3apeructpupoBano B Muntocte Poccun 30 HosiO6pst 2021 1. N 66124

MHUHHCTEPCTBO 3JJPABOOXPAHEHHSI
POCCUCKON ®EJEPALIUU

IHPUKA3
ot 24 Hosiops 2021 r. N 1094

Ob YTBEPKXAEHHUHA INTOPAAKA HASHAYEHUA
JIEKAPCTBEHHbBIX IIPEITAPATOB, ®OPM
PELEIITYPHBIX BJIAHKOB HA JIEKAPCTBEHHBIE
IHHPEHHAPATBDIL, TIOPAAKA O®OPMJIEHUA YKAZAHHBIX
BJIAHKOB, UX YUETA U XPAHEHUSA, ®DOPM
BJAHKOB PEHHEIITOB, COAEPKALHINX HASHAYEHHUE
HAPKOTHUYECKHUX CPEACTB UJIX ICUXOTPOITHbBIX
BEHIECTB, HOPAJIKA UX U3I'OTOBJIEHUA,
PACIHIPEAEJEHUSA, PETUCTPALIUU, YUHETA U
XPAHEHWUA, A TAKKE ITPABUJI O©®POPMJIEHUA
BJAHKOB PEIHEINITOB, B TOM YUCJIE B POPME
QJEKTPOHHBIX JOKYMEHTOB

B cootBercTBUM ¢ myHkToM 16 yactu 2 crateu 14 ®enepanbHoro 3akoHa ot 21 HosOps 2011 r. N
323-®3 "OO6 ocHOBax OXpaHbl 370pOBbsi Tpaxaan B Poccuiickoii ®enepamuun" (Cobpanue
3akoHoaarenbcTBa Poccuiickoit deneparuu, 2011, N 48, ct. 6724; 2017, N 31, ct. 4791), nyHKTOM
2 crarbu 26 @enepanbHoro 3akoHa oT 8 ssHBaps 1998 r. N 3-®3 "O HapKOTUUECKUX CPEACTBAX U
ncuxoTponHbix BemlectBax" (Cobpanue 3akoHomarenbcTBa Poccuiickoit @eneparuu, 1998, N 2, cT.
219; 2017, N 31, ct. 4791), moanyukramu 5.2.177, 5.2.178 u 5.2.179 nynkta 5 Ilonoxenus o
Munucreperse 3apaBooxpaHeHus Poccuiickon denepanuu, yTBEP:KIECHHOIO I10CTaHOBIECHUEM
[IpaButenscTBa Poccuiickoit @eneparuu ot 19 mrons 2012 r. N 608 (Cobpanue 3akOHOIATEIHCTBA
Poccuiickoit ®enepanuu, 2012, N 26, ct. 3526; 2015, N 23, ct. 3333; 2017, N 52, ct. 8131; 2021, N
43, ct. 7258), mpuKa3bIBalo:

1. YTBepauTs:
[opsimok Ha3HAUEHUS JIEKAPCTBEHHBIX MTPENapaToB COrIacHo mpuiioxeHuo N 1;
(GOopMBI perenTypHbIX OJaHKOB Ha JICKApPCTBEHHBIE MTPENapaThl COTJIACHO MPHUI0KEeHUI0 N 2;

[Topsimox odopmiieHusT peUenTypHbIX OJIAaHKOB Ha JIEKapCTBEHHbIE Mpenaparbl, UX y4yeTa H
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XpaHEHHUs coracHo npuioxeHuto N 3;

q)OpMBI 6HaHKOB PCUCIITOB, COACPKAINMNX HASHAYCHUC HAPKOTUUCCKUX CPCACTB UJIN MCUXOTPOIHBIX
BEILIECTB, COTJIACHO MPUIJIOKEHHIO N 4;

ITopsnok U3roTOBICHUS, PACIPENEICHUS, PETUCTPALIMY, y4eTa U XPAHEHHUs PELENTOB, COAEPKAINX
Ha3HAYCHHE HAPKOTHUYECKUX CPEICTB WM IICUXOTPOIHBIX BEIECTB COIIACHO MPUIOkKEHUIO N 5;

[TpaBuna odopmileHHsT PELENTOB, COAEPKAIIUX Ha3HAYeHHE HApPKOTHMYECKUX CPEACTB WIH
MICUXOTPOIHBIX BEIIECTB, B TOM YHCIE B OPME ANMEKTPOHHBIX JOKYMEHTOB COTJIACHO MPHIIOKECHUIO
N 6.

2. Ilpu3HaTh yTpaTUBIINMU CHILY:

npuka3 MunucrepcTsa 3apaBooxpanenus Poccuiickoit deneparnmu ot 1 aBrycra 2012 r. N 541 "O06
YTBEPXKICHUH (POPMBI OJaHKOB PELENTOB, COASPKAIIMX HA3HAYEHUE HAPKOTHUUYECKUX CPEICTB MM
IICUXOTPOIIHBIX BEIIECTB, MOPAJKA HMX HW3TOTOBJIECHHUS, pACIpEACNCHUs, PErucTpaluy, ydera U
XpaHeHHus, a Takxke TmpaBua odopmieHus" (3aperucTpupoBaH MUHHUCTEPCTBOM IOCTHUIIAN
Poccuiickoit ®enepanun 15 aBrycra 2012 r., peructpauuonssiii N 25190);

npuka3 MunucrtepcTBa 3apaBooxpanenust Poccuiickoit @enepanuu ot 30 utons 2015 r. N 3851 "O
BHECEHUU M3MEHEHWI B mpuka3 MuHHcTepcTBa 3apaBooxpaHeHus Poccuiickoit @enepanuu ot 1
aBrycta 2012 r. N 541 "O06 yrBepkneHun (popmbl OJIAHKOB PELICTITOB, COJEPKAIMUX Ha3HAUYCHUE
HapKOTUYECKUX CPEJCTB WM IICUXOTPOIMHBIX BEIIECTB, MOPSAJIKA UX U3TOTOBIEHUS, PACIIPENEICHMUS,
perucTpanuy, ydeTa M XpaHEHHsd, a Takke MpaBwl odopmieHus" (3aperucTpupoBaH
MunucrepctBoM toctuin Poccuiickoit ®enepanuu 27 nHostOpst 2015 1., perucrpanuoHHbiii N
39868);

npuka3 MunucrepcTBa 3npaBooxpanenns Poccuiickoit @enepanun ot 21 anpens 2016 r. N 2541 "O
BHECEHUHU M3MEHEHUH B Ipuka3z MuHucrtepcTBa 31paBooxpaneHus Poccuiickoit @enepanuu ot 20
nexabpst 2012 r. N 11751 "O6 yTBepKAeHUH TOpsIKa HA3HAYEHUS U BBIMMUCHIBAHUS JICKAPCTBEHHBIX
mpernapaToB, a Takke (GopM penenTypHbIX OJaHKOB Ha JIEKAPCTBEHHBIE TMpENaparhbl, MOpPSIKa
obopmIIeHHsT yKa3aHHBIX OJAHKOB, MX YydeTa W XpaHeHus"' u npmwiokeHue N 2 K TpHUKa3y
MunucrepcrBa 3apaBooxpaHeHus Poccuiickoit @enepanuu ot 1 asrycra 2012 1. N 54 "OO6
yTBepkACHUH (OpMBbI OJAaHKOB PELENTOB, COAEPKAIIUX Ha3HAYCHHE HAPKOTUYECKUX CPEICTB WMIIU
MICUXOTPOIHBIX BEIIECTB, MOPSAAKA MX M3TOTOBJICHUS, pacCHpelesieHus, PErucTpaluu, ydera u
XpaHeHHus, a Takxke TmpaBuia odopmieHus" (3aperucTpupoBaH MUHHUCTEPCTBOM IOCTHUIIAN
Poccuiickoit ®enepanuu 18 utons 2016 r., peructpanuonusiii N 42887);

IYHKT 4 U3MEHEHHUH, KOTOPBIE BHOCATCA B HEKOTOPBIE IPUKa3bl MUHKMCTEPCTBA 34paBOOXPAHEHUS U
conuanbHOro passurus Pocculickon denepanun 1 Munucrepcrsa 31paBooxpaHeHus Poccuiickon
®denepanun Mo BolpocaM OOpalleHUs JIEKaPCTBEHHBIX IPENapaToB, COAEpKAIUX HApKOTHUYECKHUE
CPEICTBA, IICUXOTPOIIHBIE BEIIECTBA U UX MPEKYPCOPBI, U JEKAPCTBEHHBIX CPEICTB, MOAJIEKALIUX
IIPEIMETHO-KOJIMYECTBEHHOMY Y4YETY, YTBEPXKICHHBIX NPUKa30M MHUHHCTEPCTBA 34paBOOXPAHECHHUS
Poccuiickoit ®enepanu ot 31 oxtsa6ps 2017 r. N 882H (3apeructpupoBaH MUHHCTEPCTBOM
tocturuu Poccuiickoit @eneparuu 9 ssuBapst 2018 r., peructparmonssii N 49561);

npuka3 MuHuctepcTBa 3apaBooxpaneHus: Poccuiickoit @enepanun ot 11 nexadps 2019 r. N 10211
"O BHeceHUU U3MEHEHUH B npuioxeHuss N 2 u 4 k npukasy MuHUCTEpCTBA 31paBOOXpPaHEHUS
Poccutickoit ®eneparuu ot 1 aBrycra 2012 r. N 54u "O06 yrBepkaeHuu (hopmbl OJaHKOB PEIICTITOB,
COJIepKAlMX Ha3HAYCHHWE HAPKOTUYECKHUX CPEICTB HJIM ICUXOTPOINHBIX BEUIECTB, MOPSAIKA HX
U3TOTOBJICHUS, PaclpeeeHNs, PETUCTPALM, YUeTa U XPaHEHHs, a TaKKe MpaBuil opopMiIeHUs"
(3apeructpupoBad MuHuctepcTBoM foctunuu Poccuiickoit ®epepaumu 28 sHBaps 2020 1.,
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peructpanonsbii N 57293);

npuka3 MuHHcTepcTBa 31paBooxpanenust Poccuiickoit denepanuu ot 8 okraops 2020 r. N 1076H
"O BHeceHun u3MeHeHui B [lopsanok perucrpanuu, yuera U XpaHeHUs CIEHIHATbHBIX PEUENTYPHBIX
OJIaHKOB HAa HAPKOTUYECKHE CPEJCTBA MM NCHUXOTPOITHBIC BEIIECTBA, YTBEPXKACHHBIA MPHKA30M
MunuctepctBa 3apaBooxpaHenusi Poccuiickonn ®enpepammu or 1 asrycra 2012 r. N 54"
(3apeructpupoBad MunuctepcrBoM toctuuuu Poccuiickoir ®@enepanun 13 nHosiOps 2020 r.,
peructpanuonabii N 60898);

npuka3 MuHucTepcTBa 3apaBooxpanenus Poccuiickoit @enepanuu ot 14 suBapst 2019 r. N 41 "O6
YTBEPXKJICHUM MOpsAKa Ha3HAYEHUs JIEKAPCTBEHHBIX MPENnaparoB, (popM peLenTypHbIX OJaHKOB Ha
JIeKapCTBEHHbIE Ipernaparsl, nopsaka oGopMieHns yKa3aHHBIX OJIaHKOB, MX y4eTa U XpaHeHus"
(3apeructpupoBan MunuctepctBom roctuniuu Poccuiickoit ®deneparun 26 mapra 2019 r.,
peructpanonHsiii N 54173);

npuka3 MunuctepcTBa 3apaBooxpanenus: Poccuiickoit deneparmu ot 11 nexkadbps 2019 r. N 10221
"O BHeCeHMH M3MEHEHUN B mpuKka3z MuHUCTEpCTBA 3/paBooxpaHeHus Poccuiickoit denepanuu ot
14 suBaps 2019 r. N 41 "OO0 yTBepXIeHUHM MOpPSJIKAa HA3HAUYEHUS JIEKAPCTBEHHBIX MPENapaToB,
(GopM pelenTypHbIX OJIAHKOB Ha JIEKApPCTBEHHBIC MpenapaTsl, MOpsika OQOpPMIIEHHUS YKa3aHHBIX
ONMaHKOB, MX YydeTa W XpaHeHHs" (3aperucTpupoBaH MHHHCTEPCTBOM rocTULMU Poccuiickoii
Oenepannn 28 ssaBaps 2020 r., peructpanuonabii N 57292);

npuka3 MuHHcTepcTBa 31paBooxpanenust Poccuiickoit denepanun ot 8 okradps 2020 r. N 10751
"O BHECEHMM H3MEHEHUH B MOPSJAOK Ha3HAYEHHUs JICKAPCTBEHHBIX MPENapaToB, YTBEPKICHHBIN
npukazoM MuHuncrepcrsa 3npaBooxpaHeHus Poccuiickoit ®enepannnu ot 14 susapsa 2019 r. N 4n"
(3apeructpupoBan MwuHHCTEpcTBOM tocTHIMU Poccuiickoit ®deneparuun 22 nexadbps 2020 r.,
peructpanuonHsiii N 61695);

nyHKT 3.8 VMHCTpyKIMM O TOps/AKE BBIMHMCHIBAHUS JIEKAPCTBEHHBIX IPENapaToB M OPOPMIICHHS
peLenToB U TpeOOBaHUI-HAKIIAIHBIX, YTBEP)KICHHON MPUKa30M MUHHCTEPCTBA 3pPaBOOXPAHEHUS U
couuanbHoro passutus Poccuiickoir ®enepauun ot 12 ¢despans 2007 r. N 110 "O nopsiake
Ha3HAYEHUS U BBINMCHIBAHUS JICKAPCTBEHHBIX MIPENapaToB, U3JEIUNA MEAUIMHCKOIO HA3HAUYEHUS U
CHELUATU3UPOBAHHBIX TPOAYKTOB JICUEOHOro MNUTaHHUA" (3aperucTpupoBaH MUHHCTEPCTBOM
tocturuu Poccuiickoit @eneparuu 27 anpens 2007 r., peructpanronabii N 9364);

npuka3 MuHHCTEpCTBA 3paBOOXPAHEHUS U COLMAIBHOIO pa3Butus Poccuiickoir ®enepaunu ot 17
Masg 2012 r. N 562 "O6 yrBepknenun [lopsmka oTmycka (U3HMYECKUM JUIAM JIEKAPCTBEHHBIX
IpenapaToB s MEAUIMHCKOTO IPUMEHEHUs, COJEp)KalluX KpOME MalbIX KOJIMYECTB
HapKOTHYECKUX CPEACTB, ICUXOTPOMHBIX BELIECTB U UX MPEKYPCOPOB Apyrue (hapmMaKkoiIoruyeckue
aKTUBHBIC BemecTBa" (3apeructpupoBan MunucrepcTBoM foctunmu Poccuiickoit denepanun 1
utoHs 2012 r., peructpannonsbiii N 24438);

IYHKT 2 U3MEHEHHUH, KOTOPBIE BHOCATCA B HEKOTOPbIE IPUKa3bl MUHKMCTEPCTBA 34paBOOXPAaHEHUS U
conuanbHOro passutrus Poccuiickonn denepanuu, yTBEpKICHHBIX IpUKa3oM MuHucrepcrsa
3npaBooxpaneHnus Poccmiickoit ®enepanu or 10 wmrons 2013 r. N 369H (3apeructpupoBaH
MunucteperBom roctuiuu Poccuiickoit @enepanuu 15 uronst 2013 r., peructpaunonsslii N 29064);

npuka3 MunucrepcrBa 3apaBooxpanenusi Poccuiickoit @eneparnuu ot 21 aBrycra 2014 r. N 4650
"O BHECEHHWHU W3MEHEHHH B TOPSIIOK OTITYCKa (PU3UYECKUM JIMILIAM JIEKApCTBEHHBIX MPENapaToB A
MEAMIMHCKOTO MPHUMEHEHUs, COAEpKAIUX KPOME MalbIX KOJIMYECTB HAPKOTUYECKHX CPEICTB,
NICUXOTPOITHBIX BELIECTB M HX IMPEKYpPCOPOB JApyrue (hapMakoIOrHMyecKre aKTUBHBIC BEILECTBA,
YTBEPKJICHHBIN MPUKa30M MUHHUCTEPCTBA 3IPABOOXPAHEHHUS U COLIMAIBLHOIO pa3BuTUsa Poccuiickoi
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®enepanuu ot 17 mag 2012 r. N 5621" (3apeructpupoBan MunucrepcTBoM roctuiiuu Poccuiickoit
Oenepannn 10 certsops 2014 r., peructpanmonusiid N 34024);

IYHKT | U3MEHEHHH, KOTOPBIE BHOCATCA B HEKOTOPBIE IPUKa3bl MUHKMCTEPCTBA 30paBOOXPAaHEHUS U
conuanbHOro passutus Pocculickon denepanun 1 Munucrepcrsa 31paBooxpaHeHus Poccuiickon
®denepanun, YTBEPKICHHBIX MpUKa3oM MuHuctepcTBa 3apaBooxpanenus: Poccuiickoin denepanmn
or 10 centsOps 2015 r. N 634n (3apeructpupoBan MuHHCTEpCTBOM IocTUIMKM Poccuiickoit
Oenepannn 30 certsops 2015 r., perucrparmonnsiii N 39063);

IOYHKT 3 U3MEHEHHH, KOTOPbIE BHOCATCSA B HEKOTOPbIE IPUKa3bl MUHKMCTEPCTBA 3paBOOXPAHEHUS 1
conuanbHOro passutus Poccuiickoit @enepanuu 1 MuHuCTEpCTBa 3paBooxpaHeHus: Poccuiickoit
@denepauy Mo BOIIPOCaM OOpAIICHUs JIEKaPCTBEHHBIX MpenapaToB, COAEpXKAIIUX HApPKOTHUYECKHUE
CpEICTBa, TICUXOTPOIHBIE BEUIECTBA M UX MPEKYPCOPOB, U JEKAPCTBEHHBIX CPEICTB, MOAJIEKAIIUX
IIPEIMETHO-KOJIMYECTBEHHOMY YUYETY, YTBEPXKIECHHBIX NIPUKa30M MUHHCTEpPCTBA 3paBOOXpPaHEHUS
Poccuiickoit ®@enepanmu ot 31 oxTsaops 2017 r. N 882H (3apeructpupoBaH MUHHUCTEPCTBOM
roctumu Poccniickoit @enepaunn 9 ssaBaps 2018 r., peructpaunonsslii N 49561).

3. Penentypusie Omanku (opmel N 107/y-HII, u3roToBIeHHBIE OO JAHSA BCTYIUIGHUS B CHITY
HACTOSIIETO MPHKa3a, MOTYT OBITh UCTIOJIb30BaHbI 10 1 MapTa 2023 rona.

4. Hacrosiuumii mpuka3 BeTynaer B cuity ¢ 1 mapra 2022 r. u geiictyer 1o 1 mapra 2028 .

Munucmp

M.A. MYPAIIKO

Ilpunooswcenue N 1
K npuxasy Munucmepcmea 30pasooxparenuis
Poccuiickoii @edepayuu

om 24 nosaops 2021 2. N 1094n

HOPAJOK HASHAYEHUSA JIEKAPCTBEHHbBIX
INPEITAPATOB

I. O0mue moroxxkeHus

1. Ha3HayeHue JeKapCTBEHHBIX [IpemapaToB Ui MEIUIIMHCKOTO MpUMEHeHHs (Janee -
JIeKapCTBEHHbIE TMperaparbl) OCYIIECTBISIETCS JIeYalldM BpadoM, (eNbIImepoM, aKyIlIepKol B
ClIy4ae BO3JIO)KEHUS Ha HUX MOJTHOMOYMI JIeHalero Bpaya, Ipyu OKa3aHUM MEIUIIMHCKOI TOMOIIIHU B
MEAMIMHCKUX OpraHu3anuusx <I1>, B TMOpsJKe, YCTaHOBIEHHOM IIpHKa3oM MMHHCTEpCTBa
3paBOOXPAHEHMS M COLlMaIbHOTrO pa3Buthus Poccuiickont @enepanuu ot 23 mapra 2012 r. N 2520
"O06 yrBepxneHuu llopsiika Bo3a0kKeHUs Ha (enbaiepa, akymepKy pyKoBOIUTENEM MEIUILITHCKON
OpraHu3alMy MPHU OpPraHU3alMi OKAa3aHHUsS TMEPBUYHON MEIMKO-CAHUTAPHOW TOMOIIM U CKOPOM
MEIUIIUHCKON MOMOIIM OTICNBHBIX (YHKUIMHN Jeyamero Bpaya 1Mo HemoCpeACTBEHHOMY OKa3aHHUIO
MEAMIMHCKOW MOMOIIM MAallMeHTy B Mepuo/ HaONIOJECHUS 32 HUM U €ro JICUeHUus, B TOM YHCIIe IO
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Ha3zHaA4YCHUIO n MMPUMCHCHHUTIO JICKApPCTBCHHBIX nmpemnaparos, BKJIFO4Yas HAapKOTUYCCKUC
JICKapCTBEHHBIC MTPETIapaThl U TICUXOTPOIHBIE JIEKAPCTBEHHBIE Mpemaparthbl” <2>, WHANBHyaTbHBIMH
npeanpuHuMaTeiIsiMu, OCYHICCTBIAIONIMMU MCAULUHCKYIO ACATCIBHOCTDH (;[anee - MCOUIMUHCKHUC
pabOTHHKN).

<1> Ilyskt 11 crateu 2 denepanpHoro 3akoHa ot 21 HosOps 2011 r. N 323-®3 "O6 ocHoBax
OXpaHBbI 370pOBbs rpaxaad B Poccuiickoit @enepanun" (Cobpanue 3akoHoaaTenbecTBa Poccniickoit
Oenepannn, 2011, N 48, ct. 6724, 2019, N 52, c1. 7796) (nanee - ®enepanbubiii 3aKkoH N 323-D3).

Oguyuanvhstit ucmouHuK 31eKMPOHHOZ0 OOKYMEHMA COOEPHCUM HEMOYHOCHb: UMECH A 6
euoy nynkm 11 uacmu 1 cmamou 2 @edepanvnozo 3axkona om 21.11.2011 N 323-D3.

<2> 3apeructpupoBad MunucrepctBoM toctuimu Poccuiickoit ®enepanmu 28 amnpens 2012 r.,
peructpauvonsblii N 23971 ¢ u3MEHEHMsAMH, BHECEHHbIMM NpHKa3oM MuHucTepcTBa
snpaBooxpanenus Poccuiickoit ®enepanuu ot 31 oxTsadps 2017 r. N 882H (3apeructpupoBaH
MunuctepcrBom toctunuu Poccuiickoit ®enepaunn 9 sauBaps 2018 r., peructpaunoHHslii N
49561).

MenuuuHckuii pabOTHUK, O(QOPMUBIIMKA pELENT ¢ HAapyUICHHEM HACTOSIIEro IOPsAIKa, WIH
PYKOBOJIUTENIb MEIUIMHCKON OpraHu3allid O00ECIeuMBalOT CBOEBPEMEHHOE IepeodopMieHne
TpeOyeMoro Jis NalueHTa pelernTa.

2. CaeneHuss O Ha3HAYEHHOM JIEKapCTBEHHOM Ipemnapare (HauMEHOBAHME JIEKAPCTBEHHOTO
mpemapaTta,  JO3UPOBKa,  CIIOCOO  BBEASHUS W NPUMEHEHHUs, PEKUM  JO3UPOBAHUS,
MPOJOKUTEIBLHOCTD JIEUeHHUs U 00OCHOBAaHWE Ha3HAYEHUS JIEKAPCTBEHHOI'O Ipernapara) BHOCATCS
MEAUIIMHCKUM Pa0OTHUKOM B MEIUIIMHCKYIO JOKYMEHTAIUIO MAI[UeHTA.

