHI/Ie),
J03HUPOBKaA, (1)OpMa BBIITYCKa, KOJIMYECTBO (BCC MO3UINHU YKA3bIBAKOTCA HA PYCCKOM 5[3]:11(6);

14) cnoco® mpuMeHeHHs JIEKapCTBEHHOI'O Ipenapara Ha TOCYAAapCTBEHHOM s3blke Poccuiickoit
denepanyy WIM Ha TOCYIapCTBEHHOM s3blke Poccuiickon ®denepanyv U rocyAapCTBEHHOM SI3BIKE
peciyOIMK U MHBIX A3bIKaxX HapoaoB Poccuiickoit denepannn <8>;

<8> Yactp 1 crarbu 15 3akona N 1807-1 (BemomocTtu cwhezna Hapoanbix aenyratoB PCOCP u
Bepxosuoro Cosera PCOCP, 1991, N 50, ct. 1740; CoOpanue 3akoHomarenbcTBa Poccuiickoi
Oenepanun, 1998, N 31, ct. 3804).

15) 1OOKyMEHT, NOATBEPXKIAIOIIMKA Ha3HAUYEHUE JIEKapCTBEHHOrO IpenapaTa M0 PpeIICHUI0
BpaueOHOW KOMUCCUHU MEIUILIMHCKON OpraHu3aluu;

16) orMeTka O Ha3HAYEHUM JIEKAPCTBEHHOrO Ipenapara IO PEeUIeHHI0 BpaueOHOW KOMHCCHUU
MEIMIIMHCKONW OpraHu3allii B Cly4yasX, yKa3aHHbIX B a03ane BTopoM myHkTa 6 Ilopsiaka
Ha3Ha4YeHUs! JIEKAPCTBEHHBIX MPENapaToB, YTBEPKICHHOIO HACTOSAIIUM MPUKA30M;

17) oTMeTka O crenMaibHOM Ha3HAYCHHM JICKApCTBEHHOI'O Mperapara (3aroyiHseTcsl B Cilydasx,
yKa3aHHBIX B MyHKTax 15 u 24 Ilopsaka Ha3HAYEHHUs JIE€KaPCTBEHHBIX NIPENApaToOB, YTBEPKIACHHOTO
HACTOALUM NPUKA30M);

18) oTMeTKa 0 crenuaabHOM Ha3HAUYEHUH JIEKApPCTBEHHOTO Mperapara MalueHTy ¢ 3a00JieBaHueM,
TpeOyIOIMM JUIUTEIBHOTO KYPCOBOTO JIEUEHUS (3amojHSEeTCsl B ciay4yae, YKa3aHHOM B IyHKTe 23
[Topsinka Ha3HAuYeHUS JIEKAPCTBEHHBIX MPEMapaToB, YTBEPKIECHHOTO HACTOSIIUM MPHUKA30M) C
MIPOCTaBJICHUEM MEPUOAMYHOCTH OTITYCKa JIEKApCTBEHHOTO Mpenapara;

19) npu odopmiienuu peuenta B popMe JIEKTPOHHOTO JTOKYMEHTa Ha JIEKapCTBEHHbIE MPENapaThl,
yKa3aHHbIE B MOJNYHKTax 2 - 5 myHkra 9 u nyHkre 11 Ilopsaka HazHauyeHUs JEKAPCTBEHHBIX
IpenapaToB, YTBEPKIESHHOTO HACTOSAIIMM MPUKA30M, Fpax1aHaM, UMEIOLINM IpaBo Ha OecruiaTHOe
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[IOJIy4CHHE JIEKAPCTBEHHBIX IIPENApaTOB MU IOJyYEHHUE JIEKAPCTBEHHBIX IPENApaTOB CO CKUAKOM,
3aIlOJIHSAIOTCS. PEKBU3HUTHI, IPEYyCMOTPEHHBIE NOANYHKTaMHU | - 18 HacTOALIEro ImyHKTa, a TaKxke
CIIEYIOLNE PEKBU3UTHI:

a) Kareropusi TpaXIaH, HMCIOIIUX IMPaBO HA TOJIYYCHHE JICKAPCTBEHHBIX MPEMapaToB B
COOTBETCTBUU cO cTaThed 6.1 dDenmepanbHOro 3akoHa ot 17 wmroms 1999 r. N 178-®3 "O
roCyJapCTBEHHOM colManbHOM momoiu'" <9>;

<9> Cobpanue 3akoHonarenscTBa Poccuiickoit denepanuu, 1999, N 29, cr. 3699; 2020, N 52, cr.
8577.

0) ko Ho3os0THYecKO# hopmbl o MKB;

B) uctouHuk (uHancupoBanus (1 - denepanpHblii Or0MKeT, 2 - OrOIKeT cyObekTa Poccuiickoit
®denepann, 3 - MyHULIIUITAILHBINA OIOJKET);

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

J1) CTpaxoBOW HOMEp HMHIUBUAYAJBHOI'O JIMLEBOrO cueTa rpaxaaHuHa B IleHcmoHHoM ¢oHJe
Poccuiickoit ®enepanuu (npu Hannuun) (CHUIIC);

e) HOMCD I10JI1MCa 00513aTEJILHOIO MCIHUIMHCKOI'O CTpaXOBaHH.

21. Ilpn npocTaBieHNN OTMETKM, yKa3aHHOW B moanyHkre 16 mynkra 20 Hacrosimero [lopsnka,
peuent B QopMme 3JIEeKTPOHHOIO JOKYMEHTa IOAMUCHIBAETCS YCHUJIEHHOW KBaIM(UIMPOBAHHON
AJIEKTPOHHOM TOJMUCHIO MpeJcenaTenss WM CceKpeTaps BpayeOHOM KOMHCCHU MEIUIIUHCKON
OpraHM3aly, NpU TPOCTAaBICHUH OTMETOK, yKa3aHHbIX B noiamyHkTax 17 u 18 mnynkrta 20
Hacrosimero Ilopsinka, - YCWIEHHBIMH KBaJIM(PUUHUPOBAHHBIMU 3JIEKTPOHHBIMH IOANUCIMHU
COOTBETCTBYIOIIUX MEIUIUHCKUX PaOOTHUKOB.

22. Tlo TpeOoBaHMIO MallMEHTa MM €ro 3aKOHHOTO MPEICTaBUTENsT OQOPMIISETCS HK3EMIUIIP
peuenta B ¢opMe DIEKTPOHHOTO TOKyMEHTa Ha OyMa)kHOM HOcUTeJe ¢ OoTMeTkou "JlyOnmkar
AJIEKTPOHHOIO JOKYMEHTa'".

I1l. Yder penentypHbIX 0JIaHKOB (32 HCKJIKYEHHEM pelenTyPHBIX
0.1ankoB o popme N 107/y-HII "CnennajabHblil penentypHbIii
0J1aHK"")

23. VYuyer penentypHbix OmankoB ¢opm N 107-1/y, N 148-1/y-88 mw N 148-1/y-04(x),
HU3TroTaBJINBACMBIX TI/IHOFpa(I)CKI/IM crocobom (;[anee - PCLCIITYPHLIC 6J'IaHKI/I, IIOJJICKAIIIUC y"ICTY),
OCYIIECTBIIAECTCA B JKypHallaX yd4eTa, IIPOHYMEPOBAHHBIX, MPOIIHYPOBAaHHBIX MU CKPEIUICHHBIX

oA CBIO PYKOBOAUTCIIA n cYaTbro MCHHHHHCKOﬁ opraHuzaluu N IIOATIUCBIO
HHIUWBUAYAJIBHOT'O MPCANIPUHUMATES, UMCIOIICTO JIMOCH3WIO HA MCIUITUHCKYIO ACATCIIbHOCTD.

