3apeructpupoBano B Muniocre Pocenu 30 Hosi6pst 2021 1. N 66124

MVHHMCTEPCTBO 3IPABOOXPAHEHUS POCCUICKOM ®EEPAITUU
TIPMKA3
ot 24 Hosi6pst 2021 1. N 1094u
OB YTBEPKJEHIU IMTOPSITKA HA3SHAUEHNS JIEKAPCTBEHHBIX TTPEITAPATOB, ®OPM PEIIEITYPHBIX
BJIAHKOB HA JIEKAPCTBEHHBIE ITPEITAPATHI, TTIOPSITKA ODPOPMJIEHUS YKA3SAHHBIX BJIAHKOB, X
VYETA U1 XPAHEHUS, ®OPM BJIAHKOB PELIEITTOB, COOEPKAIIINX HA3HAUEHUE HAPKOTUYECKIX
CPEJICTB WJIN I[ICUXOTPOITHBIX BEIIECTB, ITOPSIIKA X M3TOTOBJIEHUS, PACITIPENEJIEHUS,
PEIMCTPALIMU, YYETA U1 XPAHEHVS, A TAKJKE [TPABUJI O®OPMJIEHUS BJIAHKOB PELIEIITOB, B TOM
YVCJIE B ®OPME 3JIEKTPOHHBIX IOKYMEHTOB

B coorBeTcTBum ¢ niyHKTOM 16 yacti 2 cratbu 14 depepanbHOro 3akoHa ot 21 Hosiops 2011 1. N 323-03 "06 ocHOBaX OXpaHbI 3/10POBbs paskan B Poccniickoit Gepeparin”
(CoBpannte 3akOHOAATENbCTBA Poccniickoit deaepaunu, 2011, N 48, ¢1. 6724; 2017, N 31, ¢T. 4791), niyrkTom 2 ¢cTathy 26 defepanbHOro 3akoHa oT 8 stHBaps 1998 r. N 3-®3 'O
HapKOTMYECKVX CPEACTBAX Ji [ICUMXOTPOIHLIX BeuecTBax" (Cobpanme 3akoHonaTenscrsa Poceniickoit Gepepauyy, 1998, N 2, cr. 219; 2017, N 31, cr. 4791), nognyukramu 5.2.177,
5.2.178  5.2.179 nynkra 5 TlonoskeHust 0 MiHIcTepcTBe 3apaBooxpaHeHus Poccuiickoit denepaiiii, yrBepskIeHHOTO octaHoBneHvieM [IpaBurenbctBa Poccuiickoit Qegepanym ot
19 mrions 2012 r. N 608 (Cobpanne sakoHomaTenbcTsa Poceuitckoit demepanmu, 2012, N 26, ¢T. 3526; 2015, N 23, ¢T. 3333; 2017, N 52, c1. 8131; 2021, N 43, cT. 7258), MpMKa3bIBA0:

1. YTBepauTh:

Tlopsiiok Ha3HaYeHMs] JIEKaPCTBEHHBIX TIPENapaToB COMIacHo mpitoxkennio N 1;

(dhopmbl peLenTypHbIX G1aHKOB HA JIEKAPCTBEHHbIE IIPerapaTsl COMIACHO IPUIokeHnio N 2;

TTopsimok oopMIeHNS PeLenTypHbIX 6;1aHKOB Ha JIeKapCTBEHHbIe MpernapaThl, UX yUeTa M XpaHeHus! coTacHo mpuioxkeHnio N 3;

(opMBbI GITAHKOB PelenTOoB, COAEPKAIMX Ha3HAUeHE HAPKOTUIECKUX CPEACTB MM IICUXOTPOITHBIX BEIIECTB, COIVIACHO NPUIOKeHMo N 4;

TTopsIoOK M3rOTOBJIEHVS], PacIipeseneHys], pervcTpanyy, yieta M XpaHeHUs PelielTOB, CofepKallyX Ha3HaueH)e HapKOTVYeCKNX CPefcTB MM MCUXOTPOIHBIX BEleCTB COIIACHO
npwiokeHnio N 5;

TTpaBwia oopMIIEHNSI PEIIEIITOB, COgePsKALIX Ha3HaYeHIIe HapKOTUYECKUX CPeCTB M ICUXOTPOITHBIX BEIeCTB, B TOM 4Mcie B (JopMe 1eKTPOHHbIX JOKYMEHTOB COIIacHO
npunoxkeHuio N 6.

2. IIpusHaTh YTpaTUBIIUMMU CUNTY:

npuka3 MuHucreperBa 3apaBooxpanenus Poceuiickoit ®epepauyy ot 1 aprycra 2012 1. N 541 "O6 yrepkgeHnu Gopmbl GIaHKOB PEIeIITOB, ComepKalX Ha3HaueHue
HAPKOTUIECKUX CPEACTB MU TICUMXOTPOITHBIX BEINECTB, TIOPSIIKA UX U3TOTOBIEHS, PACHIPEeIeHNSI, PeTUCTPALNA, YUeTa U XpaHeHus, & Takke MpaBml oQopMIeHus "
(saperucrpupoBad MuHncTepcTBom ocTuiimmn Poceniickoit Mepepauym 15 asrycra 2012 1., peructpaumonnbiii N 25190);

nipuka3s Munucrepcersa 3apaBooxpaHeHust Poccuiickoit ®@enepauyy ot 30 mions 2015 r. N 3851 "0 BHeceHu M3MeHeHNMI B pMKa3 MyHucTepeTBa 3ApaBooxpaHeHus Poccuiickoit
®enepatyn ot 1 asrycra 2012 1. N 541 "O6 yrBepxkaeHny GOpMbl 67IaHKOB PELENTOB, COAPKAIMX HA3HAUEHME HAPKOTUIECKMX CPEJICTB MM TICUXOTPOIHBIX BEIECTB, TIOPSIAKA UX
MBTOTOBJIEHNS, paclipefiesieHysl, PEeIMCTPALN, YUeTa ¥ XPaHeH s, a TakKe MpaByt oGopMmieHus’ (3aperncTpuposan MyHycreperBoM 1octiiiny Poccrtiickoit Genepanyy 27 HOsI6pst
2015 r., permctpannoHHbiit N 39868);