B cnywasx, ykasanHbix B myHkTax 8 - 11 wHacrosimero Ilopsiaka, MeauIMHCKHN pPaOOTHHK,
HA3HAYMBIIMN JIEKApCTBEHHBIN Mpernapar, oGopmiiseT Ha3HAuUECHUE JICKAPCTBEHHBIX IPENapaToB, B
TOM YHCIIE TMOJIEKAIIUX M3TOTOBJICHUIO M OTIYCKY anTEeYHBIMH OpraHu3alisIMH (Janee -
JIEKapCTBEHHbIE TIperapaThl WHIUBUIYalbHOIO M3TOTOBIIEHHS), Ha peUENnTypHOM OJaHKe,
opOopMIICHHOM Ha OyMa)XHOM HOCHUTENIe 3a CBOEH MOAMUCHIO (Janee - pernent Ha OyMaKHOM
HOcUTeNE), U (UJIM) C COTIacus MalMeHTa UM €ro 3aKOHHOTO MPEACTaBUTENS <3> Ha pelenTypHOM
OnmaHke B (hopMe 3IEKTPOHHOTO JOKYMEHTa C MCIOJIb30BAHHWEM YCHJICHHON KBaJM(UIIMPOBAHHOM
AJICKTPOHHOM TOAMKMCH MEIUIIMHCKOTO pal0oTHWKA (manmee - perent B (GopmMe 3IeKTPOHHOTO
JIOKYMEHTA).

<3> [yskr 2 cratbu 20 DegepanpHoro 3akoHa N 323-O3 (CoOpaHue 3aKOHOAATEIHCTBA
Poccutickoit ®enepamuu, 2011, N 48, ct. 6724; 2021, N 27, c1. 5159).

PenienT B hopMe 2JIEKTPOHHOTO JOKYMEHTA, COEepIKAIIUi Ha3HaAYeHUE HAPKOTUYECKUX CPEJICTB MU
MICUXOTPOIHBIX BEIIECTB, MOJMUCHIBACTCS C MCIOIH30BAHUEM YCHUICHHOW KBaTU(UIIUPOBAHHON
JJIEKTPOHHOW MOAINKCH JIeHallero Bpadya uiu ¢enbamepa, aKylmepkd, Ha KOTOPBIX BO3JIOKEHBI
(GyHKLNY JIeHalero Bpaya, 1 COOTBETCTBYIONIEH METUIIMHCKOIN opranu3anuu <4>.
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<4> Ilynkt 1 cratbu 26 ®denepanbHoro 3akoHa ot 8 sHBapsa 1998 r. N 3-®3 "O HapkoTHUECKHX
cpencTBax W NcuxoTpornHbix BemecTBax" (CoOpanue 3akoHomarenbcTBa Poccuiickoit denepanuu,
1998, N 2, c1. 219, 2017, N 31, ct. 4791) (nanee - ®enepanpHbiii 3akoH N 3-D3).

Odopmiienne pernentoB B GOpMe NMEKTPOHHBIX JTOKYMEHTOB OCYIIECTBIISIETCS B CIIydae MPUHSATHS
YIOJIHOMOYECHHBIM OPTraHOM HCIIOJHUTENBHOM BllacTu cyObekTa Poccuiickoit denepanuu B
COOTBETCTBUM C IMYHKTOM 4 ctathu 6 DenepanpHoro 3akoHa ot 12 ampenst 2010 r. N 61-®3 "O6
oOpallleHuHU JIeKapCTBEHHBIX cpencTB" <5> perieHus: 00 HCIOIb30BaHUHM HAa TEPPUTOPUU CYOBEKTa
Poccuiickoit @enepannu HapsAy ¢ pelenTaMu Ha JEKapCTBEHHbIE Mpenaparthl, 0hOpPMICHHBIMU Ha
OyMa)XHOM HOCHTEIIe, PELENTOB Ha JIEKApCTBEHHBIC Npemaparbl, cHOpMUPOBAHHBIX B Qopme
AJIEKTPOHHBIX TOKYMEHTOB.

<5> Cobpanue 3akoHonaTenbcTBa Poccniickoii @eneparun, 2010, N 16, ct. 1815, 2019, N 52, cr.
7793.

3. Ilpum BbIIMCKE NAUUEHTAa M3 MEIUIMHCKOW OpraHu3aluy, B KOTOPOM €My OKa3blBajlach
MEAMIIMHCKAs. MOMOIIb B CTAllMOHAPHBIX YCIOBUSAX, MPU HEOOXOIMMOCTH MPOAOJDKEHUS MpHeMa
JEKapCTBEHHOTO IIpernapara B aMOYJIAaTOPHBIX YCIOBUAX JTAaHHOMY IAlMEHTY [0 PELICHHIO
PYKOBOJUTENS MEIUIMHCKON OpraHu3alMy HazHayaroTcs ¢ odopMJICHHEM pelenTta B ¢opme
DJIGKTPOHHOTO JIOKYyMEHTa W (WiIM) Ha OyMaKHOM HOCHTeNle (32 HCKIIOUeHUEM OQOpMIICHHS
PELEenToB Ha JIEKApCTBEHHBIE MpenapaThl, MOIeKaIINe OTIYCKY OECIIaTHO UM CO CKUAKOW) Tu60
BbIIAIOTCA (NALMEHTY WX €r0 3aKOHHOMY IIPECTaBUTEII0) OJTHOBPEMEHHO C BBIITMCKON U3 UCTOPUU
00Jie3HM JIEKapCTBEHHBbIE TIperaparbl, B TOM YHCJIE€ HApPKOTUYECKWE U ICHUXOTPOIIHBIE
JIEKapCTBEHHBbIE IIpenaparbl, BHeceHHble B cnucku Il m III mepedHs HapKOTHYECKUX CPEICTB,
MICUXOTPOMHBIX BEIIECTB M UX MPEKYpPCOPOB, MOMJICKAIIMX KOHTpOIt0 B Poccuiickoit dexnepanuu,
yrBepxkacHHoro IlpaBurensctBom Poccuiickoit @enepanun  <6> (manee - Ilepedens),
CUJIBHOJICMCTBYIOILIHE JIEKAPCTBEHHBIE ITPEnapaThl, Ha CPOK MpUeMa NAlMeHTOM J10 5 THEH.

<6> IlyHkT 2 cratbu 2 ®enepanpHoro 3akoHa N 3-O3 (Cobpanue 3akoHOAATENbCTBA Poccuiickoi
Oepnepaunn, 1998, N 2, ct. 219; 2016, N 27, cT. 4238).

4. HazHaueHWe JEKapCTBEHHBIX IIPENapaToB NpH OKAa3aHUUM MEIMLMHCKOM IOMOIIM B
CTAIlMOHAPHBIX YCIIOBUSIX MOJXKET OCYIIECTBISITBCS IMOCPEACTBOM TpPEOOBAaHUM MEAMITUHCKON
OpI‘aHI/ISaL[I/II/I, HaHpaBJIHeMBIX B AIITCYHBIC OpFaHI/I3aI_II/II/I, ABJIAOIIIUECCS CprKTypHBIMI/I
MOApa3IeICHUSIMUA MEAUIIMHCKON OpraHu3anuu. <7>

<7> IlyHkT 54 cratbu 4 denepanpHoro 3akoHa oT 12 ampens 2010 r. N 61-®3 "O6 obparmieHun
nexapcTBeHHbIX cpeactB" (CobOpanue 3akoHomarenbcTBa Poccuiickoit deneparun, 2010, N 16, cT.
1815; 2019, N 31, cT. 4456) (nanee - ®enepanbubiii 3aKk0H N 61-D3).
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5. Ha3naueHue IeKapCTBEHHBIX IPENapaTOB OCYIIECTBIAETCS MEIWLUHCKUM pPAOOTHUKOM IIO
MEXIYHAPOJAHOMY HEMATEHTOBAHHOMY HAaUMEHOBAHUIO, a IIPU €r0 OTCYTCTBUU - TPYINIIUPOBOYHOMY
WIM XMMHYECKOMY HAaUMEHOBaHHUIO. B ciyyae OTCYTCTBUS MEXAYHApOJHOTO HEMAaTEeHTOBAHHOTO
HAaMMEHOBAHMS U TPYNIIUPOBOYHOIO MJIM XMMHUYECKOr0 HAUMEHOBAHUS JIEKAPCTBEHHOTO Mperapara
JIEeKapCTBEHHBIN IMpernapaT Ha3HayaeTcsd MEIULIUHCKUM paOOTHUKOM [0 TOPrOBOMY HaUMEHOBAHHUIO.
[Ipn HaMuuMM MEAMIIMHCKUX MOKa3aHWW (MHAMBUAYyadbHAs HENEPEHOCHUMOCTb, MO KU3HEHHBIM
MOKAa3aHUsM) TI0 PEIICHUI0 BpaueOHOM KOMUCCHUN MEAUIIMHCKON OpraHu3aIii <8> OCYIIECTBIISIETCS
Ha3Ha4YeHHe W oopmIleHHEe HA3HAYCHUS JICKAPCTBEHHBIX IMPEMapaToB, HE BXOISIIUX B CTAHIAPTHI
MEUITMHCKOW TIOMOIIH, pa3paboTaHHbIE B COOTBETCTBUM C MYHKTOM 14 cratbu 37 deaepaabHOTO
3akoHa N 323-®3 <9>, unum He MNpeayCMOTPEHHBIX COOTBETCTBYIOLIEH KIMHMYECKOMN
peKOMeHIanue, b0 TO TOProBhIM HAaWMEHOBaHMAM. PemieHne BpadyeOHOW KOMHUCCHH
MEJUIIMHCKOW OpraHu3aluu PUKCUPYETCS B MEIUIIMHCKOW JOKYMEHTAIIMH MAallMeHTa W B XypHaie
BpaucOHON KOMHCCHH.

<8> [lpuka3z MuHUCTEpPCTBA 3/IPAaBOOXPAHEHUS U COUUAIBHOTO pa3Buths Poccuiickoit @enepanuu
or 5 masg 2012 r. N 502 "OO yTBepKOCHMM NOpPsAKA CO3/aHUS M JCSITEIBHOCTH BpaueOHOM
KOMHCCHH MEJTUITMHCKOW opraHu3amnuu’” (3aperucTpupoBad MUHHCTEpCTBOM tocTulinu Poccutickoi
®enepanuu 9 urons 2012 r., peructpanuonssiii N 24516) ¢ n3aMeHEeHHUAMH, BHECEHHBIMH IIPUKAa30M
MunucrepcTBa 3apaBooxpaHeHust Poccuiickoit @Depepanmm ot 2 gekabps 2013 r. N 886H
(3apeructpupoBan MunucrepctBoM toctuuuu Poccuiickoit ®eneparun 23 gexabpst 2013 1.,
peructpanvonsbiii N 30714).

<9> Cobpanue 3axkoHomarenbcTBa Poccuiickoit deneparuu, 2011, N 48, ct. 6724.

Ecnu npu oka3zaHuM ManuMeHTy MEIUWLIHUHCKOW TOMOIIM B MEIUIMHCKON OpraHu3aluu B
CTAIIOHAPHBIX YCJIOBHUSX IO PEIICHUIO BPa4eOHOW KOMHCCHH OCYIIECTBIISIFOTCS HA3HAYCHHE H
NPUMEHEHHE JIEKapCTBEHHOI'O IMpernapaTa C KOHKPETHBIM TOPTrOBBIM HAUMEHOBAaHUEM, TO IpH
OKa3aHUM JaHHOMY IMAalMEHTY MEIWLIMHCKOM MOMOLIM B HMHOW MEIMUIMHCKON OpraHu3aluvd B
CTAIlMOHAPHBIX YCJOBUSX, a Takke B aMOyJaTOPHBIX YCIOBHUSX OCYIIECTBISIETCS Ha3HAUYEHUE €My
JIEKApCTBEHHOIO Mpernapara ¢ TEM K€ TOProBbIM HauMeHOBaHueM <10>.

<10> Ilynkr 2 nocranoBineHus IIpaBurenscrBa Poccuiickoit @enepaunu ot 30.06.2020 N 965 "O
BHeCeHUU u3MeHeHuil B IlpaBuna ¢(opMupoBaHMs NEpedHs JIEKAapCTBEHHBIX CPEACTB, 3aKyIKa
KOTOPBIX OCYIIECTBISIETCS B COOTBETCTBUU C UX TOPTOBBIMH HAaUMEHOBAHHUSMH, U O NMPHUMEHEHUH
JEKapCTBEHHbIX IPENaparoB ¢ KOHKPETHbIMH TOProBbIMH HauMmeHoBaHusMHU" (CoOpanue
3akoHoaarenbcTBa Poccuiickoit @enepanuu, 2020, N 28, ct. 4422).

6. Ha3HaueHue nexkapCTBEHHOIO IMpemnapara B pelente Ha OyMa)kHOM HOCHTENE WJIM PELEeNnTe B
¢dopMe FMEKTPOHHOrO JOKyMEHTa Oo(opMIIsIeTCss Ha MM HalMeHTa, /Uil KOTOPOTo MpeaHa3HauYeH
JIEKapCTBEHHBIN Mpenapar.

Penient Ha OymakHOM HOcHTese, ohopMIIeHHBIH Ha perientypHoM Onanke ¢opm N 107/y-HIL, N
107-1/y, N 148-1/y-88, N 148-1/y-04(;1), yTBEp>KIECHHBIX HACTOSIIMM IPHUKAa30M, MOXET OBITh
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nonyqu nanuceHTOM, €ro 3aKOHHBIM Hpe,Z[CTaBI/ITeJICM nin JMInoM, MMCHOIIUM O(l)OpMJIGHHYIO B
COOTBETCTBUU C TPAXKIAHCKUM 3aKOHOAATENbCTBOM Poccuiickoit denepanuu AOBEPEHHOCTH OT
MalKMeHTa Ha MPaBO MOJYUYEHHUsI TAKOTO pelenTa (Jajnee - yoJIHOMOUYEHHOE JIUIIO).

[IpencraBnenne TOBEepEeHHOCTH He TpeOyercs B ciyyae MOJYYECHHs pelenTa Ha JIEKapCTBEHHBIH
npenapar JUisl WHKypaOelnhbHOro OOJILHOTO Ha 3aBEpIIAONIEM JTalle €ro KU3HH JIHIIOM,
OCYHICCTBJIAIOIIUM YXOJ 3a TaKUM I/IHKypaGG.HBHBIM 60HBHBIM. B Ttakom cjrydac MG,Z[I/ILII/IHCKI/Iﬁ
pabOTHHK BBIAET JIMILYy, OCYIIECTBIIIONIEMY YyXOJ 3a WHKypaOelIbHBIM OOJIbHBIM, JOKYMEHT,
MOITBEPKIAIOIINI HHKYpaOeIhbHOe COCTOSIHIE OOJTBHOTO, COMEPKAIIM CBEJCHHS O JIUIE, KOTOPOE
OyIeT MmojydaTh JICKapCTBEHHBIC TIpenaparsl 1Mo penenty (haMuavs, uMs, 0TYECTBO (TIOCTIeaHEe -
NPy HAJIMYWH), BUA, CepHsl U (WIM) HOMEp JTOKYMEHTa, YAOCTOBEPSIOIIErO JINYHOCTD), 3aBEPEHHBIH
NOJNKMCHI0O M TEYaThlO0 JaHHOTO MEJAMIMHCKOrO paOOTHWKA, a TakKe Ie4YaTbl0 MEIMIIMHCKOM
OpraHU3aLuu.

JIOKyMEeHT, MOATBEPKAAIONINN WHKYpaOeIbHOE COCTOSHHE OOJBHOTO, OCTAeTCsl B AamNTCUYHOU
OpraHu3aluu.

Peuienit B opMe 3IEKTPOHHOTO JOKYMEHTa (POPMHUPYETCS C HCIOJIB30BAHHEM TOCYJIapCTBEHHOMN
nH(pOpManMOHHOW cucTeMbl B cdepe 3apaBooxpaHeHuss cyobekta Poccwmiickoit deneparum,
MEAUIIMHCKOW WH()OPMAIIMOHHON CUCTEMBI MEIUIIMHCKON opranm3anuu <11>.

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

@akT BBIAYM peLenTa Ha JIGKAPCTBEHHBIM IIpenaparT 3aKOHHOMY IPEACTABUTEII0 HWIH
YIIOJIHOMOYEHHOMY JIUITY (PUKCUPYETCS B METUIIMHCKON JTOKyMEHTAIUY NallueHTa.

7. MenuuuHCKUM pabOTHHKaAM 3amperiaeTcss oGopMiIsTh perentTsl Mpu OTCYTCTBUHM Yy TAllMEHTA
MEAMIMHCKUX II0OKAa3aHWW; Ha HE3aperHCTPUPOBAaHHBIC JICKAPCTBEHHBIC IIpenaparbl <I12>; Ha
JIEKapCTBEHHBIC IIpenaparsl, KOTOPbIE B COOTBETCTBUM C HMHCTPYKLHMEW [0 MEIULHUHCKOMY
IIPUMEHECHHIO TPEAHA3HAYEHBI JUII NPUMEHEHUS TOJBKO B MEIUIMHCKUX OpraHu3alusax; Ha
HAapKOTUYECKHUE CpEACTBA U IICUXOTPOIHBIE BellecTBa, BHeceHHble B cnucok II Tlepeuns,
3apETUCTPUPOBAHHBIE B KAYECTBE JIEKAPCTBEHHBIX MPENApaToB, B LEIAX NPUMEHEHUS IS JICYCHHUS
HapKOMaHUU.

<12> Pemenue CoBera EBpasmiickoil 3xoHOMHUYECKOH koMuccuu oT 3 Hoa6psa 2016 r. N 78 "O
[IpaBunax perucTpanyy M SKCIEPTU3BI JIEKAPCTBEHHBIX CPEJCTB ISl MEAUIIMHCKOTO MpUMEHEHHS"
(opunmanbHbIi caliT EBpazuiickoro sKOHOMHUYECKOTo coro3a http://www.eaeunion.org/, 21 HOsOps
2016 r.). Crathsa 13 denepansHoro 3akona N 61-03 (CobOpanue 3akoHOAATENbCTBA Poccuiickoi
®epnepauun, 2010, N 16, ct. 1815; 2020, N 14, ct. 2028).

WunuBuayanbHbIM — OPEANPUHUMATENSAM,  OCYIIECTBISIONIMM  MEIUIUHCKYIO  JACSTEIbHOCTD,
JOTIOTHUTEIBHO K TpeOOBAaHMSIM, YKa3aHHBIM B a03alle MEepBOM HACTOSILEro MyHKTA, 3aMperaeTcs
OoQOpMIISITh pElenThl Ha HApPKOTUYECKHUE CPEACTBA W TICHXOTPOIHBIC BEIECTBA, BHECCHHBIC B
cnucku I u II Ilepeuns (nanee - HAPKOTUYECKHE U MCUXOTPOIHBIE JEKAPCTBEHHBIE MpEnapaThl
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cnuckos Il u III Ilepeuns).

8. Ilpm HazHayeHUM HAPKOTUYECKUMX M IICUXOTPOIHBIX JEKApCTBEHHBIX NpenaparoB cnucka Il
[lepeuns, 3a WCKIIOYEHHWEM JIEKADCTBEHHBIX IIPENapartoB B  BHAE TPaHCAECPMAIbHBIX
TEPANeBTUYECKUX CUCTEM U JIEKAPCTBEHHBIX IIPENApaTOB, COAEPKAIIUX HAPKOTUYECKOE CPEICTBO B
COYETaHUU C AHTAarOHUCTOM OINHOMIHBIX PELENTOPOB, pELENThl Ha OyMa)KHOM HOCHUTENE
oopmisitoTest Ha perentypHoM O6manke Gopmbl N 107/y-HIL

9. Penentypusiii 6mank ¢popmbl N 148-1/y-88 odpopmiisercs npu Ha3HAYCHHUH:

1) HapKOTHYECKUX W TICHXOTPOITHBIX JICKAPCTBEHHBIX MpemnapartoB coucka Il Ilepeuns B Buae
TpaHCIEPMAJIbHBIX TEPAIIEBTUYECKUX CUCTEM, HAPKOTHUUECKUX JIEKAPCTBEHHBIX MPENapaToB CHOUCKA
II Ilepeuns, comepx amux HApKOTUYECKOE CPEICTBO B COYETAHHHM C AHTAarOHUCTOM OIMOMJIHBIX
peLenTopoB, NICUXOTPOIHBIX JIEKAPCTBEHHBIX Npenaparos cnucka I Tlepeuns;

2) KOMOMHHPOBAHHBIX JIEKAPCTBEHHBIX MPENApaTOB, COACPKAIIUX:

a) KOJIEWH WJIM €ro COJM (B IepecyeTe Ha YUCTOE BEIECTBO) B KonyecTBe 10 20 MI BKIIOUUTEIHHO
(Ha 1 o3y TBepmoil JekapcTBeHHOM (hopMbl) niaK B koiuuectBe 10 200 Mr BkiItounTenbHO (Ha 100
M1 wn 100 T 5KuIKOM JTeKapCTBEHHON (DOPMBI [J1s1 BHYTPEHHETO PUMEHEHUS );

0) niceBnoddenprHa TUAPOXIOPU B KOIMYECTBE, MpeBbimatonieM 30 mr, u 70 60 M BKITIOYUTEIHHO
(ra 1 703y TBepO¥i JIeKapCTBEHHOM (OPMBI);

B) TiceBnoddeprHa THAPOXIIOPUT B KOJIMUECTBE, MpeBbImmaromnieM 30 mr, u 10 60 M BKIIFOUUTEITEHO
B COYETAHUH C JIEKCTPOMETOp(haHOM THIPOOPOMHUIIOM B KOJIMYECTBE, MpeBbimiaomem 10 mr, u 1o
30 Mr BKITIIOUMTENTHHO (Ha 1 103y TBEp0i JIeKapCTBEHHOU (POPMBI);

r) nJekcTpomeropdana ruapodpomus B konmdectse 10 200 mr BitountensHo (Ha 100 mu wim 100 ¢
AKHJIKOH JIeKapCTBEHHOM (POPMBI JUIsl BHYTPEHHETO IIPUMEHEHNU);

1) adeapuHa THAPOXJIOPH B KonuecTBe, npesbimaroiieM 100 mr, u 10 300 Mr BKIFOUHTENBHO (Ha
100 Mt mnm 100 1 Kuakoi nekapcTBEHHON (OPMBI ISl BHYTPEHHETO TPUMEHEHHUS );

e) adeapuHa THUIPOXJOpUI B KoimuecTBe 1m0 S50 Mr BrmoUuTeNnbHO (Ha 1 703y TBepmou
JIeKapCTBEHHOH (popMBI);

k) (EHWINPONAHOJIAMUH B KOJNMYECTBE 10 75 Mr BKIOYHTENbHO (Ha 1 m03y TBepmoit
nexkapctBeHHOW (opmbl) w10 300 mr BximounmtenbHo (Ha 100 M wimm 100 T Kugkon
JIEKapCTBEHHOUN ()OPMBI JIJIsl BHYTPEHHETO MPUMEHEHHS);

3) ¢eHOOapOUTaT B KOJIMYECTBE O 15 Mr BKIIOYHTEIBHO B COYETAaHUM C KOJACHUHOM (WU €ro
COJISIMM) HE3aBHCUMO OT KoJnuecTBa (Ha | 03y TBepAoi iekapcTBEHHOH (GOpPMBI);

u) ¢enobapbutan B KonmuecTBe A0 20 Mr BKJIIOYHTETHRHO B COYETAaHHH C JPEeAPUHOM
TUAPOXJIOPUAOM HE3aBUCHUMO OT KoJinuecTBa (Ha 1 103y TBEpIO# JIeKapCTBEHHON (hOPMBI);

K) XJIOPAMA3EMOKCU]T B KOIMYECTBe, npesbimatonieM 10 mr, u go 20 Mr BKItoUdTeNbHO (Ha 1 103y
TBEPJI0H JIeKapCTBEHHOU (POpMBI);

3) JeKapCTBEHHBIX INpenapaToB WHAMBHUIYaIbHOTO HM3TOTOBJIEHHUSA, COAEPXKALIMX HApKOTHUYECKOE
CpeAcTBO WM TcuxoTponHoe BemiectBo crnucka Il Tlepeuns, u npyrue dapmakonoruyeckue
AKTHUBHBIE BEIECTBA B J]03€, HE MPEBBIIIAIONIEH BBICIIYIO PA30BYIO 103y, U IIPU YCIOBUH, YTO 3TOT
KOMOWHUPOBAHHBIN JICKApCTBEHHBIN MpernapaTr He SBISIETCS HApPKOTHYECKHUM WIIHM TICUXOTPOIHBIM
JIeKapCTBEHHBIM npenapaToM cnucka Il [Tepeuns;
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4) nexapCTBEHHBIX IIPENapaTroB, BKIIOUEHHBIX B IIEPEUEHb JIEKAPCTBEHHBIX CPEACTB JUIS
MEIUIUHCKOTO TPUMEHEHUs, MOJUIekKalluX MPEAMETHO-KOJUYECTBEHHOMY Yydery (nmanee -
JIEKapCTBEHHBIE MpEnapaThl, BKIIOUYEHHbIE B tepeueHb [IKY) <13>.