24. XKypnan yuera perentypHbix 01ankoB Gpopmbel N 107-1/y comepkut cnemayromue rpadsr:
1) HoMep 1o nopsAIKY;

2) B paznene "[Ipuxon":
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a) JlaTa perucTpanum J0KyMeHTa, IOATBEPKAA0IIET0 MOCTYIIIICHUE;
0) HOMEp U J1aTa JOKYMEHTA, [TOATBEPIKIAOIIEr0 NOCTYIIEHNE, HAUMEHOBAHUE ITOCTAaBIIMKA;
B) 0011ee KOJIMYECTBO NMOCTYIMBILUX PELIENTYPHBIX OJIaHKOB;

F) (baMI/IJ'II/IH, HHHUOWaJIbl UMCHH U OTUECTBaA (HOCJ’I@I[HCC - I[IpH HaJ'II/I‘lI/II/I) H oAU Ch OTBETCTBEHHOI'O
MCIUIIMHCKOTI'O pa6OTHI/IKa, MOJIYYHUBHICTO PCUCIITYPHBIC OJIaHKH OT IIOCTaBIIHKaA,

3) B paznene "Pacxon":
a) JjaTa BbIJauu pPEeLENTYpPHBIX OJaHKOB;
0) KOJIMYECTBO BBIJAHHBIX PELENTYPHBIX OJaHKOB;

B) (daMwins, WHHWIHMATBI MMEHH M OT4ecTBa (MOCIEAHEEC - MPH HAIMYUU) OTBETCTBEHHOTO
MEAMIIMHCKOTO PabOTHHUKA, MOTYYHBIIETO PELENTYPHbIE OJIaHKH;

I') OANKUCH OTBETCTBEHHOI'O0 MEUIIMHCKOIO paOOTHHKA, ITOJYUYHBILEr0 PELENTYPHbIE OJaHKU;

4) pamuinus, MHUIMAIBI UMEHU U OTYECTBA (TOCIEIHEE - IPU HAJIMYKU) U OJIUCh OTBETCTBEHHOTO
MEIUIUHCKOr0 pPaOOTHHUKA, BBIIABLIETO PELENTYPHbIE OJIaHKHU;

5) ocTaTok peuenTypHbIX OJaHKOB.

25. XKypnan yuera penentypHbix OmankoB ¢opm N 148-1/y-88 m N 148-1/y-04(x1) comepxwut
creayronye rpadsor:

1) HoOMep 1O NOPAIKY;

2) B pazaene "[lpuxoxn":

a) JlaTa perucTpaluy JT0KyMeHTa, HOATBEP KIAI0IIEro MOCTYIIICHHUE;

6) HOMep M JaTa JOKYMEHTa, MOATBEPKIAAIOIIEro MOCTYIUICHHE, HAUMEHOBAHNE MTOCTABIINKA;
B) 00111€€ KOJIMYECTBO MOCTYMUBIINX PELENTYPHBIX OJaHKOB;

T') CEpUU U HOMEpPA PELENTYPHBIX OJIAHKOB;

1) KOJIMYECTBO PELENITYPHBIX OJIaHKOB 110 CEPHSIM;

C) (I)aMI/IJ'II/ISI, HMHHUIKMAJIbl UMCHHU U OTYCCTBA (HOCJ’ICIIHCC - Ipu HaJ'IPI‘II/II/I) 1 IOAIIMCh OTBETCTBCHHOI'O
MCECIHUIIMHCKOTI'O pa6OTHI/IKa, MOJIYYHUBUICTO PEUCIITYPHBIC OJIaHKU OT IIOCTaBIINKa,

3) B paznene "Pacxon":

a) laTa BBIJJAYU PELENTYPHBIX OJIAaHKOB;

0) cepur U HOMEPA BBIJJTAHHBIX PEIENTYPHBIX OJJaHKOB;
B) KOJIMYECTBO BBIJJAHHBIX PEIENTYPHBIX OJIAaHKOB;

r) ¢aMuwiusg, WHUOMATBI MMEHH W oOT4ecTBa (TOCieAHee - NpPU HAIWYMM) OTBETCTBEHHOTO
MEAMIIMHCKOTO PabOTHHKA, MOJIYYUBIIETO PEHENTYpHbIE OJaHKU;

1) IOANKUCH OTBETCTBEHHOI'O MEUIIMHCKOTO PaOOTHHKA, MOTYUYHUBILErO PELENTypHbIe OIaHKY;

4) pamunus, THUIMAIB IMEHH U OTYECTBA (TIOCIeIHEee - TIPU HAJIMYKU) U TIOJIICh OTBETCTBEHHOTO
METUITMHCKOTO pa0OTHHUKA, BBIIABIIETO PELENTYPHBIC OJIaHKH;



5) OCTaTOK perenTypHbIX OJIaHKOB.

26. Yuer peuentoB, OPOPMICHHBIX B (OpME DIEKTPOHHOTO JOKYMEHTA, OCYIIECTBISETCS B
rocy/1apcTBEHHOW HH(OPMAIMOHHON cucTeme B cdepe 3apaBooxpaHeHHs cyObekTa Poccuiickoit
Oeneparii  MOCPEACTBOM BEACHHUS EAWHOTO PEecTpa perentoB, oGOpMIEHHBIX B (opme
3JIEKTPOHHBIX JIOKYMEHTOB.

V. Xpanenne penentypHbIX 0JIAHKOB (32 MCKJIIOYEHHEM
peuentypHbix 01ankoB 1o ¢gopme N 107/y-HII " CnennanbHbii
peuenTypHblii 0J1aHK'")

27. MeaMUMHCKHE OpraHu3alyy I0JIy4aloT HEOOXOAWMBbIE pelenTypHble OlaHku, o(opMIIEeHHBIE
TUHOrpa)CKUM CIOCOOOM, Uepe3 TeppUTOpPHATIbHBIE OpraHbl YIPaBJICHHUs 31pPaBOOXPAaHEHUEM WIIH
OpraHu3alliy, YIOJHOMOYEHHBIE HAa OTO OpraHaMH HWCIOJHHUTEIBHON BIACTH CYOBEKTOB
Poccuiickoit denepaiumu.

28. PeuentypHblie OJIaHKH, TOJJICKAIINE YUETY, XPAHATCS OTBETCTBEHHBIM JIMIIOM, Ha3HAYCHHBIM
PYKOBOAMTENEM MEAUIIMHCKONW OpraHu3allid, B 3alMpaeMoM MeTauinueckoM mkady (ceide) miu
METaJUIMYECKOM SIIIIUKE.

29. nauBuayanbHbIN NPpEANPUHUMATENb, UMEIOIIUN JIMIIEH3UI0 HA MEIUIMHCKYIO JeATEeIbHOCTD,
XPaHUT pelenTypHble OJaHKU, MOANEKAIUE YUETY, B 3aIUPaeMOM MeTalUTndeckoM mKkady (ceiide)
WJIU METATUYECKOM SIITUKE.

30. IIpoBepka cOCTOSHHS XpaHEHHs, y4deTa, (PaKTUYECKOTO0 HAIWYUS W pacxofa pPelenTypHBIX
0JIaHKOB, MOJUIEkKAIIUX YYETy, OAMH Pa3 B KBapTald OCYLIECTBIISIETCS KOMMCCHEW, CO3/IaHHOU B
MEIUIUHCKON OpraHu3aIuu.

31. Peuentypuble OsiaHku, odopmisieMble Ha OyMaXKHOM HOCHTENE W TOJUIeXKAIIUe Y4eTy,
BBIIAIOTCS  MEAMIIMHCKMM  paOOTHUKaM, MMEIOIUM MpaBo O(OpMIIEHUS pelenToB, IO
pacropsLKEHUIO TIABHOTO Bpada MIIM €r0 3aMECTUTEIS.

