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[Npnka3 MuH3gpaea Poccum ot 24.11.2021 N 1094H
"O6 yTBepxaeHuun MNopsiaka HasHa4YeHus
NTeKapCTBEHHbIX NpernapaTtoB, GOpM peLenTypHbIX
6/1aHKOB Ha NlekapCTBeHHbIe npenapaThl, MNopsaaka
odopM/ieHNs yKa3aHHbIX 6/1aHKOB, NX y4eTa u
XpaHeHus, GopM 6/1aHKOB peLenToB, CoaepXKaLlLuX
Ha3HaYeHNe HAPKOTUYECKNX CPeacTB Uimn
NCUXOTPONHbIX BellecTs, [Mopsaaka nx
N3roTOBMIEHUS, pacnpeneneHns, pernctpaunu,
ydeTa 1 XpaHeHus, a Takxe Npasun opopmneHns
6/1aHKOB peLenToB, B TOM yucne B popme
3/1EKTPOHHbIX JOKYMEHTOB"
(3apeructpmupoBaHo B MuHiocte Poccum 30.11.2021
N 66124)

[okyMeHT npepoctasneH KoHcynbTaHTINIOC
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Mpukas MuH3apasa Poccun oT 24.11.2021 N 1094H
"06 yTBepxaeHuu Mopsaka Ha3HauYeHns nekapCTBEHHbIX npenapaTos, hopM

peuenTyp...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 25.02.2024

3apeructpupoBano B Muntocte Poccun 30 Hosiopst 2021 r. N 66124

MWHUCTEPCTBO 3PABOOXPAHEHUA POCCUACKOWN ®EQEPALIUN

NMPUKA3
oT 24 Hoa6ps 2021 r. N 1094H

OB YTBEPXOEHUU NOPAOKA
HA3HAYEHWA NEKAPCTBEHHbIX MPEMAPATOB, ®OPM PELENTYPHbIX
BJIAHKOB HA NNIEKAPCTBEHHbIE NMPEMAPATbI, MOPAOKA O®OPMJIEHUA
YKA3AHHbIX BJIAHKOB, UX YYETA U XPAHEHUA, POPM BJIAHKOB
PELIENTOB, COAEPXALWWUX HASHAYEHUE HAPKOTUYECKWUX CPELOCTB
NN NCNXOTPOMHbLIX BEWECTB, MOPAOKA UX NU3ITOTOBJIEHUA,
PACMNPEAOENEHUA, PETUCTPALUN, YYHETA U XPAHEHUA,
A TAKXE NPABUIT O®OPMJIEHUA BJIAHKOB PELIENTOB,
B TOM YUCIE B ®OPME JJIEKTPOHHbLIX JOKYMEHTOB

B cootBeTcTBUM ¢ yHkTOM 16 yactu 2 cratbu 14 ®@enepanbHoro 3akona ot 21 HosOps 2011 r. N
323-®3 "OO6 ocHOBax OXpaHbl 310poBbs TpaxaaH B Poccuiickoit @enepanun" (Cobpanue
3aKkoHonaTenpcTBa Poccuiickoit @enepannn, 2011, N 48, cr. 6724; 2017, N 31, cr. 4791), nynkrom 2
cratbu 26 ®epepanbHOro 3akoHa or 8 sHBapad 1998 r. N 3-®3 "O HapKOTHYECKHX CpPEICTBAX MU
ncuxoTpomHbIX BemecTBax" (CoOpanne 3akoHonarenbcTBa Poccuiickoit @eneparuu, 1998, N 2, cr. 219;
2017, N 31, cr. 4791), nonmyukramu 5.2.177,5.2.178 u 5.2.179 nynkra 5 [lonoxxenus o MuHucrepcTse
3apaBooxpaHeHust Poccuiickoii  @exepauuu, yTBEPKIAECHHOrO IOCTaHOBIeHHEeM [IpaBurenbcTBa
Poccuiickoit ®@enepanmu ot 19 wmrons 2012 r. N 608 (CoOpanue 3akoHomaTenbcTBa Poccuiickoii
®enepanun, 2012, N 26, ct. 3526; 2015, N 23, cr. 3333; 2017, N 52, ct. 8131; 2021, N 43, ct. 7258),
MIPUKA3bIBAIO:

1. YTBEpauTh:
[Topsinok Ha3HAYEHUS JIEKaPCTBEHHBIX IIPENAapaToOB COMVIACHO NpWIOKeHUo N 1;
(opMbI perenTypHbIX OJIAHKOB Ha JIEKAPCTBEHHBIE MTpENapaThl COTIACHO NpUIoKeHHIo N 2;

[Topsinok odopmieHuss peuenTypHbIX OJAHKOB Ha JICKAPCTBEHHBIC MperapaThl, WX y4YeTa u
XPaHEHHMS COITIACHO NPUIIOKEHUIO N 3;

(opMbl OJAHKOB PELIENITOB, COJAEPKAIIMX Ha3HaUYEHHE HAPKOTHUYECKUX CPE/ICTB UJIM IICUXOTPOIHBIX
BELIECTB, COrJIACHO MPHUII0KEHUIO N 4;

HOpHI{OK H3TOTOBJICHUSA, PACIIPCACIICHUA, PETUCTPAllUA, YUI€TAa U XpaHCHUA PCUCITOB, COACPKAIIUX
HAa3HAYCHUC HAPKOTHYCCKUX CPEACTB UJIU ICUXOTPOITHBIX BEIICCTB COIJIACHO MMPUIIOKECHUTO N 5,

[IpaBuia odopmiieHUsT pelenToB, COAEpXKAIIMX Ha3HAYCHHE HApKOTHUYECKUX CPEICTB HIIU
MICUXOTPOIHBIX BEIIECTB, B TOM YHncie B (OopMe 3IEKTPOHHBIX JOKYMEHTOB COTJIACHO MPHIIOKEHHIO N 6.
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Mpukas MuH3apasa Poccun oT 24.11.2021 N 1094H
"06 yTBepxaeHuu Mopsaka Ha3HauYeHns nekapCTBEHHbIX npenapaTos, hopM
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[okymeHT npepocTasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 25.02.2024

2. Ilpu3Hath yTpaTUBUIMMU CUITY:

npuka3 MunucTepcTBa 3apaBooxpanenust Poccuiickoit @enepaunn ot 1 aBrycra 2012 r. N 541 "O06
yTIBEpXKACHUU (OpMBI OJIAHKOB PEIENTOB, COAEP)KAIIMX Ha3HAYeHHWE HAPKOTHMUYECKHX CPEACTB WIIH
MICUXOTPOIHBIX BEIECTB, MOPSIIKA UX U3TOTOBJIEHUS, paclpeiesIeHHs], perucTpalky, yueTa U XpaHeHus, a
Takxke npaBui opopmieHus" (3apeructpupoBa MunucrepctBoM roctuniuu Poccuiickoit @enepanuun 15
aBrycra 2012 r., perucrpaunonssiit N 25190);

npuka3 MunucrepcTBa 3apaBooxpanenus Poccuiickoit @enepanuu ot 30 urons 2015 r. N 3851 "O
BHECEHUHU M3MEHEHUM B puka3 MuHucrepcTBa 3apaBooxpanenus Poccuiickoit @eneparuu ot 1 aBrycra
2012 r. N 541 "O06 ytBepxkaeHnu (GopMbl OJaHKOB PELIENITOB, COACPIKALINX Ha3HAYEHHE HAPKOTUIECKHX
CPEICTB MJIU IICUXOTPOIIHBIX BEIIECTB, MOPsIKa UX U3TOTOBJICHUS, paclpeeseH s, perucTpalni, yuera
U XpaHEHHUs, a Takke IpaBuil opopmiieHus" (3aperucrpupoBad MuHUCTEpcTBOM rocTULIMU Poccuiickoi
Oenepanun 27 HOsA0ps 2015 1., peructpannoHHbiii N 39868);

npuka3 MunucrepctBa 3apaBooxpanenus Poccuiickont @enepanuu ot 21 anpens 2016 r. N 2541
"O BHeceHMM M3MEHEHMH B mpuka3z MunucrepcTBa 31paBooxpaHeHust Poccuiickoit @enepannu ot 20
nexabps 2012 r. N 11758 "O6 yTBepkIeHHH TOpsAIKa HAa3HAYCHUS M BBIUCBIBAHUS JIEKAPCTBEHHBIX
mpenapaTroB, a Takxke (opM pelenTypHbIX OJaHKOB Ha JIEKapCTBEHHBIC IMpenaparhbl, MOpsSAKa
oopmiieHUs yKa3aHHbBIX OJJAHKOB, UX ydeTa U XpaHeHHs" u npuioxenue N 2 k npukazy MuHuctepcTa
3npaBooxpaHenust Poccuiickoii denepaunu or 1 abrycra 2012 r. N 54u "OG6 yrtBepxkaeHuH (OpPMBI
OJIaHKOB PELIENTOB, COJAEP)KALMX Ha3HAUEHUE HAPKOTUYECKUX CPEICTB MJIM ICUXOTPOIHBIX BEIECTB,
NopsiIka WX U3TOTOBJICHUSI, pACIpENeNieHUs, PErucTpallud, y4eTa U XpaHEHUs, a TaKkKe MpaBui
oopmiienus" (3aperucrpupoBad MunuctepctBom octurmu Poccuiickoit @eneparnuu 18 urons 2016 r.,
peructpaunoHHblii N 42887);

IIYHKT 4 U3MEHEHUH, KOTOpbI€ BHOCATCS B HEKOTOPBIE MpHKa3bl MUHUCTEPCTBA 3IpaBOOXPAHEHUS U
counanbHOro passutus Poccuiickoir ®denepaunn u MuHucrepcrBa 34paBOOXpaHeHHs Poccuiickoin
Qenepanii MO BOIpocaM OOpallleHusi JIeKapCTBEHHBIX IPENapaTroB, COJACPXKAIIUX HapKOTHUYECKHE
CpelcTBa, NCHUXOTPOIHBIE BEIIECTBA M HUX HIPEKYpCOpbl, U JIEKAPCTBEHHBIX CPEACTB, MOAJIEKAIINX
PEIMETHO-KOJMYECTBEHHOMY Y4Y€TYy, YTBEP)KIEHHBIX IpUKa3oM MuHuUcCTEpCTBa 3paBOOXPAHEHMS
Poccuiickoit ®enepanun ot 31 okTsa0ps 2017 r. N 882H (3apeructpupoBaH MUHUCTEPCTBOM IOCTULIUU
Poccuiickoit @enepanuu 9 ssuBapsa 2018 r., peructpanuonssiii N 49561);

npuka3 MuHHCTEpCTBa 3apaBooxpaHeHus: Poccuiickoit @eneparuum ot 11 nekadps 2019 r. N 10211
"O BHeceHuM u3MeHeHUN B mnpuioxkeHus N 2 m 4 k npukady MHHHCTEPCTBA 30paBOOXPAHECHMS
Poccuiickoit ®enepauun ot 1 asrycra 2012 r. N 54 "OO0 ytBepxkaeHuu (opmbl OJIaHKOB PELIENITOB,
colepKallluX Ha3HAYEHUE HAPKOTHUYECKUX CPEACTB MJIM TCUXOTPONHBIX BELIECTB, MOPSAAKA HX
U3TOTOBJICHUSA, pACIpeAeNeHus, PEerucTpalluy, y4deTa M XpaHEeHHs, a Takxke mnpaBuil odopmiieHus"
(3apeructpupoBan MuHuctepcTtBoM rocTuiuu Poccuiickoir  ®enepanuu 28 suBaps 2020 1.,
peructpaunonubiii N 57293);

npuka3 MuHucTepcTBa 31paBooxpaHeHuss Poccuiickoit @enepanun ot 8 okTs10ps 2020 r. N 1076H
"O BHeceHMM u3MeHeHHU B [lopsaok perumcrpanuu, yd4era M XpaHEHHMsS CHELUUAJIbHBIX PELENTYpPHBIX
0JlaHKOB Ha HAapKOTMYECKHE CpEACTBA MJIM ICUXOTPOINHBIE BEIIECTBA, YTBEPXKACHHBIM MpPUKA30M
MunucrepctBa 3apaBooxpanenusi Poccuiickoii ®enmepammu ot 1 asrycra 2012 1. N 54n"
(3apeructpupoBan MwuHucTepcTBOM IocTuIu Poccuiickoit ®eneparuun 13 wHosiOps 2020 1.,
peructpannoHsbiii N 60898);
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npuka3 Munucrepcrsa 3apaBooxpanenus Poccuiickoit @eaepaunun ot 14 suBaps 2019 r. N 41 "O06
YTBEP)KICHUU TOPSAKAa HA3HAYEHUs JIEKAPCTBEHHBIX IPErnaparoB, (OpM peuenTypHbIX OJIAHKOB Ha
JICKapCTBEHHBIE TpEerapathl, MOpsaka O(OPMJICHHS YKa3aHHBIX OJAaHKOB, WX ydeTa W XpaHeHus"
(3apeructpupoBan MuHnucTepcTBOM rocTUIMU  Poccuiickoit  ®Demepanmu 26  mapra 2019 r,
peructpannoHHbiii N 54173);

npuka3 MunHucrepcTBa 3apaBooxpaHenus Poccuiickoit @enepannu ot 11 gexabps 2019 r. N 10221
"O BHeceHMM M3MEHEHMH B mpuka3 MuHucrepcrsa 3apaBooxpaHeHus Poccuiickoit ®@enepanuu ot 14
auBapss 2019 r. N 41 "OO yTBepKAECHHMU MOpsIKa HAa3HAUYEHUs JIEKapCTBEHHBIX IpEenaparoB, (popm
peLEeNTypHBIX OJaHKOB Ha JIEKAaPCTBEHHBIE Mpenaparhl, Hopsaka o OpMIIEHHS yKa3aHHbBIX OJIAHKOB, MX
yueTa M XpaHeHud" (3aperucrpupoBaH MuHucTepcTBoM toctuiMu Poccuiickoit @enepanuu 28 sHBaps
2020 r., peructpanuonubii N 57292);

npuka3z MuHucrepcTBa 31paBooxpaHeHust Poccuiickoit @enepauun ot 8 okts0ps 2020 r. N 10751
"O BHECEHUM U3MEHEHUM B MOPSI0K HA3HAUEHUS JIEKAPCTBEHHBIX IIPENapaToB, YTBEPKACHHBIA IPUKAa30M
MunucrepctBa 3apaBooxpaneHus Poccuiickoit ®enepamuun ot 14 sguBaps 2019 1. N 4H"
(3apeructpupoBan MunnctepctBoM toctunmu  Poccuiickort ®Degepaumu 22 npekabps 2020 r.,
perucrpanoHHbiii N 61695);

nyHKT 3.8 VIHCTpPYKIMHM O MHOpPS/AKE BBINHMCHIBAHUS JIEKAPCTBEHHBIX IpENapaToB U O(OpMIIECHUS
peLenToB U TpeOOBaHMN-HAKIIAIHBIX, YTBEPXACHHON mpukazoM MUHHCTEpCTBA 31paBOOXPAaHEHUS U
couuanbHoro passutus Poccuiickoit ®@enepaunu ot 12 ¢eBpans 2007 r. N 110 "O nopsiike Ha3HAUSHUS
U BBIIMCBIBAHUS  JICKAPCTBEHHBIX  IpErnapaTtoB, MU3JAEIMH  MEAMIMHCKOIO  Ha3HA4YCHUS U
CIIEeIUaIN3UPOBAHHBIX MPOAYKTOB Je4eOHOro MUTaHUA" (3aperucTpupoBaH MUHHUCTEPCTBOM IOCTHLIUU
Poccuiickoit ®enepaunu 27 anpenst 2007 r., peructpauroHsbiii N 9364);

npuka3 MuHUCTEpPCTBa 3ApaBOOXpAaHEHUS U colManbHOro pa3sutus Poccuiickoir @enepaunn ot 17
mast 2012 r. N 562n "OO6 ytBepxknenuu llopsinka oTmycka (U3MYECKMM JIMIAM JIEKapCTBEHHBIX
IpenapaTroB A MEAUIMHCKOIO MPUMEHEHHUS, COAEpKAlIMX KPOME MajblX KOJIMYECTB HAapKOTHUECKHX
CpEICTB, ICUXOTPOIHBIX BELIECTB M UX MPEKYPCOPOB Apyrue GpapMakoIOoruueckue akTUBHbIE BerlecTBa "
(3apeructpupoBan MuHucTepcTBOM tocTuIuu  Poccuiickoit  ®emepammu 1 wurons 2012 r.,
peructpanoHHbiil N 24438);

IIyHKT 2 U3MEHEHUH, KOTOPbIE€ BHOCATCS B HEKOTOPBIE NPUKa3bl MUHUCTEPCTBA 3[PaBOOXPAHEHUS U
conMaNbHOro passutusa Poccuiickon ®@exepauyy, YTBEPKICHHBIX IPHUKa3oM  MHMHHCTEpCTBA
3npaBooxpaHeHusi Poccuiickoit ®eneparuu or 10 wmions 2013 r. N 3691 (3apeructpupoBaH
MunucrepcrsoM roctunun Poccuiickoit ®@enepannn 15 uromnst 2013 r., perucrpaunonssiii N 29064);

npuka3 Munucrepcrsa 3apaBooxpanenus Poccuiickoit @enepannn ot 21 aBrycra 2014 r. N 4651
"O BHECEHHWU HM3MEHEHHI B MOPAJOK OTHyCcKa (U3MYECKUM JMIAM JIEKapCTBEHHBIX MpenapaTroB IJist
MEIULUHCKOIO IIPUMEHEHUs, COAEpKAIIMX KpPOME MajblX KOJMYECTB HAPKOTHUECKUX CPEACTB,
IICUXOTPOMHBIX BEIIECTB M HUX HPEKypcopoB Apyrue (apMakoJOrMuecKue aKTUBHbIE BEIECTBA,
YTBEPXKJIEHHBIM TPHUKa30oM MUWHUCTEpPCTBA 3JPaBOOXPAHEHUS U COLMAIBLHOrO pa3BuTHs Poccuiickoit
Oenepauuu ot 17 mast 2012 r. N 562H" (3apeructpupoBan MuHucTepcTBOM loctuiiuu Poccuiickoii
Oenepannu 10 centsiops 2014 r., perucrpanuonnsiii N 34024);

IYHKT | U3MEHEHUH, KOTOpbIe BHOCATCS B HEKOTOPBIE MpHKa3bl MUHUCTEPCTBA 3/IpaBOOXPAHEHUS U
courainpHoro passutus Poccuiickon @Penepaunu u MwuHucTepcrBa 3apaBoOXpaHeHus Poccuiickoit
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®denepanuu, yTBEPKICHHBIX MpUKa3oM MuHucrepcTBa 3apaBooxpanenus Poccuiickoit deneparuu ot 10
ceHta6ps 2015 r. N 6341 (3apeructpupoBan MunucrepctBoM roctuuuu Poccuiickoit ®enepaunn 30
ceHT0ps 2015 r., peructpaunronssii N 39063);

IIYHKT 3 U3MEHEHUH, KOTOPbIE BHOCATCS B HEKOTOPBIE MpHKa3bl MUHUCTEPCTBA 3IpaBOOXPAHEHUS U
counanbHoro pasputus Poccuiickoit Penepanum u MuHucTepcTBa 3apaBooxpaHeHus Pocculickoit
Qenepanii MO BOIpocaM OOpallleHusl JIeKapCTBEHHBIX IPENapaTtoB, COJACPXKAIIUX HapKOTHUYECKHE
CpEACTBa, INCUXOTPOIHBIE BELIECTBA U HUX IPEKYpCOPOB, U JIEKAPCTBEHHBIX CPEACTB, IMOMJIEKAIUX
IPEAMETHO-KOJIMUECTBEHHOMY YYeTy, YTBEPXACHHBIX IpPUKa3oM MMHHCTEPCTBA 31paBOOXPaHEHUS
Poccuiickoit @enepanun ot 31 okTsa0ps 2017 r. N 882H (3apeructpupoBaH MUHUCTEPCTBOM IOCTULIUU
Poccuiickoit ®enepaunn 9 auaps 2018 r., perucrpaunonssii N 49561).

3. Peuentypusie Omanku ¢opmbr N 107/y-HII, u3roroBineHHble 10 AHS BCTYIUICHHS B CHITY
HACTOSIIIEr 0 MPUKa3a, MOTYT OBITh UCIIONB30BaHbI 10 1 Mapta 2023 roza.

4. Hacrosamui npukas Bcrynaet B cuity ¢ 1 mapra 2022 r. u neiictyert no 1 mapra 2028 1.

Munuctp
M.A.MVYPAIIIKO

[Tpunoxenue N 1

K IIpUKa3y MuHHCTEpCTBA 3/]paBOOXpaHEHUS
Poccuiickon ®@enepannu

oT 24 Hos6ps 2021 r. N 1094u

norPAOOK HASHAYEHUA NNEKAPCTBEHHbIX MPEMNAPATOB
. Obwme nonoxeHus

1. Ha3naueHue JeKapCTBEHHBIX MpenapaToB Ui MEIUIIMHCKOrO0 MpHMEHEHus (najgee -
JIEKapCTBEHHBIE TpenapaThl) OCYIIECTBIISICTCS JIeHalllUM BpadyoM, (esbAlIepoM, aKylIIepKoil B ciydae
BO3JIOKCHHMSI HA HHUX IIOJHOMOYMU JI€Yallero Bpaya, MPH OKA3aHWM MEAWIIMHCKOH MOMOIIM B
MEAWIIMHCKUX OpraHusanmsx <I>, B TOpsaKe, YCTAaHOBIEHHOM TNIpUKa3oM MwuHHUCTEpCTBA
3IpaBOOXPAHEHHS M COLMabHOTO pa3BuTHs Poccuiickoit @enepanun ot 23 mapra 2012 r. N 2521 "O06
yrBepxkaenun llopsiaka BO3lokeHHs Ha (QenpAliepa, akylmepKy pyKOBOAMTENIEM MEIULIUHCKON
OpraHu3alvy TpU OpraHu3allid OKa3aHWUs TEPBUYHOM MEIUKO-CAHUTAPHOM TIOMOIIM U CKOpPOH
MEIUIIMHCKON TOMOIIM OTAENbHBIX (YHKIMN JIeHallero Bpadya MO HEMOCPEACTBEHHOMY OKa3aHHIO
MEAUITUHCKON TIOMOIIM TMAIlMeHTy B IMEpUOja HAOMIOAEHHUS 32 HUM W €ro JICUCHHs, B TOM YHCIE I10
HAa3HAYCHUIO M TPUMCHEHHUIO JICKAPCTBEHHBIX IpENapaToB, BKIIOUYAs HAPKOTUYECKUE JIEKAPCTBEHHBIC

npenapaTel u IICUXOTPOITHBIE JIEKAPCTBEHHBIEC npemnapatsb” <2>, VHAUBULYaIbHBIMU
NpEeANPUHUMATENSIMUA, OCYIIECTBISIOMUMHA MEIULIUHCKYIO JACSITENbHOCTh (Janee - MEAUIMHCKUE
pabOTHHKHM).
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peuenTyp...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 25.02.2024

<1> Ilynkr 11 crateu 2 ®enepanpHoro 3akona ot 21 HosiOps 2011 r. N 323-®3 "O6 ocHoBax
OXpaHbl 370poBbsi TpaxkgaH B Poccuiickoit ®enepanun" (CobOpanue 3akoHOAaTeNnbCcTBa Poccuiickoit
Oenepanun, 2011, N 48, c1. 6724,2019, N 52, c1. 7796) (nanee - ®eaepanbubliii 3akoH N 323-D3).

<2> 3apeructpupoBan MunucrepctBoMm octuiuu Poccuiickoir ®@enepanun 28 anpens 2012 r.,
peructpaunoHHbIi N 23971 ¢ u3MeHeHusIMH, BHECEHHBIMU NTpUKa3oM MuHUCTEpCTBa 3paBOOXPAHEHUS
Poccuiickoit @enepanuu ot 31 oktsa0ps 2017 r. N 882n (3apeructpupoBad MUHHCTEPCTBOM FOCTHIIMH
Poccuiickoit @enepanuu 9 ssuBapsa 2018 r., peructpanuonssiii N 49561).

MenuuuHckuii pabOTHHUK, OGOPMHUBIIUI peLEenT ¢ HapyLIeHHEM HaCTOAILIEro MopsaKa, HIHU
PYKOBOAMTENh MEIUIMHCKOW  oOpraHu3anuu o0ecrneuyMBalOT CBOEBPEMEHHOE IepeodopmiieHue
TpeOyeMoro /s NalueHTa perenra.