<13> Ioanyskt 5.2.171(1) nynkra 5 nocranosineHus IlpaBurensctBa Poccuiickoii @enepanuu ot
19.06.2012 N 608 "O6 yrBepxkaenuu [lomoxxerus o0 MuHHCTEpCTBE 3paBoOXpaHeHust Poccuiickoit
Oenepanun" (nanee - [Nonoxxenne o Munucrepcrse) (Cobpanue 3akoHomaTenbcTBa Poccuiickoit
®enepanun, 2012, N 26, ct. 3526; 2013, N 16, ct. 1970).

10. Peuentypusbiii 61ank Gopmbr N 148-1/y-04(11) odopmisiercss mpu Ha3HAUYEHUM JIEKAPCTBEHHBIX
IpenaparoB Tpak1aHaM, HMEIOIINM IPaBo Ha OECIUIATHOE MOJTyYeHUE JIEKapCTBCHHBIX MPEnapaToB
WY TIOJTYYEHHUE JIEKaPCTBEHHBIX MPETapaToB CO CKUIKOM.

11. Penenrtypusiii 61ank hopmer N 107-1/y odhopmitsieTcst mpu Ha3HAYCHUU:
1) mexapCTBEHHBIX MPEMapaToB, HE YKa3aHHBIX B MyHKTaX &, 9 Hacrosmiero [lopsaka;
2) KOMOMHMPOBAHHBIX JIEKAPCTBEHHBIX MPETIAPATOB, COJIEPIKAIIUX:

a) SproTaMMHa THIPOTApTpaT B KOJUYECTBE OO S5 MI BKJIIOUMTENBbHO (Ha 1 103y TBepnoi
JIEKapCTBEHHOU (POpPMBI);

0) aenpuna rugpoxsnopun B konndectse 10 100 mr BrmountenbHo (Ha 100 vt wm 100 T xuakoit
JIEKapCTBEHHOU (DOPMBI JIJIs1 BHYTPEHHETO TPUMEHEHUS );

B) TiceBaodeApuHa TUAPOXJIOPHI B KoJMuecTBe, He mpeBbimaromeM 30 mr (Ha 1 mo3y TBepmoi
JIeKapCTBEHHOM (popMbI);

r) mnceBaoddenpuHa THUAPOXJIOPUA B KOJIMYECTBE, HE IMpeBblmatonieM 30 Mr, B COYETAaHUU C
JIeKcTpoMeTophaHoM THUAPOOPOMHUIOM B KOJIM4YecTBe, npeBbimaromem 10 mr, u go 30 wmr
BKJTFOUUTENBHO (Ha 1 103y TBEp10# JIeKapCTBEHHON (hOPMBI);

1) nexkcrpomeTopdana THAPOOpPOMHUI B KOJWYeCTBE, mpeBbimaromieM 10 mr, m mgo 30 wmr
BKJTIOYMTENBHO (Ha 1 103y TBEpOH JIeKapcTBEHHOW (HhOPMBI);

e) ¢enobapbuTan B KonmuecTse, mpesbimaromnemM 20 mr, u 10 50 mr BriarouuTenbHO (Ha 1 103y
TBEPJIOM JIEKAPCTBEHHOM (hOPMBI);

K) (enobapOutan B kosmyectBe A0 20 MI' BKJIIOYUTENBHO B COYETAHUU C HPrOTAMHHOM
TUAPOTAPTPATOM HE3aBUCUMO OT KOJuYecTBa (Ha 1 103y TBEpI0il JieKapCTBEHHOM (OPMBI);

3) XJIOpAHMA3enoKcua B KoiauuecTBe 10 10 Mr BkIouMTeNbHO (Ha 1 7103y TBepAO# JeKapCTBEHHOM
dbopmpbI).

12. Tlpu Ha3HAUYEHHWHM JIEKAPCTBEHHOTO ITIperapara WHIMBHIYAIFHOTO M3TOTOBJICHUS B PELENTe Ha
OyMa)xHOM HocuTene W (WiaM) peuente B (opMe S3IEKTPOHHOTO JIOKYMEHTa HAaWMEHOBAHHS
JIEKapCTBEHHBIX CPEJCTB (BEIECTB), BKIIOUEHHBIX B mepedeHb [IKY, ykaswiBatoTcs B Hauaie
peliernTa, 3aTeM - BCE OCTaIbHbIE HHTPEUCHTHIL.

13. Ilpn Ha3HaueHWH JIEKAPCTBEHHOIO Ipemnapara B pelente Ha OyMa)KHOM HOCUTeNe W (WJIN)
peniente B popme NMEKTPOHHOTO TIOKYMEHTA 3alpeniaeTcsl IPEeBhIIIaTh KOJIUYECTBO HAPKOTUIECKIX
CPeACTB WM TICHXOTPOIHBIX BEIIECTB, KOTOPOE MOXKXET OBITh BBIMACAHO B OJHOM pEIENTe,
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ycTaHoBjIeHHOe npuiiokeHrneM N 1 k HacTosdmemy [lopsinky, 3a HCKIIIOUEHHEM CITy4aeB, YKa3aHHBIX
B myHKTax 15 u 24 nacrosmero I[Topsaka.

14. Tlpu Ha3HAUYEHUHU JIEKAPCTBEHHBIX MPENapaToB, BKIOYEHHBIX B nepedeHb [IKY, mo3a koTopbix
NPEBBIIACT BBICIIMN OJHOKPATHBIM TNpHEM, MEIUIUHCKHA pabOTHHK 0003HA4aeT 103y 3TOTO
JIEKapCTBEHHOI'0 Mpemnapara B pelente Ha OyMa)kKHOM HOCHUTEJIE MPOIMUCHIO C TMPOCTABICHUEM
BOCKJIMIIATEIILHOTO 3HaKa M (WJIM) MPOCTABISAET BOCKIUIATEIbHBIN 3HAK TPU 0(OPMIICHHH PELenTa
B (hopMe AIIEKTPOHHOTO JOKYMEHTA.

15. KonnuecTBO Ha3HAYEHHBIX JIEKAPCTBEHHBIX INPENapaToB, BKIIOUEHHBIX B nepedeHsb 1IKY, npu
OKa3aHWU MalMeHTaM, HY)XJAIOIUMCSl B JJIUTEIBHOM JICUEHUHU, NEPBUYHON MEIUKO-CAaHUTAPHOU
IIOMOIIIN " NaJUIMAaTUBHOU MGI[I/II_[I/IHCKOI\/'I IIOMOIIINU MOXKET 6I>ITI> YBCJINYCHO C YUCTOM KIIMHUYCCKUX
pexomeHaanuii He 6osiee yeM B 2 pasa 1Mo CPaBHEHUIO C KOJIMYECTBOM HAPKOTHYECKHUX CPEACTB MU
MCUXOTPOMNHLBIX BCIICCTB, KOTOPOC MOIKCT 6I>ITB BBIIIMUCAHO B OJHOM PpCUCHUTEC, YCTAHOBJICHHBIM
npunoxenueM N 1 k Hacrosmemy [lopsnky.

B ciydasx, nperycMOTpEeHHBIX a03alieM MEepBbIM HACTOSIIETO MyHKTA, Ha pelenTax Ha OyMa)KHOM
HOcHUTEeEe mpou3BoauTcs Haanuch '"[lo cnenualbHOMY Ha3HA4YEHHIO", OTHAEIBHO 3aBEpPEHHAA
MOAMKCHI0 METUITMHCKOTO PAaOOTHHUKA M TEYaTh0 MEIUIIMHCKON opranu3anuu "J{ns penenTos", Ha
penenTax B (QopME BIEKTPOHHOTO JOKyMeHTa mpous3Boautcs orMerka "[lo cmenunampHOMY
Ha3HAYCHHUIO" C TMPOCTABICHUEM YCHJICHHOW KBATM(UIIMPOBAHHOW SJIEKTPOHHOW TIOMUCH
MEIUIUHCKOTO PabOTHHUKA.

16. CocrtaB JeKapCTBEHHOrO Ipernapara, JieKapcTBeHHass ¢opMa W OOpaimieHue METUIIMHCKOTO
paboTHHKa K (apMaleBTHYeCKOMYy pabOTHHKY 00 OTIyCKe JIEKapCTBEHHOTO IIperapara Ha
OyMa)XHOM HOcHTelNe 0(OPMIISIOTCS Ha JJATHHCKOM HIT PYCCKOM SI3bIKE B POJUTENBHOM HaJIeKe, 3a
UCKITIOUEHHEM O(OpMIICHHUsI perenToB B (OpMe AIIEKTPOHHOIO JOKYMEHTa, OCYLIECTBISEMOro Ha
PYCCKOM SI3BIKE.

[Tpu odopmiteHNH pelenTypHBIX OJAHKOB JIOIYCKAETCsl MCIOIB30BAaHUE COKPAICHUH (TIPUIIOKEHUE
N 2 k Hacrosimemy [lopsiaky).

[Ipy Ha3HayeHHM JEKApCTBEHHOTO IIpernapaTa HE JOMYyCKAaeTcs COKpalleHHe HauMEHOBAHMM
WHIPEIUEHTOB, COCTABJISIONIUX JIEKAPCTBEHHBIN Mpenapar, He MO3BOJISIIOLUIMX YCTaHOBUTH, KAaKOU
MMEHHO JICKapCTBEHHBIH Mpenapar Ha3HayeH.

17. Cnoco6 mpuMeHeHHUs JIEKApCTBEHHOTO Tpernapara 0003HaYaeTCsl ¢ YKa3aHWEM ITyTH BBEACHUS,
A03bI, 4aCTOThI, BPCMCHHU IIPUCMa OTHOCUTCIIbHO CHA (yTpOM, Ha HO‘IB) Hn €ro AJIMTCIbHOCTHU, a OJIA
JICKapCTBEHHBIX IpPENapaToB, B3aUMOJEHCTBYIOIIMX C NHIIEH, - BPEMEHH HUX YHOTpeOJIeHUs
OTHOCHUTCIIbHO ITpUCMa IMHUIIN (I[O CIIbl, BO BpCMs €/1bI, IIOCJIC e,Z[BI).

18. IIpu HEOOXOAUMOCTH HEMEJICHHOTO WJIM CPOYHOTO (B TEYCHHE ABYX pabOuUMX THEH) OTIycKa
JIEKapCTBEHHOTO TIpernapaTa MalUeHTy B BEpXHEeW dYacTu peuenta Ha OyMakKHOM HOCHTEJe
MpOCTaBISIOTCA 0003HaueHust 'cito" (cpouno) wimm "statim" (HEMEIICHHO). AHAJIOTHYHBIC
0003HauEHHsI IPOCTABIISIOTCS B BUAE OTMETOK NPH O(OPMIIEHHH perenta B (GopMe 3JIEKTPOHHOTO
JOKYMEHTA.

19. Ilpu odopmieHrM Ha3HAYEHUST TOTOBOTO JICKAPCTBEHHOTO Tpernapara B perente Ha OyMaXHOM
HOCHUTCJIC WJIM PCUCUTC B q)opMe SJICKTPOHHOI'0 HJOKYMCHTA KOJUYCCTBO I[CﬁCTByIOH.IPIX BCIICCTB
YKa3bIBA€TCS B COOTBETCTBUM C MHCTPYKIMEH MO METUIIMHCKOMY MPUMEHEHHIO JIEKapCTBEHHOTO
npenapara. [[omycTuMo ykasslBaTh JO3UMPOBKY JIEKAPCTBEHHBIX MIPENapaToB CUCTEMHOIO JCUCTBUS
(m7st pe30pOTHBHOTO TIpHieMa) B TBEPABIX JIEKAPCTBEHHBIX (hopMax (Harmpumep, TabJIeTKH, TOPOIIIKH,
KarcyJybl) KaKk COJIepXKaHUE OJJHOTO WJIM HECKOJIbKUX JIEUCTBYIOIIMX BEIIECTB B €AMHUIIAX MACCHI (B



rpaMMax, MWwuurpammax). JlomycTumo yKas3blBaTh JIO3UPOBKY JIEKAPCTBEHHBIX IPEMapaToB
CHUCTEMHOTO JEHCTBUSA (I PEe30pOTHBHOTO TPUMEHEHHS) B J>KMIKHX JIEKAPCTBEHHBIX (hopMax
(Hampumep, pacTBOPBI, CYCMEH3MHM) KaK COJCpKAHUE OJHOTO WU HECKOIBKHX JCHCTBYIONIUX
BCIIECTB B CIMHHUIIAX MacChl Ha EIUHMILY OObeMma (Hampumep, MUJUTUTPaMM/MHIJLTUIUTP) C
yKazaHueM o011ero oobema JeKapcTBeHHON (hOPMBI.

[Ipu odopmiieHNMN Ha3HAYECHHUs JIEKAPCTBEHHOTO IMpernapaTa HWHIMBHIYaJbHOTO H3TOTOBICHHS B
peuente Ha OyMa)XXHOM HOCUTENE WIM peuente B (opMe IEKTPOHHOIO JOKYMEHTa KOJIUYECTBO
TBEPIBIX U CBHINYYHX (papMalleBTUYECKHX cyOcTaHImii ykassiBaeTcs B rpammax (0,001; 0,5; 1,0),
AKHUJKHUX - B MUJUIMJIIUTPax, FpaMMax U Karuisx.

20. PeuenTsl Ha OyMaXxHOM HOcHUTeNe, B (opMe 3JIEKTPOHHOTO JOKyMEHTa, OQOpPMIICHHBIE Ha
peuentypaoMm Omanke dopmbl N 148-1/y-88 u mpenHasHayeHHBIC TSI OTIYCKA JIEKAPCTBEHHBIX
[IpenapaToB, MPEAYCMOTPEHHBIX mnoamyHkramMu 1 - 3 mnyHkta 9 Hacrosuero Ilopsinka,
JIEHCTBUTEIILHBI B TeUCHHE 15 mHEH co AHS opopMIICHUSI.

21. PenenTtel Ha OymMaxHOM HOcHTeENE, B (OpMe 3JIEKTPOHHOTO JTOKYMEHTa, OQOpMJICHHBIC Ha
peuentypaoM Omanke ¢popmbl N 148-1/y-04(1) m npenHa3HadeHHBIE IS OTITYCKA JIEKAPCTBEHHBIX
MpEenaparoB rpaxjaaHamM, ykazanHbiM B myHKTe 10 Hacrosero [lopsiaka, AeCTBUTENBHBI B TEUEHUE
30 nueit co aHA OQOpMIICHHS, 32 UCKIIOUYEHUEM CIIydaeB O(QOPMIICHHS pPEIenTa B COOTBETCTBUH C
nyHktamu 38 u 39 nacrosmero [lopsiaka, mpyu KOTOPBIX OH JCHCTBUTENIEH B Te€YeHUE 15 nmHEH co
THST 0(OpMIICHHUSL.

22. PenenTel Ha OymMaxHOM HOcHTeNe, B (OpMe SJIEKTPOHHOTO TOKYMEHTa, OQOpMJICHHBIC Ha
peuentypaoM Omanke ¢popmbl N 148-1/y-04(:1) 1 npenHazHadeHHBIE IS OTITYCKA JIEKAPCTBEHHBIX
IpenapaToB TpaKAaHaM, JOCTUTIIMM TEHCHOHHOTO BO3pacTa, HWHBAJIWIAM TIEpPBOM TPYIIIIHI,
NETSIM-UHBATUIAM, a Takke TpakJaHaM, CTPaJaloluM XPOHHUYECKHMMH 3a00JEeBaHUSIMHU,
TPEOYIOIMMUMH JITUTEIBHOTO KYPCOBOTO JICYCHHS, JIEHCTBHUTENbHBI B TeueHue 90 mHel co mHs
oopmieHus, 3a UCKITIOYEHUEM CITydaeB, YKa3aHHBIX B MyHKTax 38 u 39 nacrosmero [lopsaka, npu
KOTOPBIX OH JIEHCTBUTEIICH B TeUCHHE 15 AHEH co qHS oopMIIeHHUS.

Jisg nedeHHus XPOHMYECKUX 3a00JieBaHUM yKa3aHHBIM KaTEropusiM TpaxkJaH JeKapCTBEHHbIE
npenapatsl ¢ O(QOpPMICHMEM pElenToB Ha OyMa)XHOM HOCHUTENE WM pelenToB B Qopme
3JIEKTPOHHOTO JOKYMEHTA MOTYT Ha3HAa4yaThCsl Ha Kypc jedeHus 10 180 qHen.

23. Peuentsl Ha OyMa)XHOM HOcCHUTeNe, B (hopMe 3JIEKTPOHHOTO JOKyMEHTa, OQOpPMIICHHBIE Ha
peuentypaoMm Omanke ¢opmer N 107-1/y w mpenHa3sHayeHHBIC I OTIIYCKA JIEKAPCTBEHHBIX
IIpEnapaToB, IPeIyCMOTPEHHbBIX TyHKTOM 11 Hacrosmero Ilopsanaka, nelictBurenbHbl B TeueHue 60
IHEeH co THs oopMIICHHUS.

[lpy Ha3HAaYCeHWH TOTOBBIX JIEKAPCTBEHHBIX TIPENapaToB H JIEKAPCTBEHHBIX MPENapaToB
WHIUBUAYAJIBHOI'O0 HU3rOTOBJICHUA ITallUCHTAM C SaGOHGBaHI/IHMH, Tp€6yIOH_[I/IMI/I JIIUTEIIBHOT'O
KypCOBOTO JiedeHus, ¢ odopmieHHEM Ha pernentypHoM Omanke ¢opmbl N 107-1/y penenta Ha
OyMa)KHOM HOCHTEJEe WIM B (OpME 3JIEKTPOHHOTO JTOKYMEHTa YCTaHABIMBACTCS CPOK JICHCTBHSA
pelriernTa B mpeenax 10 OJHOTO roja.

B cnyuae ycraHOBiEeHMsI cpoka JAEWCTBHs pelenTa B INpefesiax A0 OJHOIO roja B peLenTe
npou3BoauTCcs Haamuch: "[lo cnenuansHOMY Ha3Ha4YeHHIO", 0003HAYACTCSI CPOK JACHCTBUS perenTa
U TIEpUOJANYHOCTh OTIYCKA JIEKApPCTBEHHBIX IIpernaparoB U3 alTE€YHONM OpraHu3aldyd WIH
UHAUBUIYAJIBHBIM  [pEJIpUHUMATEIEM, HUMEIOIIMM  JIMLEH3UI0 Ha  (papMaleBTHUUYECKYIO
JEATENBHOCTD <14> (e)KeHEeAENbHO, €KEMECIYHO U UHBIE TEPUO/IbI). JIONIOIIHUTENBHO 3TO yKa3aHUE
3aBepsieTCsl MOANUCHI0 MEIUIMHCKOrO pabOTHHKA, a TaKXKe INeyaTbl0 MEIULMHCKOM OpraHu3aluu



"IIns peuenToB" (ans perenta Ha OyMa)XHOM HOCHTENE) WM YCWICHHOW KBaTM(DPUUIMPOBAHHOMN
JJIEKTPOHHOW TOAMKMCHI0 MEJUIMHCKOTO pabOTHWKA ¥ JIMIA, YHOJHOMOYEHHOTO 3aBEPATh
JOKYMEHTbl OT MMEHU MEAWLUHCKOW opraHm3anuud (s penenta B (GopMe 3JIEKTPOHHOTO
JIOKYMEHTA).

<14> Ilysukr 47 uvactu 1 crateu 12 ®enepanpHoro 3akoHa ot 4 mas 2011 r. N 99-®3 "O
JULEH3UPOBAHUM OTACNIbHBIX BHUAOB JearenbHOCTH" (manee - denepanbHbiii 3akoH N 99-D3)
(Cobpanue 3akoHomatenbcTBa Poccuiickoit ®eneparmu, 2011, N 19, cr. 2716; 2021, N 27, crT.
5177).

24. PenenThl Ha JIEKapCTBEHHbIC Mpenaparhbl, BKIOYEeHHbIE B nepedeHb [IKY, s nmeuenus
NAIMEHTOB ¢ XPOHUYECKUMHU 3a00JIeBaHUSIMHU MOTYT 0(hOpMIIATHCS Ha Kype JiedeHus 10 60 nHei.

B cnyuae, xorma kypc sedeHuss coctaBiseT Oosiee 30 aHEH, JOMOJHUTENBHO B peIlENTax Ha
OyMa)kHOM HOcHUTeNe npou3BoauTcs Haamuch "Ilo crnenuanbHOMY Ha3HA4YEHUIO", 3aBepeHHAs
MOAMKCHI0 METUITMHCKOTO PAaOOTHHUKA M MEYaThi0 MEIUIIMHCKON opranu3anuu "J{ns penenTos", Ha
penenTax B (QopME BIEKTPOHHOTO JOKyMeHTa mpou3Boautcs orMerka "[lo cmenunampHOMY
Ha3HAYCHHUIO" C TMPOCTABICHUEM YCHJICHHOW KBATM(UIIMPOBAHHOW SJIEKTPOHHOW IOIMUCH
MEIWIIMHCKOTO PA0OTHHKA W JIMIA, VYIIOJTHOMOYEHHOTO 3aBEepATh JOKYMEHTHI OT WMEHH
MEUITMHCKOW OpTaHMU3aI1H.

25. Penment Ha OymMaxHOM HocuTede B (OpME DIEKTPOHHOTO JTOKYMEHTa, O(OPMIICHHBIA C
HapyLICHUEM yCTAaHOBJICHHBIX HacTosmuM [lopsakom TpeGoBaHUM, CUMTACTCS HEACHCTBUTEILHBIM.

I1. HazHa4yeHue JIEKAPCTBEHHbIX MPENAPATOB MPU OKA3AHUU
MEJULUMHCKOU IMOMOIIM B CTALHOHAPHBIX YCJI0BUAX

26. Ilpym okazaHWM TALMEHTY MEIMIIMHCKON MOMOIIM B CTAallHOHAPHBIX YCIOBHSX Ha3HAYCHHE
JIeKapCTBEHHBIX MPENapaToB MPOU3BOAUTCS 0e3 0pOopMIICHHS perenTa MeIUIMHCKUM PabOTHUKOM
€IMHOJINYHO, 32 UCKITIOUEHHUEM CTy4aeB, YKa3aHHBIX B MyHKTe 27 HacTosmero [Topsaka.