HOJ’Iy‘leHHLIG PEUCIITYPHBIC OJlaHKH Ha 6YMa)KHI>IX HOCUTCIIAX XpaHATCA MCAUIMHCKUMUA
pa6OTHI/IKaMI/I B IIOMCIICHHUAX, O6CCHC‘-II/IBaIOIJ_II/IX HUX COXpPaHHOCTh.

32. IlporpaMMHO-TEXHUYECKHUE CPE/ICTBA TOCYNAapCTBEHHBIX WH(OPMAIMOHHBIX CHCTEM B cdepe
3[paBOOXpPAHEHUS, MEAMIMHCKMX HMH(MOPMAIIMOHHBIX CHUCTEM MEIUIIMHCKUX OpraHHU3alui
o0ecreynBaOT XpaHEHHWE OJIEKTPOHHBIX pelenToB, O(OPMIEHHBIX B (OpMe BIIEKTPOHHBIX
JOKYMEHTOB B TEYEHHE CPOKOB, YCTAHOBJICHHBIX I XpaHEHHUS pEUEeNnToB, O(QOPMIIEHHBIX Ha
COOTBETCTBYIOLINX (hopMax pelenTypHbIX OJaHKOB Ha OyMakHOM Hocutene <10>.

<10> IToanyskT 5.2.169 Ilonoxenuss o Munucrepcrse (Cobpanue 3akoHoAarenbcTBa Poccuiickoit
Oenepannn, 2012, N 26, ct. 3526; 2021, N 43, ct. 7258).

Ipunooicenue N 4
K npuxa3y Munucmepcmea 30pagooxpanerus

Poccuiickoii @edepayuu
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om 24 nosaops 2021 . N 1094n

®OPMA CIHIELIVAJIBHOT'O PELEITYPHOT'O BJIAHKA N 107/Y-HII

MUHMCTEPCTBO 3OpaBOOXPaHeHUd Kon dopwmer mo OKYI

Poccumickom demepaumm MemMumHCKaS OOKYMEHTAalMI
dopma N 107/y-HII,
YTBEPXIOSHHAA IIPUKA30M
MuHMCTEpPpCTBa 3OPaBOOXPAHEHUH

mTaMlI MEeOMLUMHCKOM OpTaHM3aluu Poccurickonm denmepalmm

or 24.11.2021 N 1094=H

PELIEIT
Cepmusa N
\AJ \AJ 2 O i
(maTa BHIOMUCKM pelenTa)
(B3pPOCHE, IOeTCKMM — HYXHOE [NOOUEPKHYTH)

damMunusa, uMsa, OTUECTBO ([IOcCJelHee -— MIPUM HaJIUuUM)

naureHTa

BospacT

Cepusa M HOMep [NoJMca 0083aTeJIbHOTO MEeOMUIMHCKOTO CTPpaxOoBaHUS
HomMep MeIMLMHCKOM KapTH

damMunusa, uMsa, OTUECTBO ([IOCJelHee -— MIPUM HaJIUuUM)

Jledyamero Bpada (bernpmmepa, akylLepKu)

loanmMch UM JIMUHAasS IedaThb Bpauda
(moonmce ¢esbiaumepa, akKylepKu)




damMmius, wMs, OTUECTBO (IocyienHee -— TIIPM  HaJuMuMM) U TIOJANMUCH
YIIOJIHOMOUYEHHOTO JiMlla MEeOMUIIMHCKOM OpIlaHu3aluu

M.II.
OTMeTKa aNTEeuHOM OopTraHM3auuM OO OTIyCKe
dammnmsa, wmMsS, OTYECTBO (IocjenmHee — I[OPM  HaJIMuMM) M HOANMCH
paboTHMKA ANTEYHOM OpTaHM3aLUu

M.II

Cpok meMcTBMA pelenta 15 mHel

Ipunoowcenue N 5
K npuxasy Munucmepcmea 30pagooxpaHeniis.
Poccuiickoi @edepayuu

om 24 nosaops 2021 2. N 1094n

HOPAIOK U3T'OTOBJIEHUSA, PACITPEJAEJIEHUSA,
PEI'UCTPAIIUU, YUETA U XPAHEHUS PELEIITOB,
COAEPKALINUX HASHAYEHUE HAPKOTUYECKHUX

CPEACTB WM IICUXOTPOIIHBIX BEILIECTB

|. Illopsinok M3roTOBJIEHHS, paclpeleJeHUs CrennaIbHbIX
peuentypHbix 0jaHkoB 1o ¢gopme N 107/y-HII

1. Opranuzanuio U3roTOBJIEHUS U paclpelieleHns peluenTypHbix O0maHkoB mo ¢opme N 107/y-HII
"CrienuanbpHbIi pelienTypHbli OnaHK" (fanee - crenualbHbIi pelenTypHbId OJaHK) OCYLIECTBISET
MunuctepcTBO 3apaBooxpaHeHust Poccuiickoit @eaepanun (nanee - MUHHCTEPCTBO).

2. CnenuanbHble peLenTypHble OJaHKU SBISIOTCS 3aIIUIIEHHOW Monurpaduueckoil mpoayKuuen
ypoBHs "B", u3roraBnuBaemMoii Ha Gymare po30Boro 1Bera pazmepoM 10 cM X 15 M, JOKHBI UMETh
CEpUI0 U HOMEp, a TaKKe COOTBETCTBOBAaTh TPEOOBAaHMAM, yKa3aHHBIM B IpuKa3ze MHHHCTEpCTBa
¢unancoB Poccuiickoit @eneparun ot 29 cenrabps 2020 r. N 2171 "OO6 yrBepkaeHUU
Texanvyeckux TpeOOBaHMA M YCIOBUM M3TOTOBIICHHUSI 3aIUIIIECHHON OT TOEIOK MOIHUTpaduIecKon
nponaykuuu" (3apeructpupoBan MuHHUCTepCTBOM roctuimu Poccuiickoit @enepanuu 16 HOAOps
2020 r., peructpanuonnbiii N 60930).

3. B mensx opraHu3aluy M3TOTOBJIEHUS M paclpelielIeHUs] CIEeLUAIbHBIX PeleNnTypHbIX OJaHKOB
MEAMIMHCKUE OpraHU3al[ii, UMEIOIINE IPABO OCYIIECTBIIATh BbIaUy PELENTOB Ha HAPKOTHYECKHE
CpelncTBa MM IICUXOTpoIHble BeujecTBa cuucka Il Ilepedns u 3apeructpupoBanssie B Poccuiickoin
@denepauy B KayecTBE JIEKAPCTBEHHBIX IpENapaToB UIsl MEAMLIMHCKONO HpHUMEHEeHMs (nanee
COOTBETCTBEHHO - MEIUILIMHCKAs OpraHu3alis, HapKOTUYECKUH (IICUXOTPOIHBIN) JIeKapCTBEHHBIN
npenapar), COCTaBJISIFOT 3asiBKH Ha PEIENTypHbIE OJIaHKH.
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4. B cpok m0 1 OKkTsOps Tekymiero roja 3asBKU MEIUIMHCKUX OpPraHM3alHii Ha CHEIUaTbHBIE
penentypHble OJaHKU IPEICTaBISIOTCS:

1) MEOUIIMHCKMMHU OpTraHW3alUsIMH, HaxXOMSIIUMHCI B BEACHHH (enepaibHbIX OpraHOB
WCTIOJTHUTEIILHOM BJIACTH, - B COOTBETCTBYIOIINE (efiepaibHble OPTaHbl HCIIOTHUTEIHLHON BIACTH;

2) MEOUIMHCKUMHU OpraHM3alMsIMH, HaXOAALIUMHUCS B BeIeHUM cyObekToB Poccuiickoii
Qenepauny, MEIULUMHCKMMU  OpPraHU3alMsIMM  MYHULMOAJIBHOM M YAaCTHOM  CHUCTEM
3/[paBOOXpPAaHEHHUS] - B OpraHbl HCIOJHUTENBbHON BiacTu cyObekToB Poccuiickoit denepauuu B
cdepe OXpaHbI 3I0pPOBbS TPAKIaH, HA TEPPUTOPUH KOTOPBIX OHH PACIIOJIOKEHBI (Jajiee - OpraHsbl
HCITOJTHUTENIbHON BJIacTH cyOBhekToB Poccuiickoit deneparun).