npuka3 MunucrepcrBa 3apaBooxpaHeHus Poccuiickoii ®emepauyy ot 21 anpesst 2016 1. N 2541 "O BHeceHUM HM3MeHeHMIi B IpuKa3 MUHMCTepCTBa 3ipaBooxpaHenust Poccuiickoi
®eneparyn oT 20 mekabpst 2012 1. N 11751 "0O06 yTBepKAeHUM TTOPAKA HasHAUEHYs Y BBITMCHIBAHMS JIEKAPCTBEHHBIX TIPENapaToB, a TaKke (GOPM PeIeNnTYPHbIX 671aHKOB Ha
JIEKapCTBEHHbIE IIperaparhl, MOPAAKa 0QOPMIEHN YKA3aHHBIX 6J1aHKOB, MX ydyeTa ¥ XpaHenus" v npuioxkenye N 2 K npukasy MuHMCTepCTBa 34paBooxpanenns Poccuiickoi
®epneparirin ot 1 aBrycra 2012 1. N 54n "O6 yrBepskaeHny GopMbl GIaHKOB PEIIeNTOB, COAePKAIIMX Ha3HAUeHVE HAPKOTUIECKX CPEJICTB MU IICUXOTPOIHBIX BEIIECTB, TIOPSIAKA X
U3TOTOBIEHMSI, pacpeesieHus], PETUCTPAIVIN, YUeTa U XpaHe s, a TAKKe MpaBmt opopmienns” (3aperncTpupoBal MyHUCTEPCTBOM 10cTiIMN Poccniickoit ®emepauymy 18 mionst
2016 r., perucrpaumoHHbiii N 42887);

MYHKT 4 U3MEHEeHMt, KOTOPbIe BHOCSITCS B HEKOTOPBIE MPMKa3bl MUHMCTEPCTBA 3ApaBoOXpaHeHMsI M COLMANbHOTO passuTus Poccuiickoit deneparinmn 1 MUHUCTEPCTBA
3npasooxpanenus: Poccusickoit Pegepalyy 110 Bompocam o6palLeHyst 1eKapCTBEeHHBIX [IPerapaToB, CoLepsKalyiX HAPKOTUYECKIe CPeLICTBA, IICYIXOTPOIIHbIE BeIeCTBa U UX
IPEKYPCOPBL, 1 TEKAPCTBEHHBIX CPELCTB, ITOAEKAIINX HPeMeTHO-KOIIYeCTBEHHOMY YY€eTY, YTBePK/I€HHBIX IPMKa30M MIHICTepCTBa 37paBooxpaHenys Poceniickoit demepannu
ot 31 orTa6pst 2017 r. N 882H (3aperucTpupoBai MuHMCTepCcTBOM locTuM Poceuiickoit denepanyn 9 susaps 2018 r., perucrpaumonHsiit N 49561);

npukas MuHucrepcrsa 3apasooxpaHeHust Poccuiickoit ®enepauym ot 11 nexabpst 2019 1. N 10211 "O BHeceHUM n3MeHeHMiT B npuitoskerusi N 2 1 4 K npukasy MuHucCTepeTsa
3npaBooxpaHeHus Poccuitckoit @emeparuy ot 1 aBrycra 2012 r. N 541 "O6 yTBepkAeHUM (GOPMbI 671aHKOB PEIIETTOB, COMePKAIUX Ha3HaueHMe HAPKOTUUECKUX CPeCTB MIN
[ICUXOTPOIHBIX BEILECTB, NOPSAKA MX M3IOTOBIEHNS, paclpeie/IeHs, PerycTpauyy, y4era u XpaHeHs, a Takke mpaswi ohopmieHys” (3aperncTpupoBad MYHCTEPCTBOM IOCTULIUI
Poccuiickon ®epepanyu 28 ssupaps 2020 r., perncTpaiMonHsblit N 57293);

npuka3 Munucrepcrsa 3apaBooxpaHeHus Poccuiickoit @epepanyy ot 8 oxrsa6ps 2020 . N 10761 "O BHeceHuy M3MeHeHWi B [TOpsiBoK pervcTpanmm, yuera 1 XpaHeHus ClielMaabHbIX
PelenTypHbIX 6JaHKOB HA HAPROTUUECKIE CPECTBA WY TICUXOTPOIIHbBIE BELIeCTBa, YTBEPKACHHbIN ITpMKa3oM MUHMCTepCTBa 3ApaBooXpaHeHist Poccuitckoit ®emepanmm ot 1
asrycra 2012 r. N 541" (3apeructpuposad Munmcrepersom octuumu Poceuiickoit @epepaumn 13 Hoa6ps 2020 r., perncrpaumoHusiii N 60898);

npuka3 MuHycrepeTBa 3paBooxpaHeHus Poccuiickoit @enepauyy ot 14 siusapst 2019 . N 41 "O6 yTBepskIeHUM NOPSAKa HasHAYEHYS JJeKapCTBEHHbIX [IperapaTos, Gopm
peuenTtypHbix 6J1aHKOB HA [IEKAPCTBEHHbBIE MTPErapaThl, NOpaKa OGOPMIEHMS YKa3aHHbIX OJAHKOB, MX yUeTa M XpaHeHus" (3aperncTpmuposad MuHUCTEpCTBOM 0TI Poccuiickoi
®epeparun 26 mapra 2019 r., perucrpanuosHslit N 54173);

npuka3 Munucrepcrea 3apaBooxpaneHus Poccuiickoii ®epepauym ot 11 gekadps 2019 . N 10221 "O BHeceHMM M3MEHEeHMIT B pyKa3 MuHucTepcTsa 3apaBooxpaHeHust Poccuitckoii
®epeparyn o1 14 ssuBapst 2019 1. N 41 "O6 yTBepskgeHny MOPsLIKa Ha3HaueH s JIeKapCTBeHHbIX IIPenaparoB, GOpM pelienTypHbIX 67IaHKOB Ha JIeKapCTBEHHbBIE MIPerapaThl, MOopsifKa
odopMIeHMsT YKa3aHHBIX GIAHKOB, MX YYeTa U XpaHeHus' (3aperncTpupoBan MuHyucTepeTBOM foctTuiiu Poceuitckoit Geneparm 28 supapst 2020 T., perucTpanmoHubiii N 57292);

npuka3 MunucrepcrBa 3apaBooxpaHeHust Poccuiickoii ®emepanyy ot 8 oxrsiops 2020 1. N 10751 "O BHeceHUM M3MeHeHii B TOPSII0K Ha3HavyeH s IEKAPCTBEHHbIX TIPeNapaToB,
YTBepKIeHHbIi MpUKasoM MyHMCTepeTBa 3apaBooxpaHeHust Poccuiickoit @enepauny ot 14 susaps 2019 . N 41" (3apernctpupoBaH MyHMCTEPCTBOM locTuiinm Poccniickoii
®enepauyn 22 gekadbps 2020 r., perucTpauyontblii N 61695);

MYHKT 3.8 MHCTPYKIMM O TIOPSAIKE BHIMMCBIBAHUS IEKAPCTBEHHBIX TIPEapaToB U 0hOPMIEHMUS PELIENITOB U TpeGoBaHMii-HAKAHbIX, YTBEPKACHHO! MprKasoM MHUCTepCTBa