27. CornacoBaHne Ha3HA4YCHUS JIEKAPCTBEHHBIX IPENApaToOB C 3aBEAYIOIIUM OTACICHUEM HIIH
OTBETCTBEHHBIM JIS)KYPHBIM BpaduoM JIMOO APYTUM JIMLOM, YIIOJIHOMOYEHHBIM MPHUKA30M TJIABHOTO
Bpaya MEAMIMHCKON OpraHm3alid, a TaKke, NP HAIUYUH, C BpadyoM - KIMHUYECKUM
(dapmakos0oroM HEOOXOAUMO B CITydasiX:

1) omHOBpEMEHHOTO Ha3HAUYEHUS ATH U OoJiee JIeKapCTBEHHBIX MIPETapaToB OJHOMY MAIUEHTY;

2) Ha3HAYCHUS JIEKAPCTBEHHBIX MPENapaToB, HE BXOASIINX B MEPEYCHb )KU3HEHHO HEOOXOIUMBIX H
BOXHEHIINX JICKAPCTBEHHBIX MpenapaToB <15>, mpu HETUNTUYHOM TEUCHHH 3a00JIeBAHUs, HATUYHH
OCJIOKHEHUW OCHOBHOTO 3a00yieBaHUs M (MJIM) COMYTCTBYIOIIMX 3a00JICBaHWM, NMPU Ha3HAYCHUU
JICKAPCTBCHHLIX IMPCIIapaToOB, OCO6€HHOCTI/I BSaHMOI[CﬁCTBHH U COBMCCTUMOCTH KOTOPBIX COTJIaCHO
WHCTPYKIUSAM TI0 MX TPUMEHEHHIO TPHUBOAAT K CHIDKEHHIO 3()()EKTUBHOCTH M 0E30MacHOCTH
dapmakoTepanuu 1 (WIK) CO3AAI0T NOTEHIIMAIBHYIO OMTACHOCTD JUIS KHU3HH U 37J0POBbS MAIIUEHTA.
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<15> Yactu 1 crarbum 60 @DenepanbHoro 3akoHa N 61-@3 (Cobpanue 3aKOHOAATETHCTBA
Poccutickoit ®eneparmuu, 2010, N 16, ct. 1815; 2020, N 29, ct. 4516).

B ykazaHHBIX Ciydasx Ha3HA4YeHHE JIGKAPCTBEHHBIX IpENapaToB (UKCHUPYETCS B METUIIMHCKOMN
JOKYMEHTAllUM TAallME€HTa M 3aBepseTcs MOANUCHI0 MEAMLMHCKOro pabOTHHKA M 3aBELYIOLIETO
OTJIelIeHHEM (OTBETCTBEHHOTO JIEKYPHOTO Bpada UiId IPYroro yroJHOMOYEHHOIO JIMLIA).

28. MenunuHCKUil paOOTHUK MEIUIIMHCKON OpraHu3aiuu (€e CTPYKTYPHOTO MOApa3aeiieHuUs ),
pacnonomeHHoﬁ B CCJILCKOM HACCJICHHOM ITYHKTC, OCYLICCTBJIACT HA3HAUCHUC JICKAPCTBCHHBIX
MPENapaToB B CiIydyasx, YKa3aHHBIX B MyHKTax 27 u 29 Hacrosiero [lopsaka, eIMHOIMYHO.

29. Tlo pemeHuto BpauyeOHOM KOMHCCHH TMAIMEHTaM MPU OKa3aHWUU MM MEIUIIMHCKON TOMOIIU B
CTaLII/IOHapHBIX yC.HOBI/IHX HAa3HA4Yar0TCAa HeKapCTBeHHBIe HpenapaTLI, HC BKJIFOUCHHBIC B HCpC‘IGHB
JKU3HEHHO HEOOXOJMMBIX U BaKHEHIIMX JICKAPCTBEHHBIX IPEMapaToB, B CIydae MX 3aMEHBI M3-3a
HHI[HBPI,Z[y&.HBHOfI HeHepeHOCI/IMOCTI/I, 110 ) KU3HCHHBIM ITOKA3aHUAM.

Pemenne BpaueOHOM KoMHCCHH GUKCHPYETCS B MEUIIMHCKOMN TOKYMEHTAIMH TAIlMeHTa 1 )KypHae
BpaueOHOW KOMHCCHH.

30. B cnydasx oOcnenoBaHHs W JICUEHUS TpaKJaHWHA B CTAllMOHAPHBIX YCIOBUSX B PaMKax
MIPEAOCTABIECHNS MEAULMHCKUX YCIyr Ha BO3ME3JHON OCHOBE 3a CYET JIMYHBIX CPEACTB IPAXKIAH,
CPEICTB IOPUIUYECKHUX JIMI] U WMHBIX CPEJICTB HAa OCHOBAHHMM JIOTOBOpa, B TOM YHCJE JIOTOBOpa
JTOOPOBOJIBHOTO MEAMIIMHCKOTO CTpaxoBaHUA <16>, eMy MOryT ObITh Ha3HA4€HbI JIEKAPCTBEHHbIE
mpernapaTsl, He BXOMSIIUE B MEPEUYCHb >KU3HEHHO HEOOXOMUMBIX W BAKHEHIIHMX JIEKapCTBEHHBIX
IpenapaToB, €CJIM X Ha3HAUYEHUE U IPUMEHEHHE 00YCIOBICHO MEAUIIMHCKUMHU ITOKAa3aHUSIMH.

<16> Iloctanosnenue [IpaButensctBa Poccuiickoit deneparuu ot 4 oktsi6ps 2012 r. N 1006 "O6
YTBep)K,Z[eHI/II/I HpaBI/IJI Hpe,Z[OCTaBJICHI/IH MCIOUIITMHCKNUMHA OpFaHI/IBaHHHMI/I INIATHBIX MCAUIINHCKUX
yeryr" (Cobpanue 3akoHoaTenbcTBa Poccuiickoit @enepanmu, 2012, N 41, cr. 5628).

II1. HazHauyeHue JieKaAPCTBEHHBIX MPENaparoB MPH OKA3aHUU
NMEePBUYHON MeIUKO-CAHUTAPHOM NMOMOILIH, CKOPOIl MeIULMHCKOMN
NMOMOIIU U NAJJIMATUBHON MeIUIIMHCKON MOMOIIHA

31. Ilpyn oka3zaHWM NEPBHUYHONM MEIUKO-CAHUTAPHOM MOMOIIM W NAUIMATUBHOW MEIUIIMHCKON
MOMOIA B aMOYJIATOPHBIX YCIOBUSAX HA3HAUCHUE JICKAPCTBEHHBIX IPENAapaTOB OCYIICCTBIISETCS
MEJAWIIMHCKUM pPa0OTHUKOM B CIIy4asX TUIUYHOTO TEUCHHUs 3a00JIeBaHUS MAalMEHTa WCXOMS U3
TSDKECTH U XapakTepa 3a00J1eBaHus.

32. Ha3HaueHue JIEKapCTBEHHBIX MPEMapaToB MO PEHICHUIO BpadyeOHON KOMHCCHM TPH OKa3aHHUH
MEePBUYHON MEIUKO-CAaHUTAPHOU MOMOIITH, TAJUTMATUBHOM MEAUITUHCKON IMTOMOIIH B aMOyJIaTOPHBIX
yCJIOBI/IHX HpOI/ISBO,Z[I/ITCH B cnyqaﬂx:

1) 0IHOBPEMEHHOI0 Ha3HAUYEHUS OJHOMY MAIMEHTYy ISATH M Oojiee JIEKapCTBEHHBIX MpEnapaToB B
TE€YEHHE OJHUX CYTOK WJIU CBBILIE IECATH HAUMEHOBAHUN B TEYCHHUE TPUALIATH THEH;

2) Ha3HAueHMs JICKAPCTBEHHBIX NPENapaToB MpPHU HETUIIMYHOM TEUCHUHU 3a00JIEBaHUS, HAIUYHH
OCJIOKHEHUW OCHOBHOTO 3a00yieBaHUs M (MJIM) COMYTCTBYIOIIMX 3a00JICBaHWM, NMPU HA3HAYCHUU
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JICKapCTBEHHBIX MPEMapaToB, OCOOCHHOCTH B3aUMOJICUCTBUS U COBMECTUMOCTH KOTOPBIX COTJIACHO
UHCTPYKUUSAM MO HMX HNPUMEHEHHUIO MPHUBOIAT K CHUXKEHHIO S(PPEKTUBHOCTH U OE30MaCHOCTH
JICYCHUS AMEHTa U (WJIK) CO3JAI0T MOTEHIIMAIBHYIO OMACHOCTD ISl )KMU3HU U 3/I0POBbsI MAI[UEHTA;

3) NEPpBUYHOI0 Ha3HAUCHUA MAOUCHTY HAPKOTUUYCCKUX U TNCHUXOTPOMHBIX JICKAPCTBCHHBIX
npenaparoB cnuckoB Il w III Ilepeuns (B ciydae NPUHATHS PYKOBOJHMTEIEM MEIUITUHCKON
opraHu3ali peUICHUA O H€O6XOI[I/IMOCTI/I COTJIaCOBAHUS HA3HAYCHUS TaKUX JICKAPCTBCHHBIX
MpenapaToB ¢ BpauyeOHOM KOMHUCCHEH ).

33. TloBTOopHOE Ha3HAYCHHWE HAPKOTUYECKUX U TICUXOTPOIHBIX JIEKAPCTBEHHBIX IpenapaToB
cmckoB II m III Ilepeunss mpow3BOAMTCS METUIMHCKHM paOOTHUKOM CaMOCTOSITENBHO WIIH
€IMHONIMYHO 0e3 ydacTHsl BpaueOHOM KOMUCCHUU MAalMEHTaM C BBIPAXKEHHBIM OOJIEBBIM CHHIPOMOM
1r000T0 TeHe3a, HapyIIeHHEM CHA, CyJOPOKHBIMH COCTOSIHUSIMH, TPEBOXXHBIMH PacCTpOMCTBaMH,
($oOUIMH, ICUXOMOTOPHBIM BO30YKICHHEM.

34. Ilpu oka3aHMM CKOpOM MEIMLMHCKONM IOMOIIM JIEKAPCTBEHHBIE IpenapaThl Ha3HA4aroTCA
MEIUIUHCKUM pPaOOTHUKOM BBIE3JHOM Opuraasl CKOpOW MOMOIIM, MEIULIUHCKUM pPaOOTHUKOM
MEIUIIUHCKON OpraHu3alyy MpH OKa3aHUM MEIUIIMHCKON MMOMOIIX TpaKAaHaM MpH 3a00JIeBaHUSAX,
HECUaCTHBIX CIy4YasX, TpPaBMax, OTPABICHUAX U JPYTUX COCTOSHUAX, TPEOYIOIIUX CPOYHOTO
MEJULMHCKOr0 BMELIATE/IbCTBA.

IV. HazHayeHue JIeKAPCTBEHHbIX MPENapaToB IPakIaHaM, UMEKO MM
NMPaBo Ha 0eCIJIaTHOE MOJY4YeHHE JeKAPCTBEHHBIX NMPenapaTroB Wi
MOJIy4YeHHUE JIEKAPCTBEHHBIX MPENapaToB O CKUAKOM, IPU OKA3aHUH

NMEePBUYHON MeIUKO-CAHUTAPHOM MOMOIIU

35. Ilpu oka3aHMM TEPBUYHON MEIUKO-CAHUTAPHON TMOMOIIM HA3HAUYECHHE MEIUIUHCKUM
pabOTHUKOM Ha OCHOBE KIMHUYECKMX DPEKOMEHJAIMl U C Y4YeTOM CTaHIapTOB MEAMIIMHCKOU
nomor  <17> JeKapCTBEHHBIX MPEmapaToB, OTIIYCKAEMbIX OECIUIATHO WM CO CKHUIKOM,
rpakaHaM, UMEIOLIUM TpaBO Ha oOecredeHne JeKapCTBEHHBIMH IMpenaparaMu 3a CYET CpPEACTB
OIO/KETHBIX aCCUTHOBaHUN (enepanpbHOro Orokera W OIOKETOB CyOBEeKTOB Poccuiickoii
®denepannn, OCymecTBIAeTCs Ha perentypHoM Omanke N 148-1/y-04(o).

<17> Cratbsa 37 denepanpHoro 3akona N 323-®3 (CobOpanme 3akoHOAATENbCTBa Poccuiickoi
Oepnepaunn, 2011, N 48, ct. 6724; 2021, N 27, ct. 5186).

IIpu odopmnenun peuenta Ha Omanke (opmbr N 148-1/y-04(;1) Ha OyMakHOM HOCHTENE
ohopMIIAIOTCS IBa AK3EMITISIpa, OJUH M3 KOTOPBIX OCTAaeTCS B allTeYHON OpraHU3alli, BTOPOH - B
MEIUIUHCKON JOKYMEHTAIMH MAIeHTa.

36. IIpaBo Ha3HauaTh JIEKAPCTBEHHBIC MpenapaThl IpakJaHaM, UMEIOIIUM MpPaBO Ha OecIuIaTHOE
MOJIyYeHHUE JIEKAPCTBEHHBIX MPENapaToB WIN MONy4YeHUE JIEKAPCTBEHHBIX MPENapaToB cO CKUIKOMH,
TaK)K€ UMEIOT:

1) MegumHCKIE paOOTHUKH, pabOTAIONIME B MEIUIIMHCKON OpPraHU3alliy 10 COBMECTUTEILCTBY (B
npejesiax CBOe KOMITETEHLIUN );


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 paOOTHUKHM CTAI[MOHAPHBIX OPraHU3alUl COIMAIBLHOTO OOCTY)KUBAaHUS TMPH
HaJIMYMH JIMIEH3UU Ha OCYIIECTBICHHE MEIMIIMHCKON NEeaTeNbHOCTH <18>, mpemycMarpuBaromei
BBITIOJIHEHHE paboT (OKa3aHHWE YCIYT) MO OKa3aHUIO0 NMEPBUYHON METUKO-CAaHMTAPHOH MOMOIIHM B
aMOyJIaTOPHBIX YCIOBUAX (HE3aBUCUMO OT BEIOMCTBEHHON MPHUHAIJICKHOCTH ),

<18> Ilynkt 46 wyactu 1 crareu 12 denepanpHoro 3akoHa N 99-®3 (CoOpanne 3aKOHOIATEIHCTBA
Poccuiickoit ®enepanuu, 2011, N 19, ct. 2716; 2021, N 27, c1. 5159).

3) wMenuuuMHCKHE PAOOTHUKM  MEIUIUHCKUX  OpraHu3alui, OKAa3bIBAIOIIUX IMEPBUYHYIO
MCIUKO-CAHUTAPHYIO IIOMOIIb, IMMOABCAOMCTBCHHBIX (bellepaHBHBIM opraHam UCIOJIHUTEIBHOU
BJIACTH WJIM OpraHaM MCIOJHUTEILHOMN BiIacTH cyOhekToB Poccuiickoit deneparuu;

4) uWHOUBHUIyaJIbHBbIE MPEANPUHUMATEIN, OCYIIECTBISIONIME MEIUIMHCKYIO JESTENbHOCTh U
BKJIFOYCHHBIC B PEECTP MEAMIIMHCKHX OPTaHM3aIlii, OCYIIESCTBISAIONINX AEITEIbHOCTh B cdepe
00513aTeNTLHOTO METUITUHCKOTO CTPAXOBAHUS.

37. Ilpu Ha3HaueHHM JIEKAPCTBEHHBIX MpEnapaToB TpakJaHaM, MMEIOUIMM IPaBO Ha OecIuiaTHOE
IIOJIyYEHHUE JIEKAPCTBEHHBIX IPENapaToOB WIH MOJy4YE€HHUE JIEKAPCTBEHHBIX MPENapaToB CO CKUIKOM,
B peLenTe yKa3bIBaeTcs HoMep TenedoHa, IO KOTOPOMY pAaOOTHHMK amnTEeYHOH OpraHu3aliy IpH
HEOOXOJUMOCTH MOXET COIJIacOBAaTh € MEIULUHCKUM paOOTHUKOM 3aMEHY JIEKAPCTBEHHOTO
npernapara.

38. Ha3zHaueHre HapKOTUYECKUX M MCUXOTPOMHBIX JIEKAPCTBEHHBIX MpenaparoB crnucka Il [lepeuns
(32 MCKIIIOYEHHEM JIEKapCTBEHHBIX IIPENapaToB B BHJE TPAHCAEPMAIbHBIX TEPANEeBTHUECKUX
CHUCTEM, a TaK)Ke JICKAPCTBEHHBIX MPENapaToB, COAECPKAIINX HAPKOTUYECKOE CPEACTBO B COYETAHUU
C QHTAarOHUCTOM OIMOMIHBIX PELENTOPOB) TpaXkJIaHaM, MMEIOUIMM TIpaBO Ha OecrjiaTHOe
MOJIyYeHHUE JIEKAPCTBEHHBIX MPENapaToB WIN MOyYeHUs JIEKApCTBEHHBIX MPENapaToB CO CKUIKOMH,
ocylIecTBIsieTcsT Ha peuentypHoMm Onanke ¢opmsl N 107/y-HII, Kk KOTOpOMY JIOMOJHUTEIBHO
odopmiseTcs perent Ha penentypHoM Oianke ¢popmbl N 148-1/y-04(i1) (B 1BYX dK3eMIUIIpax Mpu
oopmieHnn Ha GyMa)KHOM HOCHUTEJE).

39. HazHaueHne HapKOTUYECKUX M IICUXOTPOIHBIX JEKapCTBEHHBIX NpenaparoB cuucka I [lepeuns
B BHJIE€ TPAHCIAEPMAIbHBIX TEPANIEBTUYECKUX CHUCTEM, HAPKOTUUYECKUX JIEKAPCTBEHHBIX IPENapaToB
ciucka Il Ilepeuns, comepxkamux HAPKOTUYECKOE CPEACTBO B COYETAHHUM C AHTArOHUCTOM
ONUOUJHBIX PELENTOPOB, TCUXOTPONHBIX JIEKAPCTBEHHBIX TpenaparoB cnucka [II Tlepeuns,
JIEKApCTBEHHBIX IpernapaToB, BKIIOYEHHBIX B mnepedeHb [IKY, coxepkamuxcs B MOANYHKTE 2
nyHkra 11 Hacrosmero Ilopsnka, npenHazHayeHHBIE Ui JIEUEHUS TPAXKJaH, UMEIOIIMX IPAaBO Ha
OecIuiaTHOE TMOJYYCHHUE JIEKAPCTBEHHBIX MPENapaToB WM MOJyYeHHE JIGKAPCTBEHHBIX MPEMapaToB
CO CKHJIKOW, OCYIIECTBIsACTCS Ha peuentypHsix Omankax dopm N 107-1/y u N 148-1/y-88, k
KOTOPBIM JOMIOJIHUTEIHHO 0(hOpMIISIETCSl pelienT Ha peuentypHoMm Omanke ¢opmbl N 148-1/y-04(x)
(B IBYX PK3eMIUISIpax Mpu opopMIICHUH Ha OYMa>KHOM HOCHUTEIE).

Ilpunooswcenue N 1
K Ilopaoky naznauenus
JIeKapCmMeeHHbIX Npenapamos,

VMBEPHCOEHHOM)Y NPUKAZOM


https://normativ.kontur.ru/document?moduleid=1&documentid=396399#l56
https://normativ.kontur.ru/document?moduleid=1&documentid=387929#l437
https://normativ.kontur.ru/document?moduleid=1&documentid=387929#l437
https://normativ.kontur.ru/document?moduleid=1&documentid=387929#l437
https://normativ.kontur.ru/document?moduleid=1&documentid=387929#l286

Munucmepcmaa 30pasooxpanenus

om 24

Poccuiickoii @edepayuu

Hos0ps 2021 2. N 1094n

KO/MNYECTBO HAPKOTUYECKHUX CPEACTB UJIA
HCUXOTPOIIHBIX BEHIECTB, KOTOPOE MOKET
BbITbH BBIIIMCAHO B OJHOM PELEIITE

N /i Mex1yHapoJHOE€ HEMATEeHTOBAaHHOE ®dopma BbIITYCKa U KonnuectBo
HAUMEHOBAHHUE HAPKOTUYECKOTO U J03UPOBKa
MICUXOTPOITHOTO JIEKAPCTBEHHOT'O
npermapara

1. bynpenopdun + Hanokcon TabneTku 60 TabIeToK
cyonuurBanbHble 0,2 Mr|(yrmakoBka, kpatHas N
+ 0,2 Mr 20)

2. bynpeHopdun PactBop /U1t nHBEKLNH, 30 ammmyn
0,3 mr/mn 1 Mo (ImpuI-TIOOUKOB)

3. bynpenopdun TpaHcnepMaabHbII
M1aCThIPb
35 Mkr/4ac 20 ruacteipeit
52,5 MKT/9ac 10 mnacTeipeit
70 MKr/9ac S nacTeIpei

4. Mopdun PactBop /U1t MHBEKLNH, 20 amiyn
[pacTBOp ISt (IImpUI-TIOOUKOB)
MOJIKOYKHOTO BBEJICHUS
10 mr/mi 1 Mo

S. Koneun + Mopdun + Hockanun + PactBop 114 20 ammyn

[TarraBepun + Tebaun [MOIKOKHOT'O BBEICHU

0,72 +5,75+2,7+ 0,36
+ 0,05 mr/mi 1 M
1,44+ 11,5+5,4+0,72
+ 0,1 mr/mit 1 M

6. Tpumenepuiun TabneTku 25 mr 50 TabneTok

7. Tpumenepuana PactBop miia uabekuit 20 ammysn
10 mr/mi 1 Mo (ITPHUI-TIOOUKOB)
20 mr/ma 1 M

8. Mopdhun Tabnetku (kancynsl)  |180 TabneTok (karcyr)

MTPOJIOHTUPOBAHHOTO
TeiCcTBUS

10 mr

30 Mr

60 Mr

100 mr

60 TabyIeTOK (Karcyn)
40 TabneTok (Karcyn)
20 TabGneTok (Kamcyi)
20 TabneTok (Karcyn)




200 mr

DaxoH 50 MKI/mo3a
2,0 mit (10 mo3)

3,2 mut (20 mo03)

5,0 mu (40 mo3)
Dakon 100 Mxr/go3a
2,0 mit (10 mo3)

3,2 vt (20 mo03)

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

3,2 mut (20 m03)

5,0 mut (40 m03)

0. Mopdhun TabneTku
S Mr 100 Tabnerok
10 mr 100 Tabnerok
10. Mopdun Karmum ny1s mprema 4 dakona
BHYTpH 20 Mr/mi 20 M
11. Mopdun PactBop a1 mpuema
BHYTPb (MOHOJ103bI)
2 Mr/mit 5 mut 100 ammy i/
6 Mr/MIT 5 MIT 80 amryn /3
20 Mr/mMi 5 M 30 amtyn /3
12. OxcukonoH + Hamokcon Ta0meTkn
MPOJOHTHPOBAHHOTO
nercTBUA
S5 Mr + 2,5 Mr 100 Tabaerox
10 mr + 5 mMr 60 TabneTok
20 mr + 10 mr 40 TabneTok
40 mr + 20 mr 20 TabneTok
13. [TponmonundennmTokcudTIIIUNepuanH T abnetku 3ameunsie 20 (SO TabieTok
MT
14. DeHTaHuI [InacTeIpb
12,5 Mkr/9ac 20 rmacTeIpeit
25 MKr/4yac 20 ruacteipeit
50 MKr/49ac 10 mnacTeipeit
75 MKr/49ac 10 nmacteipeit
100 mkr/4gac 10 macTeipeit
15. DeHTaHuI Cripeil Ha3aIbHbIN

24 ¢uakoHa
12 pmakoHOB
6 prmakoHOB

12 ¢akoHOB
6 (rakoHOB
3 prmakona

12 ¢akoHOB
6 (rakoHOB

3 prmakona

Ipunoowcenue N 2

K Ilopsoky Haznauenus

JleKapCcmeeHHblx npenapamoe,

VMBEPAHCOCHHOMY NPUKAZOM

Munucmepcmea 30pasooxpaneHus



Poccuiickoii @edepayuu

om 24 noaops 2021 2. N 1094n

Cnpasouno

PEKOMEH/JOBAHHBIE K UCITIOJIb3OBAHUIO
COKPAIIEHUA ITPU O©@OPMJIEHUMU PELIEIITOB

N | Cokpamienue [TonHoe Hanucanue ITepeBon
/11

. Jaa ana [10, TOPOBHY

2. lac., acid. acidum KHCJIOTa

3. |aer. aerozolum a3p030J1b

4. Jamp. ampulla amITyJia

5.  |aq. aqua BOJIa

6. |aq. purif. aqua purificata BO/IA OYUIIICHHAS

7.  |but. butyrum Macyo (TBEp0e)