5. B zasaBke MC,Z[I/II_II/IHCKOI‘/'I opraHu3allii Ha CHCHHUAJIBHBIC PEHCIITYPHBIC OJaHKH YKa3bIBarOTCA
CICAYIOUEC CBCACHUA:

1) cBemeHUS O MEIUIIMHCKOW OpraHU3alliM, MOJABINCH 3asBKY Ha CICIHAJIbHBIC PEICNTYPHBIC
0y1aHKu (TI0JTHOE HAMMEHOBAHUE, a/IpeC MECTa HaXOXKICHU);

2) KOJMYECTBO CIELUUAIbHBIX PELENTYpHbIX OJaHKOB, HW3PAcXOJOBAaHHBIX MEIUIMHCKON
opraHusanueil Ha | sHBaps IpeIIeCTBYIOLIETO IOAa;

3) KOJIMYECTBO CHEIHAIBHBIX PEUENTYPHBIX OJAHKOB, HEOOXOIUMBIX MEIUIIMHCKON OpraHH3aIiy
Ha CIEAYIOLINN IO,

3asgBka MGHHHHHCKOﬁ OopraHu3allid Ha CIHCHUAJIbHBIC PCELCIITYPHBIC OJaHKH IIOAIMMNCBIBACTCA
PYKOBOIHUTECIICM MCIUITUHCKOM opranusanuu, KOTOpI:Iﬁ HECCT NCPCOHAIBHYO OTBETCTBCHHOCTH 34
000CHOBAaHHOCTh U AOCTOBCPHOCTHb YKAa3aHHBIX CBEJICHUIA.

6. denepanbHbIe OPraHbl UCTIOTHUTEIHHOM BJIACTH, B BEJIEHUM KOTOPBIX HAXOMATCS MEIUITUHCKHE
opraHu3aiuu (nauee - ¢peaepaibHble OPraHbl HCTIOIHUTENFHOM BIACTH), U OPTaHbl UCTIOTHUTENBHOM
Biactu cyorekToB Poccuiickoii denepanuu Ha OCHOBAaHUU 3asBOK MEIUIIMHCKUX OpraHU3alMi Ha
CHelHallbHbIe pelenTypHble ONaHKu (OPMHUPYIOT CBOJHBIEC 3asIBKU Ha CIEIUAIbHBIE pelenTypHbIS
0J1aHKU U B CPOK /10 | tekadps TeKyIero rojia mpeACTaBIsIIOT UX B MUHUCTEPCTBO.

7.B CBOI[HOfI 3as4BKC Ha CIICIUAJIBHBIC PCHCIITYPHBIC OnaHKU YKa3bIBAOTCA CIACAYIOIIUE CBEACHU:

1) cBegenust o ¢eaeparbHOM OpraHe HCIOJIHHUTENHHOW BIACTH (OpraHe HCIOJHUTENBHON BIACTH
cyorekta Poccuiickoit deneparuu), NpeaCTAaBUBIIEM CBOJIHYIO 3asiBKY Ha CIEIUMaJIbHBIC
penentypHbie OJaHKH (MTOJTHOE HAMMEHOBAHUE, aJ[pec MeCTa HaXOXKICHUS);

2) KOJMYECTBO CHEIHANBHBIX PEHENTYpPHBIX OJAHKOB, paclpeieleHHBIX (enepalbHbIM OpraHOM
WCITOJTHUTEIILHON BJIACTH (OpraHOM MCTIOJHUTEIBHOM BIacTH cyobekTa Poccuiickoit deneparum) Ha
1 stHBaps MpeIIECTBYIOLIEro ro/la MeXAy METUIIMHCKUMU OpraHu3alusIMu;

3) KONMYECTBO CIEUUANbHBIX pELENTYPHbIX OJaHKOB, HEOOXOAUMBIX (enepaqbHOMY OpraHy
UCTIOJIHUTENILHOW BJAacTH (OpraHy MCHOJIHMUTENBbHOM BiacTu cyowsekra Poccuiickoit denepannn) Ha
CJEYIOLINN 0T JUIsl pacIIpeesICHHs] MEX 1Y MEAUIMHCKUMH OpraHU3alHsIMH;

4) cBeneHuss O TOJBEAOMCTBEHHOW OpraHu3alluy, YIOJHOMOYEHHON (eaepaabHbIM OpraHOM
UCTIOJIHUTENILHOW BJAacTH (OpraHOM MCIOJHMUTENbHOM BiacTu cyobekta Poccuiickoit denepariyn)
OCYILECTBIISATh NOJIY4YEHUE CIELUAIbHBIX PELENTYPHBIX O1aHKOB 0T MUHHMCTEPCTBA, UX XpaHEHHUE U
BbIIayy MEIULMHCKUM OpraHu3anusM (IIOJHOE€ HaMMEHOBAaHME, aJpec MeCTa HaXOXACHHUS,
NHH/KIITT, OKTMO opranu3zammu, GakTHIECKHI aipec TOCTaBKH).

8. Ha ocHOBaHMM TOJYYEHHBIX CBOJHBIX 3asBOK Ha CIEIHaJIbHBIC peIeNnTypHble OJaHKH



MUHUCTEPCTBO €XKETOMIHO B CPOK 10 15 stHBaps ciexyromero roga GopMUPYET U YTBEPHKIAET TIJIaH
pacrpefiefieHusi  CIIEHUANbHBIX PELUENTypHBIX OJIAaHKOB, B KOTOPOM OTpPa)KaeTcsl roJoBas
notpebHocTh Poccuiickoit denepanuvi B CHENHATBHBIX PEIENTYPHBIX OJlaHKax (nanee - TUIaH
pacnpezneneHuss MUHHCTEPCTBA).

9. B nnane pacrpenesneHuss MUHUCTEPCTBA YKa3bIBAIOTCS CISAYIOIINE CBEICHUS:
1) nopsAKOBBIM HOMED 3aINCH;

2) HamMeHOBaHWE (eIepPaTbHOTO OpraHa WCIOJHUTEIBLHOW BIAcTH (OpraHa WCIOIHUTEIbHON
BiacTu cyownekra Poccuiickoii deneparuu), mpeCcTaBUBIIEIO CBOJHYIO 3asBKY Ha CIEIHAbHBIC
perentypHbie OJIaHKH;

3) He0OXOMMOE KOJIMYECTBO CIEIUANBHBIX PEIENTYPHBIX OJIaHKOB.

10. HampaBnieHue crienualbHbIX PELENTYpHBIX OJAHKOB (eiepaibHbIM OpraHaM HCIHOJIHUTEIbHOM
BJIACTH, OpraHaM HCIOJHUTENbHON Biactu cyObekToB Poccuiickoit denepanuu ocyuiecTBisercs
MHUHHCTEPCTBOM B KOJUYECTBE, IPEYCMOTPEHHOM IIJIAHOM paclipeienieHuss MUHUCTEepCTBa.