2. CBedgeHHMs O Ha3HAYCHHOM JICKApCTBCHHOM IIperiapare (HaI/IMeHOBaHI/IC JICKAPCTBCHHOI'O
nperapara, JO3HPOBKaA, cIroco0 BBCIACHHA W INPHUMCHCHHA, PCKUM JO3HPOBAHHA, IIPOAOJDKUTCIBHOCTD
JIe4yeHuss 1 000CHOBAaHHE Ha3HAYECHUS JICKapCTBCHHOI'O npenapaTa) BHOCATCA MCINMIIMHCKUM pa6OTHI/IKOM
B MCAUIIUHCKYIO TOKYMCHTAIIUIO ITallTMCHTA.

B cnywasx, ykazaHHbIX B NyHKTax & - 11 Hacrosmiero Ilopsaka, MEIMIIMHCKUN paOOTHHK,
HA3HAYUBIIMKA JIEKApCTBEHHBIA Mpenapat, opopmiseT Ha3HAUYCHUE JICKAPCTBEHHBIX MPEMapaToB, B TOM
YHUCie MOJJISKAIMX HU3TOTOBJICHUIO M OTIYCKY alTeYHbIMM OpraHMU3alMsIMH (Jajnee - JeKapCTBEHHBIE
npenaparbl HHIUBUYaJbHOI'O M3TOTOBJICHUS), HA PEEeNTypHOM OaHKe, OPOPMIIEHHOM Ha OyMa>KHOM
HOCHTEJIC 32 CBOCH MOJIUCHIO (J1ajiee - perent Ha OyMa)KHOM HOCUTENE), ¥ (WMJIM) C COrJiacHsl MalueHTa
WIN €T0 3aKOHHOTO MpeACTaBUTeNs <3> Ha pelenTypHoM OiaHke B (opMe 3JIEeKTPOHHOT'O JOKYMEHTA C
UCIIOJIb30BAaHUEM YCHIIEHHOH KBaaM(HUIUPOBAHHOW 3JEKTPOHHOW IMOIMUCH MEIUIIMHCKOrO pabOTHUKA
(manee - perent B popmMe dJIEKTPOHHOIO TOKYMEHTA).

<3> Ilynkr 2 crateu 20 DenepampHoro 3akoHa N 323-03 (CobOpaHue 3aKOHOIATEIHCTBA
Poccuiickoit ®enepannn, 2011, N 48, ct. 6724; 2021, N 27, cT. 5159).

Perent B popme 37€KTPOHHOT O JOKYMEHTA, COJepKaIUii Ha3HaYeHNE HAPKOTHYECKUX CPEJICTB MU
NICUXOTPOMHBIX BEHIECTB, TMOAMKUCHIBAETCS C HCIOJIB30BAHUEM YCHJICHHOW KBalU(UIIMPOBAHHOU
9NIEKTPOHHOH MOAMKCH JIEHAIllero Bpaya Ui Qenpamiepa, akylnepku, Ha KOTOPBIX BO3NOXKEHbI (QYHKIIUU
JIe4auero Bpaya, i COOTBETCTBYIOIIEH MEAUIMHCKON OpraHu3anuu <4>.

<4> [lynkrt 1 ctateu 26 PenepanbHoro 3akoHa oT 8 sHBaps 1998 r. N 3-®3 "O HapKOTHYECKUX
cpencTBax U NcuXoTpornHbix BemiecTBax" (Cobpanue 3akoHomaTenbcTBa Poccuiickoii denepanuu, 1998,
N2, cr. 219,2017,N 31, c1. 4791) (nanee - ®enepanpHsiii 3akoH N 3-D3).

Odopmienue peuentoB B (opMe AIEKTPOHHBIX JOKYMEHTOB OCYIIECTBIISIETCS B Cllydyae MPUHATHUS
YIIOJTHOMOYEHHBIM OPTraHOM M CIIOJIHUTEIBHOM BiacTu cyObekTa Poccuiickoii @enepanuu B COOTBETCTBUU
¢ nyHktoM 4 crateu 6 ®enepanpHoro 3akoHa or 12 ampens 2010 r. N 61-®@3 "OO6 oOpamenun
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JICKapCTBEHHBIX CpenctB" <5> pemieHUs 00 HCIOIB30BAHMHM Ha TEPPUTOPHH CyObeKTa Poccuiickoit
Qenepan HapsAy C pelenTaMd Ha JIEKapCTBEHHbIE Mpenaparbl, O(pOpMJIEHHBIMH Ha OyMa)KHOM
HOCUTENE, PELENTOB Ha JEeKapCTBEHHbIE Ipernaparbl, CHOPMHUPOBAHHBIX B (OpME AIEKTPOHHBIX
JTOKYMEHTOB.

<5> Cobpanue 3akoHonarenbctBa Poccuiickoit @enepanuun, 2010, N 16, ct. 1815, 2019, N 52, cr.
7793.

3. Ilpu BmIHMCKE MNalMEHTa W3 MEIUIMHCKONW OpraHu3aluM, B KOTOPOW €My OKa3bIBajach
MEAMIIMHCKAss TIOMOIIb B CTAlMOHAPHBIX YCIOBUAX, MPU HEOOXOJUMOCTH MPOJIOJDKEHHS IpHeMa
JIEKapCTBEHHOT O MpenapaTta B aMOyJaTOPHBIX YCIOBUAX JAHHOMY MAIIUEHTY MO PEIICHUI0 PYKOBOIUTENS
MEIUIMHCKON OpraHu3aluy Ha3HayaroTcs ¢ opopmiieHueM perenta B opme 3J1eKTPOHHOTO TOKYMEHTa
u (umu) Ha OyMaXHOM HoOcuTene (32 MCKIIOUeHHEM OQOpPMIIEHUS PELENTOB Ha JIeKapCTBEHHbBIE
npenaparsl, MoAJeKallie OTIYCKy O€CIIaTHO WJIM CO CKHAKOW) OO0 BBIAAIOTCS (MAMEHTY WU €ro
3aKOHHOMY TIPEICTABUTENI0) OJHOBPEMEHHO C BBIMUCKOH M3 HUCTOpUH OOJIE3HU JIEKAPCTBEHHBIE
npenapaTtbl, B TOM YHMCJIE HAPKOTUYECKUE U MCHUXOTPOMHBIE JEKAPCTBEHHBIC NPENAapaThl, BHECEHHBIE B
cucku Il wm Il mepednss HapKOTMYECKUX CPEACTB, IMCUXOTPOMHBIX BEIIECTB U HUX MPEKYPCOPOB,
nojjiexaimux KoHTpodto B Poccuiickoit @enepanuu, ytBepxkiaeHHoro IlpaBurenbctBom Poccuiickoi
®denepanun <6> (nanee - [lepeueHsb), CHIIBHOACHCTBYIONIME JTEKaPCTBEHHbBIE MIpemapaThl, HA CPOK MpUeMa
MalMEHTOM 10 5 JTHEH.

<6> Ilynkr 2 crateu 2 denepanpaoro 3akoHa N 3-d3 (Cobpanue 3akoHomarenscTBa Poccuiickoit
Oeneparmn, 1998, N 2, ct. 219; 2016, N 27, cr. 4238).

4. Ha3nayeHue JE€KapCTBEHHBIX IMpemapaToB MpPU OKa3aHUM MEAUIMHCKOM TOMOIIA B
CTAIlMOHAPHBIX  YCIIOBUAX MOXET OCYIIECTBISATHCS  IOCPEACTBOM  TpeOOBAaHWUN  MEIUIIMHCKOU
OpraHM3alli¥,  HampaBlIsieMbIX B  alTEYHbIE  OpraHU3alllH,  SBJSIONIMECS  CTPYKTYPHBIMHU
MoApa3AEICHUIMH MEAULIUHCKON OpraHu3zanuu. <7>

<7> Ilynkt 54 crateu 4 denepanpHoro 3akoHa oT 12 ampens 2010 r. N 61-03 "O6 obpamieHun
nexapcTBeHHbIX cpenctB" (CoOpanue 3akoHonarenbcrBa Poccuiickoit @eneparuu, 2010, N 16, ct. 1815;
2019, N 31, ct. 4456) (nanee - ®enepanbHbiii 3akoH N 61-D3).

5. Ha3HaueHue neKapCTBEHHBIX MPENAapaTOB OCYIIECTBIACTCS MEIUIMHCKUM PAOOTHUKOM IO
MEXAYHapOJHOMY HENaTeHTOBAHHOMY HaMMEHOBAHMIO, a IIPU €0 OTCYTCTBUH - TPYNIHPOBOYHOMY MIIU
XUMHYECKOMY HAaMMEHOBAaHMIO. B  ciydae OTCYTCTBHS MEXKAYHApOIHOI'O  HENaTEHTOBAHHOIO
HalMEHOBAaHUS M TPYNINHUPOBOYHOTO MJIM XUMHYECKOIO HAMMEHOBAHMS JICKApPCTBEHHOrO IpernapaTa
JIEKapCTBEHHBIN MpenapaT Ha3HayaeTcss MEIUIIMHCKUM paOOTHUKOM IO TOProBOoMy HauMeHoBaHuIo. [1pu
HAJIMYUU MEIULIMHCKUX MOKa3aHUM (MHAMBHyallbHAS HENEPEHOCHUMOCTh, MO KU3HEHHBIM IMOKAa3aHUSIM)
[0 pEIICHHI0 BpauyeOHON KOMHCCHUU MEAMIIMHCKOW OpraHu3aluu <8> OCYIIECTBIIAETCS Ha3HAueHUE U
oopmiieHnEe Ha3HAYCHMs JICKAPCTBEHHBIX IIPENapaToB, HE BXOASIIMX B CTaHAAPTHl MEIUIIUHCKON
IIOMOIIIY, pa3paboTaHHBIE B COOTBETCTBUU C NMyHKTOM 14 crateu 37 ®epepanbHoro 3akoHa N 323-D3
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<9>, WK He MPEeayCMOTPEHHBIX COOTBETCTBYIOIIEH KIMHUYECKON peKoMeHJauuei, 1100 Mo TOProBbIM
HauMEHOBaHUAM. Pemienne BpayeOHON KOMHMCCHUM MEIUIMHCKOW OpraHu3anuu  (QUKCUpYeTcs B
MEIHULUHCKON TOKyMEHTAIUH MAlleHTa U B )KypHaJie BpaueOHONH KOMHCCHH.

<8> Ilpuka3 MuHHCTEpPCTBA 3PAaBOOXPAHEHUSI U COLMAIBHOTO pa3BuTHs Poccuiickoit denepamuu
ot 5 mMag 2012 r. N 5021 "OO6 yTBep:kIeHUU MOpPsIKA CO3/IaHUs U NeATEeIbHOCTH BpauyeOHONH KOMHCCUH
MEIULMHCKON opranu3zanuu” (3apeructpupoBan MunucrtepcTBoM toctuiu Poccuiickoir ®@enepauuu 9
utoHa 2012 r., peructpaunonusiii N 24516) ¢ u3MeHEeHHUSAMHU, BHECEHHBIMH NPHKAa30M MHHHCTEPCTBA
3npaBooxpaHeHust Poccuiickoit ®enepaunn or 2 pgexabps 2013 r. N 886H (3aperucrpupoBaH
MunucrepctBom roctuiiuu Poccuiickoit eneparuu 23 gexadbpst 2013 r., perucrpanuonusiii N 30714).

<9> Cobpanue 3akoHonarenscTBa Poccutickort @eneparuu, 2011, N 48, ct. 6724.

Ecim mpu oOkasaHMM DAnuMeHTy MEIULUHCKOW IIOMOIIM B MEAMIMHCKOM OpraHu3alidHd B
CTAl[MOHAPHBIX YCJIOBUSAX [0 PELIEHUI0 BpayeOHOW KOMHCCHUM OCYILECTBJIIOTCS Ha3HaueHHE U
IIPUMEHEHUE JIEKAPCTBEHHOI'O IpernapaTa ¢ KOHKPETHBIM TOPrOBBIM HAMMEHOBAHHUEM, TO IIPH OKa3aHUU
JAHHOMY MAlMEHTy MEIUIMHCKOW IOMOLIM B HMHOM MEAMLIMHCKOM OpraHM3alud B CTalMOHAPHBIX
YCIOBUSIX, @ TaKKe B aMOYJATOPHBIX YCIOBMSIX OCYILIECTBJISIETCS Ha3HAUEHHE €My JIEKapCTBEHHOTO
Iperapara ¢ TeM K€ TOProBbIM HaMMEHOBaHUeEM <10>.

<10> Ilynkt 2 mocranoBnenus [IpaButenscrBa Poccuiickoit @eneparnuu ot 30.06.2020 N 965 "O
BHeceHnH n3MeHeHnit B [IpaBuia ¢opMupoBaHUs TIEpEeUHs JIGKAPCTBEHHBIX CPENCTB, 3aKylKa KOTOPBIX
OCYIIIECTBJISIETCS B COOTBETCTBHM C UX TOPrOBHIMHM HAMMEHOBAHUSIMH, U O IPUMEHECHHUU JIEKAPCTBEHHBIX
MIPernapaToB ¢ KOHKPETHBIMH TOProBhIMU HanMeHoBaHusMu" (CoOpaHue 3akoHoaTenpcTBa Poccuiickoi
Oenepanun, 2020, N 28, ct. 4422).

6. Ha3Hauenue jiekapCTBEHHOro Ipenapara B peLeNnTe Ha OyMa)KHOM HOCUTEJE WJIM PELENTE B
dopMe 3IEKTPOHHOrO JOKyMEHTa OGOpMIISeTCs Ha HUMs HalMeHTa, AJs KOTOpPOro IpegHa3HaueH
JIEKapCTBEHHBIN ITpenapar.

Penient Ha OymakHoM Hocutesne, opopMIIeHHBIH Ha peuentypHoMm Osanke ¢gopm N 107/y-HII, N
107-1/y, N 148-1/y-88, N 148-1/y-04(x1), yTBEep)AE€HHBIX HACTOSAIIMM MPUKA30M, MOXKET OBITh MOJIy4YCH
NAI[MEHTOM, €r0 3aKOHHBIM MPECTABUTEIEM WU JUIIOM, UMEIOIIUM O()OPMICHHYIO B COOTBETCTBUU C
rpakJIaHCKUM 3akoHogaTelbcTBoM Poccuiickoit denepanuu TOBEPEHHOCTh OT NALMEHTAa Ha IIPAaBO
IOJIyYEHMsI TAKOI0 pellenTa (Jlajee - yIoJIHOMOUYEHHOE JIUIO).

[IpencraBieHre MOBEPEHHOCTH HE TpeOyeTcs B CiIydae MOJYYSHHs pelenTa Ha JEeKapCTBEHHBIH
mpenapar Uil MHKypaOelpHOro OOJIbHOrO Ha  3aBEpIUAIOLEM dTale €ero O KU3HM  JIMIIOM,
OCYIIECTBJISIONIMM yXOJI 32 TAKUM MHKYypaOelbHbIM O0JbHBIM. B TakoMm ciydae MEeAUIIUHCKUN pabOTHUK
BBIJIACT JIMILY, OCYIIECTBJIIFOIIEMY YXOX 32 MHKYpaOelbHbIM OOJILHBIM, TOKYMEHT, MOATBEPKIAIOIINI
WHKypaOelbHOE COCTOSHUE OONIBHOTO, COJIEpKAIlUuii CBENEHHS O IHIle, KOTOopoe OyaerT moiaydaTh
JIEKapCTBEHHBIE MpenapaThl Mo perenty (pamuius, uMs, OTYeCTBO (MOCIEqHEee - MPU HAIWYUH), BUI,
cepust U (WIM) HOMEP JOKYMEHTA, yJOCTOBEPSIOMIErO JIMYHOCTH), 3aBEPEHHBIN TOJIMUCHI0 M TEYaThIO
JTAHHOTO MEIUITMHCKOT0 paOOTHHKA, 8 TAK)KE IMeUaThi0 METUIIMHCKON OpraHu3aIliy.
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JIOKyMEHT, TOATBEPKIAIOIIMNA HWHKYpaOelbHOE COCTOSIHHE OOJBHOI0, OCTaeTCs B aNTEYHOM
OpraHu3alkH.

Perrent B (hopme 31MEKTPOHHOrO JOKyMEHTa (OPMHUPYETCS] C MCHOIB30BAHHUEM TOCYIApPCTBEHHOM
uHpopmaImoHHONH cucTeMbl B cdepe 3apaBooxpaHeHHs cyObekta Poccuiickorr  denepanum,
MEAUITUHCKON MH(OPMAITMOHHON CHCTEMBI MEAUITMHCKON opraHuzanuu <1 1>,

<11> Crateu 91 m 91.1 ®enpepanpHoro 3akoHa N 323-®3 (CoOpaHue 3aKOHOJATEIHCTBA
Poccwuiickoit @enepanun, 2011, N 48, ct. 6724; 2021, N 27, cT. 5141).

@axT BbIJAYM pELENTa Ha JIEKapCTBEHHBIM IIpernapaT 3aKOHHOMY IPEICTaBUTEIO HIIU
YIOJIHOMOYEHHOMY JIMIY (GUKCUPYETCSl B MEAULIMHCKON TOKyMEHTAllUY NalUeHTa.

7. MeauuMHCKUM pa0OTHUKAM 3ampeniaercss oQOpMIIATh PEUENnThl MPH OTCYTCTBHM Y MallMEH Ta
MEIUMLIMHCKAX T[IOKa3aHUM; Ha HE3aperuCTPUPOBAHHbIC JIEKAPCTBEHHbIE IHpemapatbel <12>; Ha
JIEKapCTBEHHBIE MIpenaparthbl, KOTOPbIE B COOTBETCTBUU € MHCTPYKIMEH IO MEAULIMHCKOMY MPUMEHEHUIO
MpeIHa3HAYEHbI JJIs1 IPUMEHEHUS TOJbKO B MEAULMHCKAX OpraHU3alusIX; HA HAPKOTHYECKUE CPEJICTBA U
MICUXOTPOIHbIE BellecTBa, BHeceHHble B cnucok Il IlepeuHsi, 3aperucTpupoBaHHbBIE B KadyeCTBE
JIEKapCTBEHHBIX [IPENapaToB, B LIEJISIX TPUMEHEHUS 15l JICUCHUs] HAPKOMAaHUU.

<12> Pemenue CoBera EBpasuiickoii 3xoHOMHUYecKoil komuccuu ot 3 HostOps 2016 r. N 78 "O
[IpaBuiax perucTpamvy W SKCIEPTHU3BI JICKAPCTBEHHBIX CPEACTB JUISI MEIUIIMHCKOTO TpHMEHEHUs"
(odunmansHbIi caiiT EBpa3uiickoro SKOHOMUYECKOro coro3a http://www.eaeunion.org/, 21 aosi6ps 2016
r.). Cratbs 13 ®denepansHoro 3akoHa N 61-03 (CoOpanue 3akoHogaTenbcTBa Poccuiickoit denepannu,
2010, N 16, ct. 1815; 2020, N 14, ct. 2028).

WuauBuayanbHbBIM — TPEANPUHUMATENSM, OCYLIECTBISIOMIMM — MEIUIUHCKYIO  J1eATeIbHOCTb,
JIOTIOJIHUTENBHO K TpeOOBAaHMSM, yKa3aHHbIM B a03alle MEepBOM HACTOALIETO IyHKTA, 3alpelaercs
0o(opMIIATE peLenTsl Ha HApKOTUYECKUE CPEACTBA U IICUXOTPOIHbIE BELIECTBA, BHECEHHbIE B cIUCKH 11 1
Il Ilepeuns (manee - HAPKOTUYECKUE M IICUXOTPOIHBIE JIEKapCTBEHHbIE mpenapatsl cnuckos I u Il
[Tepeuns).

8. Ilpm Ha3HayeHUM HAPKOTMYECKUX M ICHUXOTPOIHBIX JIEKaPCTBEHHBIX INpenapatoB cnucka Il
ITepeunsi, 3a MCKIIOYEHHEM JIEKAPCTBEHHBIX IPENApaToB B BHJE TPAHCIEPMAIbHBIX TEPAIEBTUYECKUX
CUCTEM U JIEKapCTBEHHBIX IIPENapaToB, COAEPKAIIMX HAPKOTMYECKOE CPEACTBO B COYETAHUU C
AQHTarOHUCTOM OINHOMJHBIX PELENTOpPOB, pEUEeNnThl Ha OyMaXHOM HocuTesle Oo(OopMIAIOTCS Ha
peuentypHom Onanke ¢popmbl N 107/y-HIL.

9. Peuentypusiii 6;1anK Gopmbl N 148-1/y-88 odopmisieTcss mpu Ha3HAYSCHUU:

1) HapKOTHYECKUX M TCHUXOTPOIHBIX JIeKapCTBEHHbIX mpemnapatoB crnucka Il Ilepeuns B Bume
TpaHCAECPMAJIBHBIX TEPANEBTUYECKUX CHUCTEM, HAPKOTUUYECKUX JIEKAPCTBEHHBIX IpenaparoB crucka II
Ilepeunsi, copepkamMX HAPKOTUYECKOE CPEICTBO B COYETAHUM C AHTATOHUCTOM OMUOMIHBIX
peuenTopoB, MCUXOTPOMHBIX JIEKAaPCTBEHHBIX MpemnapatoB cnucka I [lepeuns;
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2) KOMOMHUPOBAHHBIX JIEKAPCTBEHHBIX MPEMapaToOB, COACPKAIINX:

a) KOJIEMH WJIM €ro COJIM (B MepecyeTe Ha YMCTOE BEIIeCTBO) B KoJMYecTBE /10 20 MI' BKIIOUUTENILHO
(ma 1 ngo3y TBepmoii nekapcTBeHHOU (popmbl) mim B konudectBe 10 200 mr BximouutensHo (Ha 100 Mo
win 100 r xxuakoit nekapcTBeHHON (HOPMBI JIJIs1 BHYTPEHHETO IPUMEHEHNS );

0) nceBnoddeaprHAa THIPOXJIOPU B KOIMYeCcTBE, TpeBbimaromiem 30 Mr, u 10 60 MT BKIIOYHTETHHO
(na 1 o3y TBepmoil IekapcTBEHHON (OPMBI);

B) TIcEB0A(epUHA THAPOXJIOPUA B KOIHMUECTBE, TpeBblmatonieM 30 Mr, u 10 60 M BKIIFOYUTEIBHO
B COUYETAHUU C JACKCTPOMETOphaHOM THUIPOOPOMHIOM B KOJMUUecTBe, npeBbimatonem 10 mr, u g0 30 mr
BKJIFOUUTENILHO (Ha 1 103y TBepAOii JIekapcTBEHHOH (GOpMBI);

I) JekcTpomeTopdana rugpodpomus B koauuectse 10 200 mr BirountensHo (Ha 100 ot nm 100 ¢
’KMJIKOH JIEKapCTBEHHON (hOPMBI 1JIs1 BHYTPEHHETO ITPUMEH EHHS);

1) 3¢genpruHa ruIpoxXaopu B Konmuectse, npesbimaronieM 100 mr, u 10 300 Mr BKIFOYUTENBHO (HA
100 M1 mm 100 1 sKuaKo# JIeKapCTBEHHON (DOPMBI 17151 BHYTPEHHET O ITPUMCHCHHS ),

e) sdenpuna rugpoxsopun B KoimuectBe M0 S0 Mr BrmoudnTensHO (Ha 1 103y TBepmou
JICKapCTBEHHOU (OPMBI);

X) (EHUINpPONaHOJaMUH B KOJIMYECTBE JO 75 Mr BKIOUMUTeNbHO (Ha | m03y TBepmoi
nekapctBeHHO Gopmbl) uim 10 300 mr BrmrountensHo (Ha 100 M unu 100 r XuaKOM JTeKapCTBEHHON
(bopMBI U1t BHYTPEHHETO ITPUMEHEHUS );

3) ¢eHoOapOUTAI B KOJUYECTBE JIO 15 Mr BKIIFOUMTEIBHO B COYETAHWU C KOJECUHOM (HMJIU €ro
COJISIMH) HE3aBHUCUMO OT KOJIMuecTBa (Ha 1 703y TBEpIOH JIeKapCTBEHHON (DOPMBI);

n) ¢(enobapbutan B KommuectBe 10 20 Mr BKIIOYUTENBHO B COYETAaHUH C 3I(EAPHHOM
THJIPOXJIOPUIOM HE3aBUCUMO OT Kon4ecTBa (Ha 1 103y TBepoif eKkapcTBEHHOI (hopMBI);

K) XJIOPIMA3EMOKCU] B KOJIMYeCTBE, mpepbimaromeM 10 mr, u g0 20 mr BrItounTe bHO (Ha 1 103y
TBEPJIOH JIEKapCTBEHHOM (HOPMBI);

3) JNeKapCTBEHHBIX NPENapaToB MHIAUBUAYAJIbHOIO H3IOTOBJIEHHUS, COIEPXKALIMX HAPKOTUYECKOE
CpeACTBO MM ncuxoTpornHoe BewecTBo cnucka Il Ilepeuns, u npyrue dapmakonornyeckue akTHUBHbIE
BEIIECTBA B J103€, HE IIPEBHILIAIOIIEH BBICIIYIO pa3oBYH [JO3y, M IpH YCJIOBUH, 4YTO 3TOT
KOMOMHMPOBAHHBIA JICKAPCTBEHHBIN IpernapaT He SBISIETCS HApPKOTUYECKUM WM IICUXOTPOIHBIM
JIEKapCTBEHHBIM npenapaToM cnucka I [lepeuns;

4) JexkapCTBEHHBIX IIPENapaToB, BKIIOUEHHBIX B IIEPEUYEHb JIEKAPCTBEHHBIX CPEINCTB IJId
MEIULMHCKOIO  NPUMEHEHUs, MOMISKAIIUX IPEIMETHO-KOJIMYECTBEHHOMY  ydery (maiee -
JIeKapCTBEHHBIE MTpenapaThl, BKJIOUeHHbIE B epeueHs [TIKY) <13>.