8.  |caps. capsula Karcyra

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

10. [D. Da (Detur, Dentur) Brinaii (ITycts Beimano, I1ycts
OyZeT BBIIAHO)

11. [D.S. Da, Signa Detur, Signetur Brinaii, 0003naub [lycTs Oyner
BbITaHo, O003HAYECHO

12. [D.t.d. Da (Dentur) tales doses Brinaii (Ilycts OyayT BbITaHBI)
TaK¥e JTO3bI

13. |dil. dilutus [pa3BEICHHBIN

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

15. |emuls. emulsio BMYIbCHUs

16. |extr. extractum PKCTPAKT, BBITSDKKA

17. |in enem. in enemas B MUKPOKJIM3Max

18. JF. Fiat (fiant) [TycTh 0Opasyercst (00pa3yroTcsi)

19. |gran. granulum rpaHyIIbl

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

21. |gtt. peror. guttae peroralis Karum JJ1s1 IpueMa BHYTPb

22. |inf. infusum HacTOU

23. |in amp. in ampullis B aMmIysax

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

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

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

obd. BBHICBOOOKICHUEM, TTOKPBITHIX

000J10YKOM




27. |in tubul. in tubulis B TIOOMKAx

28. [lin. linimentum IMTMHUMEHT

29. |liq. liquor PKUTKOCTD

30. |lot. lotion IMOCHOH

31. m. pil. massa pilularum [VTIOJTBHASI Macca

32. membr. bucc. |membranulae buccales [UIEHKY 3all[€YHbIE

33. M. Misce, Misceatur CMernait
(ITyctp Oyzmer cMmemniano)

34. mixt. mixtura MUKCTYypa

35. [N. numero YHCIIOM

36. |ol. oleum Macio (KUIKOE)

37. |past. asta macra

38. ppil. pilula, pilulae [TAJTIOJIS, TTAJTIONN

39. Ip. aeq. partes aequales [paBHBIC YaCTH

40. |ppt., praec. raecipitatus OCAKJICHHBII

41. |pulv. pulvis [MOPOIITOK

42. (q.s. quantum satis CKOJIbKO MOTpedyeTcs, CKOIBKO
Ha0

43. Ir., rad. radix KOpEHb

44. Rp. Recipe Bo3smu

45. |Rep. Repete, Repetatur [TosTopu (ITycTs Oyner
[TOBTOPEHO)

46. [rhiz. rhizoma KOpHEBHIIIE

47. |S. Signa, Signetur 0O603Hnausb (Ilycts Oynmer
0003HAYEHO)

48. |sem. semen cems

49.  [simpl. simplex pocToi

50. [sir. sirupus CUPOII

51. [sol. solutio acTBOp

52. [spr. spray crpeit

53. |spr. nas. spray nasale Cripei Ha3aJbHbIN

54. |supp. suppositorium CBEYa, CYMIO3UTOPUN

55. |susp. suspensio CYCII€H3Us, B3BEChH

56. [tab. tab(u)letta rabieTKa

57. [t-ra, tinct. tinctura HacTOMKa

58. [tubulis tubulis TIOOMKH

59. [STT Systema Therapeutica TpancnepmanbHas

Transcutanea TepaneBtuueckas Cucrema
60. Jung. unguentum Ma3b
61. |vitr. vitrurn CKJISTHKA

Ipunoowcenue N 2

K npuxasy Munucmepcmea 30pasooxparenuis

Poccuiicxoii @edepayuu

om 24 nosaops 2021 2. N 1094n



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

MMHMCTepCTBO SOPaBOOXPaHEeHMA

Poccumickom demepaumun

Kon dopwmer mo OKYI

Kon yupexnenmsa o OKIIO

MenmMumMHCKadad IOOKYMeHTalusd

HamMeHnoOBaHMe (MITaMII)

MeIOMLMHCKOM OpIraHM3alnm

PEIEIT

(B3pOCHHI,

" "

dopma N 107-1/y

YTBEepXOeHa I[IpMKa30M
MuHmcTepCcTBa 3OPaBOOXPAaHEHUHA
Poccunickon Odenmepaumum

or 24 Hosbps 2021 r. N 1094n

IETCKUM — HYXHOE IMNOJUEPKHYTH)

20 .

daMmInsa, MHMULMATIE MMEHM M OTUeCTBa

IIaumMeHTa

(mocyienHee - OpM HaAJUUUMN)

JaTa poxneHud

daMmIIMsa, MHMLMAJE MMEHM UM OTUeCTBa

Jledamero Bpada (dbenpmmepa, akylLepKu)

(mocyenHee - HOpM HaJIUUUM)




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

(nopnmuce ¢enprumepa, akKyllepKu)

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

(HyXHOEe MONUEePKHYTH) (yxkazarob

KOJIMUECTBO IHEM)

OBopoTHas CTOpPOHA

OTMeTKa O HasHAUYEHUU
JIEKapCTBEHHOTO IIpernaparTa
IO PEUeHMI BpaduebOHOM KOMUCCUU

[IpuroToBMII [Iporepuin OTnycTumi




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

MUHMCTEPCTBO 3OPaBOOXPaHEHUSA Kon dopwmer mo OKYI 3108805

Poccumickom demepaumun MemomuMHCKaAd OOKyMeHTAalMd
dopma N 148-1/y-88

HammeHOBaHMe (WTaMIl) YTBepxIeHa IpPUKas0M

MEeOUIIMHCKOM OpTraHM3alLum MuHmcTepCcTBa 3OPaBOOXPAaHEHUH
Poccunickon Odenmepaumm

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

VMHIOIVBUOYAJILHOTO MNpellpUHMMaTea

(ykazaTh ampec, HOMEp U OaTy JMUIIEeH3UWU,

HaVMeHOBAaHME OpraHa I'OCyIapCTBEHHOM BJIACTH,

BEIDABIIETO JIULIEH3UIO)

e || LU U LU

PEIEIT "o 20 .
(maTa odopMIIeHUA-peLenTa)

(B3pOCIEIM, IeTCKMM — HYXHOE IONUEePKHYTH)

damMmiimda, MHMLUMAJE MMEHM M OTdeCcTBa (IIoCJelHee — PV HaJIW4dUM)
rnaumeHTa

JaTa poxneHud

Anpec MecTa XuTeJbCcTBa MM N MeIMUIMHCKOM KapTh amMOyJlaTOPHOT'O
nauMeHTa, OOoJIydanlero MEeOMUMHCKYI TIOMOIbL B aMOyJIATOPHBIX YCJIOBUAX

daMuIMsa, MHMUIMAJBE MMEeHM M OoTuecTBa ([ocJjelHee - IPM HaJIUMuumM)



Jleyamero Bpada (besnbpmmepa, akyllepKu)

[Toonuce ¥ redvaThb Jiedaller'o Bpauda M.II.
(mnopnmuce ¢enprumepa, akKyllepKu)

PeulenT nmeMCcTBUTEJIEH B TeueHMe 15 nHen

OBbopoTHaAa CTOPOHA

OTMeTKa O HaBHAUYEHUU
JIEKapCTBEHHOTO IIpenaparTa
IO PEUeHMI BpaduebHOM KOMUCCUU

[IpuroToBMUII [Iporepmin OTnycTumi

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

MUHMCTEPCTBO 3OpaBOOXpPaHeHUd YTBEPXIEHA
Poccumickom demepaumuu MECTO IJIA npmkasoM MuMHMCTepCTBa
MNTPUXKOIA <*> 3IPaBOOXPaHEeHNH

Poccumickom demepaumnm
or 24 HosbOps 2021 r.
N 1094u



IITamrl

Konm MeamMuMHCKOM OpTraHu3aluu

MTamna

Koo mMHOMBMUOYyAaJIBHOTO IIpeOlipMHYVIMaTeJIA

Kon dopwmer mo OKYID 3108805

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

Kon Koz IcCTOUHUK OMHaHCUPOBAHMUA: |[$ OILJIATH:
KaTeropumn HO3OJIOTUYECKOM |([IOOYEPKHYTH) (MOOUYEepPKHYTH)
TrpaxnaH bopmMel (mo MKE)
1. denmepanbHBIM OIIXET 1. BecmnnaTHO
2. BromxeT cybbekTa 2. 50%
Poccurickom demepaumnm
3. MyHuMUMIAJLHEM OmxeT |3. MHOM %
PEUEIT Cepusa N OaTa obopMIIeHMUS : 20 1.

Samvmmning,
IpMY HaJIW4UN)

VHMLMAJIBI VMMIMEHNM UM OTUYeCTBAa
IIauMeHTa

(mocyenHee -
JaTa poxIoeHud



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

CHIWJIC

N mosmca
00a3aTeJIbHOTO
MeIMLIMHCKOT'O
CTpaxXxOoBaHMUA :

HoMep MeIMILMHCKOM KapThl NallMeHTa, [ojiydalmeI'o MeIUIMHCKYI [IOMOUIL B
aMOyJIaTOPHEIX YCJOBUAX

damMmnmsa, MHULMAJE MMEHM M OTUeCcTBa (IocjenHee — IIPM HAJIUUUU)
Jledamero Bpada (denpmmepa, akyLepKu)

PyO. Kom. -
1 i
S e o = 1

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

(nopnmuce ¢enprumepa, akKyllepKu)

PeuenTt perncrBUTesieH B TeueHme 15 mHem, 30 maHel, 90 mHeml
(HyXHOE NONUEPKHYTH)

———————— (3anonHgeTCcsa CcroeuuaJucTOM allTedyHOoMu OpI‘aHMBaLI,I/H/I) -

OTHnymeHO MO pelenTy: TOpTOBOE HAaVMMEeHOBAaHUE
1 OOBUPOBKA :

llarta ornycka: " " 20 1. [KoamuecTBO:

[[PUTOTOBWII: [[poBEepPWMII: OTyCTn:

(IMHMS OTpPHIBA)

Kopemok peunenTypHOTO OJIaHKa Crnoco® NpUMEHEHUI:
HavMeHOBaHUE [[POOOJIIXUTENIEHOCTD oHeMn
JIeKapCTBEHHOT'O IIpelnaparTa:




KoJIMyeCcTBO IIPMEMOB B IEHB: pas
Io3MpOBKa: Ha 1 npuewm: en.

ObopoTHasa CTOpPOHAa

OrMeTka O Hal3HauveHUMt
JIEKaPCTBEHHOT'O IpelnapaTa
IO PEUeHMI BpaduebHOM KOMUCCUU

[IpuroToBmUII [Iporepmin OTnycTumi

<xE> B cljiydae M3TOTOBJIEHMA penerlTypHOoTro OJlaHKa C MCIOJIb30BaHMUEM
KOMIIBIOTEPHEIX TEeXHOJIOT N .

Ipunoowcenue N 3
K npuxasy Munucmepcmea 30pasooxparenuis
Poccuiicxoii @edepayuu

om 24 nosaops 2021 2. N 1094n

HOPAJOK O®POPMJIEHUA PELHEIITYPHbBIX BJIAHKOB
HA JJEKAPCTBEHHBIE IIPEITAPATDI, UX YYETA U
XPAHEHUA

I. Ogopmiienune peuenta Ha OyMaKHOM HOCHTEJIE

1. Ha peuentypnsix 6mankax gopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(;1) B 1€BOM BEepXHEM
yriry mpoCTaBJIsICTCA IITaMIT MCHHHHHCKOﬁ opraHu3alnuvu C YKa3aHUCM €€ HAMMCHOBAHM:, a/Ip€Ca U
TenedoHa C 1aTON BBIMTUCKH (aTO ohopMIiIeHHS) pelienTa Ha JIEKapCTBEHHBIN ITpenapar.

JononaurensbHO Ha penentypHoMm OnaHke Qopmbel N 148-1/y-04(;1) mpocraBnsieTcss KoJ
MEIUIIUHCKOW OpTaHu3aliil B COOTBETCTBUU ¢ OCHOBHBIM T'OCYIapCTBEHHBIM PETHCTPAIMOHHBIM



HoMmepoM (manee - OI'PH).

Cepust pernentypHoro Omanka (opmbr N 148-1/y-04(1) Briarowaer koj cyowbekra Poccuiickoii
®denepanun, COOTBETCTBYIOIIMK JBYM TMepBbIM mudpam OOmmEepoccuiickoro kiaccudbukaropa
00BEKTOB aIMUHUCTPATUBHO-TEpPUTOpUANbHOrO AeneHus (nanee - OKATO).

Pa3zpemaercs nsroraBiauBate peuentypabie 01anku ¢popmbl N 107-1/y u popmbr N 148-1/y-04(1) ¢
NMOMOIIIBbIO KOMITBIOTCPHBIX TEXHOJIOTHH.

Peuenrtypusie Omanku ¢opmer  popmbel N 148-1/y-88 u3roraBnmmMBarOTCS HUCKIIOUUTEIBHO
TUTIOTPAPCKUM CITOCOOOM.

2. Ha peuentypHeix OnaHkax, O(QOPMISEMBIX HWHAMBUAYAJIBHBIMUA IPEANPHHUMATENSIMH,
UMEIOIIUMH JIMIEH3UI0 Ha MEIULUHCKYIO JESITEeIbHOCTb, B BEPXHEM JIEBOM YTy THUIIOTPa(CKUM
CHOCOOOM WJIM IyTE€M IMPOCTAaBICHHS IITaMIa JOJDKEH OBITh yKa3aH aJpec HHIWBUAYaJTIbHOTO
IpEeIIPUHUMATENSA, HOMEP W JaTa JIMIECH3UM, HAaUMEHOBAHME OpraHa rOCyAapCTBEHHOW BIIACTH,
BBIJIABLIETO JIMLICH3HUIO.

3. Penentypusie Omanku ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(x) 3anonssoTcs
MEIUIMHCKIM PaOOTHUKOM YEPHIUIIAMH WM MIAPUKOBOM PYYKOIL.

4. lomyckaetcst opopmiieHHe BCEX PEKBU3HUTOB (3a UCKIIOYeHHEM pekBusnuTta "[loamuch nevamiero
Bpaya (moAmuch Qenpamepa, akymepku') penentypHsix OmaHkoB (opmber hopmer N 107-1/y,
¢dopmbl N 148-1/y-88 u popmbr N 148-1/y-04(11) ¢ uconbp30BaHUEM MTEYATAIOIIUX YCTPOUCTB.

5. Odopmnenue penentypHsix OnaHkoB ¢opmbl N 148-1/y-04(;1) Brimrodaer 1udpoBoe
KOJIUPOBAHUE.

HudpoBoe KoAUpPOBaHUE YKA3aHHBIX PEIETITYPHBIX OJIAHKOB BKJIIOYACT:

1) xon menuumuHckoil opranuzanuu (OI'PH) wnm kon wHAMBUAYadbHOTO NpEANPUHUMATENS B
coOTBETCTBUM ¢ OCHOBHBIM T'OCYJapPCTBEHHBIM PErMCTPALlMOHHBIM HOMEPOM HHIWBHUAYaTBHOTO
npeanpunumarens (manee - OI'PHUII), npocraBiseMblii MpH H3TOTOBIEHUHM PELENITYPHBIX
OJIaHKOB;

2) KOI KaTeropuu Tpa)<J1aH, MMEIOUIMX IMpPaBO Ha IOJyuYeHHE JIeKapCTBEHHBIX NpPENapaToB B
cooTBeTcTBUU €O cTathei 6.1 denmepanbHoro 3akoHa ot 17 wmrona 1999 r. N 178-®3 "O
rOCyJapCTBEHHOM colMalibHOM nmomoru" <1>, u Koa HO30JI0THYecKO GopMbl 1o MexIyHapOIHOM
CTATUCTUYECKON KJaccudukaimyu OoJie3He u mpobsieM, CBsA3aHHBIX €O 370poBbeM (10-i
nepecmotp) (nanee - MKB), 3anonHseMble JiedyaniuM BpauoM IyTeM 3aHECEHHUs Kaxa0il mudpsl B
MyCThIE TYEHUKHU, TPU ITOM TOUKA MTPOCTABIIAETCS B OTIACIBHON SYCHKE;

<1> Co0Opanue 3akoHonaTenbcTBa Poccuiickoit @eneparuu, 1999, N 29, cr. 3699; 2020, N 52, cr.
8577.

3) ormetky 00 wuctouHuke (uHaHcupoBanus (denepanbHbii OromKeT [1], OromKeT cyObekTa
Poccuiickoit ®enepauuu [2], MyHHUNHUNAIbHBI OromkeT [3]) W MpomEHTe OIUIaThl pelernTa
(6ecrmatho [1], 50% [2], unoit % [3]);

4) mTPUX-KOJA - JOMOJHUTENbHBIA PEKBU3UT (B CIydae M3TOTOBJICHUS HA TEPPUTOPHH CYOBEKTa
Poccutickoit deneparuu penentypHoro 6JaHKa ¢ UCTIOIb30BAHHEM KOMITBIOTEPHBIX TEXHOJIOTHI).
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6. B peuentypubix 61ankax ¢dopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(x) B rpade "Damunms,
WHHUIAATBl UMEHH M OT4ecTBa (TIOCIEAHEE - MPH HAIWYMW) TalMeHTa" yKa3bIBalOTCS (GaMuius,
WHUIMAIB] IMEHU U 0TYeCTBa (MTOCIEAHEE - TIPU HATMYWH) MTAIMEHTA.

7. B penentypubix Onankax ¢gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(;1) B rpacde "lara
poXIeHus" yKa3pIBaeTCs 1aTa POXKACHUS MalMeHTa (YUCIIO, MECSIIL, TOJ).

JlononmHUTENBHO B perentypHbIXx Onankax ¢gopmbl N 148-1/y-88 u ¢opmsr N 107-1/y nns nereit B
Bo3pacte 70 1 roga B rpade "Jlata pokneHus" yKa3bIBaeTCs KOJTMYECTBO MOJTHBIX MECAIICB.

8. B penentypueix Omankax ¢opmer N 148-1/y-04(;m) B rtpadax "CHUIIC" um "N mommca
00513aTeIbHOT0 MEAMIIMHCKOTO CTPAaXxOBaHUs'" yKa3bIBAIOTCS CTPaxOBOW HOMEpP WHAWBUIYAIBHOTO
auneBoro cuera rpaxnannHa B IleHcmonnoMm ¢onne Poccmiickoit ®@eaepannn (CHWIC) (mpu
HaJ'II/I‘-II/II/I) U HOMCD I10JIMCa O6H3&T€HBHOFO MCIUIIMHCKOI'O0 CTpaxOBaHUA.

9. B peuentypnbix O6mankax ¢opmbl N 148-1/y-88 B rpade "Anpec mecra KUTEIHCTBA UM HOMEP
MGHHHHHCKOﬁ KapTbl IalUCHTA, IMMOJy4dYaromero MCIUWIHUHCKYHO IIOMOIIbL B aM6yﬂaTOpHBIX
ycIoBHAX", yKa3bIBae€TCS MOYTOBBIM agpec MeCTa JKUTENbCTBA (MecTa NpeObIBaHUS WM MeEcTa
(aKTHUECKOro MPOXKUBAHUS) MAIMEHTa UM HOMEP MEAMLMHCKOW KapThl MAI[MEeHTa, MMOJIyYaroIero
MEIUIIUHCKYIO TTIOMOIIb B aMOYJIaTOPHBIX YCIOBUAX <2>.

<2> Tlpukaz MunuctepcTBa 3apaBooxpaneHust Poccuiickoit deneparun ot 15 nexadps 2014 r. N
8341 "OO6 yTBepkIeHUH YHUPHUIMPOBAHHBIX (POPM METUIIMHCKON JOKYMEHTAIMH, UCTIOIb3yEMbIX B
MEINIUHCKUX OPraHU3aIMIX, OKa3bIBAIOIINX MEIUIIMHCKYIO IOMOLIb B aMOYJIaTOPHBIX YCIOBHSX, U
nopsiAKoB Mo ux 3anonHeHuro" (manee - Ilpukxaz N 834H) (3apeructpupoBaH MUHHCTEPCTBOM
toctuii - Poccuiickort ®epepanmu 20 despans 2015 1., peructpanmonusii N 36160) ¢
MU3MEHEHUsIMH, BHECCHHBIMU NpHUKa3aMu Munucrepcrsa 3apaBooxpanenus Poccuiickoit denepanuu
ot 9 suBaps 2018 r. N 2 (3apeructpupoBan MunuctepctBoM roctuiiuu Poccuiickoit @enepannn 4
anpens 2018 r., perucrpaunonnsiii N 50614), ot 2 nos6ps 2020 r. N 1186H (3apeructpupoBan
MunucrepctBoMm toctuiuu Poccuiickoit ®enepanuu 27 HosiOpst 2020 1., peructpaniuoHHbIT N
61121).

VYkazanue u ajpeca MecTa >KUTEIbCTBA U HOMEpa MEIUIIMHCKOW KapThl MAlMEHTa, MOJy4arollero
MEIUIIMHCKYIO MOMOIIb B aMOYJIaTOPHBIX YCIIOBUSIX, HE SIBIISIETCS OLTUOKOM.

B penentypnsix 6iankax ¢gopmbl N 148-1/y-04(:1) B rpade "Homep MeauImHCKON KapThl TAIIMEHTA,
NOJYYalOWEro MEIUIMHCKYI0 TOMOIIb B aMOyJaTOpHBIX YCIOBHUAX" YKa3bIBa€TCs HOMEP
MEIUIIUHCKOW KapThl MAIIMEHTA, MTOJYYaIOIer0 MEAUIIMHCKYIO TIOMOIIb B aMOYJTATOPHBIX YCIOBHUSX
<3>.

<3> IIpuxa3 N 834H.

10. B rpade "damunms, nHUIIMATB UMEHH M OTYECTBA (TIOCTIEHEE - TIPU HAJIMYUH ) JICUaIero Bpaya
(penpmmepa, axymepkun)" peuentypHbix OnankoB ¢opm N 148-1/y-88, N 107-1/y u N
148-1/y-04(;1) yka3sIBatoTCs MOTHOCTHIO (DaMIIIHSI, MHUIIMAIBI UMEHHU, OTYeCTBa (MTOCIIEIHEE - TIPH
HAJIMYUHU) MEIUIIMHCKOTO paOOTHHKA, HA3HAYMBIIIETO JIEKAPCTBEHHBIC MpemapaThl U 0POPMUBIIIETO
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perent.

11. B rpade "Rp" peuentypusix O6mankoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(x1)
yKa3bIBaeTCs:

1) HamMeHOBaHUE JIEKAPCTBEHHOTO TpernapaTa (MeXIyHapOIHOE HEMTaTEHTOBAHHOE HAMMEHOBAHUE,
TPYNIPOBOYHOE MM XMMHUYECKOE HAaMMEHOBAaHKE, TOPrOBOE HANMEHOBAHNE) Ha JITATHHCKOM SI3BIKE
WIH Ha PYCCKOM sI3bIKe, (DOpMa BBIMYCKAa, O3UPOBKA, KOJTHYECTBO (yKa3bIBaeTCS MPOIMHUCHIO Ha
peuentypaoMm 61anke Gpopmer N 107/y-HIT);

2) croco® TpUMEHEHHMs JIEKApCTBEHHOTO TMperapaTa Ha TOCYIapCTBEHHOM s3bIke Poccuiickoi
®denepanyy WM Ha TOCyAapCcTBEHHOM s3blke Poccuiickonn denepanuu U rocyJapCTBEHHOM S3BIKE
pecnyOsIMK ¥ MHBIX s13bIKax HaponoB Poccuiickoit deneparum <4>,

<4> Yacte 1 crateu 15 3akona Poccuiickoit ®enepanuu ot 25 oktsiops 1991 r. N 1807-1 "O
s3plkax HaponoB Poccuiickoit ®enepaumn" (manee - 3akoH N 1807-1). (Bemomoctu cnesna
HaponHbix nenyratoB PCOCP u Bepxosunoro Cosera PCOCP, 1991, N 50, cr. 1740; Cobpanue
3akoHoaarenbcTBa Poccuiickoit @enepanuu, 1998, N 31, ct. 3804).