3, paBOOXPaHEHMSI M COLManbHOro passutusi Poccuiickoit ®epepanyy ot 12 despass 2007 r. N 110 "O nopsizke Ha3HAUEHMSI M BBIIMCbIBAHNMS JIEKAPCTBEHHBIX [IPEIIapaTOB, M3Le/nii
MEIIIIIHCKOTO Ha3HAYEHMSI I CIIeLMaI3MPOBAHHBIX TPOAYKTOB JIeueGHOTO nmuTanms” (3aperncrpupoBad MuHicTepcTBoM ocTuiinm Poceniickoit @emeparuu 27 arnpens 2007 r.,
perucrpaiyoHHblit N 9364);



npuKa3 MyHucTepceTBa 34paBOOXPaHeHUS U COIMaIbHOrO pasputusi Poccuiickoit ®@epepayy ot 17 mast 2012 1. N 5621 "06 yrBepskueny [lopsigka oTiycka Gpusuueckum amiam
JIEKAPCTBEHHBIX IIPEIapaToB IS MeIMIIMHCKOTO IIPUMEHEHMS, COAePKalluX KpoMe MaJIbIX KOMIMYECTB HAPKOTUUECKUX CPEJICTB, IICUXOTPONHBIX BEIeCTB 1 UX IIPEKYPCOPOB ApyTIe
tpapmakonornueckre akTuBHbIE BelecTsa ' (3aperucTpuposal Munncrepcrsom octuoyu Poccuiickoit depeparyn 1 mionst 2012 r., perucrpauuonnsii N 24438);

MYHKT 2 M3MeHeHMt, KOTOpble BHOCITCS B HEKOTOPbIE MPUKa3bl MUHUCTEPCTBA 3/[paBOOXPAHEHMSI 1 COLMATBLHOTO pasBUTuUs Poceuiickoit ®eaepanun, yTBepsKAeHHbIX TPUKA30M
MunucTepeTsa 3apasooxpanenns Poceniickoii @epepati ot 10 mionst 2013 r. N 3691 (3aperncrpuposad Munmcrepersom ioctuumm Poceniickoi ®eaepaunn 15 wionst 2013 1.,
perucrpaunoHHslit N 29064);

npukas Munucrepcrea 3apaBooxpaneHust Poccuiickoii ®epepaumm ot 21 agrycra 2014 r. N 4651 "O BHeCEHMM M3MEHEHUI B TOPSIAOK OTITYCKA (DM3MUSCKUM JINLAM JIEKAPCTBEHHBIX
NpenapaTroB 4JIs1 MeAVLVHCKOTO IIPYMeHeH Vs, CoZiepyKallyIX KpoMe MaJIbIX KOINYeCTB HAPKOTHUECKUX CPeCTB, ICUXOTPOIIHBIX BEIECTB U MX IIPEeKYypPCcopoB Apyrue
(bapmaxonornuecke akKTUBHbIE BEIeCTBA, YTBEPKAECHHBII MTPHKa3oM MYHMUCTEPCTBa 3APaBOOXPAaHEHMs M COIMAMBHOTO pasBuTHs Poccuiickoit ®enepariy or 17 mast 2012 1. N 5620"
(3aperucTpupoBaH MuHUCTEPCTBOM 0CTULIMM Poccuiickoit Depepamym 10 ceHTsiopst 2014 r., permcrpauyonnsiii N 34024);

MYHKT 1 USMEHEHU, KOTOpbIe BHOCATCS B HEKOTOPBIE MPUKa3bl MUHUCTEPCTBA 37 paBOOXpaHeHNs M COLMANbHOTO pasBuTus Poccuiickoit @epeparnm u MuHUCTEPCTBA
3 paBooxpanedns Poccuiickoit Pepepanyn, yrBepsKAeHHbIX MPMKa3oM MuHMcTepCTBa 3apaBooxpaHenms Poccuiickoit ®egepaumy ot 10 centadps 2015 r. N 634H (3apermcrpupoBas
MiuHucTepcrsoM toctutinm Poceniickoii @enepanunm 30 centsbps 2015 1., permcrpauyoHsetii N 39063);

IIYHKT 3 U3MEeHeHMi, KOTOpble BHOCSITCS B HEKOTOpPbIe NpyKasbl MUHMCTEPCTBA 3paBOOXPaHeH sl M COLMaIbHOrO pa3BuTus Poceuiickoi ®enepauyn v Munucrepcrsa
3paBooxpaneHust Poccuitckoit ®eaepanym 1Mo BOIIpocam 06paiie st 1eKapCTBeHHbBIX MIPeIapaToB, COMePKAIMX HAPKOTUIECKME CPECTBA, ICUXOTPOITHBIE BEIecTBa U UX
TPCKYPCOPOB, M JICKAPCTBCHHLIX CPCACTB, MOAJCKAIIUX ITPCAMCTHO -KOMNUYCCTBCHHOMY YUCTY, YTBCPKACHHLIX MTPUKAa30M MI/[HI/[CTCpCTBa 30paBOOXPaHCHMUS Poccuitckoit CDC,I[CpaL[I/[I/[
ot 31 oxrsi6pst 2017 1. N 882H (3apeructpupoBad MunucrepcTBom wctuumy Poccuiickoi ®egepauyu 9 sasapsa 2018 r., perucrpauyonusiii N 49561).

3. PeuentypHble 6maHku dopmsr N 107/y-HII, M3rOTOBIEHHbBIE A0 HS BCTYIUIEHMS B CHITY HACTOSILIETO TIPHMKa3a, MOTYT ObITh MCITONB30BaHbI 1o 1 Mapra 2023 roaa.
4. Hacrosinit mpykas Berymaet B cuny ¢ 1 maprta 2022 1. u fefictByert o 1 mapra 2028 r.