<13> [loamynkT 5.2.171(1) mynkra 5 nmoctanoBnenus [IpaButenbcrBa Poccuiickoit deneparu ot
19.06.2012 N 608 "OO6 yrBepxxknenun llomoskenuss o MunucrepcTBe 3apaBooxpaHeHust Poccuiickoi
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Oenepanun" (manee - Ilonoxxkenne o MunucrepctBe) (CoOpaHue 3akoHOmaTeNbcTBa Poccuiickoit
®enepanun, 2012, N 26, ct. 3526; 2013, N 16, ct. 1970).

10. Peuentypusiit 6mank Gopmbel N 148-1/y-04(1) odopmisieTcss mpu Ha3HAYEHUU JIEKAPCTBEHHBIX
MpernapaToB IpakJaHaM, UMEIOIMM NpaBo Ha OECIIaTHOE MOJyYeHHUE JIEKAPCTBEHHBIX MPENnapaToB UM
MOJIyYEeHHE JIEKAPCTBEHHBIX MPENAapaToOB CO CKUIKOM.

11. Peuentypusii 6;1ank Gopmsl N 107-1/y odopmiasieTcst py Ha3HAUYECHUU:
1) nekapCTBEHHBIX MpENapaToB, HE yKa3aHHBIX B MyHKTax §, 9 Hactosuiero [lopska;
2) KOMOMHMPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB, COACPIKALIMX:

a) sproramMuHa THApPOTapTpaT B KOJMYECTBE A0 5 MI BKJIIOUMTENbHO (Ha 1 no3y TBepaoi
JIeKapCTBEHHON (hOpMBI);

0) a¢penpuna rugpoxnopun B kommyectse 10 100 mr BrmrouuTensHo (Ha 100 M umm 100 1 xuakoi
JIEKapCTBEHHOW (hOPMBI /ISl BHYTPEHHETO TPUMCHCHHS);

B) miceBo3(enpruHa THAPOXIIOPU] B KoiMuecTBe, He mpepbimatomeM 30 mr (Ha 1 103y TBepaou
JICKapCTBEHHOU (hOpMBI);

r) nceBnoddeapuHa TUIPOXJIOPHA B KOJMWYECTBE, HE mpeBbimatomeM 30 Mr, B COYETaHHH C
JIeKcTpoMeTophaHOoM THAPOOPOMUIOM B KOMUYECTBE, npeBbimaroneM 10 mr, u 10 30 Mr BKIFOUHUTEIEHO
(na 1 mo3y TBepmoii IekapCTBEHHON (OPMBI);

1) nekcrpomeropdana ruapoOpoMun B KomudecTBe, mnpembimatomem 10 mr, mw mo 30 wmr
BKJTFOUUTENIFHO (Ha | 103y TBEpOi IeKapCTBEHHOM (GOPMBI);

e) ¢enobapOuTan B KoiauuecTse, npesplmaromem 20 mr, u a0 50 mMr BkiIouuTenbHO (Ha 1 103y
TBEPJOH JIeKapcTBEHHOU (HOPMEI);

K) (enobapbutan B koauuectBe 10 20 MI BKIIOYMTEIbHO B COYETAHUM C 3ProTaMHUHOM
TUAPOTAPTPATOM HE3aBUCUMO OT KosindecTBa (Ha 1 103y TBeproi JiekapCcTBEHHON (OpPMBI);

3) XJIOpAua3enokcua B KonuyecTse 10 10 Mr BKIIIOUMTENBHO (Ha 1 103y TBEpHOHM JEKapCTBEHHOM
(bopmbl).

12. IIpy Ha3HAYEHUHU JIEKAPCTBEHHOI'O IpenapaTa MHAMBUAYAIbHOIO M3TOTOBJICHUS B peLenTe Ha
OymaxHOM HocuTesne U (WiaM) peuente B (GopMe 3IEKTPOHHOIO JOKYMEHTa HaUMEHOBaHUS
JIEKapCTBEHHBIX CPEACTB (BEIECTB), BKIOYEHHBIX B nepedeHb 11KV, ykaspiBaloTCsi B Hayalle pelenta,
3aTeM - BCE OCTAJIbHbIC MHTPEIUCHTBI.

13. Ilpu Ha3HAuYeHUU JIEKAPCTBEHHOI'O IIpenapaTra B peLenTe Ha OyMa)XHOM HOCHUTENEe U (UJIN)
perente B (opMe 3IEKTPOHHOI'O JIOKYMEHTa 3alpeliaeTcsl MPEBBIIIATh KOIMYECTBO HAPKOTHUECKHX
CPEICTB MJHM IICUXOTPOIHBIX BEIIECTB, KOTOPOE MOXKET OBITh BBITHCAHO B OJHOM pEIIeNTe,
ycTaHOBJIeHHOe npuiokenueM N 1 k Hacrosimemy [lopsinky, 3a MCKIIFOYEHHEM CITy4daeB, YKa3aHHBIX B
nyHkTax 15 u 24 nacrosamero Iopsaxa.
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14. Ilpu Ha3HauYE€HUM JICKAPCTBEHHBIX IPENapaToB, BKIIOYEHHBIX B nepedeHb [IKY, mo3a koTopbix
IPEBbIIAET BBICIIMKA OAHOKPATHBIA MpUEM, MEIUIUHCKUNH pabOTHUK 00O3HA4YaeT [03y 3TOro
JIEKapCTBEHHOTO TIIpernapara B pelenTte Ha OyMa)KHOM HOCHTENIe MpPOMNUCBI0 C IMPOCTAaBIECHUEM
BOCKJIMLIATENBHOIO0 3HAaKa M (MJIM) MPOCTABJIIET BOCKIMILATEIbHBIA 3HAK NpU OGOPMIICHUM pelenTa B
(opmMe 3JIEKTPOHHOT O TOKYMEHTA.

15. KonndecTBO Ha3HAYEHHBIX JIGKAPCTBEHHBIX MpENapaToB, BKIIOUEHHBIX B nepedueHb [IKY, mpu
OKa3aHWM [MAlMEHTaM, HYXIAIOUMMCA B JUIMTEIBHOM JIEYEHUH, NEPBUYHON MEIUKO-CaHUTAPHOU
MOMOIIM ¥ TMAJUIMATUBHON MEIMIIMHCKON TOMOIIM MOXET OBITh YBEIHMYEHO C y4E€TOM KIMHUYECKUX
pexoMeHaanuil He Oosiee yeM B 2 pas3a MO CPAaBHEHHUIO C KOJIMYECTBOM HAPKOTHUECKHX CPEICTB WIIU
MICUXOTPOMHBIX BEUIECTB, KOTOPOE MOXET OBbITh BBHIIMCAHO B OJHOM pEIENTe, YCTaHOBJIEHHBIM
npuioxkenreM N 1 k HacrosimeMy [lopsaaky.

B ciydasx, npenycMoTpeHHBIX a03aleM NepBbIM HACTOALIErO NMyHKTAa, Ha pelienTax Ha OyMaKHOM
HOCUTENE MPOU3BOAUTCA Haanuch "llo cnennanbHOMY Ha3HAYEHUIO', OTAEIBHO 3aBEpEHHAs MOIINHUCHIO
MEIUIMHCKOr0 pabOTHHKAa M IeyaThbl0 MEAMLUMHCKOW opraHuzanuu "Jlis peunentoB", Ha peuenrtax B
dopmMe IIEKTPOHHOIO JOKyMeHTa IpousBoautTcs ormeTtka "[lo cneuunanbHOMy Ha3zHadeHHIO" C
IIPOCTABJIEHUEM YCUJICHHON KBATU(PUIIMPOBAHHON 3JIEKTPOHHOMN MOJIUCH METUIIMHCKOr0 pabOTHUKA.

16. CocrtaB JeKapCTBEHHOrO Ipenapara, JieKapcTBeHHas ¢opMa M oOpalleHue MEIMIIMHCKOTO
paboTHUKa K (hapMaleBTUYeCKOMY pabOTHUKY 00 OTHYCKE JIEKApCTBEHHOIO IMpernapaTa Ha OyMa)KHOM
HocuTesne 0(OpMIISIIOTCS Ha JJATUHCKOM MJIM PYCCKOM SI3bIK€ B POAUTENILHOM IaJeXe, 3a UCKIIOUEHUEM
oopmiieHus perenToB B popme 3IEKTPOHHOTO TOKYMEHTA, OCYIIECTBIISEMOr0 Ha PYCCKOM SI3BIKE.

ITpu oopmaeHnn perenTypHbIX OJAHKOB JOIMYCKAeTCs UCIOIb30BaHNE COKpAIIeHUH (MPUIIOKEeHNE
N 2 k Hacrosiemy [lopsinky).

[Ipn Ha3HayeHMM JIEKAPCTBEHHOI'O0 IIpernapaTta HE JOMYCKAaeTcsl COKpallleHHEe HauMEHOBaHUM
WHI'PEJUEHTOB, COCTABIISIIOIIMX JICKAPCTBEHHBIN IIpenapar, He MO3BOJIIIONIMX YCTaHOBUTH, KAKOW HUMEHHO
JICKapCTBEHHBIN MperapaT Ha3HAYEH.

17. Cioco6 nmpuMeHeHHsl JIEKapCTBEHHOT O NpenapaTa 0003HauaeTcs ¢ yKa3aHUEM IyTH BBEIEHUS,
J103bl, YacCTOThl, BPEMEHHU IIpHeMa OTHOCHTEIbHO CHa (YTPOM, Ha HOYb) M €ro JJIMTEIbHOCTH, a JUIS
JIEKapCTBEHHBIX IIpPENapaToB, B3aUMOJEHCTBYIOIIMX C MHIIEH, - BpPEMEHHM UX YHOTpeOJEeHUS
OTHOCHUTEJIBHO IpUeMa MUK (O €bl, BO BPeMs eJlbl, II0CIIEe eJIbl).

18. IIpr HEOOXOIUMOCTH HEMEAJIEHHOI'0 UM CPOYHOro (B TeUEHHE JABYX pabodyux AHEH) oTmycka
JEKapCTBEHHOrO TMpernapara MalleHTy B BepXHEH uacTu pelenta Ha OyMa)kKHOM HOCUTENE
MIPOCTaBIISIIOTCS 0003HaueHus "cito" (cpouno) miam "statim" (HemeneHHO). AHAJIOTMYHBIE 0003HAYCHUS
MPOCTABJIAIOTCS B BHJIE OTMETOK IIPpU OOPMIIEHUH pelienTa B popMe JIEKTPOHHOTO JTOKYMEHTA.

19. Ilpu odopMiieHHH HAa3HAYCHHUS TOTOBOI'O JICKAPCTBEHHOT'O MperapaTa B perenrte Ha 0yMaKHOM
HOCHTENE WM penente B (opMe SIEKTPOHHOIO JOKYMEHTa KOJIMYECTBO JEHCTBYIOLIMX BELIECTB
YKa3bIBa€TCsl B COOTBETCTBUU C HHCTPYKIMEH IO MEIULIUHCKOMY TPUMEHEHHIO JIeKapCTBEHHOTO
npenaparta. JlonycTUMO yKa3bIBaTh JJO3UPOBKY JIEKApPCTBEHHBIX MPENapaToB CHCTEMHOIO AeUCTBUS (AJIs
pe30pOTUBHOrO MpUEMa) B TBEPBIX JEKapCTBEHHBIX (popmax (Hampumep, TabJIETKH, MOPOLIKH, KaICyJIbl)
KaK COJEp)KaHHWE OAHOIO WJIM HECKOJIbKMX JAEHCTBYIOIIMX BEIIECTB B €IMHMIIAX MaccChl (B IpaMMax,
MUWLIMrpamMmax). JlonmycTuMo yka3bplBaTh JO3UPOBKY JIEKAPCTBEHHBIX MPENapaToB CUCTEMHOIO J1EHCTBUS
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(mns  pe3opOTHBHOTO MPUMEHEHHS) B IKHJIKUX JICKAPCTBEHHBIX (opmax (Hampumep, pacTBOPHI,
CYCIICH3WH) KaK COJIepKaHWE OJHOTO MJIM HECKOJbKHX JCHCTBYIOIIMX BEIIESCTB B €IMHHIIAX MACChl Ha
enuHUIly oO0beMa (Hampumep, MUJUIMTPAMM/MUJUTHIIATP) € YKa3aHHEM O0IIero oobema JIeKapCTBEHHOU

bopMmBI.

[Ipn odopmieHnrn Ha3zHA4YeHUsS JEKAPCTBEHHOTO Tpenapara WHAWBUIAYaTbHOTO W3TOTOBJICHHS B
perenTte Ha OyMa)XHOM HOCHTENE WA perente B GopMe JIEKTPOHHOTO JOKYMEHTa KOJUYECTBO TBEPABIX
U CBHITYYNX (apMaleBTUUYECKUX CyOcTaHmmii ykaspiBaercs B rpammax (0,001; 0,5; 1,0), uakux - B
MUJUTAIIUTPaX, TpaMMaXxX U Karisx.

20. Pementel Ha OymMa)kHOM HOcHUTeNe, B (OpMe SJIEKTPOHHOTO JOKYMEHTa, OhOpPMIICHHBIE Ha
peuentypuom Omanke ¢opmbel N 148-1/y-88 u mnpenHasHadyeHHbIe U OTIYCKA JIEKAPCTBEHHBIX
MpenapaToB, NPEAYCMOTPEHHBIX NOANYHKTaMH | - 3 myHkTa 9 Hacroswmero [lopsaka, nelicCTBUTENbHBI B
TedeHue 15 aHel co AHsS opopMIICHHUS.

21. PenenTsl Ha OyMa)kHOM HOcHUTENe, B (DOpME IEKTPOHHOI'O IOKYMEHTa, O(OpMIICHHbIE Ha
peuentypHom Onanke ¢opmbl N 148-1/y-04(01) u mpenHa3HaYeHHBIC JJIS OTIYCKA JIGKAPCTBEHHBIX
npenaparoB IpaxkJaHaM, ykazaHHbIM B nyHkTe 10 Hacrosimero [lopsaka, neiictBurensHbl B TedeHue 30
JHEH co AHS 0OopMIIEHHS, 32 HCKIIOUEHUEM CiIy4aeB OpOpMIIEHUS pelenTa B COOTBETCTBUH C MTyHKTaMH
38 u 39 nacrosimiero Ilopsinka, mpu KOTOPHIX OH ACHCTBUTEICH B TeUeHUE 15 nHEH co THS 0 OpMIICHUS.

22. Penentbl Ha OyMa)kHOM HOCHTENE, B (opMe DJIEKTPOHHOIO JOKyMEHTa, Oo(pOpMIICHHBIC Ha
peuentypaom Omanke ¢opmbel N 148-1/y-04(01) m mpenHa3HayeHHBIE JJIsI OTIYCKA JIEKAPCTBEHHBIX
npenapatoB rpakaaHaMm, JOCTUTIIMM TI€HCHOHHOIO BO3pacTa, HHBaIMJIaM MEpBOM  TPYIIBL,
JEeTSIM-WUHBAUAAM, a TakXKe TpaxkJIaHaM, CTPaJarolliM XPOHUYECKHUMH 3a00J1eBaHUsIMH, TPEOYIOUMMU
JUIMTEIBHOTO KYpPCOBOTO JICUEHHUS, NCHCTBUTENbHBI B TedueHue 90 mHed co mgHsS odopmieHHs, 3a
UCKJTIOUCHHUEM CIIy4aeB, yKa3zaHHbIX B TyHKTax 38 u 39 Hacrosmero Ilopsiaka, mpu KOTOPBIX OH
JeMCTBUTENEH B TeUeHHE 15 qHEN co THA 0pOpMIIEHHUS.

JUis nedeHuss XpOHMYECKHUX 3a00JIeBaHMI YKa3aHHBIM KaTErOpUsAM TpaxJaH JIEKapCTBEHHBIE
npernapaTsl ¢ 0OPMIICHHEM PELEeNnTOB Ha OYMa)KHOM HOCHTENE MM PELENTOB B (opMe 3IEKTPOHHOTO
JIOKYMEHTa MOT'yT Ha3HadaTbcs Ha Kypc jiedeHus 10 180 qHei.

23. Penentbl Ha OyMa)kHOM HOcHUTeNe, B (DOpME UIEKTPOHHOI'O IOKYMEHTa, O(OpMIIECHHbIE Ha
peuentypHoM Onanke ¢popmel N 107-1/y u npeaHa3HadeHHbIe U1 OTIIYCKa JICKaPCTBEHHBIX MPENapaTos,
npeflycMOTpeHHbIX NyHKTOM 11 Hacrosimero Ilopsiaka, neiictButensHbl B TeueHue 60 nHe co AHA
odopmieHUS.

[lpy Ha3HAYEHMM TOTOBBIX JICKAPCTBEHHBIX IIPENApaTOB U JIGKAPCTBEHHBIX MPENapaToB
HHAWUBHUAYAJIBHOI'O M3IrOTOBJICHUA IIAIMUCHTAM C 3a6OHeBaHI/IHMI/I, Tpe6y1-OHlI/IMI/I JIMTCJIIbHOI'O KYpCOBOI'O
ne4yeHus:, ¢ opopmiieHrueM Ha peuentypHoM Onanke ¢popmel N 107-1/y perenta Ha OyMa)KHOM HOCHUTEIE
W B (hOpMe AIIEKTPOHHOTO JOKYMEHTA yCTaHABIMBAETCSA CPOK JCHCTBUS pelenTa B Ipeenax 10 OJHOr0
roja.

B cay4yae ycTaHOBIIeHHMS CpOKa AEHCTBUS peUeNTa B IMpeAelax I0 OJHOIO roja B PELENTe
npousBoauTca Haamnucek: "llo cnennanbHOMY HazHaueHHIO", 00O3HAuYaeTCs CPOK JEWCTBUSA perenta u
NEpUOAUYIHOCTDb OTITYCKa JICKAPCTBCHHLIX IIPCIIapaToB U3 anTeyHON opraHuv3alivy WM HHAWUBUAYAJIbHBIM
npeAnpHHUMATENIEM, UMEIOIIMM JIMIEH3UI0 Ha (papMalleBTHUECKYIO eATeNbHOCTh <14> (exeHenensHo,
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€KEMECAYHO U HHbIE MEepUOJbl). /JJONOIHUTENBHO 3TO yKa3aHUE 3aBEPSETCS MOANMCHIO MEIUIIMHCKOIO
paOoTHHKA, a TaK)Ke MeYaThl0 MEIUIIMHCKON opranu3auuu "Jlns penentoB" (nis peuenta Ha OyMa)kKHOM
HOCHUTEJIE) UM YCUJICHHON KBaJM(UIIMPOBAHHOM 3JIEKTPOHHOM MOANMCHIO MEAUIIMHCKOrO pabOTHHKA U
JMIIa, YIOJIHOMOYEHHOIO 3aBEpsTh JOKYMEHThl OT MMEHHM MEIMIIMHCKOM OpraHu3aluu (Ui pelenta B
dbopMe IESKTPOHHOT'O TOKYMEHTA).

<14> Ilynkt 47 yactu 1 cratbu 12 @enepanpHoro 3akoHa ot 4 mas 2011 r. N 99-®3 "O
JUIEH3UPOBAHUHU OTIEIBHBIX BUAOB AesTenbHOCTH" (manee - Denepanbubiii 3akoH N 99-D3) (Cobpanue
3akoHogaTenbcTBa Poccuiickoit @enepaunn, 2011, N 19, cr. 2716; 2021, N 27, ct. 5177).

24. Penentsl Ha JeKapCTBEHHbIE Mpenapartbl, BKJIOYeHHble B nepeueHb [IKY, nns nedenus
HAIMEHTOB C XPOHUYECKUMHU 3a00J1€BaHUAMHU MOT'YT 0(OPMIIITHCS Ha Kypc JieueHust 10 60 nHeil.

B ciyuae, korma kypc jedeHus coctaBisger Oosnee 30 aHel, JONOJIHUTENBHO B peleNnTax Ha
OymMa)kHOM HOcHTese nmpousBoauTcs Haanuch "[lo cnenuanbHOMY Ha3HAYEHHIO", 3aBepEHHAas MOAIHUCHIO
MEIUIIMHCKOT0 pabOTHHKAa M IeyaThbl0 MEAMLUMHCKOW opranuzanuu "Jluis peunentos", Ha penenrtax B
dopMe 3JEKTPOHHOrO JOKyMeHTa mpou3BoautTcs ormetka "Ilo cmenumansHOMy Ha3HayeHuo" ¢
MPOCTABJICHUEM YCHJICHHOW KBATM(PHUIIMPOBAHHOW AJIEKTPOHHOW MOIMUCHA METUIIMHCKOTO pabOTHUKA H
JMia, YImoJJHOMOYCHHOI'O 3aBEPATh JOKYMEHTBI OT HMCHU MeI[I/IHPIHCKOfI OopraHu3anuu.

25. Pement Ha OyMaXKHOM HoOcUTelle B (opMe 3JIGKTPOHHOTO JOKYMEHTa, O(OPMJICHHBIA C
HapyIICHUEM yCTaHOBJICHHBIX HacCTOSIIHMM [lopsiikoM TpeOOBaHU, CUMTACTCS HEICHCTBUTEIBHBIM.

Il. HasHayeHue neKkapcTBEHHbIX NpenapaToB NpPU oKasaHUuU
MeAULMHCKOW NOMOLM B CTaLMOHAPHbIX YCNOBUAX

26. HpI/I OKa3aHUMU TTallUCHTY MCHHHHHCKOﬁ nmoMon B CTAllMOHAPHBIX YCJIOBHAX HA3HAYCHHC
JICKAapCTBCHHBIX MPCIIapaToB ITPOU3BOAUTCIA oe3 O(bOpMJ'IeHI/ISI peucnrta MCEIUIMHCKUM pa6OTHI/IKOM
CAUHOJIMYHO, 3a UCKIITFOYCHUECM CIYy4YdCB, YKA3aHHBIX B ITYHKTC 27 HaCcTOoAIICTO HOpH}IKa.

27. CornacoBaHue Ha3HAYEHHs JIEKAPCTBEHHBIX IPENapaToB C 3aBENYIOIIMM OTJEICHHEM WU
OTBETCTBEHHBIM JIGKYPHBIM BpauoM JIMOO IPYrUM JIMIIOM, YIIOJIHOMOYEHHBIM ITPUKa30M T'JIaBHOTO Bpaya
MEIUIIMHCKON OpraHM3alnvy, a Takke, NIpH HAJMYHH, C BPadyoM - KIMHHUYECKUM (HapMaKoIOrom
HEOOXOAMMO B CIIydasiX:

1) OAHOBPECMCHHOI'O HA3HAYCHUA ITATH U bonee JICKAapCTBCHHLIX IIPCIIapaTOB OJHOMY HALIUCHTY,

2) Ha3HAYCHMSI JICKAPCTBEHHBIX MPEIapaToB, HE BXOMISAIIUX B IMEPEUCHb )KM3HEHHO HEOOXOIUMBIX U
BKHEHMIIMX JIEKApCTBEHHBIX MpenapatoB <15>, mpu HETUNIHYHOM TEUEHUU 3a00JIeBaHUS, HAIUYUU
OCJIO)KHEHHM OCHOBHOro 3a0osieBaHMS M (WJIM) COMYTCTBYIOIIMX 3a00JIeBaHMM, NpPU Ha3HAaYCHUU
JICKaApCTBCHHBIX IIPCIapaTosB, 0COO0EHHOCTH BSaHMOHeﬁCTBHH H COBMCCTHMOCTHU KOTOPBIX COIIACHO
UHCTPYKIUSM [0 HUX MPUMEHEHHIO TPHUBOIAT K CHIDKEHHIO J3()QEKTUBHOCTH H 0E€30MacHOCTH
dapMakoTepanuu U (UIK) CO3AAI0T MOTEHIIMATBHYIO OMACHOCTh IS KU3HU U 3J0POBbSI MalleHTA.
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<15> Yactu 1 crarbu 60 denepanbHoro 3akoHa N 61-O3 (CobOpaHue 3aKOHOIATENIHCTBA
Poccwuiickoit @enepannn, 2010, N 16, ct. 1815; 2020, N 29, cT. 4516).