13. Ilpu oopmieHHH pelenTypHBIX OJaHKOB 3aMpeniacTcsi OrPAHUYUBATHCS OOIIMMHU YKa3aHUSIMH,
Hanpumep, "Buyrpennee", "M3BecTHO".

B anekmponnom 0oKymenme Hymepayus nyHKmoe coomeemcmayem opuyuaipbHomy
UCHIOYHUKY.

14. Peunent, odopmieHHbI Ha penentypHoM Onanke ¢dopm N 148-1/y-88, N 107-1/'y u N
148-1/y-04(;1), mognuceiBaeTCss MEAUIIMHCKIM PaOOTHUKOM U 3aBEPSIETCS €r0 MeYaThio.

Penent, ohopmiennsiii Ha perentypHoM Onanke Gopmel N 148-1/y-88 u ¢popmer N 148-1/y-04(1),
JIOTIOJTHUTENILHO 3aBEPSAETCS NEeYaThio MEUIIMHCKOW opranu3anuu "Jis penentos".

Jns peuenta, opopmieHHOTO Ha perentypHoM Osanke ¢popmbl N 107-1/y, nannuue neyatu "J{is
penenToB" He SBISETCS 00s13aTeIbHBIM.

15. Ha omaoMm penenrtypHom Ostanke Gopmbl N 148-1/y-88 u dopmbr N 148-1/y-04(:1) pa3pemraercs
OCYHICCTBJIATH HA3HAYCHUC TOJIBKO OJHOI'O HAMMCHOBAHUS JICKAPCTBCHHOTIO ITpeIiapara.

Ha omnom penentypHom Onanke (opmbr N 107-1/y pa3pemraercst OCyIIECTBISTh Ha3HAYCHUE
TOJILKO OJIHOTO HAMMEHOBaHWs JICKAPCTBEHHOTO Tpemapara, oTHocsmierocs mo ATX k
aHTUTICUXOTHYeCKuM cpeactBaM (koax N 05A), ankcuonmutukam (kog N 05B), CHOTBOpHBIM U
cegatuBHbIM cpenctBaMm (kog N 05C), antupenpeccantam (kog N 06A) u He moOAJIEkKAIIETO
MPEIMETHO-KOJIMUYECTBEHHOMY YYeTy, U JI0 TpeX HAaMMEHOBAaHUM JIEKAPCTBEHHBIX MPENapaToB - JUIs
WHBIX JICKAPCTBEHHBIX MPENapaToB, HE OTHECEHHBIX K BhIICyKa3aHHBIM ATX.

16. MctipaBienust B perienTe He JOMYCKatOTCS.

17. IIpu odopmiiennn peuentypHbix 01aHkoB GpopM N 148-1/y-88, N 107-1/y u N 148-1/y-04(x1) Ha
JICKapCTBEHHBIE TMpenaparbl, Ha3HAYEHHBIC MO PEIICHWI0 BpaueOHOW KOMHCCHHU, Ha 000poTe
penenTypHoro 0JaHKa CTAaBUTCS CHEIHATbHAS OTMETKA (IIITaMIT).

18. Ha penientyprnom Ostanke popmbr N 148-1/y-04(11) BHU3Y UMEETCsI JIMHKS OTPBIBA, pa3AeIIroIas
pelenTypHbIii OJaHK U KOPEIIOK.
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Kopemok ot penenrta, opopMIEHHOTO Ha yYKa3aHHOM PELENTYpHOM OJIaHKe, BBIAAETCS MAllUCHTY
(ero 3aKOHHOMY IIPEJCTABUTENIO) B ANTEYHOM OpraHM3allH, HAa KOPEUIKE JEJIaeTcsi OTMETKa O
HaNMEHOBAHUU JIEKAPCTBEHHOTO Mperapara, J03UpOBKe, KOJIMYECTBE, CII0CO00e TPUMEHEHHUS.

II. Ogopmiienue penenrta B popMe 3JIeKTPOHHOI0 TOKYMEHTA

19. Penent B popMe JIEKTPOHHOTO JOKYMEHTA, MOAMUCAHHOTO YCHJIECHHOW KBaau(UIIMPOBAHHOMN
3IIEKTPOHHOHN MOJIHCHIO, (POpMUPYETCS METUIIMHCKAM PaOOTHUKOM, CBEJICHHUS O KOTOPOM BHECEHBI
B (enepanbHbIl PErUCTp MEAMIMHCKUX PAOOTHHUKOB <5>, a TakKe MPU YCIOBUH PETUCTPALUH
MEIMIUHCKOW OpraHu3alii, B KOTOpOoil odopmiseTcss penent, B QenepaibHOM peecTpe
MEIUIIMHCKUX OpTraHM3anuii <6> eIuHON TroCyIapCTBEHHONW WH(MOPMAIMOHHOW CHCTEMBI B cepe
3paBOOXPAaHECHUsT M NOAKIIOYEHUS TaKOW MEIMIMHCKOM OpraHu3alvu K TIOCyJapCTBEHHOU
nH(pOpMaAIMOHHOM cucTeMe B cdepe 3apaBooxpaHeHus cyonrekra Poccniickoit @enepanuu <7>.

<5> Yactp 4 crareu 91.1 dDenpepanpHoro 3akona N 323-®3 (CobOpaHue 3aKOHOIATEIHCTBA
Poccuiickoit ®enepanuu, 2011, N 48, ct. 6724; 2020, N 29, ct1. 4516).

<6> Yactp 4 crareu 91.1 @DenpepanpHoro 3akona N 323-®3 (CobOpaHue 3aKOHOIATEIHCTBA
Poccuiickoit ®enepanuu, 2011, N 48, ct. 6724; 2020, N 29, ct1. 4516).

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

20. Ilpu odopmiiennn perenta B popme 3IEKTPOHHOTO JTOKYMEHTA Ha JIEKapCTBEHHBIC TTPEmaparhl,
yka3zaHHble B IyHKTax 9 u 11 Ilopsaka Ha3HaueHMs! JIEKAPCTBEHHBIX MPENAapaToB, YTBEPKIECHHOTO
HACTOALIMM TPUKA30M, MU OTIyCKaeMble 3a TMOJHYIO CTOUMOCTb, 3allOJIHSIOTCS CJeIyIoIIne
PEKBU3UTEL:

1) xon cybOwekra Poccuiickoit ®enepanmun mo OKATO, omnpeaenstomuil rocyliapCTBEHHYIO
nH(pOpMaAIMOHHYIO CHUCTEMY B cdepe 3apaBooxpaHeHus cyOwnekra Poccuiickoit deneparuu, B
KOTOpO# chopMupoBaH perent B popme dJIEKTPOHHOTO TOKYMEHTA;

2) HaMMEHOBaHHUE MEAUITMHCKON OpraHu3aluu, aapec, TeaedoH win haMuus, MTHAINAIB UMCHHU 1
oTuecTBa (MOCIeAHEE - TPU HATMYUN) UHIMBUAYATbHOTO MPEANPUHUMATENS, UMEIOIIETO JTUIEH3UIO
Ha MEJUITMHCKYIO IeSITeIbHOCTD, €r0 aJIpec;

3) OI'PH ropuandeckoro numa (MeaunuHckoi opranuzaruu) win OI'PHUIT wanuBmmyansHOTO
HNpeAIPUHUMATENS;

4) nara opopmiieHus perenta (yKa3bIBaeTCs YUCI0, MECSIL, TOJ);

5) nara okoHuUaHHWsS JeicTBus penenta (GOpMUpPYETCSs TOCYAapCTBEHHOM HH(POPMALMOHHON
cucteMoil B cepe 3apaBooxpaHeHHsi cyObekTa Poccuiickoir ®demepanui B COOTBETCTBUH CO
cpokamu AeiicTBus peuentoB: 15 queit, 30 aueit, 60 nueit, 90 nueit, no 1 roga);

6) yHUKaJIbHBIH HOMep perenta (GopMupyercs rocyaapCTBEHHOM MH(POPMALMOHHOM CHUCTEMON B
chepe 3apaBooxpaHeHms cyobekTa Poccuiickoit ®Dexepanmu W 00eCHEYMBACT OJHO3ZHAYHYIO
UICHTUDUKAIMIO perenTa B popMe 3JIeKTpOoHHOTO JokyMeHTa B couetanuu ¢ OKATO, OI'PH umm
OI'PHMUIT);
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7) ormetku "cito" (cpouno) wnm '"statim" (HEMEIJIEHHO) MPU HEOOXOAUMOCTH CPOYHOTO WIIH
HEMEJUICHHOTO OTITyCKa JICKApPCTBEHHOTO Mpernapara naiyeHTy;

8) ampec marueHTa (yKa3bIBaeTCs MOYTOBBIM agpec MeCTa YKUTEIhCTBA (MecTa MpeObIBAaHUS WA
MecTa (DaKTUYEeCKOro TPOXKHBAHUS) C yKa3aHWEM WHJEKCa, HAMMEHOBAaHUS Kpas, 00JIacTH,
pecnyOIMKu, aBTOHOMHOTO OKpyra M MHOTo cyObekTa Poccuiickoit denepanvy, HauMEHOBaHUS
HACEJIEHHOTO MYyHKTa, HAMMEHOBaHUs YIHIBI (TIPOCHEKTa, MEepeylika, mpoe3aa), Homepa aoma (c
yKa3aHUuEM KOpIyca, IPU HaJTUYHH ), HOMEPa KBapTUPHI);

9) HOMep HJIEKTPOHHOW METUIIMHCKOM KapThl MAaIleHTa B TOCYIapCTBEHHOW WH(POPMALMOHHOM
cucreMe B cepe 3npaBooxpaneHus cyobekra Poccutickoit deneparmmy;

10) dbamumnus, uMs, 0T4eCTBO (TIOCIIEIHEE - PU HAJTUYMH) MAIlMEHTA MOJTHOCTHIO;

11) mara poxknaeHus mnamueHTa (yKa3bplBaeTCs YHCIIO, Mecsl, Toxd), s gereid mo | roma
JIOTIOJTHUTEILHO YKA3bIBAETCSI KOJTUYECTBO IMOJTHBIX MECSAIICB;

12) dhbamMunvs, “HAIMATBI UMEHU U OTYECTBA (TTOCTIEAHEE - MPU HATMYUHN ) MEAUITMHCKOTO paOOTHHUKA
MOJIHOCTHIO;

13) HauMeHOBaHHME  JIEKAPCTBEHHOro  Mpemapara  (MEXIyHapOJAHOE  HEMaTeHTOBAHHOE
HAaMMEHOBAaHHE, TPYNIHUPOBOYHOE WM XHMMHUUYECKOE€ HAMMEHOBaHUE, TOProBO€ HAMMEHOBAHUE),
JO3UPOBKa, (hopMa BBIMYyCKa, KOJIMYECTBO (BCE MO3UIIUHU YKA3bIBAIOTCS HA PYCCKOM SI3bIKE);

14) croco0 mMpUMEHEHHs JICKapCTBEHHOTO IMpernapara Ha TOCYAapCTBEHHOM s3blke Poccuiickoi
denepanyy WM Ha rocyAapcTBEHHOM s3blke Poccuiickonn denepanuu U rocyJapCTBEHHOM S3BIKE
pecnyOsIMK ¥ MHBIX s3bIKax Hapos1oB Poccuiickoit denepammm <8>;

<8> Yactp 1| crarbm 15 3akona N 1807-1 (BemomocTtu chesna Hapomaubix nenyratoB PCOCP u
BepxoBaoro Cosera PCOCP, 1991, N 50, ct. 1740; Cobpanne 3akoHOomaTenbcTBa Poccuiickoit
®denepannn, 1998, N 31, ct. 3804).

15) noKyMEeHT, TOATBEPXKIAIOIMMNA HA3HAUYEHHWE JIGKQPCTBEHHOTO IIpemapara IO PEIICHUIO
BpaueOHON KOMUCCUHU MEIUIIMHCKON OpTaHU3allNu;

16) oTmeTka O Ha3HAYCHHM JICKAPCTBEHHOI'O IpenapaTa IO PEHICHUI0 BpaueOHON KOMHCCHH
MEIMIUHCKON OpraHu3alluid B CllydasX, yKa3aHHbIX B aOzane BTopoM nyHkra 6 Ilopsnka
Ha3HAa4YEeHUs JIEKAPCTBEHHBIX MIPENapaToB, YTBEPKAEHHOTO HACTOSIILIUM IPUKA30M;

17) oTMeTKa O cnenHMaIbHOM Ha3HAUCHHWH JICKAPCTBEHHOTO Mperapara (3arloiHsSeTcs B CiIydasx,
yKa3aHHbIX B yHKTax 15 u 24 Ilopsaka Ha3HAUYEHHUs JIEKAPCTBEHHBIX MIPENAPATOB, YTBEPHKIEHHOTO
HACTOSIIINM TIPUKA30M);

18) oTMeTKa 0 crenuanbHOM Ha3HAUYEHUHU JIEKapCTBEHHOI'O MperapaTa MalHueHTy ¢ 3abojeBaHueM,
TpeOYIOMKMM JTUTETFHOTO KYPCOBOTO JICUEHUs (3aMOJHSAETCS B Clydae, yKa3aHHOM B IyHKTE 23
[Topsinka Ha3HaueHUs JEKAPCTBEHHBIX IPENapaToB, YTBEP>KICHHOTO HACTOSILIKUM IPHUKA30M) C
MPOCTABJICHUEM MEPUOJUYHOCTH OTIYCKA JICKAPCTBEHHOTO IIpenapara;

19) npu opopmienun peuenta B GopMe NEKTPOHHOTO JOKYMEHTA Ha JIEKapCTBEHHBIC MIPENaparsl,
yKa3aHHbIE B MOANYHKTax 2 - 5 myHkTra 9 u nyHkrte 11 Ilopsaka Ha3HaueHuUs JIEKapCTBEHHBIX
IpEenapaToB, YTBEPAKIAEHHOIO HACTOALINM MPUKA30M, IPaXKAaHaM, UMEIOIUM [IPABO Ha OecIiaTHOe
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MOJIy4YEHUE JIEKAPCTBEHHBIX MPENAapaToB WIN MOJyYEHUE JIEKAPCTBEHHBIX MPENapaToB CO CKUIKOMH,
3aMOJHSAIOTCS PEKBU3HTHI, NIPEIyCMOTPEHHbIE MOANYHKTaMU | - 18 Hacrosmiero myHkTa, a Takke
CIIEYIOIINE PEKBU3UTHI:

a) Kareropus TrpakJaH, HUMEIOIIMX MPaBO HA TMOJYyYEHUE JIEKAPCTBEHHBIX IPENapaToB B
cooTBeTcTBUU €O cTathei 6.1 denmepanbHoro 3akoHa ot 17 wmrona 1999 r. N 178-®3 "O
roCy1apCTBEHHON COLMAIILHOM rmomomu" <9>;

<9> Cobpanue 3akoHonatenbcTBa Poccuiickoit @enepanuu, 1999, N 29, cr. 3699; 2020, N 52, cT.
8577.

0) ko Ho3osoru4eckoi ¢hopmbl Mo MKB;

B) UCTOYHUK ¢uHaHcupoBaHus (1 - denepanpHbIl OrOMKET, 2 - OHOKET cyOBekTa Poccuiickoi
Oeneparnyy, 3 - MyHHIIUITATBHBINA OI0KET);

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

J) CTPaxoBOW HOMEp HMHAMBHIYaJbHOTO JMIEBOr0 cyeTa rpaxiaHuHa B [leHcmoHHOM QoHae
Poccwuiickoit ®enepanuu (mpu Hamunn ) (CHUIIC);

€) HOMep ToJInca 0053aTeTbHOT0 METUIIMHCKOTO CTPAaXxOBaHUS.

21. Ilpu mpocTaBieHUH OTMETKH, YKa3aHHOW B noanyHkTte 16 mynkra 20 nactosimiero Ilopsiaka,
peuent B ¢opMe 3IEKTPOHHOTO JOKYMEHTa IOJIUCHIBACTCS YCHIECHHOW KBATH(DHUIIMPOBAHHON
AJICKTPOHHOM TIOMIMUCHIO TIpeJcenaress WU CeKpeTaps BpadueOHONM KOMHCCHH MEIUITMHCKON
OpraHM3aly, TpU TPOCTABICHUM OTMETOK, YKa3aHHbIX B noanyHkrax 17 um 18 mynkra 20
Hactosamero Ilopsnaka, - ycUIEHHBIMH KBaTHU(PUIIMPOBAHHBIMU SJIEKTPOHHBIMHU IMOIMUCIMHU
COOTBETCTBYIOIINX MEIUIIMHCKUX PaOOTHUKOB.

22. Ilo TpeGoBaHMIO TAIMEHTa WJIW €r0 3aKOHHOTO TMPEACTaBUTENS OQPOPMIIACTCS SK3EMIUISIP
perienta B ¢GopMe DIIEKTPOHHOTO JOKYMEHTa Ha OyMa)XHOM HocHTene ¢ oTMeTko '"JlyOmmkar
3JIEKTPOHHOTO JOKYMEHTA".

III. Y4er penentypHbIX 0JIAHKOB (32 HCKJIIOYEHHEM pelenTypPHbIX
0.1ankoB no popme N 107/y-HII "CnennajibHblii penenTypHbIN
0J1aHK'"")

23. Vwuer peuentypubix OmankoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(x),
M3TOTaBIMBAEMBIX THIOTPAPCKUM CIIOCOOOM (J1anee - penenTypHble OJIaHKHU, TOAJIEKAIIHE YIETY),
OCYILIECTBIISIETCA B JKypHAJlaX Y4yeTa, INPOHYMEPOBAHHBIX, IMPOIIHYPOBAaHHBIX U CKPEIICHHBIX

MOAMKMCHI0  PYKOBOAWTENS H  TEYaTbl0  MEIUIIMHCKOW  OpraHM3allid WU TOAMKCHIO
WHJIUBUIyaJIbHOTO MPEAIPUHUMATENS], UMEIOLIET0 JTUIEH3UI0 HA MEAUIIUHCKYIO JeATEIbHOCTb.

24. XKypnan ydera peuentypHbix 61ankoB popmel N 107-1/y conepkut cienyronue rpads:
1) HOMED 1O TIOPSIIKY;

2) B paznene "[Ipuxon™:
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a) JlaTa perucTpanuy J10KyMeHTa, OATBEPKIAIOLIET0 MOCTYIIIICHUE;
6) HOMCPp U aTa JOKYMCHTA, MOATBCPIKAAIOMICTO IMOCTYINICHUEC, HAMMCHOBAHUC ITOCTABIIUKA,
B) 00I11ee KOJTMYECTBO MOCTYMUBIINX PEIENTYPHBIX OJIAHKOB,;

r) haMuins, THAIIHAIBI UMEHU U OTYeCTBa (ITOCJICIHEE - PU HAJIMYUHU) U TTOAMKUCH OTBETCTBEHHOTO
MEIUIIUHCKOTO PA0OTHHUKA, MTOJYYUBIIETO PEHENTYPHbIE OJIAHKU OT MOCTABIIUKA,;

3) B paznene "Pacxon":
a) J1aTa BBIJA4M PELENTYPHBIX OJIAHKOB,
0) KOJIMYECTBO BBIIAHHBIX PEENITYPHBIX OJIAHKOB,;

B) (daMuius, WHWIMATBI MMEHM M OT4ecTBa (MOCIEAHEe - MPU HAIMYUU) OTBETCTBEHHOTO
MEAUIIMHCKOTO pabOTHUKA, MOTYUYUBIIETO PELENTYPHbIE OJTaHKU;

T') IOAMKUCH OTBETCTBEHHOT'O MEAUIIMHCKOTO PAaOOTHHKA, MMOTYYHBIIIETO PEIIENTYPHbBIE OJIaHKH;

4) pamunus, THUIMAIIBI IMEHH U OTYeCTBa (TIOCIIeIHEee - TIPU HAJMYKU) U TIOJIUCh OTBETCTBEHHOTO
MEJIUITMHCKOTO paOOTHUKA, BBIIABIIETO PEIENTYpHbIC OJaHKH;

5) ocTaToOK perenTypHbIX OJIaHKOB.

25. XKypnan yuera penentypHbsix OmaHkoB (opm N 148-1/y-88 m N 148-1/y-04(;1) comepxwur
cienyromye rpadmr:

1) HoMep 1o nopAIKY;

2) B paznene "[Ipuxon™:

a) JjaTa perucTpaluu J0KyMeHTa, MOATBEPHKIAIOLIEr0 MOCTYIIICHUE;

6) HOMep M JaTa JOKYMEHTAa, IOATBEP)KJAIOIEro MOCTYIUIEHUE, HAMMEHOBaHHUE NIOCTaBILNKA;
B) 00111ee KOJIMYECTBO MOCTYMHUBIIUX PELETITYPHBIX OJIAHKOB;

I') CEpUU U HOMEpA PELENTYPHBIX OJIAHKOB,

1) KOJIMYECTBO PEIENTYPHBIX OJaHKOB I10 CEPUSIM;

€) dhaMuins, MHAIMAIBI UMEHH B OTYeCTBa (ITOCJICIHEE - IPH HAJTUYWH) U TTOANMKUCH OTBETCTBEHHOTO
MEIUIIUHCKOTO PA0OTHHUKA, MOJYYUBIIETO PEUENTYPHbIE OJIAHKU OT MOCTABIIUKA,;

3) B paznene "Pacxon":
a) J1aTa BBIJA4YM PELENTYPHBIX OJIAaHKOB,;
0) cepuy 1 HOMEpA BbIIAHHBIX PELETITYPHBIX OJIAHKOB,;

B) KOJIMUYECTBO BBIJJAHHBIX PELENTYPHBIX OJaHKOB;

r) davMuius, WHUIUMAIBI WMEHH W OT4YecTBa (IOCICIHEE NP HAJUYUH) OTBETCTBEHHOTO

MEIUIIUHCKOTO PAa0OTHHUKA, MOJYYUBILErO pELENTYpHbIC OJaHKH;
1) IOJITUCHh OTBETCTBEHHOTO MEMIIMHCKOTO paOOTHHKA, TIOTYYMBIIETO PELENTYpHbBIC OIaHKHU;

4) dbamMuus, THALUAIBI UMEHU U OTYEeCTBA (TIOCTEAHEE - IPH HAIMYWHN) U TTOAMUCH OTBETCTBEHHOTO
MEIUIIUHCKOTO PaOOTHUKA, BBIIABIIETO PEeLETITypHBbIE OJaHKH;



5) ocTaToK perenTypHbIX OJIaHKOB.

26. Yuer peuentoB, OPOPMICHHBIX B ()OpME BIIEKTPOHHOTO TOKYMEHTa, OCYIIECTBIAETCS B
rocyJapCcTBEHHON HMH(OPMAIMOHHON cucTeMe B cdepe 3paBooXpaHeHHUs CyObekTa Poccuiickoi
@denepauil  MOCPEICTBOM BEJICHHSI E€IMHOTO pEecTpa peuenTtoB, O(GOPMIECHHBIX B (dopme
AJNIEKTPOHHBIX IOKYMEHTOB.