MuHucmp
M.A. MYPAIIIKO

Ipunoxcenue N 1

K npukazy Munucmepcmaa 30pasooxpaHenus
Poccutickoti dedepayuu

om 24 Hosbps 2021 2. N 10941

IMMOPAIOK HASHAUEHU A JIEKAPCTBEHHDBIX TTPETTAPATOB

I. OG1IMe mOIOKe s

1. Ha3HaueHMe JIeKapCTBEHHBIX MPENapaToB [ MESULIMHCKOTO NPUMEHEHMUS (1aJIE€ - IEKAPCTBEHHBIE MTPenapaTbl) OCYLECTB/ISETCS JIeYaluM BpayoM, Gebiuepom, akymepkoii B
CIydae BO3/I03KeHMS HA HUX OJTHOMOUMIA JIealllero Bpaya, py OKa3aHuyu MeAUIIMHCKON NOMOIIY B MeAUIIMHCKUX OpraHu3almsx <1>, B opsifike, yCTAHOBIEHHOM IIPUKA30M
MUHUCTEPCTBA 3IPaBOOXPAHEHMS 1 COLMATbHOTO pasBuTus Poccuiickoii demeparimn ot 23 mapta 2012 1. N 252H "0O6 yreepkaenny [Topsaaka Bo3okeHMs Ha denbaniepa, akylepKy
PYKOBOZAMTENEM MeLLMHCKOII OPranmM3aLmy [Py OPraHu3anuu OKa3aHyst HepBUUHON MeIVMKO-CAaHATAPHOM MOMOLLY §i CKOPOJ MeAMUVHCKOM MOMOLUIY OTAENbHBIX HYHKL
Jleyalnero Bpayva o HeltoCpeICTBEHHOMY OKa3aHUI0 MeTUIIMHCKOM TOMOUIY MAlMEHTY B ITepUoz HabIIoIeHUs 32 HUM M €0 JledeHUsI, B TOM uiciie [0 Ha3HaYeHMIo ¥ IPUMeHeHUIO
JIeKapCTBEHHBIX MPeNapaToB, BKAKUAs HAPKOTUUEeCKYe IeKapCTBEHHbIE Mpenaparhl ¥ MCUXOTPOIHbIe IeKapCTBEHHbIE pernapaTsl’ <2>, MHAVBULYANbHLIMY ITPEeNIPUHYMATEISIMHA,
OCYILLECTBIISIIOLIMMU MEAVMLMHCKYIO JesITeIbHOCTD (Bajiee - MeJUUMHCKYE PAGOTHUKMN).

<1>TIyukr 11 crarbyu 2 GegepanbHoro 3akoHa ot 21 Host6pst 2011 r. N 323-D3 "O6 ocHOBaxX oxXpaHbl 37[0POBbs TpaskiaH B Poccuiickoit enepar’ (CobpaHite 3aKOHOJATENbCTBA
Poccuitckoit depeparuu, 2011, N 48, 1. 6724, 2019, N 52, cT. 7796) (nanee - GenepanbHblit 3akoH N 323-D3).

OdumanbHbI MCTOUHMUK SMEKTPOHHOTO IOKYMEHTA CONEePKMUT HETOUHOCTh: MMeeTcst B BUAY MyHKT 11 uactu 1 cratby 2 @enepanbHoro 3akoHa ot 21.11.2011 N 323-03.

<2> 3apeructpuposad Munucrepcrsom rcrunuu Poccniickoin depepauyn 28 anpens 2012 r., perucrpaymonsbiit N 23971 ¢ M3MeHeHUAMM, BHECEHHBIMMU NPUKa3oM MuHucTepeTsa
3npaBooxpanenmst Poccuiickoit @egepanvy ot 31 oktsi6pst 2017 1. N 882H (3aperncrpyupoBad MuHycTepcTBoM loctutiyy Poceniickoit @epepannu 9 siBaps 2018 r.,
perucrpanmoHHbIit N 49561).

MeaniyHCcRMi paGoTHUK, 0GOPMUBILNIE PEIIENT ¢ HapyLIeH)eM HACTOSIIIEro TIOPSILKA, WV PYKOBOAUTENb MEAMIIVIHCKOI OpraHu3aluy o6ecrieunBaloT cBoeBpeMeHHOe
nepeodopmienne TpeGyemoro /i NalMeHTa pelenTa.

2. CBeneHMsI 0 Ha3HAYEeHHOM JIEKAPCTBEHHOM IIpernapare (HayMeHOBaHMe JIeKapCTBeHHOrO Iipelapara, 031pOBKa, croco6 BBeJeHUs 1 TIpyUMeHeHN s, PEXXVM O03MPOBaHMsI,
TPOAO/DKUTETbHOCTD JICUEHHST U 060CHOBaHME Ha3HAUEHS JIEKapCTBEHHOTO MpernapaTa) BHOCATCS MeIMIIMHCKUM paﬁOTHI/IKOM B MeIMUVHCKYIO JOKYMEHTAIMIO MaliMeHTa.

B cryuasx, yrasaHHbIX B TyHKTax 8 - 11 Hacrosiero Iopsaka, MeIMIIMHCKIIT paBOTHMK, HA3HAUMBIIIAIT JIEKApCTBEHHDI TIpenapart, opopMIIsieT Ha3HaUueHMe JIeKaPCTBEHHBIX
TperapaTos, B TOM UMC/Ie mogjiexxaux M3roToBJA€HMIO M OTITYCKY allIT€UHbIMM OPraHmn3aiuusamm (ganee -JIeKapCTBEHHbIE IIpernapaTbl MHAVBUAYAJIbHOIO IVISI‘OTOBIIEHVIF[), Ha
penernTypHom GJIaHKE, UCbOpMJ'[EHHOM Ha GyMa)KHOM HOCHTEJIE 3a CBOEIT TOAIIVICBIO (,uanee - PELEeIT Ha GyMa)I(HOM HUCI/ITEIIE), " (I/[J'[I/[) C Cormacus rnanyeHTa uiM ero 3aKOHHOTro
MpenCTaBuTeNs <3> Ha pelielTypHoM 61aHKe B GopMe 3JIeKTPOHHOTO IOKYMEHTa € MCIIOMb30BAHIEM YCHMIIEHHO KBATUMUIMPOBAHHOM 3MeKTPOHHOI NOATIUCYA MEAULIMHCKOTO
paborHuKa (majnee - peuent B GopMe IEKTPOHHOTO LOKYMEHTA).

<3> [lyukr 2 cratby 20 Gegepanbroro 3akoHa N 323-®3 (Cobpanmne 3akonogarebcrsa Poceniickoii @egepaumu, 2011, N 48, cr. 6724; 2021, N 27, c1. 5159).

Perient B popMe dMEKTPOHHOTO OKYMEHTA, COAEPKAlIi Ha3HAUeHMe HaPKOTUUECKUX CPEICTB MM TICUXOTPOITHBIX BELIeCTB, TIOMMChIBAETCS ¢ MCMOMb30BAHMEM YCUTEHHOI
KBaIM(DULIMPOBAHHOI /IEKTPOHHO ITOLIICH JIeYallero Bpava ywiu ¢esbauepa, akyLepky, Ha KOTOPbIX BO3JIOKEHbI ()YHKLMI JIeYallero Bpaya, ¥ COOTBETCTBYIOLLE/  MeJVILVHCKO’
opraHusanuy <4>.

<4> [Iyukr 1 cTathy 26 PenepasbHOro 3akoHa o 8 aHBaps 1998 r. N 3-03 "O HapKOTHUECKMX CPeJCTBaX M MCUXOTPOIHLIX BelllecTBax" (CobpaHme 3aKoHOIAaTeNbeTBa Poceuiickoit
®depepanyu, 1998, N 2, ct. 219, 2017, N 31, cT. 4791) (nanee - denepanbHbplil 3akoH N 3-D3).