11. MuHHCTEpCTBOM JOTMOJHUTEIBHO K KOJIMYECTBY CHEIUAIBHBIX PEUENTYPHBIX OJaHKOB,
MPEeyCMOTPEHHOMY IUIAHOM pachpenenenus MunHucrepcTBa, (HOpMHUpYeTCs pe3epBHBIN 3amac
CIIEIMATIFHBIX PELENTYPHBIX OJAaHKOB B KoJimdecTBe, He mpebimatomeM 150 000 crenuanbHbIX
pELeNnTyPHBIX OJIaHKOB.

12. B cnyuae yBenmu4eHHsI MOTPEOHOCTH B CIELUATIBHBIX PEUENTYPHBIX OnaHKax (QenepanbHbIe
OpraHbl HMCIOJHHUTEIbHOM BJIACTU (OpPraHbl HCIIOJIHUTENbHOM BiacTu cyOwbekToB Poccuiickoi
®egepanny) HaOpaBIsIlOT B MUHUCTEPCTBO CBOJHBIE 3asBKM HA JIONOJHUTEIBHOE KOJUYECTBO
CIEIUATBHBIX PEIENTYPHBIX OJIAaHKOB (C 00OCHOBAaHUEM YBEIIMYEHUS MOTPEOHOCTH B CHEIUATBHBIX
pelenTypHbIX OJlaHKax), KOTOpbIe MPEJOCTaBISAIOTCS MMHHCTEPCTBOM M3 PE3epBHOTO 3amaca
CIeIUATbHBIX PEIENTYPHBIX OJaHKOB.

13. ®enepanbHble OpraHbl UCTIOTHUTENHLHON BIAacTU (OpraHbl UCHIOMHUTENBHON BIacTU CyOBEKTOB
Poccuiickoit deneparumn) pacnpeaesoT MOJydeHHbIE CIICUATbHBIE PELENTYPHbIC OJIAaHKU MEXKITY
MEAWIIMHCKUMH OpTaHHW3allMsIMH Ha OCHOBAaHMM IUIAHOB pachpeieneHus, cHopMHpPOBaHHBIX B
COOTBETCTBUHU C 3assBKaMH MECIUITMHCKHUX opraHmauMﬁ Ha CliCHUaJIbHBIC PCUCIITYPHBIC OJIaHKH.

I1. Ilopsanok perucTpanyu, yuera U XpaHeHHs CENHATbHBIX
peuentypHbix 0jankoB 1o ¢gopme N 107/y-HII

14. MuHucrepctBo, HHbIE (QenepalibHble OpraHbl HCHOJHUTENBHOM BIACTH U OpraHbl
UCTIOJIHUTENIbHON BIacTu cy0ObekToB Poccuiickoit dexepanny opraHu3yroT XpaHeHHE CIelUaIbHbBIX
pelenTypHbIX OJAHKOB B IOJIBEJOMCTBEHHBIX OpraHU3allUsiX, YINOJHOMOYEHHBIX OCYILECTBISATh
NOJyYeHHE CIHEIHaIbHBIX PELENTYPHbIX OJaHKOB OT MUHHMCTEpCTBA, MX XpaHEHHUE U BbLIAdy
MEAMIMHCKUM OpraHu3alusaM (J1ajee - yIoJTHOMOYEHHas: OpraHu3alius).

15. B ymonHOMOUYEHHOW OpraHM3aIii U MEIUIIMHCKOW OpraHU3aliH, MOTYYHBIICH CIeHaIbHbIC
perenTypHble OJJAHKH, OPTaHU3YeTCs PETUCTPAIMs, YIeT U XPaHCHUE CIEIUAIBHBIX PEICHTYPHBIX
OJIAHKOB.

Perucrpanusi, yd4er M XpaHEHHE pPE3EpBHOIO 3amaca CIHEeUHATbHBIX pPELENTYpHBIX OJaHKOB
MunncTepcTBa OCYyIIECTBISETCS (elepaibHbIM TOCYAApCTBEHHBIM OIOJIKETHBIM YUPEKIACHUEM,
HaxoJsAIIMMCA B BeAeHMH MuHucTepcTBa (ajnee COOTBETCTBEHHO - PE3EpBHBIM  3arac,



MOABEOMCTBEHHOE YUPEKICHHUE).

16. PaOoTHMK, Ha3HAYEHHBIH MPUKA30M PYKOBOJAUTENS  YIOJHOMOYEHHOM OpraHu3aluu
(YINOTHOMOYEHHOM  OpraHu3alM{, MOJBEAOMCTBEHHOIO  YUPEKIEHHs) OTBETCTBEHHBIM  3a
PETUCTpAIMIO, XPaHEHHE U YYeT CIECHUANbHBIX PELENTYPHBIX OJIaHKOB (Jajiee - OTBETCTBEHHBIH
pabOTHUK), HAa OCHOBAaHUHU JOBEPEHHOCTH, OGOPMIIEHHOW B MOpPAJKE, YCTaHOBJICHHOM
3aKoHOAaTenbCcTBOM Pocculickoit @enepanuu (¢ MOANKMCHIO PYKOBOAMUTENS YIOJIHOMOUYEHHOM
opranuzanuy (ynoJHOMOYEHHOM OpraHu3alMy, I0/BEJOMCTBEHHOTO YUYPEKICHUs), IJIaBHOI'O
Oyxranrtepa, 3aBEPEHHBIX KPYTJIOW IEeYaThio), MOJy4yaeT CIEIHaJbHbIE pPEUENTypHbIe OJIaHKU U
OCYILECTBIISICT BEJICHHE XYpHala PEruCTpallMd M ydeTa CIELUAIbHBIX pEeLeNnTypHbIX OIaHKOB, K
KoTOpoMy mnpuoOuiaer ¢oro- U (WIM) BHICOMATepUAbl, MOATBEpXkAaoNIe (HakT opopmiIeHHS
pelenTypHbIX O0JJaHKOB Ha oMY (ITPY HAJTMYHWH).

17. XypHan perucrtpauud W YydYeTa CIEUUAIBHBIX PEUENTYPHBIX OJaHKOB JOJDKEH OBITh
MIPOHYMEPOBaH, MPOLIHYPOBAaH, UMETh HAa MOCIEIHENW CTPAHULE 3AMKCh, COAEPKALIYI0 KOJIUYECTBO
CTpaHHUL, IOJIHOE HAaMMEHOBAaHUE YIOJIHOMOYEHHOH opraHu3anuu (MEIULIUHCKON OpraHu3alui,
MOJIBEJOMCTBEHHOTO YYPEXKJICHHUS), a TaKKe CKpEIUIeH MOJIUChI0 PYKOBOJUTENS M II€YaThIO
YIIOJTHOMOYEHHOM Opranu3anuu (MeIUIUHCKON OpraHu3alnu, MoBE0MCTBEHHOTO YUPEXKICHU).

Kypnan peructpauuu M y4yeTa CHELHUAJIbHBIX PELENTYpPHBIX OJaHKOB pPE3EpPBHOIO 3amaca
MuHHCTEpCTBa CKPEIUIIETCS TaKKe MOAMUCHI0 AUPEKTOPA (B CIIydae €ro OTCYTCTBUS - 3aMECTUTEIIS
aupekTopa) JlemapramMeHTa peryiupoBaHUs OOpalleHUs JIEKapCTBEHHBIX CPEACTB M MEIUIIMHCKUX
n3zenuii MuHucTepeTBa U neyateto MUHUCTEPCTBA.