IV. XpaneHne penentypHbixX 0JIJAaHKOB (32 HCKJIIOYEHUEM
peuentypHbix 0aHkoB o ¢gopme N 107/y-HII " CnennanbHbii
peuenTypHbIi 0JaHK'")

27. MeauuMHCKHAE OpraHU3alliK IOJIy4aloT HEOOXOIUMBbIE pELEenTypHbIe ONaHKH, O(pOpMIICHHBIE
TUTIOTPAPCKUM CIIOCOOOM, Yepe3 TepPUTOPUATBLHBIC OPTaHbl YIPaBICHUS 3IPAaBOOXPAHCHUEM HIIN
OpI‘aHI/ISaL[I/II/I, yHO.HHOMO‘IeHHBIG Ha J3TO OpFaHaMI/I HCHOHHHTGHBHOﬁ BJIaCTHU Cy6’beKTOB
Poccuiickoit deneparumu.

28. PeueHTyprIe 6HaHKI/I, noJIc)Kamue y4dery, XpaHiaTCsa OTBCTCTBCHHBIM JIMIIOM, HAa3HAYCHHBIM
PYKOBOAMTENIEM MEAUIIMHCKONW OpPTaHM3allid, B 3allUPAEMOM MeTaUTMYecKoM Ikady (ceride) wim
METAJNIMYECCKOM SAIIHNKE.

29. I/IH,Z[I/IBI/I,Z[yaJIBHBII\/'I npeaAnpruHUMAaTEIIb, I/IMGIOH_II/Iﬁ JIMICH3UIO Ha MCAULUHCKYIO ACATCIbHOCTD,
XPaHUT PerenTypHbIe OJIaHKH, MOJICKAIINE YUETy, B 3alIMpacMoOM MeTautndeckoM mmkady (cerde)
NI METAJIJTIMYCCKOM SAIIHUKE.

30. TIpoBepka COCTOSHHS XpaHEHHS, y4eTa, (aKTHYECKOTO HAIWYUS M Pacxojia pPelenTypHBIX
OJIaHKOB, TOJUICKALIMX YYETy, OJMH pa3 B KBapTal OCYIIECTBISETCS KOMHCCHEH, CO3aHHON B
MEAMIIMHCKOW OpraHHU3aliHy.

31. Penentypuble OnaHku, odopmiseMble Ha OyMa)XHOM HOCUTENIE U TMOAJIeKAIIUE YUeTy,
BBIIAIOTCS  MEAWIIMHCKUM  pabOTHUKaM, WMEIIIUM TpaBo O(OpPMIEHUS PElEenToB, IO
pacnopsKeHHIO TJIaBHOTO Bpaya UM €ro 3aMEeCTUTETIS.

[lonyyennble penentypHele ONaHKM Ha OYM@XHBIX HOCHUTENAX XPAHATCS MEAMLIHUHCKUMHU
pabOTHUKAMHU B IOMEILEHUX, 00ECIIEYUBAIOLINX UX COXPAHHOCTb.

32. IlporpaMMHO-TEXHUYECKHE CPENICTBA TOCYIapCTBEHHBIX WH(POPMAIMOHHBIX CHCTEM B cdepe
3APpaBOOXpPaHCHU, MCOUIIMHCKHUX I/IH(bOpMaI_[I/IOHHBIX CUCTEM MEOUIIMHCKUX OpFaHHBaHI/Iﬁ
00eCTeunBaOT XpaHEHHWE OJICKTPOHHBIX pEIenToB, O(GOPMICHHBIX B (GOpME DIIEKTPOHHBIX
JAOKYMCHTOB B TCUCHHUC CPOKOB, YCTAHOBJICHHBIX [JISI XpaHCHHUA PCUCITOB, Oq)OpMJ’IeHHBIX Ha
COOTBETCTBYIOIIMX (popMax perentTypHbIX OJIAaHKOB Ha OymMakHOM Hocutesne <10>.

<10> HoanyHKT 5.2.169 ITonoxenuss o Munuctepctee (CoOpanue 3aKkoHOIATENbCTBA Poccuiickoi
®epnepaunn, 2012, N 26, ct. 3526; 2021, N 43, ct. 7258).

Ipunoocenue N 4
K npuxasy Munucmepcmea 30pasooxparenuis

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

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

MUHMCTEPCTBO 3OpaBOOXpPaHeHUd Kon dopwmer mo OKYI

Poccumickom demepaumuu MemomumHCKaAd OOKyMeHTAaLMd
dopma N 107/y-HII,
YTBEPXIOEHHAA IIPUKA3Z0OM
MuHMCTEPCTBA 3OPABOOXPAHEHUA

mTaMIl MeOMUMHCKOM OpTaHM3alMM Poccunickon Odenmepaumm

or 24.11.2021 N 1094=

PEUEIT
Cepusa N
" " 20 1—| .
(DaTa BHIOMCKM pelelnTa)
(B3pOCIEIM, IeTCKMM — HYXHOE INONUEePKHYTH)

damMmnimda, mMsa, OTUECTBO (IOCJelHee — I[PV HaJIU4UM)
nalnmMeHTa

BoszpacT

Cepmsa M HOMEp NnoJmca 0043aTeJIbHOTO MEIOMUMHCKOTO CTPpaxOoBaHMSA
HomMep MeOMUMHCKOM KapTH

dammnmsa, muMsa, OTUECTBO (NocjielHee — IIPM HaJIUUUM)

Jleyamero Bpada (besnbpmmepa, akyllepKu)

[loonuce M JMYHasa IIeduaThb Bpauda
(noonmuce ¢enprumepa, akKyllepKu)




damMmiius, MMs, OTUECTBO (IIocjienHee - TIIPM  HaJIuMuuMM) U TIOJANMUCH
YIIOJIHOMOUEHHOTO JiMila MeIMIIMHCKOM opTaHMu3alumn

M.II.
OTMeTKa alTeuyHOM opTaHm3aumMm o0 OTIyCcKe
dammnmsa, wmMsS, OTUECTBO (IocjemHee — OPM  HaJAMuMM) M HOANMCH
paboTHMKA alTedYHOM OopIlaHM3aluuU
M.II.
Cpok meMcCcTBMA peuenta 15 mHel
Ipunooscenue N 5

K npuxasy Munucmepcmea 30pasooxpaHenuisl
Poccuiicxoii @edepayuu

om 24 nosaops 2021 2. N 1094n

HOPAJOK U3TI'OTOBJEHUSA, PACITPEJAEJIEHUA,
PEIT'UCTPALIUU, YUETA U XPAHEHUS PELLEIITOB,
COAEPKAIINX HASHAYEHUE HAPKOTUYECKHUX

CPEACTB WIN ICUXOTPOIIHBIX BEHIECTB

I. [TopsiioK U3roTOBJIEHUS, PACTIPEACJICHHUS CIeIHATbHBIX
peuentypHbix 0aHKkoB o ¢gopme N 107/y-HII

1. Opranu3anuo U3roTOBJICHUS U pacHpeeneHus perentypHsix Oi1ankoB mo gopme N 107/y-HII
"CrernuanbHbI perenTypHbId OaHK" (Hajiee - CIeIuanbHbIA PEIENnTYpHbIN OJIaHK) OCYIIECTBIISCT
MunuctepceTBo 3apaBooxpaneHus Poccuiickoit @enepanuu (nanee - MUHHCTEPCTBO).

2. CrneuuasbHble pelenTypHble OJaHKU SBISIOTCS 3alUIIEHHON NOJUrpaduyeckoil MpomyKIueH
ypoBHs "B", u3roraBnuBaemoii Ha Oymare po3oBoro 1sera pazmepom 10 cM X 15 cM, T0KHBI UMETh
CepUI0 M HOMEp, a TAaKXKe COOTBETCTBOBATH TPEOOBaHMSM, YKa3aHHBIM B NpHKa3e MUHUCTEPCTBA
¢unancoB Poccuiickoit ®enmeparuu ot 29 centsabps 2020 r. N 2178 "OO6 yTBepXIeHUH
TexHuueckux TpeOOBaHUN U YCIOBUNA M3TOTOBJICHUS 3AIIMIICHHON OT MOIETIOK MOIUTpaduIecKoi
nponykuun" (3aperucTpupoBaH MuUHHCTEPCTBOM IocTurKM Poccuiickoit ®denepanun 16 HOsIOps
2020 r., peructpanuonssiii N 60930).

3. B mensx opraHu3anuu M3rOTOBJICHUSI U paclpeieNieHUs] CHelHalbHbIX PELEeNTYypHbIX OJIaHKOB
MCIUIMHCKUC OpTraHru3alu, UMCIOIIUC IIPABO OCYHICCTBIIATH BblAa4y PCUCITOB HA HAPKOTUYCCKUC
CpeICTBA WK NCUXOTponHble BemecTBa cnucka Il [lepeunst u 3apeructpupoBannsie B Poccuiickoit
CDC,Z[GpaL[I/II/I B Ka4YCCTBC JICKAPCTBCHHBLIX MpCHaparoB I MCIUIMWHCKOIO IMPUMCHCHUA (I[EUICC
COOTBETCTBEHHO - MEJIWILIMHCKasl OpraHu3alus, HApKOTUYECKUH (IICUXOTPOIMHBIN) JeKapCTBEHHBIH
Iperapar), COCTaBJISIOT 3asBKU Ha PEIENTYPHBIE OIaHKU.
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4. B cpok m0 1 oktssOpsi Tekymiero roja 3asBKH MEAWIIMHCKUX OPTaHMU3alMid Ha CIElUaTbHBIC
pelenTypHble OJJaHKU MPEICTaBISIFOTCS:

1) MEOUIIMHCKUMHU OpTaHW3aldsIMH, HaxOISIIMUMKCSI B BEACHUM (QeaepaibHbIX OpPraHOB
WCTIOJTHUTEIILHOM BJIACTH, - B COOTBETCTBYIOIINE (heJiepaibHbIe OPraHbl HCTIOTHUTEILHOW BIIACTH;

2) MEIWIIMHCKUMH OpTaHU3alMsIMH, HaxOIAIIMMHUCSI B BEACHHUM CyOBeKkTOoB Poccuiickoi
®Denepaunu, MEIULMHCKUMUA  OpraHM3alysIMd  MYHHUIMIAJIBHOM W YacTHOM  CHUCTEM
3IPAaBOOXPAHEHUS - B OpraHbl WCIIOJHUTEIBHOW BIIaCTU CYOBEKTOB Poccuiickoit denepannu B
cdepe OXpaHbI 3I0pPOBbS TPAXKIaH, HA TEPPUTOPUU KOTOPHIX OHU PACIIOIOKEHBI (Jajiee - OpraHbI
WCITOJTHUTENIbHON BIIacTH cyOBhekToB Poccuiickoit deneparun).

5. B 3asBKe MEAMITMHCKOW OpraHM3alliy Ha CHCIHATbHBIC PEIENTypHbIE OJAHKH YKa3bIBAIOTCS
CJIeIYIOIINE CBEJICHUS:

1) cBemeHHMs O MEAMITMHCKOW OpTaHM3allid, TOJABIICH 3asiBKYy Ha CIICIHAIBHBIC PEIENTypHBIE
Onanku (TTOJTHOE HAMMEHOBAHKE, AIPEC MECTA HAXOXKIACHHUS );

2) KOJMYECTBO CIELUANBHBIX pPELENTYPHbIX OJIaHKOB, H3PACXOMOBAHHBIX MEIUIIMHCKOM
opranu3amuen Ha 1 sHBaps NpeAIeCTBYIONIEro roja;

3) KOJIMYECTBO CIEHHUAIBHBIX PELENTYPHBIX OJAHKOB, HEOOXOIUMBIX MEIUIIMHCKONW OpraHU3aluu
Ha CIEIYIOLIUM To/.

3asBKa MEIUIIMHCKOW OpTaHM3alldd Ha CHCIHAIbHBIC PEIENTypHbIe OJaHKU IOIMUCHIBACTCS
PYKOBOAMUTEIEM MEIUIIMHCKOM OpraHu3alllK, KOTOPbIH HECET NMEPCOHAIBbHYIO OTBETCTBEHHOCTH 3a
000CHOBAaHHOCTH U JJOCTOBEPHOCTh YKa3aHHBIX CBEICHUH.

6. denepanbHble OPraHbl UCTIOTHUTEIBHOM BIACTH, B BEIEHUM KOTOPBIX HAXOASITCS MEIULIMHCKUE
opraHuzaruu (manee - ¢peaepaabHble OpraHbl HCTIOJHUTEILHON BJIACTH), U OPTaHbl UCIIOJTHUTEIIBHON
BIacTu cyobekToB Poccuiickoit denepannyu Ha OCHOBAaHWU 3asiBOK MEIMIIMHCKHX OpTaHHU3aIiil Ha
CrielaIbHbIE PelenTypHbie OJaHKH (OPMHUPYIOT CBOJHBIC 3asBKH Ha CIICIHAIBHBIC PEIENTYpPHBIE
OJlaHKH U B CPOK 710 | ekaOdpsi TeKyIIero rojia mpeacTaBisitoT uX B MUHUCTEPCTBO.

7. B cBOAHOI 3as1BKE Ha CHIeIMAIbHBIC PEENITYPHBIE OJTAHKH YKa3bIBAIOTCS CIEAYIOIINE CBEICHUS:

1) cBegenust o ¢eaepaibHOM OpraHe HCIOJIHHUTEIBHOW BIACTH (OpraHe MCIOJHUTEILHOW BIACTH
cyobekta Poccuiickoii ®@enepanuu), NpEACTAaBUBIIEM CBOAHYIO 3asgBKy Ha CIIELUAIbHbIC
penentypHbie O1aHKH (TIOJTHOE HAUMEHOBAHUE, aJpec MeCTa HaX0XKICHHS ),

2) KOJHMYECTBO CIEUUAIBHBIX PELENTYPHbIX OJAHKOB, paclpeieieHHBbIX (eaepanbHbIM OpPraHoOM
UCTIOJIHUTENILHOW BJIAcTH (OpraHoOM MCIIOJHUTEIBHOM BiacTH cyObekTa Poccuiickoit denepannn) Ha
| AHBaps NpenIECTBYIOMETO TOAA MEXAY MEAUIIMHCKUMY OPTraHU3alUsIMU;

3) KOJIMYECTBO CHEUUANBHBIX PELENTYPHBIX OJaHKOB, HEOOXOIUMBIX (heepasbHOMY OpraHy
WCITOJTHUTEIIbHON BJIACTH (OpraHy MCIIOJHUTEIBHON BIAcTH cyObekTa Poccuiickoit denepanun) Ha
C.HGI[yIOH_II/II\/'I roa i pacupCACJICHUA MCKAY MCAUITUHCKUMU OpraHu3aliuiaMu;

4) cBemeHuss O TOJBEIOMCTBEHHOW OpraHM3allMH, YIOJIHOMOYEHHOW (eaepaibHbIM OpraHoOM
WCITOJTHUTEIIbHOW BJIacTH (OpraHOM HMCIHOJHUTEIBHON BiacTH cyOwbekTa Poccuiickoit deneparun)
OCYILECTBIIATh OJIYYECHHE CHEIUATIbHBIX PEIENTYpHBIX OJaHKOB OT MUHUCTEPCTBA, UX XpaHEHHUE U
BbIIa4yy MEIUIMHCKUM OpraHu3auusM (IIOJIHOE HaWMEHOBaHHUE, aJpec MecTa HaxOXKICHUS,
WHH/KIIIT, OKTMO opranusanuu, GakTHUECKUI apec MOCTaBKH).

8. Ha ocHOBaHMM TIOJY4YEHHBIX CBOJHBIX 3asgBOK Ha CIELHaJIbHbIE pELENTypHble OJaHKU



MUHHCTEPCTBO €KEroHO B CPOK /10 15 sHBaps ciemyromniero roxa GopMupyeT U yTBEp:KIaeT IJIaH
pacnpesieNieHusl CHEeLMalbHBIX PELENTYpPHbIX OJIaHKOB, B KOTOPOM OTpa)aercsi TojaoBas
notpedHocTh Poccuiickoit denepanuu B CHEIHAIbHBIX PELENTYPHBIX OylaHKax (nanee - IJIaH
pacripeneneHuss MUHUCTEPCTBA).

9. B nnane pacnpenenennss MUHHCTEPCTBA YKA3bIBAIOTCS CIEIYIOIINE CBEICHUS:
1) nopsAKOBBIM HOMED 3aMNCH;

2) HamMeHOBaHHE (QeIepATbHOTO OpraHa HCIOJTHUTENLHOW BIACTH (OpraHa WCHOTHUTEIbHOM
BiacTu cyobekrta Poccuiickoit deneparuu), mpencTaBUBIIETO CBOAHYIO 3asiBKY Ha CIICIIHAIbHBIC
penenTypHbie OJIaHKH;

3) HeoOXOAMMOE KOJIMYECTBO CIEIUATBHBIX PEIENTYPHBIX OJaHKOB.

10. HampaBneHue crnienuanbHBIX PEUENTYPHBIX OJaHKOB (efepaabHbIM OpraHaM HCIOJHUTEIbHON
BJIACTH, OpraHaM HCIOJHHUTEIbHON BiacTH cyObekToB Poccuiickoit @enepanuu oCyniecTBIsSETCS
MuHHCTEPCTBOM B KOJIMYECTBE, MPEYCMOTPEHHOM IIJIAHOM pactipeziesieHuss MunucrepcTsa.

11. MUHHCTEPCTBOM JOMOJHHUTEIHHO K KOJIMYECTBY CHEIHAIBHBIX PEIEeNTYPHBIX OJaHKOB,
MPEeyCMOTPEHHOMY IUIAHOM pacmhpeneneHus MuHucTtepcTBa, (GopMmupyercs pe3epBHBIN 3amac
CHEIHUANIBHBIX PElENnTYpPHBIX OJIAaHKOB B KoymyecTBe, He mpeBbimaromeM 150 000 crenuaibHBIX
pelenTypHBIX OJIAHKOB.

12. B ciaydae yBenu4eHHS TOTPEOHOCTH B CHEIHATBHBIX PEIENTYPHBIX OJIaHKax QeaepaabHbIe
OpraHbl HWCIOJHHUTENBHOM BiacTh (OpraHbl HMCIOJHUTENBHONW BiIacTH cyOBekToB Poccuiickoii
®denepannn) HaIpaBsIIOT B MUHHUCTEPCTBO CBOJIHBIE 3asBKM Ha JIOTIOJIHUTEIBHOE KOJIMYECTBO
CHEIMANIBHBIX PELEeNTypPHBIX OJaHKOB (C 0OOCHOBAaHHEM YBEIWYCHUS MOTPEOHOCTH B CIICIIUATBHBIX
pelenTypHbIX OJlaHKaX), KOTOpbIE MPEIOCTABISIIOTCS MUHHUCTEPCTBOM M3 PE3EPBHOTO 3armaca
CHEIMANIBHBIX PEIENTYPHBIX OJIAHKOB.

13. ®denepanbHbIe OPTraHbl UCTIOTHUTEIHHOW BIACTH (OpraHbl HCTIOJHUTEIBLHON BIIACTH CYOBEKTOB
Poccuiickoit @enepanuu) pacnpeensoT MOITy4YeHHbIEe CIIEHUAIbHBIE PELUENTYpHbIE OJaHKH MEXIy
MEAMIMHCKUMHU OpraHU3alMsIMd Ha OCHOBaHMM IUIAHOB paCHpeleNeHUs, CPOPMUPOBAHHBIX B
COOTBETCTBHUH C 3asBKAMU MEIUIIMHCKUX OpTaHU3AIMi Ha CIICIUaIbHbIC PeleNTypHbIC OJaHKH.

I1. ITopsigok perucTpanuu, y4eTa i XpaHeHHUs CeHAJIbHbIX
peuentypHbix 0aHkoB o ¢gopme N 107/y-HII

14. MunucrepcTBO, HHble (eaepaTbHble OpraHbl MCIOJHUTEIBHONH BIACTM M OPTaHBI
WCITOJTHUTEIIbHON BJIaCTH CyOBeKTOB Poccuiickoit denepariy opraHu3yroT XpaHEHHE CIEIUaTbHbIX
PCUCIITYPHBIX 6HaHKOB B MOABCAOMCTBCHHBIX OpPraHU3alugx, YIIOJIHOMOYCHHBIX OCYIICCTBIISATH
MOJIy4YeHUE CIEeUUaIbHBIX PEHEnTYpHbIX OJaHKOB OT MUHHCTEpCTBA, UX XpaHEHHE M BbLAAUY
MCIUIIUHCKUM OpraHu3alusam (;[anee - YIIOJIHOMOYCHHAs OpFaHI/ISaLII/ISI).

15. B ynoJIHOMOYEHHOW OpraHu3alyyd U MEIUIUHCKOW OpraHu3alliH, MOJYyYUBIIEH CHEHHATbHbIE
penentypHble OJaHKH, OPraHU3YEeTCS PETUCTPAIs, YUET U XPaHEHUE CIECHUAIBHBIX PEHENTYPHBIX
0JIaHKOB.

Perucrpamusi, y4er M XpaHEHHE PE3EPBHOIO 3amaca CHEIHAIbHBIX PEIEenTYpPHbIX OJaHKOB
MuHuCTepCcTBa OCYIIECTBISICTCS (hefepatbHbIM TOCYNAPCTBEHHBIM OIOKETHBIM YUPEXKICHUEM,
HaxXOJsAIIMMCA B BeleHMH MuHuUCTepcTBa (Jajee COOTBETCTBEHHO - pE3EpBHBIN  3arac,



MOJABEAOMCTBEHHOE YUPEKIACHUE).

16. PaGoTHMK, Ha3HAYCHHbIM NPUKA30M PYKOBOJIUTENS  YIOJIHOMOYEHHOH OpraHu3aluu
(YNOTHOMOYEHHOM  OpraHu3allid, I[OABEIOMCTBEHHOTO  YYPEXACHMS]) OTBETCTBEHHBIM 32
pPETrUCTpaINIo, XpaHEHHEe M YYeT CHEIHAJIbHBIX PEIENnTypHBIX OJaHKOB (Jajee - OTBETCTBEHHBIM
pabOTHWK), HAa OCHOBaHWUU JIOBEPEHHOCTH, OGMOPMIICHHOW B TIOpSJAKE, YCTAaHOBICHHOM
3aKoHOJATeNbCTBOM Poccuiickoir @enepanuu (¢ MOANUCHI0 PYKOBOAMTENS YIIOJTHOMOYEHHOM
opraHnu3anuy (ymoJHOMOYEHHOH OpraHu3aluy, MOJBEJOMCTBEHHOTO YUPEXACHUS), TJIaBHOTO
OyxranTtepa, 3aBEpPEHHBIX KPYIJIOW MEYaThi0), MOJIYyYaeT CIEHUAIbHBIE PeLeNnTypHbIe OJaHKH H
OCYIIECTBIISIET BEACHHUE JKypHaJla PETUCTpAallMM U ydyeTa CHelHalbHBIX PELENTYpHBIX OJIaHKOB, K
KoTopoMy mpuoOmaer ¢GoTo- U (Wiu) BUAcOMaTepuaibl, MoATBepkaatonme Gakt ohopMICHHUS
pelenTypHBIX OJIAHKOB Ha IOMY (IIPH HAJTUYHH ).

17. XKypHan perucTtpanuu ¥ ydYeTa CICUUATBHBIX PEIENTYPHBIX OJNAHKOB JIOJDKEH OBITh
IIPOHYMEPOBaH, NPOUIHYPOBaH, UMETh Ha IMOCJIEIHEN CTPAHHUIIE 3alUCh, COJEPKAILYI0 KOJINYECTBO
CTpaHUII, TMOJIHOE HAMMEHOBAaHWE YIOJHOMOYECHHON OpraHu3anuu (MEIUIMHCKONW OpraHu3aIuu,
MOJIBEJOMCTBEHHOTO YUpEXKJEHHUS), a TaKXK€ CKpEIUJIeH MOJMUCHI0 PYKOBOAUTENS M MEYaThio
YIIOJTHOMOYEHHOH OpraHu3aluuy (MEAULUHCKON OpraHn3alty, I0IBEJOMCTBEHHOTO YUPEXKACHHUS).