OdopMmiteH1e perenToB B popMe 3MeKTPOHHBIX JOKYMEHTOB OCYLIECTBASAETCS B ¢Iyuae TPUHSATUS YITIOTHOMOYEHHBIM OPraHOM UCIOMHUTENbHOI BaCTH Cy6bekTa Poccuitckoi
depeparym B COOTBETCTBIM C IIyHKTOM 4 cTaTbhy 6 PepepanbHoro 3akoHa ot 12 anpesst 2010 1. N 61-03 "O6 o6palueH 1eKapCTBEHHbIX CPeLCTB” <5> pewenys 06 MCII0Ab30BaHuM
Ha TepPUTOpPII cyGbekTa Poccuiickoit defepariit Hapsy ¢ PeIernTamMi Ha JIEKAPCTBeHHbIe MpernapaThl, 0hopMIeHHbIMI Ha 6YMaXKHOM HOCITeNE, PEIeNITOR Ha JIEKAPCTBEHHbIE
npenapaTsl, chOpMMUPOBAHHBIX B (POPME TEKTPOHHBIX JOKYMEHTOB.

<5> Cobpanme 3akoHOmaTenbCTBa Poccuitckoit depepaiy, 2010, N 16, cr. 1815, 2019, N 52, ct. 7793,

3. [Ipu BBIMMCKE TTAIMEHTa U3 MEAUIMHCKOM OPTaHM3anMy, B KOTOPOit €My OKasblBasach MeIMIIHCKAs TOMOIIb B CTAMOHAPHBIX YCIOBUSX, TP HEOOXOAMMOCTY TIPOAOIKEHS
rpyemMa JIeKapCTBEHHOTO Ipenapara B aMOy/IaTOPHBIX YCIOBUSIX LAHHOMY IALJMEHTY 110 PeLIeHUI0 PYKOBOAUTE/ISI MEAVLUMHCKOM OpraHu3aLmy Ha3HavaoTcst ¢ ohpopMIeHneM



petiernta B (hopMe 31eKTPOHHOTO LOKYMEeHTa ¥ (M1M) Ha 6yMaskHOM HocuTesIe (3a MCKTIoueHeM ohopMIeHYsI PelelToOB Ha JeKapCTBeHHbIe IpertapaThl, MOAJIeKaIe OTIyCKY
6eCcnIaTHO MM CO CKUAKOI) 60 BbIAAKOTCS (TTAIMEHTY 1511 €T0 3aKOHHOMY ITPEACTaBUTENI0) OHOBPEMEHHO C BBIITUCKOM M3 UCTOPUM GOJIE3HY JIEKAPCTBEHHBIE TIPenaparsl, B TOM
4YMC/Ae HAPKOTUYECKUE M IICUXOTPOITHBIE JIEKaPCTBEHHbIE TIpernapaTel, BHeCeHHbIe B crivcku 1T v 111 nepeuns HapKOTHYECKMX CPeACTB, ICHMXOTPOITHbBIX BELIECTB M UX MPEKYPCOPOB,
nojyIexkammx KOHTpoio B Poccuiickoit ®epepanyy, yreepxiaeHHoro I[pasurenscrsom Poceniickoit @enepanym <6> (nanee - [lepeueHb), CMIIbHOLEICTBYIONIVE IeKapCTBEHHbIE
Mpenaparsl, Ha CPoK MpUeMa IalMeHTOM 10 5 AHE.

<6> [IyHkT 2 cTaThy 2 MemepanbHoro 3akoHa N 3-®3 (Cobpanne sakoHomaTenbcTBa Poccuiickoit denepar, 1998, N 2, ¢1. 219; 2016, N 27, cT. 4238).

4. HasHaueHMe JleKapCTBEHHbIX IIpeiapaToB [IPU OKa3aHNUU MeIMITMHCKOI ITOMOIIY B CTAlIMOHAPHBIX YUIOBUSIIX MOYKET OCYIILECTBIASTHCA ITOCPEACTBOM TpeﬁOBaHMfI MeAUIMHCKOM
OPrallM3auyy, IIANPABAAEMbIX B 2IITEYIIbIe OPTallM3aLyy, AB/AIOWMECS CTPYKTYPIBIMU IIOAPA3AEIEIIMIMY MESULMIICKOM opranusanumu. <7>

<7> Ilyukr 54 cratbyu 4 Gegepanbroro sakoHa or 12 amperst 2010 1. N 61-03 "06 obpameHny iekapcTBeHHbIX cpencts’ (Cobpanyie sakoHogarenbeTBa Poceniickoi ®egepauym, 2010,
N 16, ct. 1815; 2019, N 31, cT. 4456) (nasnee - PegepanbHbIit 3akoH N 61-D3).

5. HazHayeHye JIeKapCTBEHHbIX NIPeIapaToB OCYIECTBASETCS MeaUIHCKIM PaGOTHUKOM 10 MeXAYHAPOSHOMY HEMATeHTOBaHHOMY HAaMMEHOBAHMIO, @ IIPY €0 OTCYTCTBIM -
TPYIIIIMPOBOYHOMY MM XUMMUUECKOMY HaMMEHOBaHMIO. B c/rydyae OTCYTCTBUS MEXIYHAPOIHOTO HEMATEHTOBAHHOIO HAMMEHOBAHYS M TPYMIMPOBOUHOTO MY XMMUYECKOTO
HAMMEHOBAaHYS JIEKaPCTBEHHOIO IIperapara JIeKapCTBeHHbIji Iperapar Ha3HauaeTcss MeJLMHCKIM PaOOTHMKOM 110 TOPTOBOMY HaMEHOBAHMIO. [Ipy HanMumu MeAMUMHCKIX
rokasaHmit (MHAUBUAYaIbHAS HEeIIePeHOCUMOCTb, 110 SKM3HEHHBIM ITOKa3aHMSIM) [0 PeLIeHUE0 BpauebHOM ROMMCCUU MEIMIIMHCKOM OpraHm3anmy <8> OCyllecTBISIeTCSI Ha3HaueHue
u obopMIeHMe Ha3HaueHMs TIEKaPCTBEHHBIX [TPENapaToB, He BXOIAIINX B CTAHAaPThl METUIIMHCKOI TOMOLIY, paspaGoTaHHbIe B COOTBETCTBUM C MYHKTOM 14 cTaThu 37
depepanpHoro 3akona N 323-03 <9>, yiy He NPesyCMOTPEHHBIX COOTBETCTBYIOLLES KIMHMYECKOI PEKOMEHIALMEI, 6O [0 TOPrOBbIM HAMMEHOBAaHAM. Pelienye BpauyeGHoi
KOMMCCHI MEIAIIVTHCKOV opraHisanym Gukcupyercs B MEIHMINHCKOI TOKYMEHTALMY [alieHTa 1 B XKypHaJie Bpaue6GHOIi KOMICCUU.