18. B xypHaje perucrtpandd M Yyd4eTa CHEHUATBHBIX PELUENTYPHBIX OJAHKOB YKa3bIBAIOTCA
CIIEYIOLINE CBEICHHUS:

1) mOpsIIKOBBINA HOMED 3aIUCH;

2) mpux0/1 CEUAIbHBIX PELENITYPHBIX 0JIaHKOB:

a) PEKBU3UTHI U J1aTa PErUCTPAllUyU MPUXOJHOTO JOKYMEHTA;

0) o0111ee KOJIMYECTBO MOCTYMUBIINX CIIEHUATBHBIX PELETITYPHBIX OJIAHKOB,

B) cepHs U HOMEpP CHELHaIbHOTO PeeNnTypHOro OJaHKa;

I') KOJIMYECTBO CIELHAIbHBIX PEUENTYPHBIX OJaHKOB MO KaXKIAOW Cepuu;

1) amunusi, ©Msi, 0OTYECTBO (ITOCIIEHEE - TPU HAJTUYMHU) U MTOANNUCH OTBETCTBEHHOTO pabOTHHUKA,
3) pacxo/ cienUaNbHbIX peleNnTypHbIX OJaHKOB:

a) JlaTa BhIJJauu CIIEHUAIBHBIX PEleNTypHBIX OJIaHKOB,;

0) cepuu 1 HOMEpa BBIJAHHBIX CIIELUATIBHBIX PEUENTYPHBIX OJaHKOB;

B) KOJIMYCCTBO BBIJJAHHBIX CICHOUAJIBHBIX PEHCITYPHBIX OJaHKOB C YKazaHHEM B CKOOKax
KOJIMYCCTBA CIICHUAJIBHBIX PCUCIITYPHBIX 6J'IaHKOB, BBIJAHHBIX OJISA O(bOpMJ'ICHI/I}I Ha 10MY;

r) ¢damMuius, uMs, OTYECTBO (IMOCIIeHEe - MpU HAJIWYMHM) U TOANKCH JIMIA, MOJIYYUBIIETO
CrellMalbHbIe PeLeNTypHbIe OJIaHKHU;

1) KOJIMYECTBO CIEIHATBHBIX PELENITYPHBIX OJaHKOB, O(POPMIICHHBIX Ha JIOMY;

e) damwmms, uMsa, oTdecTBO (IMOCIENHEE - TPH HAIWYWK) U TOANUCH JHIA, O(OPMHBIIETO
CrellMalbHbIe PeLeNTypHbIe OJIaHKK Ha IOMY;



4) dbamunust, UM, OTYECTBO (TIOCIIEAHEE - TPH HATWYHMH) U MTOAMUCH OTBETCTBEHHOTO paOOTHHKA,
5) OCTaTOK CreIUAIBHBIX PEIENTYPHBIX OJIaHKOB.

19. CnenmaybHBIA pEHENTYpPHBIA OJIAaHK SBISETCS JOKYMEHTOM CTPOTOM OTYETHOCTH. 3amac
CIEUHUATBHBIX PEUENTYpHbIX OJaHKOB B MEIMIMHCKOM OpraHu3aluy JOJKEH XPaHUTHCS B
CHEIMANIbHBIX TMOMENIeHMsIX, celdax WM B CIEUHATbHO M3TOTOBJICHHBIX INKadax, OOHTHIX
OIIMHKOBAHHBIM KEJI€30M, C HaJIKHBIM BHYTPEHHUM HJIA HABECHBIM 3aMKOM.

[Tomemienus, celi¢pl, mKadpl, B KOTOPHIX XPAHATCS CIELUANbHbBIC PElENTYpHbIC OJIaHKH, JOJKHBI
ObITh 3aKpbITHl HA 3aMKHM U IIOCIE€ OKOHYAHUs PAa0OThl OleyaTaHbl M€YaThIO YINOJHOMOUYEHHOMN
opranuzanuy (MeIUIUHCKON OpraHU3aliy) WIH OTNIOMOUPOBAHBEI.

20. B MeaMUMHCKHMX OpraHM3alMsIX 3alac CIEeHUATbHBIX PELENTYPHBIX OJIAHKOB HE JIOJDKEH
IPEBBILIATh ['0JIOBON MOTPEOHOCTH.

21. Paspemaercs BbAaBaThb MEIUIMHCKOMY paOOTHUKY, HMEIOLIEMY T[paBO Ha3HA4aTh
HapKOTHUYECKUE (IICUXOTPOIHbIE) JIEKAPCTBEHHbIE IpenapaThl, €JMHOBPEMEHHO He Oosee ABajlaTu
CIEIMaJIbHBIX PELIENITYPHBIX OJIAHKOB.

MenunuHcke paOOTHUKHM, BBIIKMCHIBAIOIIME PELENThl Ha HAPKOTUYECKHE (IICUXOTPOIHBIE)
JIEKApCTBEHHBIC IIPENaparbl, HA OCHOBAaHUU IIPHKAa3a PYKOBOAMTENS MEIULMHCKOW OpraHu3aluu
HECYT JIMYHYIO OTBETCTBEHHOCTb 3@ COXPAHHOCTb IIOJIYYCHHBIX CIECLHUAIBHBIX PEUENTYPHBIX
OsiankoB. CrieliManbHble peuenTypHble OJaHKH, MOIYyYEHHbIE MEIUIIMHCKUM Pa0OTHUKOM, XpaHsTCA
IOJ] 3aMKOM B cel(pax, MeTaJuIMYeCKUX IKadax Wik METAUIMYECKUX SIIUKaX.

22. B MeIuIMHCKON OpraHu3alyy CO3JA€TCsl MOCTOSHHO IEHCTBYIOLIAsh KOMMCCHSA, KOTOpas He
pexe 1 pasa kBaprain (IO pEHICHUIO PYKOBOJIWTENSI MEAUIIMHCKON OpraHU3aliy BO3MOKHO Yallle)
OCYILECTBIISICT POBEPKY COCTOSIHUS PETUCTPALIMM M y4yeTa CIeUaIbHBIX PELENTYPHBIX OJIaHKOB, B
TOM YHUCJIE IIyTEM CBEPKM 3alMCEH >KypHAJIa PETUCTPAalMy M y4eTa CHEUUAIbHBIX PELENTYPHBIX
0J1aHKOB, ¢ (PaKTMUECKUM HAIMYUEM CHEIHMAJIbHBIX PELENTYPHBIX OJAHKOB, a TaKXKe IMPOBEPKY
COCTOSIHUSI XpaHEHMsI CTIEUAIbHBIX PELENTYPHBIX OJIaHKOB.

IIo pe3yiibTarTaM IMPOBEPKHU B KYPHAJIC PECTUCTPALMUA U YUCTA CIICHHUAIbHBIX PCHCIITYPHBIX OJ1aHKOB
ACIACTCA 3alnCb O PE3yJibTaTaxX MPOBCACHHA CBCPKHU JAHHBIX, 3aKPCIUICHHAA IMMOAINMUCAMH BCEX
YJICHOB KOMUCCHUH, UJTIHN CO30aCTCA CIIELMAJIbHBIN aKT ITPOBCPKHU.

23. ®denepanbHble OPraHbl UCIIOJHUTEIBHON BIACTH U OPraHbl HCIOIHUTENBHOM BIACTH CyObEKTOB
Poccuiickoit ®enepanuu OCYIIECTBISIIOT KOHTPOJb 33 OPraHM3alMedl pEerucTpanu, ydera H
XpaHEHHs CHEIMaJbHBIX PELENTYPHbIX OJAaHKOB B  YIOJIHOMOYEHHBIX OpraHu3alMsix H
MCIUIUHCKUX OpraHHu3alusiIx.