B ykazaHHBIX ciyyasx Ha3HAau€HUE JICKAPCTBEHHBIX MpEnapaToB (PUKCUPYETCS B MEIUITUHCKON
JOKYMEHTAIlUM TMalMeHTa M 3aBepsieTcss MOAMUCHI0 MEIUIMHCKOIO0 pabOTHHKA U 3aBEAYIOIIEro
OTJeNIeHHEM (OTBETCTBEHHOTO JISKYPHOI'0 Bpaya WM IPYTror 0 YIIOJIHOMOYEHHOT O JIULIA).

28. MeaunuHCKUI pabOTHUK MEIUIUHCKON opraHuzanuu (ee CTPYKTYpHOrO MOJpa3fesieHus),
pacCIONIOKEHHOM B CEJIBCKOM HACEICHHOM IIYHKTE, OCYLIECTBJISIET HAa3HA4YCHHE JICKAPCTBEHHBIX
IpernapaToB B CllydyasxX, yKa3aHHBIX B MyHKTax 27 u 29 Hacrosmero [lopsaka, eTMHONMNYHO.

29. Tlo pemenuo BpaueOHON KOMHCCHU TMAIIUEHTAM IMPU OKA3aHUM UM MEIUIIMHCKOW MOMOIIU B
CTAallMOHAPHBIX YCIIOBHSX HA3HAYAKOTCS JICKAPCTBEHHBIE IIPErapaTbl, HE BKJIOUYECHHbIE B IEPEUYCHb
KU3HEHHO HEOOXOIMMBIX M BaKHEHINIMX JICKAPCTBEHHBIX IpEnapaToB, B clydae MX 3aMEHBI H3-3a
WHIUBUyaTbHOW HENEPEHOCUMOCTH, 1O 5KU3HEHHBIM MTOKa3aHUSIM.

Pemenue BpaueOHONM KOMUCCHM (PUKCUPYETCSI B MEIULIMHCKOM TOKYMEHTALH MTallMeHTa U XKypHalle
BpaueOHON KOMHUCCHUH.

30. B cimyuasx oOcienoBaHusi U JiIeUeHUs TpakJaHMHA B CTAllMOHAPHBIX YCIOBHUSIX B paMKax
IPEOCTABICHNUA MEIUIMHCKUX YCJIYT Ha BO3ME3IHOW OCHOBE 3a CYET JMYHBIX CPEACTB TpakiaH,
CPEICTB IOPUAMYECKMX JIMII M MHBIX CpPEACTB HAa OCHOBAHHWU JIOOBOPA, B TOM YHCJIE JIOrOBOPA
JOOPOBOJIBHOTO MEIUIIMHCKOTO CTpaxoBaHusi <16>, eMy MOryT ObITb Ha3HA4YeHbl JIEKAPCTBEHHbIE
npenaparbl, HE BXONAIIUME B IEPeUYeHb >KU3HEHHO HEOOXOIMMBIX M Ba)KHEHIIUX JIEKapCTBEHHBIX
IpenaparoB, €CIIM UX Ha3HAYCHHE U TTPUMEHEHHE 00y CIOBJICHO MEAUIIMHCKUMHU ITOKa3aHUSIMHU.

<16> Ilocranosnenue [IpaButenscTBa Poccuiickoit denepaunn ot 4 oxts16pst 2012 r. N 1006 "O6
yTBepkaeHnu [IpaBui mpenocTaBieHuss METUIIUHCKUMHI OpraHU3alMsIMU MJIATHBIX MEIULIHUHCKUX yCiIyr"
(Cobpanue 3akononatenbcTBa Poccuiickoit @enepanuu, 2012, N 41, ct. 5628).

lll. HasaHa4yeHue nekapCcTBEHHbIX NpenapaToB NPU OKasaHUMU
nepBNYHON MeANKO-CaHUTAPHOMW NOMOLLU, CKOPOU MeANLIMHCKON
NOMOLUM U NaNIMaTUBHON MeAULUHCKOW NOMOLUMU

31. Tlpu oka3aHWM TEPBUYHOW MEAMKO-CAHUTAPHOM MOMOIIM M TaJJIMATUBHOM MEIUIIMHCKON
MOMOIIM B aMOYJATOPHBIX YCIOBUSX HA3HAYCHHE JIEKAPCTBEHHBIX IPEMNapaToB OCYIIECTBIACTCS
MEAUIIUHCKAM PaOOTHUKOM B CIydasiX TUIIMYHOTO T€UEHUS 3a00JIEBAHUS MALUEHTA UCXOISA U3 TSKECTH U
xapakTepa 3a00eBaHus.

32. Ha3HaueHue JIeKapCTBEHHBIX MpPENapaToB 10 PEHICHHI0 BpaueOHOM KOMUCCHH NPH OKa3aHHUU
MEePBUYHON MEAMKO-CAHUTAPHOM MOMOIIM, NMAUIMATUBHOW MEIUIIMHCKOM TMOMOIIM B amMOyJaTOPHBIX
YCJIOBUSIX TPOU3BOAMUTCS B CIydasX:

1) OAHOBPEMEHHOI'0 Ha3HAYEHUs OJHOMY TAIMEeHTy IATH U OoJjiee JIEKapCTBEHHBIX MPENapaToB B
TEYECHHUE OJHUX CYTOK MJIU CBBIILIE JECATH HAUMECHOBAHWM B TEUEHUE TPUALIATH THEH;
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2) Ha3HA4YeHUs JICKAPCTBEHHBIX NIPEIMapaToB INMPH HETHITMYHOM TEYECHUHW 3a00JIeBaHUs, HAIWYUU
OCJIO)KHEHHM OCHOBHOro 3a0osieBaHMsl M (WIM) COMYTCTBYIOIIMX 3a00ieBaHMM, NpU Ha3HAUYECHUU
JICKaApCTBCHHBIX IIPCIapaTosB, 0COOEHHOCTH BSaHMOHeﬁCTBI/Iﬂ H COBMCCTHMOCTHU KOTOPBIX COIJIACHO
HHCTPYKOUAM IO UX NPHUMCHCHUIO IMPUBOJAAT K CHUKXCHHIO 3(1)(1)CKTI/IBHOCTI/I 1 0e30IacHOCTH JIEUEHHUS
nanucHTa u (I/I.HI/I) CO3JAar0T MOTCHUUAJIIbBHYIO OITACHOCTD AJIS JKU3HHU U 30POBbA MATUCHTA,

3) nNepBUYHOrO Ha3HAYEHUS TMAIMeHTy HAPKOTUYECKMX U TICUXOTPOMHBIX JIEKAPCTBEHHBIX
npenapartoB crnuckos Il u |1l Ilepeuns (B ciyyae npuHATHS PYKOBOAUTEIEM MEIULIMHCKON OpraHu3aluu
pelIeHns: 0 He0OXOIMMOCTH COTJIACOBAHMS HAa3HAYCHHUS TAaKUX JIEKAPCTBEHHBIX MPENapaToB ¢ BpaueOHOM
KOMHCCHEH).

33. IloBTOpHOE Ha3Haue€HHWE HAPKOTUYECKUX U IICHUXOTPOIHBIX JIEKAPCTBEHHBIX IIpenapaToB
ciuckos II u Il Ilepeuns npou3BoaUTCS MEAUIIMHCKUM PaOOTHUKOM CaMOCTOSITEIBHO MM €IMHOIMYHO
6e3 ydyacTtusi BpaueOHON KOMHCCHUHU MAllME€HTaM C BBIPaKEHHBIM OOJIEBBIM CHHIPOMOM JIHOOOro reHesa,
HapyLIeHHEM CHa, CYAOPOXXHBIMH  COCTOSIHUSMH, TPEBOXKHBIMH  paccTpoiicTBamu,  (oOusIMH,
IICUXOMOTOPHBIM BO30YK/I€HUEM.

34, Tlpu oKa3aHWU CKOPOW MEIMIIMHCKON TOMOIIM JICKAPCTBEHHBIC IIperapaThl Ha3HAYarTCS
MEIAUITMHCKUM pPAaOOTHUKOM BBIC3AHOM OpUrajgbl CKOPOWM IMOMOIIM, MEAWIIMHCKHM pPabOTHUKOM
MEAMIIMHCKON OpraHu3aliy MPU OKAa3aHUU MEAMIIMHCKON TOMOIIM TpaiaaHaM IMpu 3a00JIeBAHUSIX,
HECUACTHBIX CIIly4asiX, TpaBMax, OTPABJICHUSX H JPYIrUX COCTOSHUSX, TPEOYIOMMX CPOYHOTO
MEIUIIMHCKOr0 BMENIATEILCTBA.

IV. HazaHayeHue nekapcTBeHHbIX NpenapaToB rpaxaaHam,
MMEKLLMM NpaBo Ha 6ecnnaTtHoe nony4YeHue neKkapcTBeHHbIX
npenapaTtoB Unu1 nosiyyeHme nekapCcTBeHHbIX NpenapaToB
CO CKMAKOW, NpU OKa3aHUN NepBUYHON
MeauKO-CaHMTapHOW NoOMoLLU

35. Ilpm oOka3aHuM TEPBUYHONM MEIUKO-CAHUTAPHON TOMOIIM HA3HAYEHHUE MEIUIMHCKUM
pabOTHUKOM Ha OCHOBE KJIMHUYECKUX PEKOMEHJAIMH M C YYEeTOM CTaHJIapTOB MEIULIUMHCKOW MOMOIIH
<17> nekapCTBEHHBIX IpenapaToB, OTIIYCKAEMbIX OECIJIATHO MM CO CKHIKOH, IpakJaHaM, UMEIO UM
npaBoO Ha oOecrnedyeHue JICKAPCTBEHHBIMH IpenapaTaMu 3a CUET CPEICTB OIO/KETHBIX aCCHUTHOBAaHHM
denepanpHOoro OrojpKera W OIOJDKETOB CyObeKTOB Poccuiickoii denmeparuu, OCyIIecTBIsICTCS Ha
peuentypHom Onanke N 148-1/y-04(:).

<17> Crates 37 ®enepanbHoro 3akoHa N 323-03 (CoOpanue 3akoHOAaTeIbCTBAa Poccuiickoi
Ddeneparun, 2011, N 48, ct. 6724; 2021, N 27, c1. 5186).

IIpu odopmiiennn peuenta Ha Oxanke Gopmbr N 148-1/y-04(;1) Ha OymMakHOM HoOcuUTeNe
ohOpMIISIFOTCSL JIBa DK3EMIUISIpa, OJUH M3 KOTOPBIX OCTAeTCsl B alTEYHOH OpraHM3alid, BTOPOU - B
METUIIMHCKON TOKYMEHTAIlNHU TallieHTa.

36. IIpaBo Ha3HauaTh JEKapCTBEHHBIEC IMperapaThl I'pa)<AaHaM, UMEIOLIUM IpaBo Ha OecriaTHOe
MOJIy4E€HUE JIEKAPCTBEHHBIX MPENapaToB WM MOJIyYeHHE JICKAPCTBEHHBIX MPENapaToB CO CKUIKOU, TaKkKe
HUMEIOT:
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1) MmenuHCKKE PabOTHUKH, pabOTarONMe B MEIUIIMHCKOW OpraHu3alliy 10 COBMECTUTENILCTBY (B
npeesax CBoe KOMIIETEHITUN );

2) MeIWIHMHCKHE DPAaOOTHUKH CTAalMOHAPHBIX OPraHU3alUl COIUANIBHOTO OOCITYKMBAHUS MPH
HaJIMYMU JIMLIEH3UW Ha OCYIIECTBJICHUE MEIUUMHCKON AesTesbHOCTH <18>, mpemycmaTpuBaromien
BBITIOJTHEHHE pPaboOT (OKa3aHHWE YCIYr) IO OKAa3aHWI MEPBUYHONW MEIUKO-CAaHUTAPHOW ITOMOINU B
aMOyJIaTOPHBIX YCIOBUSAX (HE3aBUCHMO OT BEIOMCTBEHHOW MPUHAIJICKHOCTH);

<18> Ilynkt 46 yactu | crareu 12 ®enepanpHoro 3akoHa N 99-03 (CobpaHue 3aKOHOIATEIbCTBA
Poccwuiickoit ®enepanun, 2011, N 19, ct. 2716; 2021, N 27, c1. 5159).

3) MeouUUHCKME pabOOTHUKM MEIULUHCKUX OpraHu3alliid, OKa3bIBAIOLIMX IEPBUYHYIO
MEIUKO-CAaHUTApHYIO MOMOIIb, IMOJBEAOMCTBEHHBIX (efepabHbIM OpraHaM HCIOJHUTEIbHOM BJAcTU
WM OpraHaM HCIOJHUTENbHOI BiacTH cyobekToB Poccuiickoit denepanuuy;

4) WHAMBUIyaAJbHBIE TPEANPUHAMATENHN, OCYIIECTBIIIONIME MEIUIIMHCKYIO JeATeIbHOCTh |
BKJIIOUCHHBIE B PEECTP MEAMIIMHCKUX OpraHU3aIui, OCYHIECTBISIONUX MAEITEIbHOCTh B cdepe
00513aTEIPHOTO MEIUIIMHCKOTO CTPaXOBaHHUS.

37. Ilpu Ha3HAYEHUM JIEKAPCTBEHHBIX IMpENnapaToB TpakJaHaMm, UMEIOIIMM IPaBo Ha OecruiaTHOE
MOJIyYEHHUE JIEKAPCTBEHHBIX MpEnapaToB WM IOJY4YEHUE JIEKAPCTBEHHBIX IpenapaToB CO CKHUAKOH, B
peliente ykasblBaeTcss HoMep TenedoHa, MO KOTOPOMY pabOTHUK amTeYHOH OpraHu3aluu Mpu
HEO0OXOIMMOCTH MOXKET COIJIacCOBATh C MEIULIMHCKUM PaOOTHUKOM 3aMeHY JIEKapCTBEHHOI'O Mpernapara.

38. Ha3znaueHne HapKOTUUECKHX U TICUXOTPOIHBIX JIEKAPCTBEHHBIX IpenaparoB cnucka Il Ilepeuns
(32 MCKJIIOYEHHEM JIEKapCTBEHHBIX IMPENapaToB B BUIE TPAHCACPMAIIbHBIX TEPANIEBTUUYECKUX CHCTEM, a
TaK)KEe JIEKAPCTBEHHBIX IIPENapaToB, COMAEPXKAIIMX HAPKOTUYECKOE CpPEACTBO B COYETAaHUU C
AQHTarOHMCTOM ONHUOUJHBIX PEIENTOpPOB) TpakJaHaM, HUMEIOIIMM MpaBO Ha OeCIUIaTHOE MOIy4YeHHe
JIEKapCTBEHHBIX MPENapaToB UM MOTYYEHHs JIEKapCTBEHHBIX MPENapaToB CO CKUAKOM, OCYIIECTBISETCS
Ha penentypHoMm Onanke ¢opmbl N 107/y-HII, k koTopoMy AONOJHUTENBHO O(QOPMIISIETCS peLenT Ha
peuentypHoMm Onanke ¢opmbl N 148-1/y-04(i1) (B AByX 3K3eMIUIsIpax Mmpu oQopMIECHUU HA OyMaKHOM
HOCHTEIE).

39. Ha3znayeHne HAPKOTHYECKUX U IICUXOTPOIHBIX JIEKAPCTBEHHBIX IpenapaTtoB cnucka Il Ilepeuns
B BHUJE TPAHCAEPMAJIbHBIX TEPANEBTUYECKMX CHUCTEM, HApPKOTUYECKUX JIEKapCTBEHHBIX IpernapaToB
ciucka Il Tlepeuns, comepamux HapKOTUYECKOE CPEICTBO B COYETAHHHM C AHTATOHHCTOM OMHOMIHBIX
PELIETITOPOB, TICUXOTPOMHBIX JIeKapcTBeHHbIX mpemapatoB crnucka III Ilepeuns, nexkapcTBEHHBIX
npenaparoB, BKIOYEHHBIX B mepedenb [IKY, comepkammxcs B moamyHkTe 2 myHkTa 11 Hactosmiero
[Topsinka, mpeaHa3sHauyeHHbIE JUIS JIEYEHUS Tpak[JaH, MMEIOIIMX MpaBO Ha OeclUlaTHOE MOJy4YyeHHe
JIEKapCTBEHHBIX MPENapaToB UM MOJYYEHHE JEKApCTBEHHBIX MPENapaToB CO CKUAKOM, OCYIIECTBISETCS
Ha peunenTtypHbix Omankax Gopm N 107-1/y u N 148-1/y-88, k KOTOpPBIM JOMOTHUTENHHO OGOPMIISIETCS
perent Ha peuentypHoMm Omanke Gopmbl N 148-1/y-04(1) (B AByX sK3eMIuBIpax mpu oQopMIIEHUH Ha
OyMa)KHOM HOCHUTEIE).
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ITpunoxenue N 1

k [lopsinky HazHaueHUs
JIEKapCTBEHHBIX IIPENapaTos,
YTBEP)KAECHHOMY IIPUKa30M
MuHucrepcTBa 31paBOOXpaHEHUs
Poccniickon denepannun

oT 24 Hos6ps 2021 r. N 1094n

KONMUYECTBO

HAPKOTUYECKUX CPEACTB U NMCUXOTPOMHbIX BELWWECTB, KOTOPOE
MOXET BbITb BbINMMCAHO B OAHOM PELENTE

N | MexayHapogHoe HEMATEHTOBAaHHOE dopma BbITyCKa U KomuuectBo
n/m | HaNMEHOBaHUE HAPKOTHYECKOIo U J03UPOBKa
MICUXOTPOITHOT'O JIEKAPCTBEHHOT O
npernapara
1. bynpenopdun + Hanokcon Tabnerkun 60 Tabnerok
cyonuureanbubie 0,2 | (ynakoBKa, KpaTHast
mr + 0,2 Mr N 20)
2. bynpenopdun PactBOp st 30 ammnyn
uHbeKuii, 0,3 mr/min 1 | (mmpui-TroOUKOB)
MIT
3. Bynpenopdun TpancaepmanbHbIi
MJIaCTHIPh
35 MKr/4yac 20 nnacTeIpeit
52,5 MKr/gac 10 mnacreipeit
70 MKr/4gac 5 mnacTteIpen
4, Mopdun PactBop nuist
WHBEKLIHUN, pacTBOP I 20 ammyn
MOIKO’KHOT'O BBEACHUS | (IIMPUII-TIOOMKOB)
10 mr/ma 1 mn
5. Konewnn + Mopdun + Hockanun + PactBOp nuist
[TarmaBepun + Tebaun OJIKOKHOI'O BBEIEHUS
0,72+575+ 2,7 + 20 aMivi
0,36 + 0,05 mr/mut 1 M y
1,44 +115+54 +
0,72+ 0,1 mr/ma 1 mn
6. Tpumenepuaux Tabnerku 25 mr 50 TaGnerox
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7. Tpumenepuina PacTtBop 1i11 uHBEKIUIA

20 amnyn

10 mr/ma 1 mn
(WmpUI-TIOOUKOB)

20 mr/mir 1 mit

8. Mopdun Tabnerku (karmcybl) 180 Tabnerok
MIPOJIOHTUPOBAHHOT O (xamcyn)
JEHCTBUS 60 TabyeToK
10 mr (xamcyn)
30 mr 40 tabnetok
60 mMr (xamcyn)
100 mr 20 TabneTok
200 mr (xamcyn)
20 TabneTok
(xamcyn)
9. Mopdun Tabnerku
S wmr 100 Tabnerox
10 mr 100 Tabnerox
10. Mopdun Kamm s npuema
BHYTpb 20 mr/mi 20 mi 4 fpraxona
11. Mopdun PactBOp niist mpuema
BHYTPb (MOHOJ103b1)
2 Mr/mMa 5 M 100 ammyn /3
6 Mr/MIT 5 M1 80 ammyn /3
20 Mr/mMa 5 mn 30 ammry /3
12. OxkcukonoH + Hamokcon Tabnerku
IPOJIOHTHPOBAHHOT O
JIIEUCTBUSI
S5Mr+2,5wMr 100 TabneTox
10 M + 5 Mr 60 TabyeTok
20 mr + 10 mr 40 tabneTox
40 mr + 20 mr 20 TabneTok

13. | IIponmonmndeHmmTOKCHITHANUTIEpH | TabieTku 3amedHbIe 50 TaGnerox

TAH 20 mMr
14. deHTaHuI [Tnacteiph
12,5 Mkr/4gac 20 mnacTeipeit
25 MKr/4ac 20 mnacTeipeit
50 mxr/gac 10 mnacrteipeit
75 mkr/gac 10 nmacTeipeit
100 mxr/gac 10 mnacreipeit
www.consultant.ru Crpanuua 19 uz 47
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Mpukas MuH3apasa Poccun oT 24.11.2021 N 1094H

"O6 yTBepxaeHUM Mopszka Ha3HaueHUsl IeKapCTBEHHBIX NpenapaTtos, hopM

[okymeHT npepocTasneH KoHcynbTaHTI0C

peLenTyp... [MaTa coxpaHenus: 25.02.2024
15. deHTaHuI Crpeiil Ha3aJIbHBIN
®nakoH 50 MKr/mo3a
2,0 ma (10 no3) 24 ¢makoHa
3,2 M1 (20 no3) 12 ¢makoHoOB
5,0 mut (40 103) 6 gmakoHOB
®dnakon 100 Mkr/mo3a
2,0 M (10 mo3) 12 ¢nakoHoB
3,2 Mt (20 103) 6 pakoHOB
5,0 M1t (40 n03) 3 ¢nakona
®nakon 200 MKr/mo3a
2,0 mut (10 mo3) 12 pnakonoB
3,2 i1 (20 103) 6 gmakoHOB
5,0 M1 (40 103) 3 ¢nakona
ITpunoxenue N 2
k [lopsinky HazHaueHUs
JIEKapCTBEHHBIX MPENapaToB,
YTBEPKICHHOMY MTPHKA30M
MuHHCTEpPCTBA 31paBOOXPaHCHUS
Poccuiickoit ®eaepanun
oT 24 Hos6ps 2021 r. N 1094u
CnpaBodHO
PEKOMEHOOBAHHBIE K UCMOJIb3OBAHUIO COKPALLEHUA
NnPU OPOPMIIEHUU PELEENTOB
N | Coxkpamenue [TonHoe HanucaHue [TepeBon
/1
1. aa ana 110, TOPOBHY
2. ac., acid. acidum KUCIIOTa
3. aer. aerozolum a’po30I1b
4. amp. ampulla amIyJa

www.consultant.ru
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Mpukas MuH3apasa Poccun oT 24.11.2021 N 1094H

"O6 yTBepxaeHUM Mopszka Ha3HaueHUsl IeKapCTBEHHBIX NpenapaTtos, hopM RoxymeHT npeaoctasned KoHcynetanTrinioc

[ata coxpaHeHus: 25.02.2024

peuenTyp...
5. ag. agua BOJIA
6. ag. purif. aqua purificata BOJIa OUHUIIICHHAS
7. but. butyrum Macio (TBepaoe)
8. caps. capsula KarcyJa
9. comp., cps compositus (a, um) CITO>KHBIH
10, D. Da (Detur, Dentur) Brinait (Ilycts Beiano, [lycts
OyJIeT BBIJIaHO)
11. D.S. Da, Signa Detur, Signetur Brinait, obosaus Iycrs Oyner
BbIaHO, O003HAYEHO
12. D.t.d. Da (Dentur) tales doses Brinaii (Tlycts 0yayr Britans)
TaKHUC JO3bI
13. dil. dilutus pa3BeiCHHBIN
14. | Div. in p. aeq. Divide in partes aequales Pasnenn Ha paBHBIC YacTH
15. emuls. emulsio IMYJIbCHUS
16. extr. extractum JKCTPAKT, BBITSKKA
17. in enem. in enemas B MUKPOKITU3MaX
18. F. Fiat (fiant) [Tycts 00pa3yetcs (0Opa3yroTcs)
19. gran. granulum TpaHyJIbI
20. gt., ott gutta, guttae Karuis, Karim
21. gtt. peror. guttae peroralis KaIlIM JUIsl TPHeMa BHYTPb
22. inf. infusum HACTOM
23. inamp. in ampullis B aMITyJiax
24. in tab. in tab(u)lettis B Ta0JIeTKax
B TaOJICTKaX C
25. | in tab. prolong. in tab(u)lettis prolongatis IIPOJIOHTHPOBAHHBIM
BBICBOO 0K ICHHEM
B Ta0JIETKaX C
26 in tab. prolong, in tab(u)lettis prolongatis IPOJIOHTMPOBAHHBIM
' obd. obductis BBICBOOOXKICHUEM, TIOKPBITHIX
000J109KOI
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Mpukas MuH3apasa Poccun oT 24.11.2021 N 1094H
"06 yTBepxaeHuu Mopsaka Ha3HauYeHns nekapCTBEHHbIX npenapaTos, hopM

[okymeHT npepocTasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 25.02.2024

peuenTyp...
27. in tubul. in tubulis B TEOOMKax

28. lin. linimentum JTUHUMEHT

29. lig. liquor KHUJIKOCTh

30. lot. lotion JIOCHOH

31. m. pil. massa pilularum MUTIOJIbHAS Macca
32. | membr. bucc. membranulae buccales TUICHKH 3alledHbIe
33. M. Misce, Misceatur (Tyers gyﬁi?iiemam)
34. mixt. mixtura MHUKCTypa

35. N. numero YUCIIOM

36. ol. oleum Maciio (KHIKOE)

37. past. pasta nacra

38. pil. pilula, pilulae TIUJTEOJIS, TTHUTIOJTA
39. p. aeq. partes aequales paBHBIE YaCTH

40. ppt., praec. praecipitatus OCaXICHHBIH

41. pulv. pulvis MTOPOIITOK

42 q 3 quantum satis CKOJIBKO HOTprSg:TCSI, CKOJIBKO
43. r., rad. radix KOPEHb

44, Rp. Recipe Bo3bmu

45, Rep. Repete, Repetatur HOBT?&gg:;gfyﬂeT
46. rhiz. rhizoma KOPHEBHIIE

47. S. Signa, Signetur 060312?01;1({125;2)6YHGT
48. sem. semen cems

49, simpl. simplex MIPOCTOM

50. Sir. sirupus cHpOI

Hape)Hasa npaBoBas noaaepXxka
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Mpukas MuH3apasa Poccun oT 24.11.2021 N 1094H
"06 yTBepxaeHuu Mopsaka Ha3HauYeHns nekapCTBEHHbIX npenapaTos, hopM

[okymeHT npepocTasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 25.02.2024

peuenTyp...