KypHan peructpanuu ¥ ydeTa CHEIUANBHBIX PEIENTYpHBIX OJAaHKOB pE3epPBHOrO 3araca
MuHmCTEpCTBA CKPEIUIIETCS TaK)Ke MOAMKUCHIO AUPEKTOpa (B Cydyae €ro OTCYTCTBUS - 3aMECTUTENS
nupekTopa) JlemapramMeHTa peryaupoBaHUs OOpaIleHUs JEKapCTBEHHBIX CPEICTB U MEAMIIMHCKUX
u3aenuii MUHHCTEPCTBA U Me4aThi0 MUHKCTEPCTBA.

18. B xypHase perucrpalid M Yydera CIEUUANbHBIX pPELUENTYPHBIX OJAHKOB YKa3bIBAIOTCS
CIENYIOLINE CBEICHHUS:

1) mOpsIAKOBBIN HOMEp 3aIHCH;

2) IpuXoJ CHeNHaIbHBIX PEHENTYPHBIX OJaHKOB:

a) PEKBU3UTHI U J1aTa PETUCTPALIUU TIPUXOTHOTO IOKYMEHTA;

0) o01Iee KOJMYECTBO MOCTYIUBIIUX CIIEUATBHBIX PEIENTYPHBIX OJIaHKOB;

B) CEpHsl M1 HOMEP CIEIUATLHOTO PEIENTYPHOTO OJIAHKA;

') KOJJMYECTBO CIECIHUATBHBIX PELENTYPHBIX OJAHKOB MO KaXKJOU CEpHH;

1) amumust, ©Msi, 0OTYECTBO (MTOCIEAHEE - IPU HATMYWH) U MTOANKUCH OTBETCTBEHHOTO pa0OTHHUKA;
3) pacxo ceIruanbHBIX PEHENTYPHBIX OJTaHKOB:

a) JaTa BbIJA4M CHEIUAIBbHBIX PELENTYPHBIX OJIaHKOB;

0) cepun ¥ HOMEpa BBIJAHHBIX CHEIHAIBHBIX PELENTYPHBIX OJIAHKOB;

B) KOJMYECTBO BBIIAHHBIX CIEHMHUAIBHBIX PELENTYPHbIX OJAaHKOB C YKa3aHHEM B CKOOKax
KOJIMYECTBA CMELIMATBHBIX PELENTYPHBIX OJJAHKOB, BBIJAHHBIX 7151 OPOpPMIIEHUS HA I0MY;

r) ¢damMunus, WMs, OTYECTBO (MOCIETHEE - NP HAIWYUHM) W TOAMKCH JIHIA, TOTYyYUBIIETO
CHelHallbHbIe pelenTypHble OJaHKU;

1) KOJIMYECTBO CIEIUATBHBIX PEIENTYPHBIX 0JaHKOB, 0(OPMIICHHBIX HA IOMY;

e) Qgamunus, uMs, OTYecTBO (TOCIEAHEE - NpPHU HAJUYUM) M TOANUCH JMLA, O(GOPMHUBIIETO
CTIeUaIbHbBIC PELENTYpPHbIC OJAaHKH Ha JIOMY;



4) dhamunust, UM, OTYECTBO (TIOCJIEIHEE - TPH HATUYHMH) U MIOANKUCH OTBETCTBEHHOTO PaOOTHUKA;
5) OCTaTOK CreHUAIbHBIX PEENTYPHBIX OJIaHKOB.

19. CnenmanpHbli pENENTYpPHBINH OJIAHK SIBJISETCA JOKYMEHTOM CTPOTOM OTYETHOCTH. 3amac
CIICHHUAJIBHBIX PCHCIITYPHBIX 6HaHKOB B MC,Z[HLIHHCKOﬁ opraHu3aiv JOJIKCH XPAHUTHBCS B
CHEIMAIbHBIX TMOMENIeHMsIX, celdax WM B CHENHATbHO W3TOTOBJICHHBIX IKadax, OOUTHIX
OIMHKOBAHHBIM KCJIC30M, C HAACKHBIM BHYTPCHHHUM WJIM HABCCHBIM 3aMKOM.

[Momermenus, celidpl, mKagpl, B KOTOPBIX XPaHATCS CHEIHMATIbHBIC PEleNTypHble OJaHKH, TOJKHBI
OBITh 3aKpHITHl HAa 3aMKHM M IOCJE€ OKOHYaHMs padOThl ONeyYaTaHbl MEYaThbiO YIOJIHOMOYEHHOM
opranu3aiuy (MeIUIUHCKON OpraHU3aliK) I OIUIOMOUPOBAHHBI.

20. B MeOMIMHCKUX OpraHU3alUsIX 3armac CHEHUaJbHBIX PELENTYPHBIX OJIAHKOB HE JOJDKCH
IPEBBIIATH ['OJJOBOI MOTPEOHOCTH.

21. Pa3pemaercst BbIaBaTh MEIUIIMHCKOMY paOOTHUKY, HUMEIOIIEMY MIpaBO Ha3HayaTh
HapKOTHYECKUE (IICUXOTPOIHBIE) JEKAPCTBEHHbIE IIPEnapaThl, €IMHOBPEMEHHO He OoJiee ABajLaTH
CHELUHATbHBIX PELENTYPHBIX OJaHKOB.

MenunuHckre paOOTHUKHM, BBIIMCHIBAIOIINME pELENTbl Ha HAPKOTUYECKHE (TICUXOTPOIHBIC)
JIEKapCTBEHHBIE Ipenaparbl, HA OCHOBAaHMM IPHKa3a PYKOBOAUTENSI MEIUIMHCKOM OpraHu3aluu
HECYT JIMYHYK0 OTBETCTBEHHOCTb 3a COXPAaHHOCTb IIOJYYEHHBIX CIEHHUAIBHBIX PELENTYPHBIX
6mankoB. CrienManbHbIe pelenTypHble OJIaHKHU, OTYYEHHbIE MEAULIMHCKAM PAOOTHUKOM, XPaHATCS
0[] 3aMKOM B cei(pax, MeTaJUIMYECKHX IIKa(ax UM METAUIMYECKHUX SAIINUKaX.

22. B MeauuMHCKOW OpraHu3aliy CO3/1a€TCsl MOCTOSIHHO ACHCTBYIOIIAsh KOMHMCCHS, KOTOpas He
pexe 1 pa3a kBapran (110 PELICHUIO PYKOBOJIUTENS MEIUIIMHCKON OpraHu3alliid BO3MOKHO Yallle)
OCYIIECTBIISIET MPOBEPKY COCTOSHUS PETUCTPAIIMU M yUeTa CHEIUaIbHBIX PEUENTYPHBIX OJJaHKOB, B
TOM YHUCIJIE IIyTEM CBEPKM 3alMCEH >KypHaJla PEruCTpaluy U y4eTa CHELHAIBHBIX PELENTYPHBIX
0JIaHKOB, C (DaKTHYECKUM HAJIUYHEM CIEIUAIbHBIX PEIENTYypHBIX OJAHKOB, a TaK)Xe MPOBEPKY
COCTOAHUA XpaHeHI/IH CIICOHUAJIBHBIX peuenTyprlx 6.HaHKOB.

[To pe3ynpTaTam MpOBEPKU B JKypHAJIE PETUCTPALU U y4YeTa CHEIHAIbHBIX PELENTypHBIX OJaHKOB
JiefaeTcsl 3aluch O pe3yibTaTaX NPOBEJICHUSI CBEPKU JAHHBIX, 3aKpEeIUIeHHas MOAMHCSIMHU BCEX
YJIEHOB KOMHUCCHH, WK CO3JaeTCs CIIEHUATbHBIN aKT MPOBEPKH.

23. ®denepanbHbIe OpraHbl UCTIOTHUTEIHHONW BJIACTH M OPTaHbl MCIIOTHUTEIBHONW BIACTH CYOBEKTOB
Poccniickoit denepanuu OCYLIECTBIAIOT KOHTPOJIb 3@ OpraHU3alE€d pPETUCTpAlUH, ydeTa U
XpaHEHHUsl CHEUUANbHBIX pEUENTYpHBbIX OJAHKOB B  YHNOJHOMOYEHHBIX OpraHu3aluix U
MEAMIMHCKUX OpraHU3alHsiX.

24. Bpgaua crnenuangbHBIX PEIEnTypHBIX OJIAHKOB W3 PE3EPBHOTO 3amaca MUHUCTEPCTBA
denepanbHBIM OpraHaM HCIIOJIHUTEIHHON BJIACTH U OpPTaHaM HCIIOTHHUTEIHHOW BJIACTH CYOBEKTOB
Poccuiickoit deneparuu  OCYIIECTBISAECTCS OTBETCTBEHHBIM PaOOTHUKOM IOJBEIOMCTBEHHOTO
YUPEKACHUS Ha OCHOBAHMHM pEIICHUs 00 OTHYyCKe CHEeHHaJbHBIX PpPEUENTYPHBIX OJIaHKOB,
0GOpMIIEHHOTO B BHJE NHCHbMa, TOJMHUCAHHOTO JUPEKTOpOM (B ClIydae €ro OTCYTCTBHS -
3aMEeCTHTENEeM TUpeKTopa) JlemapramMeHTa peryaupoBaHHUs OOpalleHHs JIEKAPCTBEHHBIX CPEICTB U
MEJIUIIMHCKUX U3/ieuii MuHucTepcTBa.

[IpoBepka AESITEIBPHOCTH MOABEAOMCTBEHHOTO YUYPESKICHHS 1O PETUCTPAIMU, YUETy U XPAHCHHIO
pEe3epBHOTO 3amaca OCymIecTBisieTcs JlenapTraMeHTOM peryiupoBaHUs OOpaIleHUs JIEKapCTBEHHBIX
CpPEACTB M MEIUUMHCKUX W3Aennii MuHucrepctBa 2 pasa B roj He nozaHee 20 4ducia mMecsua,
CJIEIYIOIIETO 3a UCTEKIIUM MOIYTOJUEM.



Ilpunoscenue N 6
K npuxasy Munucmepcmea 30pasooxpaHenuisl
Poccuiickoii @edepayuu

om 24 nosaops 2021 2. N 1094n

HNPABUJIA O®OPMJIEHHUA PELIEIITOB,
COAEPKAIINUX HASHAYEHUE HAPKOTUYECKHUX
CPEACTB WM IICUXOTPOIIHBIX BEIIIECTB, B TOM
YUCJIE B ®OPME DJIEKTPOHHbBIX TOKYMEHTOB

I. Ogopmiienune peuenta Ha OyMaKHOM HOCHTEJIE

1. Ha peuentypusix 61ankax ¢Gopmer N 107/y-HII B neBoM BepxHEM yTily IPOCTABIISICTCS IITAMIT
MEJWIIMHCKOW OpTaHM3alllK ¢ yKa3aHUEM €€ TOJHOTO HauMEHOBaHUS, aapeca U TeiaedoHa C aTou
BBITIMCKH (Z1aTO# 0pOopMIICHHS) pelienTa Ha JIEKApCTBEHHBIN TTpenapar.

Penentypusie Omanku ¢opmsl N 107/y-HII u3roraBnmBaroTCs HCKIIOUUTEIBHO THIIOTPAPCKUM
CIOCOOOM.

2. Ha peuentypHbix OnaHkax, oQOPMISEMbIX HHIMBUAYaIbHBIMU MpEANPUHUMATEISIMH,
UMEIOITUMH JIMIEH3UI0 Ha MEIUITMHCKYIO JEATeIhHOCTh, B BEPXHEM JIEBOM YTIy THUIOTPA()CKUM
CrocoOOM WJIM IMyTEM IMPOCTaBIEHUS IUTamma JOJDKeH ObITh YyKa3aH aJpec HWHIWBHUYaJbHOTO
npeAnpUHUMATeNis, HOMEpP M JaTta JUIEH3UH, HaUMEHOBAHHE OpraHa rocyJapCTBEHHOM BIIACTH,
BBIJIABLIETO JIMIIEH3HIO.

3. Penentypnsie 6manku Gopmsl N 107/y-HII 3anonHAr0TCS METUITUHCKAM paOOTHUKOM YePHUIIAMH
WJIM [IAPUKOBOU PYUYKOM.

4. Jlomyckaetcsi 0oOpMIICHHE BCEX PEKBU3UTOB (3a MCKIIOYeHHEM pekBu3uTa "[loanmuce nedariero
Bpaua (moamuch (enpaumepa, akymepku)') pernentypHsix OmankoB ¢opmbl N 107/y-HIT ¢
MCIIOJIb30BaHUEM TI€YaTaIOLIUX YCTPOMUCTB.

5. B penentyprom Gmanke popmber N 107/y-HIT B ctpokax "®amumusi, uMs, OTYECTBO (TIOCIIEIHEE -
npu Hanmuuuu) manueHTa" u "Bo3pact" yka3pIBalOTCS MOJHOCTBHIO (aMUIUs, WM, OTUYECTBO
(mocnegHee - MpU HATUMYKH) ALIUEHTA, €0 BO3PaCT (KOJIUYECTBO MOIHBIX JIET).

I[OHyCTI/IMO YKa3aHUC JaThl POXICHUA IMALIUCHTA.
6. B pentenitypaom 6anke popmer N 107/y-HIT:

1) B ctpoke "Cepust 1 HOMEp TOJKCa 0053aTENPHOITO0 MEIUIIMHCKOTO CTPaxOBaHUsS" YKa3bIBACTCS
HOMED TMOJIMca 0053aTEIHPHOTO MEIUIIMHCKOTO CTPaXOBaHMs MAIlUeHTa (MPY HAJTUYHH ),

2) B ctpoke "Homep MemuumMHCKOW KapThl" yKa3bIBAETCS HOMEP MEIWIIMHCKON KapThl MAlUCHTA,
NOJYYaIOIEr0o MEIUIMHCKYI0 TOMOIIb B aMOyTaTOPHBIX YCIOBHAX, HJIM HCTOpPUU OOJE3HH
MaIMEeHTa, BEIMICHIBAEMOTO U3 MEIULIMHCKON OpraHU3allly;



3) B cTpoke "®damunus, UM, OTYECTBO (TIOCIIEAHEE - TIPU HAJMYUH) JIedalero Bpaya (¢enpamepa,
aKyIIepKHn)" yKa3bIBaCTCs MOJHOCTHIO (haMUITUsI, UMSI, OTYECTBO (TIOCIIEIHEE - TIPU HAJIMYWHW) Bpada
(pempamiepa, aKkymiepku), BBINUCABIICTO  PEIENT HAa  HAPKOTUYECKUH  (TICHXOTPOITHBIN)
JIEKapCTBEHHBIN Mpenapar.

7. B rpade "Rp" penentyproro 6manka dopmer N 107/y-HII yka3zsiBaercs:

1) HamMeHOBaHUE JIEKAPCTBEHHOTO TpernapaTa (MeXIyHapOJIHOE HEMTaTEHTOBAHHOE HAMMEHOBAHUE,
TPYNIAPOBOYHOE MM XMMHUYECKOE HAaMMEHOBAaHUE, TOPTOBOE HANMEHOBAHHE) Ha JTATHHCKOM SI3BIKE
WIH Ha PYCCKOM sI3bIKe, (DOpMa BBIMYCKA, TO3UPOBKA, KOIHYECTBO (yKa3bIBaeTCsS MPOIMHUCHIO Ha
peuentypaoMm 61anke Gpopmer N 107/y-HIT);

2) croco® TpUMEHEHHMs JIEKApCTBEHHOTO TMperapaTa Ha TOCYIapCTBEHHOM s3bIke Poccuiickoi
®denepanyy WM Ha rOCyAapCcTBEHHOM s3blke Poccuiickont denepanuu U rocyJapCTBEHHOM S3BIKE
pecnyOsIMK ¥ MHBIX s13bIKax HaponoB Poccuiickoit deneparum <1>.

<1> Yacte 1 crateu 15 3akona Poccuiickoit ®enepanuu ot 25 oktsiops 1991 r. N 1807-1 "O
s3plkax HaponoB Poccuiickoit ®enepaumn" (manee - 3akoH N 1807-1). (Bemomoctu cnesna
HaponHbix nenyratoB PCOCP u Bepxosunoro Cosera PCOCP, 1991, N 50, ct. 1740).

8. IIpu oopmiieHnn perenTypHBIX OJaHKOB 3aIlpeIIacTcs OrPAaHMYMBATHCS OOMIMMH yKa3aHUAMH,
Hanpumep, "Buyrpennee", "13BecTHO".

9. Illpu odopmiennn nanueHty peuentypHoro Omanka ¢opmel N 107/y-HII Ha HapkoTHuYecKHii
(TICMXOTPOTHBINA) JICKAPCTBEHHBIN TpermapaT B paMKaX OKa3aHUS MEIMIMHCKOH ITOMOINM TIpH
OTIpeIelIEeHHOM 3a00JI€BaHUHU TaKOM pPEIeNT 3aBepseTCs:

1) moAMMCHIO U TUYHOU TTeYaThIo Bpaya JIM00 MOAMKUCHIO (empamepa (aKyepKn);

2) meyaTbl0 MEAMLMHCKOW OpraHu3aluy, JMOO CTPYKTYpHOIO MOJPA3[C/IeHUs] MEIULUHCKOU
opranusanuu "J{is penentos”, KoTopasi IPOCTaBIISIETCS JIULIOM, YIIOJTHOMOYEHHBIM PYKOBOJUTEIEM
MEINIUHCKON OpraHu3ally ¢ yKazaHueM (aMWINU, UMEHH, OT4eCTBa (IOCIEqHEE - IPU HAJTUYNH)
Y TIPOCTABJIEHUEM €TI0 JINYHOW MOAIHUCH.

B cinywasx wHeoOxoammocTu oOQoOpMIICHHS perenta Ha HApPKOTHYECKHH  (TICUXOTPOIHBIN)
JIEKapCTBEHHBIN IIpenapar Ha JOMY B PAMKax OKa3aHWs NAJJIMATUBHOM MEAULMHCKOM IIOMOIIU
JIOTIYCKaeTCsl IpEeABapUTEIbHOE 3aBEPEHHE pelenTa [MTaMIOM MEIUIUHCKON OpraHu3aluu,
MeYaThl0 MEIUIMHCKONH OpraHm3alyy JMO0O0 CTPYKTYPHOTO TMOJApA3JelieHUus MEIUIIMHCKOM
opranuzanuu "J{ns penentoB", KOTopasi MPOCTABIISAETCS JIMIIOM, YIOJHOMOYEHHBIM PYKOBOJIUTEIEM
MEJWIIMHCKOW OpPTaHU3alllU, ¢ YKa3aHueM (aMUJINK, UMEHH, OT4ecTBa (TOCIeIHEee - TPU HATHYUH)
U MIPOCTaBJICHUEM €ro JUYHOU noanucu. [lpu 3ToM B KypHaie perucTpaliy U yuyera pelenTypHbIX
OlaHKOB B COOTBeTCTBUU ¢ [lopsIKOM perucTpanuu, y4eTa M XPaHCHHUS CICHUATbHBIX
peuenTypHbIX OJaHKOB HAa HAPKOTUYECKHE CPEACTBA UM TICUXOTPOIHBIE BEIIECTBA, YTBEPKICHHBIM
HACTOSAIIUM TIPUKA30M, JENaeTcs OTMETKa O €ro Bbigade i opOpMIICHUS Ha JIOMY, a TaKXKe
OTMETKA, YJIOCTOBEPEHHAsI MOIMUCKHI0 Bpada Ju0o (empamepa (aKymepku), opOpPMUBIIETO PEIEIT,
0 daxrte ero opopmIICHHUS, KOTOPBI MOXKET OBITH JTOMOTHUTEIHHO MOATBEPXkACH (hoTo- M (WIN)
BUJICOMaTepHalaMu.

B crpoke "OTmeTka anTeuyHON oOpraHu3amuM 00 OTIYCKe" CTaBUTCS OTMETKAa amnTe4yHOH
opranm3aii 00 OTIYCKE HApPKOTHYECKOro (NCHUXOTPOIHOr0) JEKapCTBEHHOTO IMpemnaparta (cC
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yKa3aHHEM HaMMEHOBAHMSA, KOJMYECTBA OTMYIIEHHOI'O HApKOTHUYECKOro (TICUXOTPOIHOTIO)
JIEKapCTBEHHOI0 IpenapaTa M JaThl €ro OTIyCKa), KOTopas 3aBepseTcss HMOJIHCHhIO pabOTHHKA
anTeYHOH OpraHu3alUM, OTIYCTHBIIETO HAPKOTHUECKUI (TICUXOTPOIHBIN) JeKapCTBEHHBIH
npenapar (¢ ykazaHwem ero ¢GaMuiIud, UMEHH, OTYecTBa (ITOCJICIHEE - MPH HAJUYHMH), a TaKKe
KPYIJION MeYaThlo anTeYHON OpraHu3aluy, B OTTHCKE KOTOPOH JOJKHO OBITh MACHTU(PHUIIMPOBAHO
IIOJIHOC HANMEHOBAHUE alITEYHON OPraHU3aLH.

10. Ha ogaom penientypaom 6manke popmer N 107/y-HII pa3pemaercs ocylmecTBIsITh Ha3HAYCHUE
TOJILKO OJTHOTO HAMMEHOBAHUS JICKAPCTBEHHOTO Mpernapara.

11. UcnpaBienus B pelienTe He A0MyCKatTCsl.

I1. Odopmienue peuenrta B (popMe 3JIEKTPOHHOIO TOKYMEHTA

12. Penienit B (hopMe 3IEKTPOHHOTO JOKYMEHTA, MOJMHCAHHOTO YCHJIEHHOW KBAIM(UIIUPOBAHHOM
JIEKTPOHHON MOANHUCHIO, POPMUPYETCS MEULIMHCKUM PaOOTHUKOM, CBEJICHUS O KOTOPOM BHECEHBI
B (enepa’abHbIl PErUCTp METUIIMHCKHX PAOOTHHUKOB <2>, a TakXe IpPU YCIOBHUU PETUCTPALUH
MEIMIUHCKOW OpraHu3alui, B KOTOpPoHl odopmisercss penent, B QerepaibHOM peecTpe
MEIUIUHCKUX OpraHu3anuii <3> eIuHON rocyaapcTBEHHONH MH(OPMAIMOHHOW CHCTEMBI B chepe
3IpaBOOXPAHEHUS] M TOJKIIOYCHMS TAKOW MEJUIUHCKOM OpraHu3aluud K TOCYAAapCTBEHHOU
UH(POPMALIMOHHOM cucTeMe B cepe 3apaBooxpaHeHus cyobekra Poccuiickoit deneparum <4>.

<2> Yactp 4 crateu 91.1 ®epepanmpHoro 3akoHa N 323-O3 (CobOpanHue 3aKOHOIATEIHCTBA
Poccutickoit ®enepamuu, 2011, N 48, ct. 6724; 2020, N 29, cT. 4516).

<3> Yactp 4 cratbu 91.1 ®epepanmpHoro 3akoHa N 323-O3 (CobOpaHue 3aKOHOIATEIHCTBA
Poccutickoit ®eneparuu, 2011, N 48, ct. 6724; 2020, N 29, ct. 4516).

<4> Cratbu 91 u 91.1 ®enepanpHoro 3akona N 323-D3 (Cobpanue 3akoHOAaTENbCTBA Poccuiickoi
Oepnepaunn, 2011, N 48, ct. 6724).

13. [lo TpeOoBaHMIO TAIMEHTAa MM €ro 3aKOHHOTO TMpeACTaBUTENs O(OPMIISIETCS 3K3EMILIp
peuenta B ¢GopMe JJIEKTPOHHOTO JTOKYMEHTa Ha OyMa)kHOM HocuTene ¢ oTrMmeTkoi "J[yOmukat
AJIEKTPOHHOI'O JJOKYMEHTa".
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