24. Bplgaua croenuanbHBIX pEIHEnTYpPHBIX OJIAHKOB M3 pe3epBHOrO 3amaca MUHHCTEpCTBA
dbenepasbHBIM OpraHaM HMCIIOJHUTEIHHOM BIIACTH M OpraHaM HCIOJHUTEIHHON BIIACTH CYOBHEKTOB
Poccuiickoit denepanuu  OCyIIECTBISETCS OTBETCTBEHHBIM PAaOOTHUKOM TOJIBEAOMCTBEHHOTO
VUpeXKICHUS Ha OCHOBAaHMM pEIICHHS 00 OTIYCKE CHEeUaIbHbIX PEIenTypHbIX OJIAHKOB,
O(pOPMIICHHOTO B BHUJE MHCHhMa, MOAMHCAHHOTO IUPEKTOPOM (B clydyae €ro OTCYTCTBUS -
3aMecTHTeNIeM JupekTopa) JlemaprameHTa peryaupoBaHusi 0OpallleHUs JIEKAPCTBEHHBIX CPEJICTB U
MEIUIMHCKUX U3enuii MuHucrepcTBa.

ITpoBepka AeATEIBPHOCTH MOJABEJOMCTBEHHOIO YUPEXKACHUS IO PETUCTPALUU, YUETY U XPaHEHUIO
pE3EpBHOrO 3araca ocyuiecTBiseTcs JlenapraMeHTOM peryaupoBaHus oOpalleHHsl JeKapCTBEHHBIX
CPEICTB U MEIMLMHCKUX H3Ienuil MuHucTepcTBa 2 paza B roj He mnosgHee 20 uucna mecsua,
CJIEAYIOLIETO 32 UCTEKILIUM MOJIYTOJUEM.



Ipunooicernue N 6
K npuxa3y Munucmepcmea 30pagooxpanerus
Poccuiickoii @edepayuu

om 24 noaops 2021 2. N 1094n

IHPABUJIA O®OPMJIEHUSA PELEIITOB,
COAEP/KALINX HASBHAYEHUE HAPKOTUYECKHX
CPEACTB WM ICUXOTPOIIHBIX BEILIECTB, B TOM
YUCJIE B ®OPME JIEKTPOHHBIX TOKYMEHTOB

I. Odopmiienne penenta Ha OyMasKHOM HOCHUTeJIE

1. Ha penentypubix 6nankax ¢gopmsl N 107/y-HII B neBoM BepXHeM yriy MpOCTaBISETCS IITAMII
MEIUIIUHCKON OpraHu3aliy C yKa3aHHeM €€ MOJHOr0 HaMMEHOBaHUS, aapeca U TenedoHa ¢ aaToi
BBIMKCKY (J1aTOi 0(OopMIICHHUS) peLieTiTa Ha IEeKapCTBEHHbBIN Mpenapar.

Peuentypusie Omanku dopmsl N 107/y-HIT u3roraBnmBarOTCsS HCKIIOYUTEIHHO THUIIOTpa(CKUM
CIOCOOOM.

2. Ha peuentypHelx OnaHkax, OQOPMISEMbIX HWHIUBUAYAJIbHBIMU IpEeANPUHUMATEIIMH,
UMEIOUIUMH JIMLEH3UI0 Ha MEIUIMHCKYIO JIeATeIbHOCTh, B BEPXHEM JIEBOM YTy TUIOTpapCKuM
Croco0OM MM IyTeM MpPOCTABIEHMs INTaMIa JOJDKEH OBbITh YKa3aH aapec HWHIMBHIYaIbHOTO
NpellpuHUMAaTeNsl, HOMEp W Jara JIMIEH3MM, HaMMEHOBaHHE OpraHa roCyJapCTBEHHOW BIACTH,
BBI/IaBIIETO JINLIEH3HIO.

3. Peuentypusie 61anku Gopmer N 107/y-HII 3anonssitoTcs MEIUIIMHCKUM PaOOTHUKOM YEPHUJIAMH
WJIU IIAPUKOBOM PYUYKOMH.

4. lonyckaeTcst opopMIIeHHE BCEX PEKBU3UTOB (3a MCKIOUeHHeM pekBusuTa "[loanuce sevariero
Bpaua (moamuch Qenpaniepa, akyumepku)") peuenTypHbix OmankoB ¢opmer N 107/y-HIT c
MCII0JIb30BaHUEM TI€YATAIOLINX YCTPOUCTB.

5. B peuentypunom 6manke ¢popmbl N 107/y-HII B crpokax "®amunus, uMs, 0T4ecTBO (IIOCTIEAHEE -
npu HanuuuM) manueHta" u "Bospact" yka3plBalOTCS IMOJHOCTBIO (aMMIIUS, HMs, OTYECTBO
(mocnenHee - MpyU HAJIMYKK) TAIIMEHTa, €r0 BO3PacT (KOJIUYECTBO MOJIHBIX JIET).

JlomycTUMO yKa3aHHe JaThl POXKICHHS MAI[ECHTA.
6. B penentypnom 6manke ¢popmsr N 107/y-HIT:

1) B ctpoke "Cepust © HOMep mosHca 00sA3aTeIbHOTO MEAUIIMHCKOTO CTPaxOBaHMs'" yKa3bIBaeTCs
HOMEp TOJIMCca 00513aTEIHPHOTO MEIUIIMHCKOTO CTPAaXOBaHUS MallMeHTa (IPH HAJTHYUN );

2) B crpoke "Homep mMeauumMHCKONW KapThl" yKa3bIBa€TCs HOMEP MEIUIIMHCKOM KapThl MALMEHTA,
HOJYYaIOEro MEIUIMHCKYI0 IOMOIIb B aMOyJaTOPHBIX YCJIOBUSAX, MM HMCTOpUH Oo0JIe3HU
NAIMEHTA, BBIIMCHIBAEMOT0 U3 MEINLIMHCKON OpraHu3alnu;



3) B cTpoke "®damunus, UM, OTIECTBO (TIOCIEAHEE - IPU HAJMYUH) Jiedalero Bpaya (¢penpamepa,
aKylepkn)" yKa3blBaeTCsl NOJIHOCThIO (haMMIIus, UMsI, OTYECTBO (TOCIIEHEE - IPU HAJIMYUM) Bpada
(penmpamiepa, aKkymiepkH), BBHIMHCABIIETO  PEIeNT Ha  HAPKOTUYCCKUH  (TICHXOTPOITHBIN)
JIeKapCTBEHHBIN Ipernapar.

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

1) HamMeHOBaHUE JIEKAPCTBEHHOTO TIperapara (MeKIyHapoJHOEe HEMATCHTOBAHHOE HAUMEHOBAHHE,
IPYNIIAPOBOYHOE MM XUMUYECKOe HAMMEHOBAaHUE, TOPrOBOEC HAUMEHOBAHKE) HA JIATUHCKOM SI3bIKE
WIA Ha PYCCKOM si3bIKe, (hOopMa BBITYCKa, TO3UPOBKA, KOJIUYECTBO (YKa3bIBaeTCSl MPOMHKCHIO Ha
penentypaoM oanke hopmer N 107/y-HIT);

2) cnoco® MpUMEHEHMs JEeKapCTBEHHOIO Ipenapara Ha ToCyAapCTBEHHOM s3blke Poccuiickoii
Penepanyy WIM Ha TOCYIApCTBEHHOM s3blke Poccuiickon ®denepanyv U rocyAapCTBEHHOM SI3BIKE
pecrmyOIIMK U MHBIX s3bIKaxX HapoJ1oB Poccuiickoit denepanuum <1>.

<1> Yactp 1 crateu 15 3akona Poccuiickoit @eneparuu ot 25 oktsa6ps 1991 r. N 1807-1 "O
s3pIkax HaponoB Poccwmiickoiri ®enepanuu” (mamnee - 3akon N 1807-1). (Bemomoctu cwesna
Hapoausix nenyratoB PCOCP u Bepxosnoro Cosera PCOCP, 1991, N 50, ct. 1740).

8. IIpu odopmiieHHH perenTypHbIX OJaHKOB 3aIlpeIIacTcs OrPAaHMYMBATHCS OOIIMMH YKa3aHUSMH,
Hanpumep, "Buyrpennee", "M3BecTHO".