51. sol. solutio pacTBop

52. spr. spray crpei

53. spr. nas. spray nasale crpei Ha3aJlbHbIN

54. supp. suppositorium CBeua, CyIMIMO3UTOpUit

55. susp. suspensio CyCIIeH3UsI, B3BECh

56. tab. tab(u)letta TabieTka

57. t-ra, tinct. tinctura HACTOMKa

58. tubulis tubulis TIOOMKH

59, STT Systema Therapeutica TpaucaepmanbHas
Transcutanea TepaneBtuueckas Cucrema

60. ung. unguentum Mashb

61. vitr. vitrurn CKJISIHKA

ITpunoxenue N 2

K IIpUKa3y MuHHCTEPCTBA 3]paBOOXpaHEHHS
Poccuiickoit ®enepanun

oT 24 Hos0pst 2021 r. N 1094n

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

MuHHUCTEPCTBO 31paBOOXPAHEHUS

Poccuiickon ®@enepannn

HaunmenoBanue (mramm)
MEAUIIMHCKON OpraHu3aliu

HaumenoBanwue (mramin)

Kox gopmsr mo OKVY /|
Kog yupexnenns no OKIIO

MenunuHcKast T0KyMEHTaIUs

®opma N 107-1/y
YTBepK1eHa IPUKA30M
MuHncTepcTBa 34paBOOXPAHEHUS

Poccuiickoit ®enepaunu
ot 24 Hos6ps 2021 r. N 1094H

WHAWBUAYAJIBbHOTO IPEANIPUHHUMATEIIA
(ykasatp agpec, HOMep U JaTy JULEH3UH,
HaMMEHOBaHHWE OpraHa rocyaapCTBeHHOM
BJ1aCTH, BBIAABIICIO JII/ILICH3I/IIO)

Hape)Hasa npaBoBas noaaepXxka
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Mpukas MuH3apasa Poccun oT 24.11.2021 N 1094H
"06 yTBepxaeHuu Mopsaka Ha3HauYeHns nekapCTBEHHbIX npenapaTos, hopM

peuenTyp...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 25.02.2024

PELIEIIT
(B3pOCTBIi, 1ETCKUN - HYKHOE MOTYEPKHYTh)
"o 20 r.

(DaMI/IJII/IH, HMHHUIIWAJIbl HUMCHHU U OTYCCTBA (HOCJ’IGHHGC - I[Ipu HaJII/ILII/II/I)
nanueHTa

Hata poxnenus

damunus, THUIUMAIBI MMEHU U 0TYeCTBa (ITOCIIeIHEE - IPH HAJTMYUHN )
neyarnero Bpava (denpamiepa, aKymepkH)

pyoO.|korm.| Rp.

IToamuce M.IIL.
U 1eyaTh Jieqalllero Bpayua
(moanuck (enbalIepa, akyLIepKH)

PeuentT mericTBUTeJeH B TeueHme 60 mHel, mo 1 Toma (

(HyXHOE NOOYEPKHYTH)

(yxazarTn

KOJIMYeCTBO IOHEM)

O6opoTHas cTopoHa

OTMmeTKa 0 Ha3HAYCHHH JICKAPCTBEHHOrO
nperapara 1o peluieHuro BpaueOH o
KOMU CCHH
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Mpukas MuH3apasa Poccun oT 24.11.2021 N 1094H

"O6 yTBepxaeHUM Mopszka Ha3HaueHUsl IeKapCTBEHHBIX NpenapaTtos, hopM RoxymeHT npeaoctasned KoHcynetanTrinioc

[ata coxpaHeHus: 25.02.2024

peuenTyp...
[TpuroroBun [IpoBepun Otnyctun
®OPMA PEHEIITYPHOI'O BJIAHKA N 148-1/Y-88
MuHHUCTEPCTBO 31paBOOXPAHEHUS Kon ¢popmsr mo OKVY/] 3108805
Poccuiickoin ®enepaunn MenuunHcKas JOKyMEHTaIus

®opma N 148-1/y-88
VYTBepKIeHa MPUKA30M
MuHuCTEpCTBA 31PABOOXPAHEHUS
Poccuiickoin ®enepannu

oT 24 Hos6pst 2021 r. N 1094u

HaumenoBanwue (ramim)
MEIULUHCKON OpraHu3alnuu

HaunmenoBanue (mramm)
WUHAUBUAYATBHOTO MPEANPUHUMATEINS
(Ykasatp agpec, HOMep U JaTy JUILEH3UH,
HAaUMEHOBaHUE OpraHa rocy1apCTBEHHON
BJIACTH, BBIJIABILIETO JIMICH3HIO)

e | ][] L] L8 L L) L L

PELIEIIT non 20 T

(maTa opopmieHHUS-perenTa)

(B3pOCIIbIii, 1eTCKUM - HY’KHOE IOJYEPKHYTh)

CDaMI/IJ'II/IH, HMHHUIKMAJIbl MMCHH U OTUCCTBA (HOCJ'ICI[HGC - IIpA HaJ'II/I‘II/II/I)
manucHTa

Harta poxnenus

Azxpec MecTa XUTelbcTBA MM N MEIUIMHCKOH KapThl aMOylaTOpPHOTO TMallHueHTa,
MIOJIYYaOLIErO MEIUIMHCKYIO IIOMOLIb B aMOyTaTOPHBIX YCIIOBHUSIX

damunusi, THUIMAIBI MMEHU U 0TYeCTBa (TTOCJIeIHEE - IPH HAJTMYUH )
nevamiero Bpaya (denpamiepa, akymepku)

Py6. Kom. Rp:
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Mpukas MuH3apasa Poccun oT 24.11.2021 N 1094H

"06 yTBepxaeHuu Mopsiaka HazHauYeHWst IeKapCTBEHHbIX npenapaTos, GopM RoxymeHT npeaoctasned KoHcynetanTrinioc
pewenTyp... [MaTa coxpaHenus: 25.02.2024
IToanuce U neyaTs Jeyallero Bpaya M.IL

(monmuck (hemnpamIepa, aKymepkn)

Penenrt neiictBuTeiied B TeueHue 15 nHei

O6opoTHas cTopoHa

Ot1MmerTka 0 Ha3HAYCHHH JICKAPCTBEHHOrO
nperapara o peluieHuro BpaueOH oM
KOMU CCHH

IIpurorosun [IpoBepun Otnyctun

®OPMA PELIEIITYPHOI'O BJTAHKA N 148-1/Y-04(JI)

MUHUCTEPCTBO 31paBOOXPAHEHUS YTBEPXJIEHA
Poccuiickoit ®enepanun MECTO  npukazom MuHucrepctsa
JUIA 31paBOOXPAHECHUS

LITPUXK Poccuiickoit deaepaunu
OIA <*>  or 24 Hosi6ps 2021 1. N
1094n

Hramm
Kon

MEIUIIMHCKON OpraHu3alinu

www.consultant.ru CrpaHuua 26 vz 47
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Mpukas MuH3apasa Poccun oT 24.11.2021 N 1094H
"06 yTBepxaeHuu Mopsaka Ha3HauYeHns nekapCTBEHHbIX npenapaTos, hopM

peuenTyp...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 25.02.2024

Itami
Kon

WHAWBUAYAJIBHOTO IPEANIPUHHUMATEIIA

Kon ¢popmsr mo OKVY/] 3108805

®opma N 148-1/y-04(x)

Kog Kog Hcrounuk puHaHCHpOBaHUSA:
KAaTEeropuu | HO30JI0TUYECKOU (MOAYEepKHYTH)
rpaxaan | Gopwmsl (mo MKB) %0 OILIaTHL:
1. ®enepanbHbIii O10KET (OAYEepKHYTH)
2. broxeT cyobekra Poccuiickoit
denepanuu

3. MyHUIIMTIaTbHBINA OFOKET
1. becinatHo

2.50%

3. naor %

PELEIIT Cepus N Hata opopmiuenus: 20 1.

(DaMI/IJ'II/ISI, HMHUIKMAaJIbl UME€HHU N OTYCCTBA (HOCJ'IC)IHGC - OIpu
HaHI/I‘II/II/I) InanueHTa )IaTa POXIACHUA

CHMJIC

N nonuca
00513aTEILHOTO
MEIUIIMHCKOTO
CTpaXOBaHUS:

Homep MenuunHCKOM KapThl MAMEHTA, MOJIYYAOIIEr0 MEIUIIMHCKYIO IIOMOIIh B aMOYyIaTOPHBIX
YCIIOBHSIX

damunus, THUIHAIBI UMEHU U 0TYeCTBA (TTOCIeHEE - PH HAIUIHH )
Jieyaiero Bpava (¢enpaiiepa, ak ylnepKm)

Py0. 30025 PR o o O TTPTRPR
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Mpukas MuH3apasa Poccun oT 24.11.2021 N 1094H
"06 yTBepxaeHuu Mopsaka Ha3HauYeHns nekapCTBEHHbIX npenapaTos, hopM

peuenTyp...

[ata

[okymeHT npepocTasneH KoHcynbTaHTI0C

coxpaHenusi: 25.02.2024

DL 0 e e

R3] [0 0 S PSPPSR PSPPI

[Tonnuce 1 nevaTsh Jeyalero Bpaya
(moanuck denpamepa, akyuepKkn)

Penent neiictBurenen B Teuenue 15 nueit, 30 nueit, 90 qHell (Hy)KHOE MOAUYEPKHYTH)

OTy1IieHo mo perenTy:

TOpFOBOC HAaWUMCHOBAHHEC U 1O3UPOBKaA:

Hara otnycka: " " 20

KomuuectBo:

[Tpurorosun:

[Iposepu: Otnycrui:

(JIuHUS OTPHIBA)

Kopemok penentypHoro 6;1anka

Haumenosanue
JIEKapCTBEHHOI' O Mpernapara:

Jo3upoBka:

Croco0 mpuMeHeHus

[IponoKUTENBHOCTD

KomuuectBo IIPUEMOB B ICHb:

Ha 1 npuewm:

THEN

pa3

ca.

<*> B cimy4ae M3roTOBJICHHS PELENTYPHOro OJIaHKa C MCIOJIb30BAHUEM KOMITBIOTEPHBIX

TEXHOJIOTHH.

O6opoTHas cTopoHa

OTMmeTKa 0 Ha3HAYCHHH JICKAPCTBEHHOTO
npernapara o peluieHuro BpaueOH oM

KOMHCCHH

Hape)Hasa npaBoBas noaaepXxka
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Mpukas MuH3apasa Poccun oT 24.11.2021 N 1094H

"06 yTBepxaeHuu Mopsaka Ha3HauYeHns nekapCTBEHHbIX npenapaTos, hopM RoxymeHT npeaoctasned KoHcynetanTrinioc
peuenTyp [ata coxpaHeHus: 25.02.2024

IIpurorosun [IpoBepun Otnyctun

ITpunoxenue N 3

K MpUKa3y MUHUCTEPCTBA 31PaBOOXPAHECHHS
Poccuiickon denepannmn

ot 24 Hos6pst 2021 r. N 1094nu

NOPAOOK
O®OPMIJIEHUA PELUENTYPHbIX BJIAHKOB HA JIEKAPCTBEHHbDIE MNMPEMNAPATDI,
MX YHYETA U XPAHEHUA

I. ObopmneHune peuenTa Ha GyMakHOM HocuTerne

1. Ha penentypnsix 6mankax ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(x1) B 1eBOM BepxHEM
yIiay TpOCTaBisieTcsl IITaMI MEIUIIMHCKOM OpraHu3allid C yKa3aHHeM ee HauMEHOBaHMs, ajpeca U
TenedoHa ¢ JaTol BBIMUCKH (JaToN 0OpMIIeHH) pelenTa Ha JeKapCTBEHHbIH Mpenapar.

JomonHuTenbHO Ha pernentypHoMm Omanke Gopmbel N 148-1/y-04(;) mpoctaBisieTcst  Kof
MEIWITUHCKONW OpraHu3ainuu B COOTBETCTBUU ¢ OCHOBHBIM TOCYAApPCTBEHHBIM PETUCTPAIIMOHHBIM
HoMepoM (nanee - OI'PH).

Cepusi peuentypHoro Onanka dopmbl N 148-1/y-04(;1) Brimouaer kon cyOwbekTa Poccuiickoit
®denepanyy, COOTBETCTBYIOUIMM ABYM NepBbIM Ludpam Obmepoccuiickoro kiaccupukaropa o0bEKTOB
aJMHHHUCTPAaTUBHO-TEppUTOpUasIbHOT O feneHus (qainee - OKATO).

Pa3pemaercs n3roraBnmuBath perentypHbsie 0ganku Gopmbl N 107-1/y u dopmbr N 148-1/y-04(1) ¢
MIOMOIIIBI0 KOMITBFOTEPHBIX TEXHOJIOTHH.

Penenrypusie Omanku Qopmbl  dopmbl N 148-1/y-88 wM3roraBimMBarOTCs HCKIIOUYUTEIBLHO
TUHOrPa(PCKUM CIIOCOOOM.

2. Ha penentypHbix OnaHkax, OQOpPMISIEMBIX HHIWBHIYaIbHBIMUA MPEANPUHUMATEISIMU,
MMEIOIIMMHU JIMIIEH3UI0 HAa MEIUIMHCKYIO JESTEIIbHOCTh, B BEPXHEM JIEBOM YTy THUMOTrpad)CKUM
Coco0OM WM TyTeM TMPOCTABJICHUS INTaMmma JOJDKEH OBITh YKa3aH aJpec WHIWBHIYaJIbHOTO

NpEANPUHUMATENSL, HOMEP M Jara JIMIEH3WM, HAUMEHOBAaHHWE OpraHa TIOCYJapCTBEHHOM BJIACTH,
BBIJIABIIICTO JIMIEH3HIO.

3. Penentypubie Omanku ¢opm N 107-1/y, N 148-1/y-88 m N 148-1/y-04(x) 3amonHstOTCS
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Mpukas MuH3apasa Poccun oT 24.11.2021 N 1094H
"06 yTBepxaeHuu Mopsaka Ha3HauYeHns nekapCTBEHHbIX npenapaTos, hopM
peuenTyp...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 25.02.2024

MEIUIUHCKAM PaOOTHUKOM YEPHUIIAMH UJIH MIAPUKOBON PYUKOM.

4. lomyckaeTcst oOpMIICHHE BCEX PEKBU3HUTOB (32 MCKIIOUeHHEeM pekBu3uTa "lloamuck nedarero
Bpaua (moamuchk enmpamepa, akymepku') pernentypHsix 0maHkoB ¢opmbl popmbl N 107-1/y, dopmber N
148-1/y-88 u popmbl N 148-1/y-04(:1) ¢ ucronb3oBaHHEM ITEYATAIOIUX YCTPOMCTB.

5. Odopminenue penentypabix OmankoB ¢opmer N 148-1/y-04(n1) Brimouyaetr 1udpoBoe
KOJIUPOBAHHE.

[{udpoBoe KoaMpoBaHNE YKa3aHHBIX PEIENTYPHBIX OJAHKOB BKIIFOYAET:

1) xox memumuuckod opranuzauuu (OI'PH) wnm xox uHIuMBHAyanbHOrO MpEANPUHUMATEINS B
cootBeTcTBUM ¢ OCHOBHBIM TOCYAapCTBEHHBIM PErHUCTPAllMOHHBIM HOMEPOM HWHIWBHIYaJIbHOTO
npeanpunumMarens (nanee - OI'PHUIL), mpocTaBisieMblii TpU H3rOTOBJICHUHU PEICTITY PHBIX OJIAHKOB;

2) KOJ KaTeropwy TpakJaH, WMCEIOIIUX MPaBO HAa MOJyYEHHE JIEKAPCTBEHHBIX IPENapaToB B
COOTBETCTBHU cO cTaThbeil 6.1 denepanbHoro 3akoHa ot 17 uronig 1999 r. N 178-03 "O rocyaapcTBeHHOM
conuanbHOi momomu" <I1>, u Kox Ho30JmOorM4yeckoi ¢GopmMbel Mo MEXIyHAPOIHOW CTATHCTUYECKOM
kinaccuukanuu Oose3Held U mpoOseM, cBs3aHHBIX co 310poBbeM (10-i mepecmotp) (mamee - MKB),
3aroJHsEMbIE JICYAlllUM BPa4oM MYTEM 3aHECEHMs] KaKI0W HU(pBI B MyCThIEe SUEHKH, IPH STOM TOUYKa
IIPOCTABIIIETCS B OTAEIBHON A4YEHKE;

<1> Cobpanue 3akoHomaTeabcTBa Poccuiickoit @enepanun, 1999, N 29, cr. 3699; 2020, N 52, cr.
8577.

3) ormerky 00 wuctouHuke (unancupoBanus (pemepanbHbiii Oromker [1], Ommker cyObekTa
Poccwiickoii ®enepanuu [2], MyHUIUNIANBHBIN OO/DKET [3]) W MpOIEHTE OIUTATHI perenTta (OecraTHo
[1], 50% [2], unoii % [3]);

4) mTpUX-KOA - JONOJHHUTEIbHBIM PEKBU3UT (B Clydae M3rOTOBJIEHHS Ha TEPPUTOPHM CyOBEKTa
Poccuiickoii @enepariyu penenTypHoro 0JaHka ¢ UCIOJIb30BaHUEM KOMIIBIOTEPHBIX TEXHOJIOTUI).

6. B penentypubix 6mankax ¢dopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(i1) B rpace "dDamumnms,
WHUIMAIBI MMEHU M OTYecTBa (MOCienHee - MpU HAIWYUHM) TanueHTa" yKa3bBaloTCA (aMuIus,
WHUIUAJB IMEHU B 0TYeCTBa (ITOCIeIHEee - TPY HAIMYHH ) TAI[UCHTA.

7. B peuentypubix Osnankax ¢gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x) B rpade "Jlata
pOXAEHUs" yKa3bIBACTCS JaTa POXKIACHUS MaleHTa (Y ciIo, MECsIl, TO).

JononauTenbHO B penentypHbix 01ankax Gopmer N 148-1/y-88 u dopmer N 107-1/y nnst geteit B
Bo3pacTte 10 1 roxa B rpade "/lata poxxaeHus" yKa3pIBaeTCs KOJIMYECTBO MOJTHBIX MECSIIEB.

8. B peunentypubix Omankax ¢opmbr N 148-1/y-04(m) B rpadax "CHUHJIC" um "N mnomnmca
0053aTeIbHOTO0 MEAMIIMHCKOT'O CTpPaxoBaHHs'" YKa3bIBAIOTCA CTPAaxOBOW HOMEp WMHIUBUIYaTbHOTO
JMIIeBOTO cuera rpaxkaaHuHa B [lencuonnom ¢onne Poccuiickoit @enepanuu (CHUJIC) (mpu Hammaun)
¥ HOMeEp ToJnca 0043aTeIbHOr0 MEJUIIMHCKOTO CTPAXOBAHUSL.
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9. B penentypHbix 01ankax ¢opmbl N 148-1/y-88 B rpade "Anpec mecta KUTEIbCTBA MM HOMEP
MEIUIMHCKON KapThl MAIMEHTA, MOJYYaIomero MEIMIIMHCKYI0 IMOMOIbL B aMOYJIaTOPHBIX YCIOBHSX',
YKa3bIBACTCsl TIOYTOBBIA aJpec MeCTa JKHUTEIbCTBA (MecTa NpeObIBaHUS HIM MecTa (HAaKTHYECKOTO
MPOKUBAHMS) IMAIIMCHTA WJIM HOMEp MEIWIIMHCKOW KapThl MAIlMEHTA, IOJIYYaloIIero MEIUIUHCKYIO
MOMOILb B aMOYJIaTOPHBIX YCIOBUAX <2>.

<2> Ilpuka3 MunucrepctBa 3apaBooxpanenusi Poccuiickoit ®enepaunun ot 15 nexadps 2014 r. N
8341 "OO yTBepKIEeHHH YHU(PHUIIMPOBAHHBIX (HOPM METUIIMHCKOW TOKYMEHTAIlMHM, HMCIOJb3YEMBIX B
MEIULHUHCKUX OpPraHM3alMsIX, OKa3bIBAIOIIMX MEIUIMHCKYIO MOMOIIb B aMOYJIaTOPHBIX YCIIOBUSX, U
HOPSIIKOB 110 UX 3anosHeHuto" (nanee - Ilpukasz N 834H) (3aperncrpupoBaH MUHHCTEPCTBOM IOCTULIUU
Poccuiickoit  ®@eneparmun 20 ¢despans 2015 1., peructpammonusiii N 36160) ¢ u3MeHEHUSIMH,
BHECEHHBIMU IIpHKa3zamMu MuHuctepcTBa 31paBooxpanenus Poccutickoit denepaunn ot 9 suBapsa 2018 r.
N 2 (3apeructpupoBan MwuHuctepcTBoM toctunmu Poccuiickoit ®enepanuu 4 ampens 2018 1.,
peructpanmonHeii N 50614), or 2 HosiO6ps 2020 r. N 1186H (3aperucrpupoBan MHHUCTEPCTBOM
roctuiuu Poccuiickoit @enepanuu 27 Hos6ps 2020 r., perucrpanuonssiid N 61121).

Vka3zanue U ajgpeca MecTa )KUTEIbCTBA U HOMEpa MEAULMHCKON KapThl MAlMEHTa, MOJIy4arollero
MEIUILUHCKYIO TOMOIIb B aMOyJIATOPHBIX YCIOBUSX, HE SBIISICTCS OIIUOKOM.

B penentypubix 0mankax Gopmer N 148-1/y-04(11) B rpade "Homep MeauImHCKON KapThl MallueHTa,
MOJYYaIO[ero MEIUIUHCKYIO MTOMOIIs B aMOyIaTOPHBIX yCIOBHAX" yKa3bIBaeTCS HOMEP MEIULIUHCKON
KapThl MAIMEHTA, TTOTYYaIonIero MeJUIIMHCKYIO OMOIIb B aMOYJIATOPHBIX YCIOBUAX <3>.

<3> Ilpuka3 N 834H.