<8> [Ipukas MuHuCTEpCTBa 3APAaBOOXPAHEHMS U COIMAIBLHOTO pasBuTust Poccuiickoit @enepauyy ot 5 mas 2012 1. N 5021 "O6 yTBepskAeHUM TTOPSIAKE CO3MaHUS U AeSITeNbHOCTI
BpaueBHOM KOMMUCCHM MEIMUMHCKOIM Oprannsanuu” (3aperncTpuposat Munucrepcersom octuumm Poceniickoii @epepauyu 9 mions 2012 r., perucrpaunoHusiii N 24516) ¢
M3MEeHeHMsIMM, BHeCEHHBIMY TTPMKa30M MuHMcTepCTBa 3npaBooxpanenyst Poceniickoit @egepariny ot 2 gekabpst 2013 r. N 886H (3aperucTpupoBad MyUHMCTEPCTBOM I0CTULIMM
Poccuiickon ®epepanyu 23 nqeradps 2013 1., perucrpaumonssiit N 30714).

<9> Cobpanne 3akoHomarenbcTBa Poccnitckoit depepatiim, 2011, N 48, ct. 6724.

Eciv py 0KasaHuyM NaLyeHTy MegUMUHCKOM NOMOLUY B MEAVLIMHCKOM OPraHmM3aumy B CTaLIOHAPHBIX YCIOBMSIX 110 PeIeHMIO BPaueOHO i KOMUCCHY OCYLLECTBISIIOTCSI Ha3HaYeHIe
i IPYIMEHeHIe JIEKAPCTBEHHOTO MperapaTa ¢ KOHKPETHBIM TOPrOBbIM Ha¥IMEHOBAHIEM, TO TIPY OKa3aHNM JAHHOMY TAIVIEHTY MeIUIITHCKOM TOMOIIM B MHOM MeVIIMHCKOM
OpraHu3alyu B CTAlIMOHAPHBIX YCIOBUSX, 8 TAKKE B aMOYJIaTOPHBIX YCIOBUSIX OCYIIECTBISIETCS HasHAUEHME eMY JIeKaDCTBEHHOTO Mpernapara ¢ TEM JKe TOPTOBLIM HauMeHOBaHMeM
<10>.

<10> ITyukr 2 mocranosiaenus: [IpaBurenbcrBa Poceuiickoit @egepanyy ot 30.06.2020 N 965 "O BHecenny nzmenenuii 8 lpasuina GopMupoBaHMst 1€ PeUHs 1eKapCTBEHHBIX CPEACTB,
3aKYIIKa KOTOPBIX OCYIIECTB/SIETCSI B COOTBETCTBUM C UX TOPIOBBIMY HAUMEHOBAHUSIMY, 1 O IPMMEHEHUH JIeKAPCTBEHHbIX MPerapaToB ¢ KOHKPeTHbIMY TOPrOBBIMM
HaumeHnosBaHusimu” (Cobpanne 3akoHogaTenbeTsa Poceuiickoit depepauym, 2020, N 28, cr. 4422).

6. HazHaueHye JeKapcTBEHHOTO TperapaTa B PelernTe Ha GyMaskHOM HOCUTeNIe WK pelienTe B GopMe 37eKTPOHHOTO A0KYMeHTa 0hOopMIISIeTCS Ha UMsI TIallMeHTa, 17 KOTOPOTro
npegHa3HayeH JeKapCTBEHHbIN pernapar.

PerienT Ha GyMaskHOM HocuTeNe, 0hOpMIEHHBIH Ha pelienTypHoM 6manke dopm N 107/y-HII, N 107-1/y, N 148-1/y-88, N 148-1/y-04(1), yTBepskIeHHEIX HACTOSAIINM IIPUKA30M,
MOJKET GbITb I10O/Iy4€eH NALMEeHTOM, €r0 3aKOHHBIM ITPeACTABUTENEM WM JIMLIOM, MMEIO M 0(GOpMIeHHYIO B COOTBETCTBIMM € IPAKIAHCKUM 3aKOHOAATENIbCTBOM Poccyiickoil
®eneparyn JOBEPEHHOCTD OT ITallMeHTa Ha NTPaBo MOJy4eHMst TAKOTo pelerTa (Jauee - yoMHOMOYEHHOe JIUIO).

TpencraBienye OBepeHHOCTY He TpeGyeTcst B ciydae MOAyYeHNs PellelTa Ha JIeKapCTBeHHbII [IperaparT Ajisl MHKYPabenbHOro 60JIbHOIO Ha 3aBepIIaloIleM 3Talle ero KU3HM JTUI0M,
OCYIIECTBIISIIONIMM VX0, 32 TAKUM VHKYpabenbHbIM G0ILHLIM. B TakOM cryyae MeIUIIMHCKMIT PAGOTHUK BBLIAET JIMITY, OCYIIeCTBISIIOIEMY VX0, 338 MHKYpaGe bHbIM GOIbHBIM,
JIOKYMEHT, [0 TBEPXKAAIONIIIT MHKYpPaGeabHOe COCTOsIHIE GONbHOIO, COAEPXKALIMI CBEAEHUS O JINIe, KOTOPOE OyIeT MonyyaTh IeKapCTBEHHbIE PenapaTs 1o peuernry (Gammims,
MMSI, OTYECTBO (ITOCeAHee - IIPY HAIVYMN), BUZ, CePYst ¥ (M/IM) HOMep AOKYMEHTa, YA0CTOBEPSIOIIero JIMYHOCTD), 3aBePeHHbII ITOIIVChIO M I1eYaThio JaHHOTO MeAVIVHCKOTO
PpaGoOTHMKA, a TaKoKe [Ie4aTblo MeJUIMHCKON OpraHn3alm.

HOKYM(:‘HT, TIOATBEPKIAIOM M I/IHK\/pa6EJ’IbHOE COCTOsSIHVIe 60JII>HOI‘0, OCTaeTCsl B aITeYHOV OpraHm3aluin.

Peuent B popme 3/1eKTPOHHOTO AOKYMEHTA (POPMUPYETCS C UCTIOIb3OBAHMEM TOCYAAPCTBEHHOM MH(POPMALMOHHOM cucTeMbl B cepe 3apaBooxpaHenus cyobekra Poceuiickoi
Depepariyin, MESUIMHCKON MHPOPMAIIOHHO CUCTEMbI MeIVIIVHCKOM opranm3anmm <11>.