9. Ilpu odopmnenun mamnueHTy peuentypHoro Omanka Gopmer N 107/y-HII na nHapkoTtuueckuit
(TICUXOTPOTIHBII) JIeKapCTBEHHBIM MpenapaT B paMKax OKa3aHHUS MEIUIIMHCKON TOMOIIM TMpH
oTpezieIeHHOM 3a00JIEBAaHUN TaKOM pelenT 3aBepsieTcs:

1) moAnMChIO U IMYHOM NedaThio Bpada 00 MOJNUCHIO (pebamepa (aKyImepKH);

2) mevarbl0 METUIIMHCKOW OpraHu3aluu, JTUO00 CTPYKTYpHOTO TMOAPA3JEICHUS MEIUIIMHCKON
opranuzaruu "Jlyig perentoB", KOTOpasi MPOCTABISAETCS JIUIIOM, YIOJHOMOYEHHBIM PYKOBOIUTEIIEM
MEAWIIMHCKOW OpraHM3alllK C YKa3aHueM (haMuJINM, UMEHHU, OTUYecTBa (TOC/IeHEe - IPU HATHYUH)
Y TIPOCTABIICHUEM €T0 JIMYHOM MOJIIHUCH.

B cnyuasx HeoOxogumocTd OQOpPMIICHHS pelenTta Ha HapKOTHYECKUH (TICHXOTPOIHBIN)
J'IeKapCTBeHHBII\/’I opemapar Ha JOMY B paMKaxX OKa3aHUA HaJUIMATUBHOU MGHHHHHCKOﬁ IIoOMOIIu
JOTTYCKAeTCsl TPEABAPUTEIBHOE 3aBEPEeHHE pelenTa IITaMIIOM MEIUIIMHCKON OpraHu3aIuiy,
MeYaThl0 MEIMLMHCKON OpraHu3alMu JuO0 CTPYKTYpPHOTO TOJpa3fefieHuss MeAUIIMHCKON
opraam3aruu "J{s perentos", KOTOpast IPOCTABISETCS JTUIIOM, YIIOJTHOMOUYEHHBIM PYKOBOIUTEIEM
MEAMIIMHCKONW OpTraHu3alliy, ¢ YKa3aHueM (aMUINHU, UMEHU, OTYeCTBa (IIOCIIeHEE - IPU HATHYUN)
U MIPOCTaBJICHUEM €ro JIMYHOU moanucH. [Ipu 3ToM B KypHaJle perucTpaiii U yueTa pelenTypHbIX
OmaHkoB B cooTBercTBUM ¢ Ilopsakom perucrtpanuu, ydera M XpaHEHHUS CIIeHUaTbHBIX
pelenTypHbIX OJTaHKOB HA HAPKOTHYECKHUE CPEJICTBA MIIH IMICUXOTPOITHBIE BEIIECTBA, YTBEPKICHHBIM
HACTOAIIMM IIPUKA30M, ACIACTCA OTMETKA O €ro BbIAa4dc IJId O(l)OpMJ'IeHI/ISI Ha J0MYy, a TaKXeE
OTMETKa, YJIOCTOBEPEHHAs TOJIMMCKHIO Bpaya Tu00 ¢enpamepa (akymepku), 0ohOpMUBILIETO perenT,
0 ¢akte ero ohOpMIICHUS, KOTOPBIM MOXET OBITh JOMOJHHUTEIBHO MOATBEPXKIEH (HOoTo- M (Wim)
BUACOMATCpHaIaMHU.

B crpoke "OtmeTka anTeyHOW OpraHuzaluu o0 OTIycKe" CTaBUTCS OTMETKA anTeyHOU
opraHu3anu 00 OTIYCKe HApPKOTHYECKOTO (TICHXOTPOMHOr0) JIEKapCTBEHHOTO mpernapaTta (c
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YKa3aHWEM HauWMEHOBAaHMs, KOJUYECTBA OTIYIIEHHOIO HApKOTHYECKOTO (IICHUXOTPOITHOIO)
JIEKapCTBEHHOT'0 IIpenapaTa M JaThl €ro OTIIyCKa), KOTOpas 3aBepseTcsl MOAMMCHIO pabOTHHKA
anNTeYHON oOpraHu3aluM, OTIYCTUBIIErO0 HAPKOTUYECKUM (IICHXOTPOIIHBIN) JIEKapCTBEHHBIN
npenapar (¢ ykazaHuem ero (paMuiauM, UMEHM, OTYeCcTBa (IIOCIEJHEE - MPU HAJIUYMHU), a TaKxKe
KPYTJION MEeYaThlo alTeYHO OpraHu3alvy, B OTTUCKE KOTOPOH JODKHO OBITh MACHTU(DUIIUPOBAHO
II0JIHOC HANMEHOBAHME allTEYHON OPraHU3ALNH.

10. Ha ogaom penentypuom Omanke popmber N 107/y-HII paspermaercs ocymecTBIsITh Ha3HAYCHUE
TOJIbKO OJTHOTO HAMMEHOBAHMUSI JIEKAPCTBEHHOTO Mperapara.

11. UcnpaBienus B pelienTe He T0MYyCKatTCsl.

1. Odpopmiienue peuenrta B gopme 3JIeKTPOHHOTO TOKYMEHTA

12. Peuent B (hopMe DIIEKTPOHHOTO JOKYMEHTA, MOJIUCAHHOTO YCHJICHHOW KBaTU(UIIUPOBAHHOM
AIEKTPOHHOW MOAMKUCHI0, POPMUPYETCS MEAUIIMHCKUM PaOOTHUKOM, CBEJCHHS O KOTOPOM BHECEHBI
B (enepanbHbIl PErUCTp MEAMLMHCKUX PAOOTHUKOB <2>, a TakKe MpPU YCIOBUM PETUCTPALUU
MEAMIIMHCKOW OpraHu3alud, B KOTOpoH odopmisercs penent, B ¢eaepalbHOM peecTpe
MEAMIIMHCKUX OpTaHu3afil <3> eIMHOW TOCYJapCTBEHHOW MH(DOPMAIIMOHHOW CHUCTEMBI B cdepe
3[PABOOXPAHEHUS M TOJKIIOYCHHS] TaKOW MEIUIIMHCKOM OpraHu3aluu K TOCyIapCTBEHHOU
nH(pOpPMaLlMOHHOM cUcTeMe B cdepe 31paBooxpaHeHus cyobekra Poccuiickoit @enepaunum <4>.

<2> Yacte 4 crareu 91.1 denepamprHoro 3akona N 323-®3 (CoOpaHue 3aKOHOJATEIIHCTBA
Poccwuiickoit ®enepanuu, 2011, N 48, ct. 6724; 2020, N 29, cr. 4516).

<3> Yacte 4 cratem 91.1 ®enepanpHoro 3akoHa N 323-d3 (CoOpaHue 3aKOHOIATEIHCTBA
Poccuiickoii @eneparuu, 2011, N 48, ct. 6724; 2020, N 29, ct. 4516).

<4> Cratpu 91 u 91.1 ®enepanpHoro 3akona N 323-03 (Cobpanue 3akoHoaTenbeTBa Poccuiickoit
Oenepannn, 2011, N 48, cT. 6724).

13. Ilo TpeOoBaHMIO NAIlMEHTa WM €r0 3aKOHHOIO MpPEACTaBUTENSI O(OPMISETCS 3K3EMIUISP
peuenta B (GopMe 3JIEKTPOHHOIO JOKYMEHTa Ha OyMaXHOM HoOcHTede ¢ OoTMeTkoi "JlyOmmkar
AJEKTPOHHOIO TOKyMeHTa".
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