10. B rpade "®damunus, HUIMAIB UIMEHU U 0TYeCTBa (MTOCIIEAHEE - TP HAIMYHH ) JISYAIlero Bpada
(penpamepa, axymepkn)" penentypabix O0mankoB ¢opm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x)
YKa3bIBAIOTCS TOJHOCThIO (haMuiIMs, HWHHUIHMAIbl HUMEHH, OTdYecTBa (IMOClIeHEee - MpU HAIUYUH)
MEIULUHCKOTr0 pabOTHHKA, HA3HAYHMBIIIETO JIEKAPCTBEHHBIE MTpenapaThl U 0(OPMHUBIIETO PEIIENT.

11. B rpade "Rp" peuentypusix OsankoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(xm)
yKa3bIBAETCSL:

1) HauMeHOBaHUE JICKAPCTBEHHOT O MpenapaTa (MeXIyHapoIHOE HEMAaTEHTOBAHHOE HAUMEHOBAHHUE,
IPYNIHPOBOYHOE UJIM XMMHYECKOC HAUMEHOBAHUE, TOPrOBOC HAMMCHOBAHHUE) HA JIATHHCKOM SI3BIKE WITH
Ha PYCCKOM si3bIKe, (hopMa BBIIMYCKa, JO3MPOBKA, KOJIUYECTBO (YKa3bIBACTCSl IPOIKCHIO HA PELENTYPHOM
onanke Gpopmer N 107/y-HII);

2) cnoco0 MpUMEHEHUs JIEKapCTBEHHOIO IIpernapara Ha TOCyIapcTBEHHOM si3blke Poccuiickoit
@denepanluy WM Ha TOCYIAapCTBEHHOM s3blke Poccuiickoin @eaepanmu U rocyJapCTBEHHOM SI3bIKE
pecnyOJIMK U MHBIX sI3bIKax HapoJoB Poccuiickoit deneparnuu <4>.
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<4> Yacrte 1 crateu 15 3akona Poccuiickori ®enepanuu ot 25 oktsaops 1991 r. N 1807-1 "O
s3pikax HaponoB Poccuiickoit @enepanun" (nanee - 3akon N 1807-1). (BemomocT che3na HapOIHBIX
nenytatoB PCOCP u Bepxosaoro Coeta PCOCP, 1991, N 50, ct. 1740; CoOpanue 3aKkOHOAATENbCTBA
Poccwuiickoit @enepannn, 1998, N 31, ct. 3804).

Koncynprantllimtoc: mpuMedanue.
Hymepanust myHKTOB J1aHa B COOTBETCTBUU C OPHUIIUATBHBIM TEKCTOM JIOKYMEHTA.

13. Tlpu odopmiteHHH pElENTYPHBIX OJTAHKOB 3aIPENIaeTCsl O PAHUYHMBATHCS OOIUMH YKa3aHUSIMH,
HanpuMmep, "Bryrpennee", "U3BecTHo".

14. Peuenrt, odopmieHHblli Ha peuentypHom Omanke ¢opm N 148-1/y-88, N 107-1/y u N
148-1/y-04(11), monnuceIBacTCsl MEAULMHCKUM paOOTHUKOM U 3aBEPSIETCS €ro Ie4aThO.

Pentenit, opopmiennsiii Ha peunentypHoM Oanke ¢hopmbl N 148-1/y-88 u dpopmer N 148-1/y-04(x),
JIOMIOJIHUTENBHO 3aBEPSETCA MeYaThi0 MEAUIMHCKON opranu3auuu "/{ns penentos".

s peuenrta, odpopmiieHHOro Ha perentypHoMm Oianke dopmbl N 107-1/y, Hanmuuue nevyatu "J{ns
perenToB" He SBIAETCA 0053aTECIILHBIM.

15. Ha omnom perentypHom O1anke ¢hopmbl N 148-1/y-88 u dpopmer N 148-1/y-04(i1) pazpermaercs
OCYIICCTBIISATh HA3HAYCHUE TOJIBKO OJHOI'0 HAMMEHOBAHHUS JICKAPCTBEHHOI'O IIperapara.

Ha omnom penentypuom Omanke ¢opmbel N 107-1/y paspemraercs OCyIIECTBIISATh Ha3HAYCHHE
TOJNBKO OJHOIO HAWMEHOBAaHMS JIGKAPCTBEHHOro Tpemapara, oTHocsulerocs mno ATX k
aHTHUICUXOTHYEeCKUM cpenctBaM (kog NOSA), ankcuonutukam (kox NO5SB), cHOTBOPHBIM U C€laTUBHBIM
CpencTBam (xom  NO5C), aHTUAECIPECCAHTAM (xon  NO6A) U HE MOJIEKALIET O
MIPEIMETHO-KOJIMYECTBEHHOMY YUETY, U 10 TPEX HAMMEHOBAHU JIEKapCTBEHHBIX MPENapaToB - JJIs1 MHBIX
JIEKapCTBEHHBIX MPEnapaToB, HE OTHECEHHBIX K BhIeyKa3aHHbIM ATX.

16. VictipaBieHus B peLienTe He 10y CKatTCs.

17. Ilpu odopmienun perentypHbix 6aankoB Gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x1) Ha
JICKapCTBEHHBIE Ipernaparhl, HA3HAYCHHBIC [0 PEIMIEHUI0 BpauyeOHOW KOMUCCHH, Ha 000poTe
peLenTypHOro OJIaHKa CTABUTCS CHElUaIbHas OTMETKA (IIITam).

18. Ha peuentypuom Onanke popmbl N 148-1/y-04(11) BHU3Y UMEETCS JTMHUSI OTPbIBA, pa3/esioias
pELENTYpHBINA OaHK U KOPEILOK.

Kopemok ot penenta, opopMI€HHOr0 Ha yKa3aHHOM pELENTYpHOM OJaHKe, BbIAACTCS MalUEHTY
(ero 3aKOHHOMY MpPEACTaBUTENO) B aNTEYHOW OpraHuM3allly, Ha KOpPELIKe [eNaercs OTMETKa O
HAaUMEHOBaHUU JICKAPCTBEHHOTO Mpenapara, J03MpOBKe, KOIMYECTBE, CII0CO0e MPHUMEHCHUS.

Il. OchopmneHue peuenta B hopme 3/IEKTPOHHOrO AOKYMEHTa

19. PenienT B (hopme 3JIEKTPOHHOTO JOKYMEHTA, MOJMHUCAHHOTO YCHJIICHHOW KBaJIM(DUIIMPOBAHHOMN
AJIEKTPOHHON TOAMUCHIO, (HOPMHUPYETCS MEIUIIMHCKUM PaOOTHUKOM, CBEJICHHUS O KOTOPOM BHECCHBI B
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denepanbHbIl perucTp MEIUIUHCKUX paOOTHUKOB <5>, a Takke IpU YCIOBUM PErHCTPaLUn
MEIMLMHCKON OpraHu3aluu, B KOTOPOH odopmiisieTcss penent, B QenepalbHOM peecTpe METUIUHCKUX
opranuzanuii <6> enuHOl rocynapcTBEHHON MH(OPMALMOHHON cHUCTEeMBI B cepe 3ApaBOOXpaHEHUS U
MOJKIIOYEHHS] TaKOW MEAMIIMHCKOM OpraHu3allMd K TroCyIapCTBEHHON HH(OpPMAIMOHHOM cHCTEME B
cdepe 3apaBooxpaHeHus cyobekTa Poccuiickoii @eneparuu <7>.

<5> Yactp 4 crateu 91.1 @DenepanpHoro 3akoHa N 323-®3 (CobpaHue 3aKOHOAATEIIHCTBA
Poccwuiickoit @enepanun, 2011, N 48, ct. 6724; 2020, N 29, c1. 4516).

<6> Yactp 4 cratbu 91.1 dDenepanpHoro 3akoHa N 323-®3 (CobpaHue 3aKOHOAATEIILCTBA
Poccwuiickoit ®enepannn, 2011, N 48, ct. 6724; 2020, N 29, c1. 4516).

<7> Cratbu 91 u 91.1 ®enepanproro 3akoHa N 323-03 (CobOpanue 3akoHOaTeIbCTBA Poccuiickoi
Oenepanun, 2011, N 48, c1. 6724).

20. ITpu odpopmuenuu peruenta B popMe 2JIEKTPOHHOTO TOKYMEHTA Ha JIEKaPCTBEHHBIE TIpenapaThl,
ykazanHele B nyHkTax 9 m 11 Tlopsnka Ha3HadyeHHs] JIEKAPCTBEHHBIX IPENapaToB, YTBEPKIECHHOTO
HACTOSIMM MIPUKA30M, H OTITYCKaeMbI€ 32 MOJHYI0 CTOUMOCTD, 3aMOJHSAIOTCS CIEIYIOIINE PEKBU3UTHI:

1) xon cyOwekra Poccuiickoit ®enepaumun no OKATO, ompenensomuii rocyaapCTBEHHYIO
nH(popMaIMoHHY0 cucTeMy B cepe 3apaBooxpaHeHHs cyObekTa Poccuiickoit Denepariuu, B KOTOPOi
copMuUpOBaH perent B (opMe JIEKTPOHHOTO JTOKYMEHTA;

2) HauMEHOBaHHe MEIULIMHCKON OopraHu3aluy, ajapec, TeaedoH uiu GaMuius, HTHUIHAIB UMEHH U
oT4yecTBa (MocnegHee - NpU HAJIMYMKM) UHIUBUIYaJbHOIO MPEANPUHUMATENS], UMEIOIIEro JUIEH3UI0 Ha
MEAMIUHCKYIO AEATEIbHOCTD, €10 aJpec;

3) OI'PH ropunuueckoro nuna (MemuuuHckon opranuzanuu) uiau OI'PHUIL unauBuayamsHOrO
pearpUHUMATETIS

4) nata opopmiieHus perenta (yKa3plBaeTcs YU CII0, MECSL, I0J);

5) nata oxoHyaHus neiicTBus penenta (dopMupyercss rocyAapCTBEHHOW HHGOPMAIOHHOM
cucteMoil B cdepe 3apaBooxpaHeHus cyobekta Poccuiickoit deaepannu B COOTBETCTBUU CO CPOKAMH
neiictBus penentos: 15 gueit, 30 nueit, 60 queit, 90 aueii, 1o 1 roga);

6) yHUKaJIbHBIH HOMep peuenta ((popMupyercs rocyJapcTBeHHOM MH(OPMALMOHHON CHCTEMOW B
chepe 3apaBooxpaHeHus cyOwbekta Poccuiickoit ®enmepanmum u 00ecrneyMBAaEeT  OJAHO3HAYHYIO
UICHTH(HUKALMIO pelenta B ¢GopMe 3IeKTpoHHOro nokymeHta B couerannu ¢ OKATO, OI'PH wm
OI'PHUID);

7) ormetku "cito" (cpounHo) mim "statim" (HeMeMJIEHHO) NMpU HEOOXOIAMMOCTH CPOYHOTO HWIJIU
HEMEIJICHHOT'0 OTITYCKa JIEKapCTBEHHOTO Mpernapara MmaiueHTy,

8) ampec marmeHTa (yKa3blBae€TCs MOYTOBBIA aJpec MECTa XKUTEIhCTBA (MecTa MpeOBIBAaHUS WIIH
MecTa (paKTHUeCKOro MpOoKMBaHUS) ¢ YKa3aHUEM WHACKCA, HAMMEHOBAHUS Kpas, 00JIACTH, PeciyOuKH,
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ABTOHOMHOI'O OKpyra M MHOro cyobekta Poccuiickoit denepanyu, HaMMEHOBAaHUS HACEJICHHOIO MYHKTA,
HAaUMEHOBaHUA YJUIBl (IPOCHEKTa, Mepeyika, Mpoe3aa), HoMepa JoMma (¢ ykKazaHHEM Koproyca, IpH
HaJIMYUH), HOMEpa KBapTUPHI);

9) HOMEp DJEKTPOHHOW MEIMIIMHCKOM KapThl MAIlMEHTa B TOCYIapCTBEHHOW HH(POPMAIOHHOM
cucrteme B chepe 3apaBooxpaHeHus cyorekTa Poccuiickoit denepanuu;

10) dbamumnusi, uMsi, 0TYECTBO (MOCTAEAHEE - MPU HATMYKH) MTAIIMEHTa MOJTHOCTbHIO;

11) nmara poxaeHusi marueHTa (yKa3blBaeTCsl YMCIO, MeCsl, Troa), ans geredl no 1 roxa
JIOTIOJTHUTEIIHHO YKA3hIBACTCS KOJIMYECTBO MOJHBIX MECSIIEB;

12) dhamMumnusi, ”HULIMATIBI UMEHH U OTYECTBA (TMOCIIEAHEE - IPU HAJIMYUHN ) MEAUIITHCKOTO pabOTHUKA
MOJHOCTHIO;

13) HamMmeHOBaHWE  JICKAPCTBEHHOro  mpenapata  (MEXKIYHApOIHOE  HEMAaTEeHTOBAHHOE
HAaUMEHOBaHUE, TPYIIUPOBOYHOE WJIM XUMHUYECKOe HAMMEHOBAaHHME, TOProBO€ HAaWMEHOBaHUE),
J03UPOBKa, (opMa BBIITYCKa, KOJIMIECTBO (BCE MO3UIIUU YKA3bIBAIOTCS Ha PYCCKOM SI3BIKE);

14) croco6 mpuMeHeHHUs JIeKapCTBEHHOro Ipenapata Ha rocyJapCTBEHHOM si3blke Poccuiickoit
®enepanu UIM Ha TOCylapcTBEHHOM si3bike Poccuiickorn denepaniin U rocyJapCTBEHHOM SI3BIKE
pecnyOJIMK U UHBIX si3bIKaX HapoaoB Poccuiickoit deneparun <8>;

<8> Yacts 1 crareu 15 3akona N 1807-1 (Bemomoctu che3na Hapomsbsix nemytatoB PCOCP u
Bepxosrnoro Coera PCOCP, 1991, N 50, cr. 1740; CoOpanue 3akoHOmaTelbCTBa Poccuiickoi
Oenepanun, 1998, N 31, ct. 3804).

15) mOKyMeHT, NOATBEPKAAIOUIMI Ha3HAUYE€HHWE JIEKAPCTBEHHOrO Ipemapara II0 pPEIICHUI0
BpaueOHON KOMHCCHH MEIUIIMHCKONW OpraHu3aIiy;

16) ormMeTka O Ha3HAYEHUHU JIEKAPCTBEHHOrO TIpenapara IO pEUIeHHIO BpauyeOHON KOMHCCUH
MEIMLMHCKON OpraHu3alMiy B CiIydasX, YKa3aHHbIX B a0O3are BTopoM myHkTa 6 Ilopsaka HazHadeHHS
JIEKapCTBEHHBIX IPENapaToB, yTBEP)KIEHHOI0 HACTOSIIIIUM ITPUKA30M;

17) oTMeTKa O crienMaJbHOM Ha3HA4YCHHWH JICKAPCTBEHHOrO Ipernapara (3amoyHSeTcs B CIydasX,
yKa3aHHBIX B NyHKTax 15 m 24 Ilopsiaka Ha3HaueHUs JEKapCTBEHHBIX MPENapaToB, YTBEPKIECHHOTO
HACTOSIIIIUM MPUKA30M);

18) oTMeTKa O CrHenMaJIbHOM Ha3HAYCHWH JICKAPCTBEHHOrO Ipernapara MalueHTy C 3a00JICBaHUEM,
TPeOYIOMUM JIMTEIBHOTO KYPCOBOTO JICUCHHS (3aIOJIHIETCS B clydyae, ykasaHHOM B nmyHkTe 23 Ilopsinka
HA3HAYCHMsI JICKAPCTBEHHBIX MPEMapaToB, YTBEPKIACHHOI'O HACTOAIIMM IPUKA30M) C MPOCTaBICHUEM
NEePUOJUYHOCTH OTIIYyCKa JIEKAPCTBEHHOI'O Mpenapara;

19) npu odopmaeHun perenrta B GopMe IEKTPOHHOTO JOKYMEHTA Ha JICKapCTBEHHBIE MpEnapaThl,
yKa3aHHble B MOANYyHKTax 2 - 5 myHkta 9 u mnyHkre 11 Tlopsaka Ha3HauyeHHs] JEKapCTBEHHBIX
MpernapaToB, YTBEPKJACHHOIO HACTOAILIUM IPUKA30M, TpakJaHaMm, UMEIOIIMM IpaBO Ha OecruiaTHoe
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IIOJIyYEHUE JIEKAPCTBEHHBIX IPENApaToOB MM IOJIYYEHHUE JIEKAPCTBEHHBIX IPENAapaToB CO CKUIKOM,
3aTMOJHSIOTCSL PEKBU3HUTHI, MPEAYCMOTpPEHHbIE moianyHkTamu 1 - 18 Hacrosimero myHKTa, a TakkKe
CIIEIYIOIE PEKBU3UTHI:

a) KaTeropusl rpaxJaH, HMMEIONIMX IpaBO Ha IMOJY4YEHHUE JIEKAPCTBEHHBIX IIpENapaTtoB B
COOTBETCTBMHM CO cTaTther 6.1 denepanpHoro 3akoHa ot 17 urosg 1999 r. N 178-®3 "O rocynapcTBeHHOR
colrajgbHoN momomniu" <9>;

<9> Cobpanue 3akoHonatenscTBa Poccuiickoit @enepanun, 1999, N 29, cr. 3699; 2020, N 52, crt.
8577.

0) xox Ho3onoruyeckoi popmsl no MKB;

B) MCTOYHMK (uHaHcupoBanus (1 - demepanpHbIi OrOIKET, 2 - OHOKET cyObekTa Poccuiickoi
Oenepanun, 3 - MyHUIIUTIATBHBIA OIOJKET);

r) pazmep omiuathl (1 - 6ecrnatho, 2 - 50%, 3 - uHoit %);

1) CTpaxoBOH HOMEp WHAMBUAYAIbHOTO IHUIIEBOrO cyeTa rpaxaaHuHa B [leHcmoHHOM QoHze
Poccuiickoit ®epepanuu (npu Hamuuuu) (CHUIIC);

€) HOMep MoJihca 0053aTeIbHOI0 MEAUIIMHCKOTO CTPaXOBaHMUS.

21. Ilpn mpocTtaBiaeHUU OTMETKH, YKa3aHHOM B noamnyHkTe 16 myHkra 20 Hactoswero Ilopsnka,
peuent B (opMe DBIEKTPOHHOTO JIOKYMEHTa TOANMUCHIBACTCS YCHUJICHHOW KBaJU(DUIIMPOBAHHOM
AJIEKTPOHHOM TOANHUCHIO TpEACcenaTenss WM ceKpeTaps BpauyeOHOM KOMHUCCHHM MEIULUHCKON
OpraHu3allvy, MpU MPOCTABICHUH OTMETOK, YKa3aHHBIX B nojanyHkrax 17 m 18 mynkra 20 Hacrosiero
[Topsiaka, - yCHUJIEHHBIMH KBaJIW(UIUPOBAHHBIMH D3JIEKTPOHHBIMHM TOJIMUCIMH COOTBETCTBYIOIIUX
MEIULUHCKUX PaOOTHUKOB.

22. Tlo TpeOOBaHMIO MalMEHTAa MM €ro 3aKOHHOIO INpeACTaBUTENs O(GOPMIIETCS SK3eMILIp
peuenta B (opMe OSIEKTPOHHOTO JOKyMEHTa Ha OyMakHOM HocuTele ¢ oTMmerkod "JlyOmmkat
AJIEKTPOHHOIO IOKyMeHTa".

lll. YyeT peuenTypHbIX 6N1aHKOB (3a UCKITOYEHMEM peLenTypPHbIX
6naHkoB no copme N 107/y-HIM "CneunanbHbIW peuenTypHbIX 6naHkK")

23. VYuer peuentypabslx OsankoB d¢opm N 107-1/y, N 148-1/y-88 m N 148-1/y-04(n),
U3rOTaBIMBAEMBbIX TUIOrpa)CKUM CHOCOOOM (Jajee - peuenTypHble OJaHKH, MOJJISKAILIUE Y4YeTy),
OCYIIECTBISICTCSA B JKypHAJIaX ydera, IPOHYMEPOBaHHBIX, MPOIIHYPOBAHHBIX M CKPEIJICHHBIX MOAIHCHIO
PYKOBOIHUTENSI M TEYaThl0 MEIUIMHCKOH OpraHu3allid WIM  TOJIHCHI0  WHAWBHIYATBHOTO
IpeANpUHUMATENS], UMEIOIIET 0 JIMI[EH3UI0 Ha MEIUIIUHCKYIO 1eSTeIbHOCTb.

24. Kypuan yuera penentypHbix 6;1ankoB popmbl N 107-1/y cogepxut ciemyroniue rpadsor:

1) HOMep 1O MOPSAKY;
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Mpukas MuH3apasa Poccun oT 24.11.2021 N 1094H
"06 yTBepxaeHuu Mopsaka Ha3HauYeHns nekapCTBEHHbIX npenapaTos, hopM

peuenTyp...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 25.02.2024

2) B paznene "[lpuxon':

a) JaTa perucTpaluy JOKYMEHTa, MOATBEP)KIAIONIEro MOCTYIICHHE;

0) HOMep | JaTa JJOKYMEHTa, ITOJITBEPIKAAOIIETo MOCTYIIJICHN e, HANM eHOBaHHUE TIOCTaBIINKa;
B) 00I1l€e KOJIMYECTBO MOCTYNUBIINX PELENTYPHbIX OJaHKOB;

F) (l)aMI/IJ'II/ISI, WHUIKMaJIbl MMCHH U OTYCCTBA (HOCJ'IC}IHCG - [Ipn HaJ'II/I‘II/II/I) U IMOoAITMCh OTBETCTBCHHOI'O
MCOAUTITMHCKOI'O paGOTHI/IKa, MOJIYYUBUICTO PCUCIITYPHBIC OJIaHKH OT IIOCTaBIIIMKaA,

3) B paznene "Pacxon":
a) JlaTa BbIIAYM pPeIenTypHbIX OJaHKOB;
0) KOJIMYECTBO BBIJIAHHBIX PELIENTYPHBIX OJIAHKOB;

B) (amwmwius, WHHUIMATBI MMEHM M OTdecTBa (MOCIENHEe - MPU HAJTWYUU) OTBETCTBEHHOTO
MEAUIIUTHCKOTr0 pabOTHUKA, MOJYYUBILIETO PEIENTYPHbIC OJIAHKH;

I') HOJIUCh OTBETCTBEHHOI'0 MEIUIIMHCKOT0 paOOTHUKA, TTOJYYUBIIETr0 pEeLENTypHble OJIaHKH;

4) pamuns, HHUIMATIBI KMEHU U OTYeCTBa (ITOCIEAHES - IPU HAJIMYUH) M TIOJMKUCHh OTBETCTBEHHOTO
MEAUITUHCKOTrO pabOTHHKA, BBIJIABIIETO PEIENTypHbIE OJIaHKH;

5) ocTaToK pernenTypHbIX OJTaHKOB.

25. Kypnan ydera peuentypHbix OmaHkoB ¢opm N 148-1/y-88 mu N 148-1/y-04(;) comepxut
cnenyromme rpadol:

1) HoMep 11O mOpAAKY;

2) B paznene "[Ipuxon":

a) 1aTa PerucTpaluy JOKYMEHTa, MOATBEPKAAI0IIEro NOCTYyIIEHHUE;

6) HOMep U JaTa JOKYMEHTA, MOATBEPKIAIOIIEero MOCTYIUICHH e, HANMEHOBaHHE TIOCTABIINKA;
B) o0111ee KOJIMYECTBO MOCTYNHUBIIUX PEHENTYpPHBIX OJaHKOB;

') CEpUH U HOMEPA PEIEenTypPHBIX OJIaHKOB;

1) KOJIMYECTBO PELENTYPHbIX OJIaHKOB 10 CEPUM;

) Gpamumms, THUIMAIBl IMEHH M 0TYeCTBa (MTOCIIEHEE - MPU HAIMYUHU) U TIOJIUCh OTBETCTBEHHOT' O
MEIUITUHCKOTO pabOTHHKA, MTOJYYUBIIETO PEIENTYPHBIC OJIAHKH OT MOCTABIIUKA;

3) B paznene "Pacxon":

a) JlaTa BbIIAuM peIenTypHbIX OJaHKOB;
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[okymeHT npepocTasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 25.02.2024

0) cepuu M HOMEpa BBIIAHHBIX PELIECNITYPHBIX OJIAHKOB;
B) KOJIMYECTBO BBIJJAHHBIX PELENTYPHBIX OJIAHKOB;

r) Qamunus, MHUIMAIBI WMEHH W OT4YecTBa (MocieqHee - MpH HAJIMYUU) OTBETCTBEHHOIO
METUIIMHCKOTO pabOTHHKA, MTOJTYYHBIIETO PeLleNTypHbIC OJIaHKH;

)I) IIOAIINCHh OTBETCTBCHHOI'O MCANIIMHCKOI'O pa6OTHI/IKa, MOJIYyUYHMBIICTO PCUCITYPHBIC 6J'IaHKI/I;

4) hamuus, MTHULIMATIBI KMEHH U OTYecTBa (ToceIHee - IPU HaJUYWU) U MOJNUCh OTBETCTBEHHOTO
MEIHULUHCKOI0 pa0OTHUKA, BBIIABILIEr0 PELENTYpHbIE OJIAHKH;

5) ocTaTok penenTypHbIX OJaHKOB.