<11> Crarpy 91 u 91.1 ®epmepanpHOro 3akoHa N 323-®3 (CobpaHue 3akoHOAATENbCTBA Poccuitckoit Gemeparuu, 2011, N 48, cr. 6724; 2021, N 27, cr. 5141).
@akT BbIIAUM pellelTa Ha JIeKapCTBEHHBIN [IperapaT 3aKOHHOMY IIPeACTaBUATENIO WM YIIOTHOMOYEHHOMY JUITY GUKCMPYeTCsl B MEAMLMHCKOI JOKYMEHTAIMM [alMeHTa.

7. MeauumMHCKMM pabOTHHKAM 3anpeniaercst 0popMIISTh PELIENTbI IPU OTCYTCTBUM Y MALMEHTA MEAULMHCKIX TIOKA3aHUIA; Ha He3aPerucTPMPOBAHHbIE JIEKAPCTBEHHbIE TIPernaparsl
<12>; Ha JIeRAPCTBEHHBIE IPEIIapaThl, KOTOPHIE B COOTBETCTBUM € MHCTPYKLMEN 110 MEAVIMHCKOMY ITPUMEHEeHUIO NpeHa3HAUEHbI /ISl IPUMEHEHMS! TOJIBKO B MEIUIIMHCKUX
OpraHM3alMsIX; Ha HAPKOTUUECKME CPeCTBa U NMCUXOTPOMHBIE BellleCTBa, BHeceHHbIe B cnicok |1 [lepeuHs, 3aperncTpupoBaHHble B KaUeCTBe JeKapCTBEHHBIX MPeraparoB, B LeNsIX
TIPYIMEHEeHMS [151 JIeueHysl HApKOMaHMM.

<12> Pemenye CoBera EBpa3suiickoit 3KOHOMMYECKO# Komyccuu ot 3 Hosiops 2016 1. N 78 "O IIpaBuiaax perucrpaniyy v 3KCIIePTHU3bl TeKapCTBEHHbIX CPELCTB LI MEAUIIVHCKOTO
npumeHenns:” (opuimanpHEL caiT EBpasuiickoro sKOHOMMUUecKoro colosa http://www.eaeunion.org/, 21 Host6pst 2016 1.). CraThs 13 Gemepanbaoro sakona N 61-03 (Cobpanne
3aKoHOzaTenbeTBa Poccuiickoit degepaumu, 2010, N 16, cr. 1815; 2020, N 14, cr. 2028).

VIHAVBUIYaTHHBIM TIPEAIPHHUMATESIM, OCYIECTBISIOMMM MEAUIMHCKYIO AeSTeTbHOCTh, TOTIOMTHUTENBHO K TPe60BaHUSIM, YKa3aHHBIM B a03alle MepBoM HAaCTOSIIIEro MyHKTa,
3anpelaercss opOpMIIATb PELENTb Ha HAPKOTUUYECKVE CPELCTBA M [ICMXOTPOIIHbIE BelecTBa, BHeceHHbIe B criiucky I1 v 111 [lepeuns (nanee - HAPKOTUUECKIE 1 IICHXOTPOITHbIE
JleKapcTBeHHble TpenapaTsl cruckos 11 u 11T TTepeunst).

8. le/l Ha3HAYE€HUMN HAPKOTNYECKMX M IICUMXOTPOLIHbIX JIEKAPCTBEHHbIX 11pellaparoB ClincKd II Hepe‘mx, 3d MCK/IIOYEHIeM JIEKaPCTBEHHbIX LIpelapartos B BUAe 1'paHCUePMallbHblX
TepareBTHYeCKUX CUCTEM U JIeKAPCTBEHHBIX [TPENapaToB, COAEPKAIX HAPKOTHUECKOE CPeICTBO B COUETAHMI C RHTATOHUCTOM ONMOMIHBIX PEIeIITOPOB, PENeIThl Ha GYMaskHOM
HocuTesne ohopMISIIOTCS Ha petenTypHom 6aanke dopmsr N 107/y-HIT.

9. PenienTypHblii 6maHK hopmbl N 148-1/y-88 odopminsiercst mpy HasHaUeHUIU:

1) HapKOTMYECKUX U NCUXOTPOIIHBIX JJeKapCTBEHHDIX Ipenaparos ciiicka 1 [Tepeunst B Bujie TpaHCAepPMalIbHBIX TePaleBTUYeCKMX CUCTEM, HAPKOTUUECKYX JIEKAaPCTBEHHBIX
npenapatos criycka Il [TepeqHs, cogepskallyx HAPKOTUYECKOe CPeICTBO B COUETAHMY C AaHTArOHUCTOM ONMOMHBIX PEeLIeNITOPOB, ICUXOTPOIHbIX JIeKAPCTBEHHBIX IIPEIapaToB CII/CKa
11T TTepeunst;

2) KOMOMHMPOBAHHBIX JIEKAPCTBEHHBIX IIPENIAPATOB, COLEPKALIMX:

a) KOIEWH MJIM €ro CoJiu (B IepecyeTe Ha YMCTOE BEIIECTBO) B KOMuecTse 10 20 Mr BKJIIOUMTEIbHO (Ha 1 103y TBep/Oil iekapeTBEHHOM opmbl) MM B Komuyectse 70 200 mr
BRIIOUMTENBHO (Ha 100 M wimm 100 1 5KMAKOIM JIeKapCTBEHHOI (POPMBI ISl BHYTPEHHETO IIPUMEHEHMSI);

6) 1ceBroadenpyHa IuAPOXIOPI, B KOMMUECTBe, peBblianieM 30 Mr, 1 10 60 Mr BKIIIOUMTEAbHO (Ha 1 J03y TBepLovi tekapcTBeHHOM GopMbl);



) IceBLo3GbenpyHa TMAPOXIOPKT, B KOIMUECTBe, IpeBbliiaiieM 30 Mr, 1 10 60 Mr BKIIOYMTEIbHO B COYETAaHUM C ZeKCTpoMeTOphaHoM I'MAPOGPOMILOM B KOIMYECTBE,
npesbimratoiem 10 mr, 1 4o 30 MT BRKAIOUMTENBHO (Ha 1 J03y TBep0ii TeKapcTBeHHO (GopMEl);

1) mekcrpomeropdana ruapobpomus B Konmuectse 10 200 Mr BrIroUnTeIbHO (Ha 100 Myt it 100 1 5KMAKOM TeRapCTBEHHOM (OPMBbI I/t BHYTPEHHET0 IIPUMEeHEHMUSI);

n 3despuHa TUAPOXJIOPHL B KOMMYECTBe, IpeBbimaomem 100 mr, 1 4o 300 mr BRIounTenbHo (Ha 100 M wim 100 1 5kMAKOI iekapcTBeHHOIT (JOPMBIL /ISl BHYTPEHHEro
TIPUMEHEHMS);