26. Vuer penentoB, o(opMiIEHHBIX B (hOpMe 3JIEKTPOHHOIO JIOKYMEHTa, OCYIIECTBIAECTCS B
roCyAapCTBEHHOH MH(POPMAIMOHHONW cucteMe B cdepe 3apaBooxpaHeHHs cyObekra Poccuiickoit
®denepali IOCPEICTBOM BEIEHHS €IMHOIO peecTpa peLenToB, 0(GOPMIIEHHBIX B (OpME 3IEKTPOHHBIX
JAOKYMCHTOB.

IV. XpaHeHue peuenTypHbIX 6/1aHKOB (32 UCKIIOYEHMEM peLenTy pPHbIX
6naHkoB no copme N 107/y-HIM "CneunanbHbIW peuenTypHbIN 6naHkK")

27. MeauuuHCKHE OpraHU3alMK MOTY4YaloT HEOOXOIUMBIE pelenTypHbie OJaHKH, O0(OpPMIICHHBIC
tunorpapckuM  crmocoboM, UYepe3 TeppUTOpPUANIbHBIE OpraHbl YIPABJICHUS 3/IPaBOOXpPAaHEHUEM WITH
OpraHu3alfy, YIOJHOMOUYEHHBIC Ha 2TO OpraHaMH HCIIOJHHUTENIBHON BiacTH CyOBekToB Poccuiickoii
®denepanuu.

28. PeuentypHble OaHKH, MOJUIEKAIIUE YUETy, XPAHATCS OTBETCTBEHHBIM JIMIIOM, Ha3HAYEHHBIM
PYKOBOAMTEIEM MEIULMHCKON OpraHu3aluy, B 3allHPaéMOM MeTaJlIM4eckoM Iukady (ceilde) wim
METAJIIIMYECKOM SIIIUKE.

29. UnpuBuayallbHbII IpeANpUHUMATENb, UMEIOIUH JIMIIEH3HI0O Ha MEIULIMHCKYIO JeATebHOCTD,
XpaHUT peLenTypHble OJIaHKH, MOUIekKalIUe YUeTy, B 3allUpaeMoM MeTalindeckoM mkady (ceiide) nmm
METAJIJIMYECKOM SIIIUKE.

30. IlpoBepka COCTOSIHMSI XpaHEHUs, y4yera, (PAaKTUYECKOro HaJIMYMs M pacxoja pelenTypHbIX
OJIaHKOB, MOJIEKALIMX YYETy, OIMH pa3 B KBapTal OCYLIECTBISETCS KOMHUCCHEH, CO3J1aHHOU B
MEIUIMHCKON OpraHu3aiuy.

31. Peuentypubie Onanku, odopmisieMbie Ha OyMa)KHOM HOCHTENE M TOIJISKAIIUE YYeTy,
BBIIAIOTCS METUIIMHCKUM pabOTHUKAM, UMEIOLIMM MPaBo OGOPMIICHHS PELENTOB, MO PACHOPSHKEHUIO
TJIABHOTO Bpaya MJIM €ro 3aMeCTUTETISI.

HOJ’Iy‘IGHHBIG PECUCITYPHBIC O0JlaHKM Ha 6YM3,)KHI>IX HOCUTCIIAX XpaHATCA MCEAUUIUHCKUMU
pa6OTHI/IKaMI/I B IOMCIICHUAX, 06CCHe‘{I/IBaIOH_[I/IX HX COXPAaHHOCTb.

32. IIporpaMMHO-TEXHUYECKHE CPECTBAa IOCYAapCTBEHHBIX MH(OPMAIIMOHHBIX cHUcTeM B chepe
3/IpaBOOXPAHEHNUs, MEIUIIMTHCKUX MH(OPMALIMOHHBIX CHCTEM MEIUIIMHCKIX OPraHu3aluil 00eceunBaoT
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[ata coxpaHeHus: 25.02.2024

XpaHEHHUE DJICKTPOHHBIX PEIENTOB, OPOPMICHHBIX B (OpMe 3JICKTPOHHBIX JTOKYMEHTOB B TCUYCHHUE
CPOKOB, YCTAHOBJICHHBIX [JIsl XpaHEHHUs pELEnToB, OPOPMIEHHBIX Ha COOTBETCTBYIOUIMX (HopMax
peLenTypHbIX 6J1aHKOB Ha OymMakHOM HocuTene <10>.

<10> IMoamyHkt 5.2.169 Iomnoxkenust o Munncrepcre (CoOpanue 3akoHomaTenscTBa Poccuiickoi
Oenepanun, 2012, N 26, c1. 3526; 2021, N 43, c1. 7258).

[Ipunoxenue N 4

K MpuKa3zy MuHUCTEpCTBA 3IpaBOOXPAHEHUS
Poccuiickoint denepannumn

oT 24 Hos6pst 2021 r. N 1094u

OOPMA CIIEHIMAJIBHOT'O PEHEIITYPHOI'O BJIAHKA N 107/Y-HIIT

MuHUCTEPCTBO 3/IpaBOOXPAHEHUS Kox ¢opmer mo OKV/|
Poccuiickont @enepannu MenunuHckast TOKyMeHTalus
®opma N 107/y-HII,
yTIBEpKJI€HHAs TPUKa30M
MuHucrepcTBa 31paBOOXpaHeHuUs
Poccuiickoit @enepannu

or 24.11.2021 N 1094n

mITaMi MEIUIMHCKOW OpraHu3alu

PELIEIIT

Cepus N

n n 20 r.

(mata BBITMCKH pelIerTa)

(B3pOCTBIi, IETCKUH - HYKHOE MTOTYEPKHYTh)

damunus, UMs1, OTYECTBO (MTOCTIEAHEE - IPU HAJTMYHH )
ManueHTa

Bospacr

Cepust 1 HOMep noJca 0053aTeIbHOT0 MEIUIIMHCKOTO CTPAXOBAHMS
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[okymeHT npepocTasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 25.02.2024

Homep MenuuumHCKoN KapThl

damunusi, UMsl, 0TYECTBO (TTOCIEAHEE - TPU HATUYHUH)
neyamiero Bpaya ((enpamepa, akymepKkn)

O PRSPPSO PP PP PPSTPRRPPI

[lonnuce 1 TMYHAs Me4aTh Bpaya
(moamuck enpamepa, aKyepKH)

M.IL

CDaMI/IJ'II/IH, UM, OTYCCTBO (HOCJ’ICI{HCC - I[IpA Ha.]'II/I'-II/II/I) U IoAIINCh YIIOJJHOMOYCHHOI'O JIMIa
MEJUIIMHCKON opraHu3anuvu

M.IL

OTMmeTKa anTe4Hol OpraHu3ali 00 OTIyCcKe

damunus, UMsl, 0TYECTBO (ITOCIEAHEE - TPU HAJTMYUHU) U MOANUCH Pa0OTHHUKA alTeYHON
OpraHu3alnu

M.IL

Cpok aeiictBus penenta 15 nHei

[Tpunoxenue N 5

K Mpukazy MuHUCTEpCTBA 3IpaBOOXPAHEHUS
Poccuiickoin denepanumn

oT 24 Hos6pst 2021 r. N 1094u

NOPAAOK
U3roTOBJIEHUA, PACNPEOENEHUA, PETUCTPALUN, YHETA U XPAHEHUA
PELENTOB, COAEPXALWUX HASHAYEHUE HAPKOTUYECKUX CPELOCTB
NI NCUXOTPOINHbIX BELWECTB

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

1. Opranu3anuio U3roTOBJIEHHUS U paclpeleseHus peuenTypHblx O0nankos 1o gopme N 107/y-HII
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[okymeHT npepocTasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 25.02.2024

"CrnenManbHbIA pelenTypHbld OnaHK" (nanee - cHenuadbHBIA PElenTypHBIH OJIaHK) OCYIIECTBIISACT
MunucrepcTBo 3apaBooxpanenust Poccuiickoit denepaunu (nanee - MUHHUCTEPCTBO).

2. CrenuanbHble peLENnTypHble OJIAHKU SBISIIOTCS 3alUIIEHHON moiurpaduyeckoil mpoaykuuei
ypoBHs "B'", u3roraBnmmBaemoii Ha Oymare po3oBoro mBera pazmepoM 10 cm X 15 cMm, TOKHBI UMETh
CEepUI0 U HOMEp, a TakXKe COOTBETCTBOBATH TPEOOBAHMSIM, YKa3aHHBIM B IpHKaze MuHHUCTEpcTBa
¢unancoB Poccuiickoit @eneparuu ot 29 centadbpst 2020 r. N 2171 "OO6 yrBepkaeHnn TexHUYECKUX
TpeOOBaHUI W YCJIOBHI H3rOTOBJICHHS 3alMINEHHOH OT MOIIENOK MOJIUrpaduueckoi MpoxyKuuu'"
(3apeructpupoBan MunHucrepctBoM toctunuu Poccuiickoit  @®enepauun 16 HosOps 2020 1.,
peructpannonsbsiii N 60930).

3. B mensix opraHu3aiiu M3rOTOBJICHHUS U PACIPEAEICHUS CHEIHATbHBIX PELENTYPHBIX OJIAHKOB
MEIUMLUMHCKAE OpraHu3alyy, UMEIOUIME NPABO OCYLIECTBIISTh BbAAYY PEUENTOB HA HAPKOTUYECKHE
Cpe/icTBa WJIM TCHUXOTponHble BemecTtBa crnucka Il Ilepednss m 3apernctpupoBaHHble B Poccuiickoi
Qenepanlii B KauecTBE JIEKAPCTBEHHBIX IpPENapaToB MJisi MEIULUHCKOrO TpUMEHeHus (namee
COOTBETCTBEHHO - MEIUIMHCKAs OpraHu3alus, HAPKOTHUYECKUH (TICUXOTPOIHBIN) JeKapCTBEHHBIN
Mpernapar), COCTaBJIAIOT 3asBKU HA PEIENTYPHBIC OJaHKH.

4. B cpok 10 1 OKTSIOps TEKymIero rojga 3asBKH MEIUIIMHCKMX OpPraHU3allMii Ha CIelHaIbHbIC
pelenTypHbie OJJAHKH MPEACTABIISIOTCS

1) MEIUIMHCKMMH OpraHu3alMsIMHM, HaxXOIAIIMMHUCA B BeACHMHM (QelepalbHbIX OpPraHoB
WCIOJIHUTEILHOM BJIACTH, - B COOTBETCTBYIOIIUE (efepaibHbIe OpraHbl HCIIOTHUTEIILHON BIIACTH;

2) MEIUWIMHCKUMHU OpraHM3allisMH, HaxXOIAIIMMUCI B BEIECHUU CyObekTOoB Poccuiickoit
denepanuu, MEIUIIMHCKUMU OpraHU3alUsIMU MYHULIMIAIBHOM M YaCTHOM CHCTEM 3/IPaBOOXPAHEHHUS - B
OpraHbl MCIOJHUTEIbHOW BJacTH cyObekToB Poccuiickoit @enepanuu B cdepe OxXpaHbl 340pOBbS
TpakJaH, Ha TEPPUTOPHUU KOTOPBIX OHHU PACIOJOXKEHBI (Jajnee - OpraHbl HMCIOJHUTEIHHOW BJIACTH
cyowsektoB Poccuiickoit denepanun).

5. B 3asBke MCHHHHHCKOﬁ OopraHum3aliii Ha CICHHUAJIbHBIC PCICHTYPHBIC O1aHKH YKa3bIBAKOTCA
CJICAYIOIINEC CBCACHUA:

1) cBenmeHus O METUIIMHCKOW OpraHW3alliM, IMOJABIICH 3asBKYy Ha CIEIUaIbHBIC pElENnTypHbIC
0y1aHKU (ITOJTHOE€ HAUMEHOBAHHE, aJIPEC MECTA HAXOXKICHNUS );

2) KOJMYECTBO CHELHAIbHBIX PELENTYPHbIX OJIAHKOB, H3PAacXOJOBaHHBIX MEIUIMHCKOM
opraHu3anved Ha | ssHBaps IpenIIecTBYIOIIEro roja;

3) KOJIMYECTBO CHEIUaIbHBIX PELENTYPHBIX OJaHKOB, HEOOXOIUMBIX MEIMIIMHCKOW OpraHu3aluu
Ha CJIEAYIOLIUHI rof.

3asBKa MEIUIIMHCKOM OpraHW3allid Ha CIEHHAJIbHBIC pEIENTypHbIE OJIAHKU TIOJIHCHIBACTCS
PYKOBOJIUTENIEM MEAUIMHCKON OpraHu3alii, KOTOPBIM HECET MEepPCOHAIbHYIO OTBETCTBEHHOCTh 3a
000CHOBAaHHOCTh U JTOCTOBEPHOCTh YKa3aHHBIX CBEIICHUH.

6. denepanbHble OpraHbl UCMOJHUTEILHOM BIACTH, B BEJEHUU KOTOPBIX HAXOJATCA MEIUIIMHCKHUE
opranuzanuu (naynee - ¢efepadbHbIe OpraHbl MCHOJHUTEIBLHOW BJIACTH), U OpPraHbl MCIOJHUTEIHLHOU
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[okymeHT npepocTasneH KoHcynbTaHTI0C
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BlacTu cyonekToB Poccuiickoit ®demepanuy Ha OCHOBAHUM 3asBOK MEIMIIMHCKUX OpraHu3aldil Ha
CHeluagbHbIe PEUENTypHbIe OJaHKU (GOPMHUPYIOT CBOAHBIC 3asBKHM Ha CIEIUAJIbHBIC PELENTYPHBIC
OJIaHKU ¥ B CPOK 70 1 IeKa0ps TEKYIIero roia MpeACcTaBIstoT uX B MUHHCTEPCTRO.

7. B cBOIHOII 3asBKE Ha CHENUALHBIC PEIETITYPHBIE OJAHKU YKa3bIBAIOTCS CIESIYIOIINE CBEICHHS:

1) cBenenus o ¢demepanbHOM OpraHe HMCHOJHHUTEIBHOW BiacTU (OpraHe HCIOJHUTEIBHON BIIACTH
cyobekTta Poccuiickoit @eneparum), npeacTaBUBIIEM CBOJHYIO 3asBKY Ha CHEIHAJbHBIC pElENnTypHbIE
OylaHKM (ITOJTHOE€ HAUMEHOBAHHME, aJIPEC MECTa HAXOXKICHHUS ),

2) KOJMYECTBO CIEIHUATBHBIX PELENTYyPHBIX OJaHKOB, paclpeneleHHbIX (emaepaabHbIM OpPraHOM
WCIIOJIHUTEILHON BJIaCTH (OpraHOM HCIIOJHUTENLHON Biactu cyObekTa Poccuiickoit denepanuun) Ha 1
SIHBapsI IPEAIECTBYIOIIEr0 ToAa MEX1y MEIUIUHCKUMH OPraHU3aLUsIMU;

3) KONMYECTBO CHEUMAJIBHBIX pPEUENTypHBIX OJaHKOB, HEOOXOIUMBIX (herepalbHOMY OpraHy
WCIIOJIHUTEILHOM BJacTH (OpraHy HMCHOJHUTEIbHON BiacTH cyObekta Poccuiickoit ®denepanum) Ha
CIEAYIOUIUHI TO JJIs1 paclpeaeeHUus MEXAY MEIUIIMHCKUMU OpraHu3alusIMu;

4) cBeeHHUs O TOABEAOMCTBEHHOM OpraHU3alid, YHIOJTHOMOYEHHOH (enepanbHbBIM OpraHoM
UCIIOJHUTEIbHOW BiacTH (OPraHOM HCIOJIHUTENbHOM Biactu cyOobekTa Poccuiickoit ®enepaiun)
OCYIIECTBJISATh TOJYYCHHE CHEIHUATIbHBIX PEHENTYPHBIX OJaHKOB OT MHMHHUCTEPCTBA, UX XPAaHECHHE H
BBIJIaYy MEIUIIMHCKUM OpraHu3anusM (IoJHOe HauMEHOBaHue, ajnpec Mecta Haxoxaenus, THH/KIIII,
OKTMO opranuzanuu, GaKTHIECKUI aipec MOCTABKH).

8. Ha ocHOBaHMM TMOJIyUEHHBIX CBOJHBIX 3asgBOK Ha CIIelHaJbHbIE pELeNnTypHble OJaHKU
MUHHUCTEPCTBO €XKEroIHO B CPOK A0 15 sHBaps crmemyromero roga (GpopMupyeT W yTBEepKIaeT IaH
pacnpenesieHus CIeUalbHBIX PELEeNnTYPHbIX OJaHKOB, B KOTOPOM OTpa)kaercsi rofoBas MOTPeOHOCTh
Poccuiickoii @®enepanu B CHELMAIbHBIX pPELENTYpHBIX OnaHkax (jajee - IUIaH paclpereseHUs
Munucrepcraa).

9. B nnane pacnipenenenuss MUHHCTEPCTBA YKa3bIBAIOTCA CIEAYIOIINE CBECHUS:
1) nopsAKOBBINA HOMEp 3aIIUCH;

2) HamMeHOBaHUE (enepasbHOrO OpraHa HCIOJIHUTENbHON BiacTH (OpraHa HCIOJTHUTEIbHOU
BracTH cyOwekra Poccuiickoit ®Denepannu), MPEACTABUBIIEIO CBOJHYIO 3asiBKY Ha CHEI[HATbHBIC
pelenTypHbie OJaHKH,

3) HE0OX0AMMOE KOJIMYECTBO CHEHUAIbHBIX PELENTYPHBIX OJIAHKOB.

10. HampaBnieHue crieliMaibHbIX PELENTYPHBIX OJIAHKOB (heliepaibHBIM OpraHaM HCHOJHUTEIbHOM
BJIACTH, OpraHaM WCIIOJHHUTEIBHON BJIAcCTH CyOBeKTOB Poccuiickoit ®exepamuyi OCYyIIECTBIACTCS
MuHUCTEPCTBOM B KOJIMYECTBE, MIPEAYCMOTPEHHOM IIAHOM pacrpeaeiaeHuss MuHucTepcTBa.

11. MuHUCTEPCTBOM [IOMOJHHUTEIBHO K KOJIMYECTBY CHEIHUATIBHBIX PEHENTYPHBIX OJaHKOB,
MPEIyCMOTPEHHOMY TUTAHOM  pachlpeneieHuss MuHUCTEepcTBa, (QOPMHUPYETCsl PE3epBHBIN  3amac
CHeluaJbHBIX pelenTypHbIX OJaHKOB B KoiuuecTBe, He mpeBbimaromeM 150 000 coeuuambHBIX
peLenTypHBIX OJIAHKOB.
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12. B cinyuyae yBenuueHHs MOTPEOHOCTH B CIIELUANBHBIX PELENTYpPHBIX OnaHkax (eaepasbHbie
OpraHbl UCIIOJHUTEIbHON BJIACTH (OpraHbl NCIOIHUTEIbHON BlIacTH cyObekToB Poccuiickoil deneparun)
HAmpaBJIlOT B MUHHUCTEPCTBO CBOJAHBIE 3asBKM Ha JOMOJHUTEIbHOE KOJMYECTBO CIELHAIbHBIX
pelenTypHbIX OJIaHKOB (C OOOCHOBaHHEM YBEIMUYEHHS IMOTPEOHOCTH B CHEIHAIbHBIX PELEenTypPHBIX
OnmaHKax), KOTOpbIE IMpeJOCTaBISIOTCS MHMHHUCTEPCTBOM M3 PE3EPBHOIO 3amaca  CHelHaIbHbIX
peLenTypHBIX OJIAHKOB.

13. denepanbHble OpraHbl UCHOJHUTENBHOM BIACTH (OpPraHbl UCIIOMHUTEIBLHON BIIACTH CYyOBHEKTOB
Poccuiickoit ®enepanuun) pacnpenenstoT IOJYyYEHHBbIE CIElUalbHbIE PELENTYpHbIE OJIAHKH MEXIY
MEIMLMHCKUMU OpraHu3alusMU Ha OCHOBAaHMU IUIAHOB paclpeleieHus, C(HOpPMUPOBAHHBIX B
COOTBETCTBHH C 3asIBKAMH MEIUIMHCKUX OpPraHU3aluil Ha CIelUaIbHblEe PELeNTypHbIe OJaHKH.

Il. Mopsaok perncTpauumn, y4eta u XpaHeHUs cneumanbHbIX
peuenTypHbix 6naHkoB no popme N 107/y-HI

14. MuHuctepcTtBo, uHbIE (QenepanbHble OpraHbl HCHOJHUTEIbHON BIACTM U OPraHbl
UCTIOJIHUTENbHON Biactu cyObekToB Poccuiickoit dexepanuu OpraHu3ylOT XpaHEHHE CIIEHUAIBHBIX
pPELENTypHbIX OJIAaHKOB B IOJBEJIOMCTBEHHBIX OpraHM3alUAX, YHIOJIHOMOUEHHBIX OCYILIECTBIAThH
IIOJyYEHHE CIELMAIBHBIX PELENTYpHbIX OJaHKOB OT MUHHCTEpPCTBA, MX XpaHEHUE U BblIAUYy
MEIULMHCKUM OpraHu3alusM (Jlajee - yIoJIHOMOYE€HHasl OpraHu3aius).

15. B ynosHOMO4YEHHON OpraHU3allMy U MEAUIIMHCKON OpraHu3alluy, MOJIYYUBIIECH CIielraibHbIe
penenTypHble OJaHKH, OPraHU3YeTCs PETUCTpalus, Y4eT U XpaHEHHE CIEIUANbHBIX PelenTyPHBIX
0JIAHKOB.

Perucrpamus, yder W XpaHEHHE pPE3EPBHOIO 3amaca CIEeNHalbHBIX pPEHENnTypHBIX OaHKOB
MunucrepcTBa  ocymiecTBiseTcs (GeaepadbHbIM TOCYJapCTBEHHBIM  OIOJKETHBIM  YUPEXKIECHUEM,
HaxXoAA UM CsL B B€ACHUU MI/IHI/ICTepCTBa ()lanee COOTBETCTBCHHO - pCSCPBHBIﬁ 3ariac,
MOJIBEIOMCTBEHHOE YUPEXKICHHE).

16. PaboTHMK, Ha3Haue€HHBIH TPUKA30M PYKOBOIUTENS YINOJTHOMOUYEHHOM OpraHu3aiuu
(YIOJTHOMOYEHHOM OpraHu3aliu, MOJIBEJOMCTBEHHOIO YUPEXKIEHUS) OTBETCTBEHHBIM 33 PETUCTpALUIO,
XpaHEHUE M Y4YeT CIELHMAIbHBIX pELENnTypHbIX OJIAHKOB (Jajee - OTBETCTBEHHbIM pabOTHMK), Ha
OCHOBAHUU JIOBEPEHHOCTU, O(POPMIIEHHON B MOPSJIKE, YCTAHOBJIEHHOM 3aKOHOAATENbCTBOM Poccuiickoit
Qeneparun (¢ HOANUCHIO PYKOBOAMTENIS YHOJHOMOYEHHOM opraHusauuu  (yIOJIHOMOYEHHOMN
OpraHu3aliM, IOJBEIOMCTBEHHOIO YUYPEXIEHHUsS), TJaBHOro Oyxraarepa, 3aBEpeHHBIX KpYIJoH
neyaTbl0), MOJy4yaeT CHelMajbHbE pELeNnTypHble OJAHKM W OCYIIECTBIIIET BEACHHE JKypHala
pPEruCTpalliyd U y4yeTa CHEelHaJIbHbIX PEeLeNTYpHbIX OJaHKOB, K KOTOpOMY Ipuobiiaer Gorto- u (HJn)
BUJeOMAaTEpUabl, MOATBEpKAatonMe (akT o(opMIEHHUS pelenTypHbIX OJaHKOB Ha JAoMy (Ipu
HaJIMYWH ).

17. XypHan peructpaiud W ydeTa CHENUAJbHBIX PEHENnTypHbIX OJIAHKOB JOJKEH OBITh
IPOHYMEPOBaH, HPOLIHYPOBAaH, UMETb HA IMOCJIEIHEW CTpaHUIIE 3alUCh, COJAEPIKALIYI0 KOJHUYECTBO
CTpaHMI], TOJHOE HAWMEHOBAHHE YIOJHOMOUYEHHOM OpraHu3auuu (MEIULUHCKOW OpraHu3alu,
MOJIBEIOMCTBEHHOI'O  YUPEXKICHHS), a TaKKe CKpPEIJIeH TOJANUChI0 PYKOBOAUTENS M IE€4YaThlO
YIOJHOMOYEHHON OpraHu3aiuy (MEIUIIMHCKOW OpraHu3allii, IOJIBEIOMCTBEHHOI'O YUPEKIACHUS).

XKypHan peructpaui M ydera CHENMAJbHBIX pPELENTYPHBIX OJIAHKOB pPE3epBHOIO 3araca
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MuHHUCTEpCTBa CKpEIUIseTCs TaKke MOAMUChI0 JTUPEKTopa (B Cilydyae €ro OTCYTCTBHSI - 3aMECTUTEIs
nupekTopa) JlemaprameHTa peryJMpoBaHUs OOpalIeHUs JIEKAPCTBEHHBIX CPEIACTB W MEIUIIMHCKUX
n3aenuii MuHucTepeTBa U neyatbio MUHHCTEPCTBA.

18. B xypHale perucTpalid M YydeTa CHEUANbHBIX PEHEeNTYPHBIX ONaHKOB YKa3bIBAIOTCS
CIIEIYIOIE CBEICHUS

1) nopsAKOBBINA HOMED 3aIUCH;

2) IpUx0Jl CELHUAJILHBIX PELENTYPHBIX OJIAHKOB!

a) PEKBU3UTHI U JJaTa PErUCTPaLUU IPUXOIHOrO TOKYMEHTA;

0) ob11ee KOJIMYECTBO MOCTYMHUBIIUX CHELUAIbHBIX PELENTYPHBIX OJaHKOB;

B) cepus M HOMEp CIIEUAIBHOI0 PELENTYPHOro OJ1aHKa;

I') KOJIMYECTBO CMELUaIbHBIX PELeNTYPHBIX OJIaHKOB 110 KaXKJJOH CepHH;

1) hamums, UMsi, OTIECTBO (ITOCIEAHEE - TPU HAJTMYHUH) U TIOJIITUCHh OTBETCTBEHHOTO paOOTHHKA;
3) pacxof crienuagbHbIX pPelenTypHbIX OJaHKOB:

a) 1aTa BbIAYU CIIELUAIBHBIX PEUENTYPHBIX OJaHKOB;

0) cepry ¥ HOMEpa BBIAAHHBIX CIICIHATBHBIX PELENTYpPHBIX OJIAHKOB;

B) KOIHMYECTBO BBIAAHHBIX CHEIUANBHBIX PEUENTYpHBIX OJNAaHKOB C YyKa3aHHEM B CKOOKax
KOJIMYECTBA CIIEIMATBHBIX PEIENTYPHBIX OJIAHKOB, BBIIAHHBIX JJIs1 O)OPMIICHUS HA JIOMY;

r) damunus, uUMs, OoT4yecTBO (MOCIEAHEE - MPH HAJIWYUU) U TOAMNUCH JUIA, MOJYYUBILIETO
CrerraabHbIC PElENnTyPHbBIC OJTaHKH;

1) KOJIMYECTBO CIIELUAIbHBIX PELENTYyPHbIX OJIaHKOB, 0()OPMIIEHHBIX Ha JI0MY;

€) (gamuiausa, UM, OTYECTBO (MOcienHee - MpPU HAJIUYUMM) M HOJNUCH JMLA, O(OPMHUBLIETO
CreLHaJIbHbIE PELeNITyPHbIE OJIaHKU HA JIOMY;

4) hamunus, uMs, 0OTYECTBO (TMOCIEHEE - IPU HAIWYUH) U TIOJIUCH OTBETCTBEHHOI0 pabOTHHUKA;
5) ocTaToK cHenMaIbHBIX PELeNTYPHBIX OJaHKOB.

19. CneumanbHblil peUeNnTypHBId ONaHK SBISETCS JOKYMEHTOM CTPOrod OTYETHOCTH. 3arac
CHeIHMaIbHBIX PEHENTYPHBIX OJJAHKOB B MEAMIIMHCKON OpPraHU3allMK JODKEH XPAHUTHCS B CIIEIMAIBHBIX
MOMEIICHUSIX, Ceii(haxX WM B CIENMATbHO U3TOTOBJICHHBIX MKa(ax, OOUTHIX OIIMHKOBAHHBIM XKEJIE30M, C
HaJISKHBIM BHYTPEHHUM HJIM HABECHBIM 3aMKOM.

[Tomemenus, ceidspl, mKadpl, B KOTOPBIX XpaHITCA CIleUaIbHbIEC PELUENTypHble OJaHKH, JOHKHBI
OBITh 3aKpbITHl Ha 3aMKH M TIOCI€ OKOHYAaHMUS paboOThl oOredyaTaHbl I€4aThi0 YIOJIHOMOYEHHOM
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opranuzanuu (MEIUIUHCKON OpraHU3aIii) WA OTTIOMOUPOBAHBI.

20. B MemMIMHCKUX OpraHU3alMsIX 3amac CIEUAIbHBIX PEIENTyPHbIX OJAHKOB HE JOJDKEH
MPEBBIIIATH TOAOBON MOTPEOHOCTH.

21. Pazpemaercs BBIJAaBaTh MEAUIHMHCKOMY paOOTHUKY, HMEIONEMYy I[paBO Ha3Ha4yaTh
HapKOTHYeCKHe (IICUXOTPOITHBIE) JIEKAPCTBEHHBIE IMpenaparbl, €IWHOBPEMEHHO He Oosee BaIaTH
CHEIHUaTbHBIX PEIENTYPHBIX OJaHKOB.

MenuuuHckue paOOTHHUKM, BBIIMCBHIBAIOIINE PELENThl HAa HApKOTHYECKHE (IICUXOTPOIHBIE)
JIEKapCTBEHHBIE MpernapaThl, HA OCHOBAHUU NpHKa3a PyKOBOJIUTENS MEIULMHCKONW OpraHM3aluy HECYT
JUYHYIO OTBETCTBEHHOCTb 32 COXPAHHOCTh IIOJIYYEHHBIX CIHEIHAIbHBIX PpELENTypHbIX OJaHKOB.
CrnenuanbHble pelenTypHble OJaHKH, TOJIy4YEeHHbIE MEIUIIMHCKIUM PaOOTHUKOM, XpaHATCS 1O/ 3aMKOM B
ceiidax, MeTaIIMUECKUX Kapax WK METANIMYECKUX SAIIUKAX.

22. B MeOUIMHCKONW OpraHM3alMM CO3JaeTcsi MOCTOSHHO IEHCTBYIOINAs KOMHCCUSA, KOTOpas He
pexe 1 pasa kBapran (IO pELICHUIO PYKOBOAUTENS MEAMIIMHCKON OpraHu3alii BO3MOXKHO Yallle)
OCYIIECTBJISET MIPOBEPKY COCTOSIHUSI PETMCTPALMU U YUeTa CHelMaIbHbIX PELENTYpHbIX OJJAHKOB, B TOM
YHCIie MyTEM CBEPKM 3alucell )KypHajla perucTpaluy U ydeTa CHEelMaJbHBIX PELENTypPHbIX OJaHKOB, C
(akTUYECKUM HAJMYMEM CHEelMaIbHBIX PELeNTypPHBIX OJAHKOB, a TAKXKE MPOBEPKY COCTOSIHUS XPaHEHUS
CIeIUaIbHBIX PeLeNTyPHBIX OJTaHKOB.

[To pe3ynbTaTaM NpOBEPKH B JKypHaJE PErucTpally U yyeTa CHEelHabHbIX pelenTypHbIX OJIAHKOB
JleNIaeTCsl 3aluCh O pe3yJibTaTax MPOBEIACHUS CBEPKU NAaHHBIX, 3aKPEIUICHHAs MOAMMUCSAMU BCEX YJICHOB
KOMHCCHUH, WIH CO3/1a€TCA CIIELUAIIBHBIN aKT IPOBEPKHU.

23. ®enepaibHble OpraHbl UCTIOTHUTEILHON BJIACTH M OPraHbl HCIIOJIHUTEIBHON BIIACTH CyOBEKTOB
Poccuiickoit @enepanuy OCYIIECTBILIIOT KOHTPOJIb 33 OpPraHM3allMed PErHCTpaluu, y4eTa U XpaHCHHS
CHeLMaNbHBIX PpEHEeNnTypHBIX OJaHKOB B  YMOJHOMOYEHHBIX OpraHM3alUsaX M  MEIUIIMHCKUX
OpraHu3aIusIx.

24. Bplgaua crnenuanbHbIX pPELENTYpHBIX OJIaHKOB U3 pe3epBHOTO 3amaca MuHHCTEpCTBa
denepanabHbBIM OpraHaM HCIOJHUTEIbHON BIACTH W OpraHaM HCIOJHHUTEIbHONH BIACTH CYyOBEKTOB
Poccuiickoit  @enepanuu  OCYIIECTBIAETCS  OTBETCTBEHHBIM  PAOOTHUKOM  IOJBEIOMCTBEHHOI'O
YUPEKIEHUS HA OCHOBAaHUM PELIEHHs] 00 OTIYCKE ClIEHUaIbHbIX PELENTYPHbBIX 0JJaHKOB, OOPMIIEHHOTO
B BHUJE MKMCbMA, MOAMNMCAHHOIO IUPEKTOPOM (B Cllydyae €ro OTCYTCTBHSI - 3aMECTHTENEM IUPEKTOpa)
JenaprameHTa peryiupoBaHHs OOpalleHUs JIEKapCTBEHHBIX CPEJICTB M MEAULUHCKUX W3Aenuil
MunucrepcTBa.

[IpoBepka NeATeNnbHOCTH MOABEIOMCTBEHHOT'O YUPEXKICHHS MO PETHCTPALMM, YUETy U XpaHCHUIO
pPE3epBHOIO 3amaca oOcCyllecTBisieTcss JlemapraMeHTOM peryJMpoBaHUs OOpalleHUs JIEKapCTBEHHBIX
CPEACTB M MEIMIIMHCKUX u3Aenuii MwuHuctepctBa 2 paza B roa He mnozaHee 20 yucia mecsua,
CJICTYIOIIET0 32 UCTEKIIIMM ITOJYTOHEM.
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[Tpunoxenue N 6

K IIpUKa3y MuHUCTEpCTBA 3/]paBOOXpaHEHUS
Poccuiickon ®@enepannu

oT 24 Hos6pst 2021 r. N 1094n

NMPABUNA
OPOPMIJIEHUA PELENTOB, COOAEPXALLUX HASHAYEHUE HAPKOTUYECKUX
CPEACTB UMK NCUXOTPOIMHbIX BELWLECTB, B TOM YACIE B ®OPME
ANEKTPOHHbLIX JOKYMEHTOB

I. OchopmneHue peuenta Ha GyMaXKHOM HocuTene

1. Ha peuentypnbix 6mankax ¢opmbl N 107/y-HII B 1eBoM BepxHeEM yTrily MpOCTaBJISETCS IITaMII
MEIUIMHCKON OpraHu3alMd C yKa3aHHEM ee IIOJIHOrO HaWMEHOBaHUs, ajpeca U TejleoHa C AaToi
BBINUCKY (AaTOM oopMIIeHHs) pellenTa Ha JIeKapCTBEHHBIH Mpenapar.

Pentenitrypusie Omanku Gopmer N 107/y-HIT wm3roraBnmBarTCs MCKIIOYUTENHHO TUMOTPAPCKAM
Croco0oM.

2. Ha penentypHbix OyaHKax, o0QOpPMISIEMbIX WHIUBUIAYAJIbHBIMU TpEANPUHUMATEISIMH,
UMEIOLMMHU JIMIEH3UI0 Ha MEIUIMHCKYIO ACATElNbHOCTb, B BEPXHEM JIEBOM YIiy TUIOrpadcKum
CIocoOOM WJIM IyTeM TIPOCTABICHUS LITaMIa JO/DKEH OBITh YyKa3aH aapec HWHIMBUAYaJIbHOTO
NpeaIpUHUMATENsl, HOMEP W Jara JMIEH3UHM, HAaUMEHOBAaHME OpraHa TrOCYJapCTBEHHOH BIACTH,
BBIJIABLIETO JINLIEH3UIO.

3. Peumentypubie Omanku Qopmbel N 107/y-HII 3anmonmHsitoTcss MEIMIIMHCKUM PaOOTHHUKOM
YEpHUJIAMH WUJTU IIAPUKOBON PYUYKOM.

4. Jommyckaetcst opopmiieHHe BCeX PEKBU3UTOB (3a UCKIIIOUueHHeM pekBusuTa "[loanuce nevamiero
Bpaua (moamuch Qenpamiepa, axkymepku)") peuentypHeix OsankoB ¢opmel N 107/y-HIT ¢
UCIOJIb30BAaHUEM I€YATAIOIINX YCTPOMCTB.

5. B penentyprom 6anke popmer N 107/y-HII B cTpokax "®amuius, uMmsi, 0oT4ecTBO (IOCIETHEE -
npy HAIM4YKK) nanueHTa" u "Bo3pacTt” yka3pIBarOTCS MOJTHOCTBIO (DaMuIIHsI, UMsI, OTYECTBO (TOCTIENHEE -
IIPY HAJIMYUH) ALUEHTA, €ro Bo3pacT (KOJINYECTBO MOJIHBIX JIET).

JlonyCcTHMO yKa3aHue IaThl POXKICHUS TAIIMCHTA.
6. B pententypaom 6anke popmer N 107/y-HIT:

1) B ctpoke "Cepus 1 HOMeEp MoOJKca 00A3aTEIbHOI0 MEAUIIMHCKOIO CTPaxOBaHUA" yKa3bIBAETCsS
HOMED IOJIMCa 00513aTEIbHOI0 MEAUIIMHCKOIO CTpaXoBaHUs NaleHTa (Ipyu HAJIMYUH );

2) B crpoke "Homep MenuIMHCKON KapThl" yKa3bplBaeTCs HOMEpP MEIUIIMHCKONW KapThl MallleHTa,
MOJTYYaIOLEro MEAUIMHCKYIO MOMOIIb B aMOyJIaTOPHBIX YCIOBUSX, WJIM HUCTOPUU OOJIE3HU TMAlMEHTA,
BBIIIMCBIBAEMOr0 U3 MEIULIMHCKONW OpraHU3aluu;

3) B cTpoke "®damuius, UMs, 0T4eCTBO (TIOCIEAHEE - MPHU HATMYWH) Jiedaliero Bpaya (¢denpamepa,
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aKyIIEpKH)" yKa3bIBa€TCS IOJHOCTHIO (aMUJIHUs, UMs, OTU4eCTBO (TOCJICIHEE - MpPU HAJIWYWHU) Bpaya
(penpamepa, aKymiepKku), BBITUCABIIETO PEIENT HAa HAPKOTUYECKHH (TICMXOTPOIHBIN) JIeKapCTBEHHBIM
npenapar.

7. B rpace "Rp" peuentypHoro 6manka ¢popmer N 107/y-HII yka3eiBaercs:

1) HanMeHOBaHKE JISKAPCTBEHHOT' O Mpemnaparta (MeKIyHapOoIHOEC HETAaTCHTOBAHHOE HAaMMEHOBAHUE,
IPYIITAPOBOYHOE UM XHMHUYECKOE HAUMEHOBAHHUE, TOPrOBOE HAMMCHOBAHHE) HA JIATHHCKOM SI3BIKE HITH
Ha PYCCKOM s3bIKe, (hopMa BBIMTyCKa, JTO3UPOBKA, KOMUYECTBO (YKA3bIBAETCS MPOIUCHI0 Ha PELENTYPHOM
6manke Gopmer N 107/y-HIT);

2) cnoco0 TpUMEHEHUs JICKapCTBEHHOrO IperapaTa Ha TOCYJapCTBEHHOM s3bike Poccuiickoit
denepanu WIM Ha TOCyAapCTBEHHOM si3bike Poccuiickoit ®enepanuu ¥ TOCYAAapCTBEHHOM S3bIKE
pecnyOJIHK U MHBIX sA3bIKax HapoaoB Poccuiickoit deneparum <1>.

<1> Yacrte 1 crateu 15 3akona Poccuiickori @eneparuu ot 25 oktsaops 1991 r. N 1807-1 "O
si3pIkax HaponoB Poccuiickoit @enepanuu" (nanee - 3akon N 1807-1). (BemomocT che3na HapOIHBIX
nenytatoB PCOCP u Bepxosuoro Cosera PCOCP, 1991, N 50, ct. 1740).

8. IIpu odhopmiieHnH penenTypHbIX OJIAHKOB 3alpellaeTcs OrpaHUYUBATHCS OOUIMMHU YKA3aHHUSIMH,
Hanpumep, "Bayrpennee", "U3BecTHO".

9. Ilpu odopmieHnu manueHty peunentypHoro Omanka ¢opmer N 107/y-HII nHa HapkoTtuueckuit
(MICUXOTPONHBIN) JEKapCTBEHHBIM IMpemapaT B paMKax OKa3aHWs MEIUIMHCKOM TOMOIIM MpU
OTpe/IeIICHHOM 3a00JI€BaHUM TAaKOM pEIEeNT 3aBepseTcs:

1) moanuceio U TMYHOM MeyaThio Bpayua JIMO0 MOANUCKHIO (enpamiepa (aKyIepKu);

2) meyaThbl0 MEAMIMHCKON OpraHu3alnuu, JUO0 CTPYKTYpHOrO MOApa3JefieHUs] MEIUIIUHCKOM
opranuzauuu "/l pernenToB", KOTOpasi MPOCTAaBJISETCS JIMIIOM, YIOJIHOMOYEHHBIM PYKOBOAMTEIEM
MEIMLUHCKON OpraHu3aluyu C ykKa3aHueM (paMuIIMu, UMEHHU, OoT4ecTBa (IIOCIIEAHEE - NMPU HAINYUHN) U
IPOCTABJIEHUEM €r0 JIMYHON IOJIUCH.

B cnydasx HeoOxogumocTH oOQoOpMIIEHHUS pelenta Ha HAPKOTHYECKUH (TICUXOTPOITHBIN )
JICKapCTBEHHBIM TMpenmapaT Ha JOMYy B paMKaxX OKa3aHUS NaUIMATUBHOW MEAMIIMHCKON TTOMOIIA
JIOMYCKAeTCsl MpEeABapUTEIbHOE 3aBEpEHHE pelenTa ITaMIIOM MEAMIIMHCKOW OpraHu3aluu, MeYaThio
MEIUIMHCKON OpraHu3anuu Ju00 CTPYKTYPHOTrO MOApa3felieHuss MEIUIMHCKON opranuzanuu "Jlms
peuenTtoB", KOTOpas MPOCTABISAETCS JIMIOM, YHOIHOMOYEHHBIM PYKOBOAMUTENEM MEIUIIMHCKON
OpraHu3alny, ¢ yKazaHueM (pamuinu, UMEHH, OT4eCTBa (MOCIEAHEe - MPU HATMYUHN) U MPOCTABICHUEM
ero Ju4yHOW momnucu. [lpm STOM B JKypHaje pErucTpallid W ydeTa pEUENTYpHBIX OJIaHKOB B
cootBeTcTBHM ¢ [lopsimkom perucrpanuu, ydera U XpaHEHHs CHENHUATbHBIX PEIENnTypHBIX OJaHKOB Ha
HApPKOTUYECKHE CPEJCTBAa WJIHM TICHXOTPONHBIC BEIIECTBA, YTBEPKICHHBIM HACTOSAIIUM IPHUKA30M,
JenaeTcss OTMETKa O ero BblAade aiisi oopmileHHS Ha JOMYy, a Takke OTMETKa, YIOCTOBEpeHHas
MOJMUCHI0 Bpada mbo ¢denpamepa (akymepku), oOpMHUBIIErO pelent, o ¢akre ero ohopMIIeHHs,
KOTOPBII MOKET OBITh TOMOJHUTEIHLHO MOATBEPKIeH POTO- 1 (MIJIM) BUIEOMAaTEPHATIAMH.
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Mpukas MuH3apasa Poccun oT 24.11.2021 N 1094H
"06 yTBepxaeHuu Mopsaka Ha3HauYeHns nekapCTBEHHbIX npenapaTos, hopM
peuenTyp...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[ata coxpaHeHus: 25.02.2024

B crpoke "OrmeTka anTeyHOW OpraHM3alud o0 OTHycke" CTaBUTCA OTMETKa anTeYHOH
OpraHu3anuu 00 OTIYCKE HAPKOTHYECKOro (ICHUXOTPOMHOI0) JIEKapCTBEHHOro npenapara (C ykazaHUeM
HAaWMEHOBAHHUS, KOJIMYECTBA OTIYIIEHHOTO HAPKOTHYECKOTO (TICHXOTPOIHOr0) JIEKAPCTBEHHOT'O
mpernapara ¥ JaThl €ro OTIYCKa), KOTOopas 3aBepseTcs MOAMKMCHI0 paOOTHHKA aNTeYHOW OpraHU3aIlnH,
OTIYCTUBIIIErO HAPKOTHYECKUH (ITCHXOTPOIHBI) IEKAaPCTBEHHBIN Tpernapat (¢ ykazaHueM ero (paMummd,
MMEHH, OoT4yecTBa (IOcleqHee - NpU HAJIWYWHK), a TaKXKe KPYTJoi MeuaTbio anTeuyHOM OpraHu3aluu, B
OTTHUCKE KOTOPOM TOJHKHO OBITh UJICHTU(DUIIMPOBAHO MOJHOE HAMMEHOBAHKE allTEYHON OpraHu3aIuu.

10. Ha ogaom penentypaom 6manke gopmer N 107/y-HII pa3pemiaercst ocymecTBiasTh Ha3HAUYCHHUE
TOJIKO OJTHOI'O HAUMEHOBaHMs JIEKAPCTBEHHOI'O IIpenapaTa.

11. McnpaBieHus B peLienTe HE JOIY CKatoTCS.
Il. ObopmneHune peuenta B hopme 3NTeKTPOHHOro JOKYMEHTa

12. Penent B ¢dopme 3JIEKTPOHHOTO JAOKYMEHTA, MOAMMCAHHOIO YCHJIEHHOH KBalu(UIIMPOBAHHOM
AJIIEKTPOHHON TOMMUCHIO, (OPMHUPYETCS MEIUIUHCKUM PaOOTHUKOM, CBEICHUS O KOTOPOM BHECEHBI B
denepanbHbIii  PETUCTP MEIULIMHCKUX pa0OTHUKOB <2>, a TaKXKE NPU YCIOBUH PETUCTPALUU
MEAUITMHCKON OpPraHu3aliu, B KOTOPOW O(OpMIIAETCS pelentT, B (erepaabHOM PEeecTpe METUIIMHCKUX
opraHuzanuii <3> eIMHON roCyJapCTBEHHON MH(OPMAIMOHHOW CHUCTEMBI B cdepe 31paBOOXpaHEHUS U
MOJAKIIFOYCHHUS TaKOH MEIUIIMHCKOW OpraHM3allid K TOCYJapCTBEHHONW WH(POPMAIlMOHHOW CHCTEME B
cdepe 3apaBooxpaHeHus cyobekTa Poccuiickoit denepanun <4>,

<2> Yactp 4 crateu 91.1 denepanpHoro 3akoHa N 323-®3 (CobOpaHue 3aKOHOAATEIIHCTBA
Poccuiickoii @enepariuu, 2011, N 48, ct. 6724; 2020, N 29, ct. 4516).

<3> Yactp 4 crateu 91.1 ®DenpepanbHoro 3axkoHa N 323-@3 (CobpaHue 3aKOHOAATENIHCTBA
Poccuiickoii ®eneparuu, 2011, N 48, ct. 6724; 2020, N 29, ct. 4516).

<4> Cratbu 91 u 91.1 ®enepanproro 3akoHa N 323-03 (Cobpanue 3akoHOIaTeIbCTBA Poccuiickoi
Oenepanun, 2011, N 48, ct. 6724).

13. Ilo TpeboBaHMIO MAalMEHTa WMIM €ro 3aKOHHOTO MpPeACTaBUTENS OGOpMISIETCS SK3EMILIp
peuenta B (opMe DIEKTPOHHOTO JOKYMEHTa Ha OyMa)kHOM HocHuTene ¢ oTMmeTkoir "/lyGnmkar
3JIEKTPOHHOI0 JIOKyMeHTa'".
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