) adenprHa IMAPOXIOPU] B KOMMYeCTBe 10 50 MI' BRIIOUHTENBHO (Ha 1 03y TBepAOi 1eKapcTBEHHOI GOpMBI);

) (QEHWIIIPOIIAHONMAMMH B KOJIMUECTBE IO 75 MI BRIIIOUMTEIBHO (HA 1 103y TBep/oi iekapcTBeHHO (hopMbr) mim g0 300 mr sriaounTensHo (Ha 100 v man 100 rskmuakoit
JIeKapCTBeHHOI (hOPMBI [Is1 BHYTPEHHEIo IIPYIMeHeHysT);

3) (eHOBap6GUTAN B KOMMUYECTBE 40 15 MT BKIIIOUUTENBHO B COUETAHUY C KOLEMHOM (MM ero COMSIMI) He3aBUCUMO OT KonuuecTsa (Ha 1 103y TBepaoii nekapcTBeHHO GpopMmbr);

w GeHoBap6uTan B Kosmdecrse 10 20 MI BRIOUUTEIBHO B cOUeTaHMN ¢ 3eAPUMHOM IMAPOXIOPUIOM HE3aBUCUMMO OT KOIMYecTBa (Ha 1 103y TBep/it ieKapcTBeHHOM hopMbl);

¥ XJIOPAMAa3eNoKCU]L B KOIMUeCTBe, peBbimatoiiem 10 mr, u 1o 20 Mr BRIIOUMTEIbHO (Ha 1 103y TBeproii TeKapcTBeHHOI (hOpMBI);

3) JIeKapCTBEHHBIX [IPEeIIapaToB MHIMBUAYAIbHOIO M3TOTOBIEHS, COqePIKalX HAPKOTNYeCKoe CPeICTBO WV IICHXOTPONHoe BellecTso ciiicka II [Tepeuns, n apyrue
(apmaxonornuecke akKTUBHbIE BEIECTBA B 103€, He MPeBbIIIaoIesi BLICIIYIO PAa30BYIO 03V, U IPH YCIOBUY, UTO STOT KOMGMHMPOBAHHbII T€KapCTBEHHBIH MpenapaT He SBISeTCs

HAPKOTUYECKVIM IV TICHXOTPOITHBIM JIEKAPCTBEHHBIM IIperiapaTtom ciivicka II Ilepeuns;

4) JIEKapCTBEHHDIX IIPENAPATOB, BKIIOUEHHDIX B IEPEUEHb JIEKAPCTBEHHDIX CPEJCTB [/151 MEIULMHCKOTO IPUMMEHEH NS, TIO/IEXAIMX MPEeAMETHO-KOIMUECTBEHHOMY YUETY (fanee -
JIeKapCTBEHHbIe TIperapaThl, BKIOUeHHbIe B riepeyeHb [TKY) <13>.

<13> [lommyHKT 5.2.171(1) myHKTa 5 nocraHosnenus [IpaBuTtenbcra Poceuiickoii @eaeparyn or 19.06.2012 N 608 "06 yreepsknennn [lonokeHnst 0 MMHUCTEPCTBE 31paBOOXPAHEHNSE
Poccuiickoit Gepepauyu” (manee - [onoxenne o Munncreperse) (Codpanne sakoHoaaTebCTBa Poceniickoin deaepaumu, 2012, N 26, cr. 3526; 2013, N 16, ct. 1970).

10. Perentypubiii 6;aHK popmbl N 148-1/y-04(;1) oopmiadeTcs: Ipy HazHaUeHUY JIEKAPCTBEHHBIX MTPEapaToB rpakaaHaM, MMeIOIIMM NpaBo Ha GecIyIaTHOe MonydeHue
JIeKapCTBEHHBIX IIPeIIapaToB WV ITONyYeHye IeKapCTBEeHHbIX IIPerapaToB Co CKUAKOM.

11. PeuentypHbiiit 6aaHk dopmst N 107-1/y odopmiisiercs nmpy Ha3HAUEHNM:
1) JNIeKapCTBEHHbBIX ITPEMapaToB, He YKa3aHHBIX B MyHKTAx 8, 9 HacTosero [lopsiaka;

2 KOMGMHMPOBBHH]}IX JIEKApPCTBEHHDIX ITPenapaToB, COepKaliux:

a

9ProTaAMUHA MUIPOTAPTPAT B KOIMUECTBE N0 5 MI BKIKUMTEILHO (Ha 1 703y TBep0i IeRapCTBeHHOI (opMbI);

6) adeapuHa rumpoxaopua B Komdectse Ao 100 Mr BraounTeabHO (Ha 100 wut mnm 100 T 5KuAKRO TeKapcTBeHHOI JOPMBI JI/isi BHYTPEHHETO TPUMEHEHNST);

) TCeBRO3(enPVHA ITHAPOXIOPIL B KOIIYECTBe, He Ipesbliiatoniem 30 mMr (Ha 1 fo3y TBepAoii ekapcTBeHHOI Gopmbl);

rceBaoadeapuHa rugPOXIOPIL, B KOJMYECTBE, He Ipepbianiem 30 Mr, B COUeTaHMY C LeKCTPOMEeTOP(aHOM rMAPOGPOMMIOM B KOJIMYECTBe, Ipesbimaoiem 10 mr, u 10 30 mr
BKIIOUMTENBHO (Ha 1 103y TBEpAOii TekapcTBeHHOI GOPMBI);

T

1 JercTpometopdaHa ruapo6pOMILL B KONMUECTBe, TIpeBbiiiatoniem 10 Mr, 1 10 30 MT BKIIOYJITENBHO (Ha 1 03y TBEpOoii iekapcTBeHHO T GopMbl);

¢) (eHobapbuTan B KOMMUeCTBe, IIpeBbiiaoem 20 Mr, 1 £0 50 Mr BKJIIOUMTENBHO (Ha 1 03y TBepAoit iekapcTBeHHOIT GOpMbI);

x) (eHoGap6uTaI B KoauyuecTse 4o 20 MI BKIIOUMTENbHO B COUTAHMM C 9PrOTAMMHOM IUAPOTAPTPATOM HE3aBMUCYMO OT KoJm4uecTBa (Ha 1 o3y TBEpLOii IeKapcTBeHHO (OPMBI);
3) XJIOPLMA3EIOKCHUT, B KO/MYeCTBe 10 10 Mr BRIIOUMTENbHO (Ha 1 103y TBEPLOI IeKapCTBEHHOI (POPMBI).

12. [Ipy Ha3HAYEHMM JIEKAPCTBEHHOIO [IPENAPaTa MHIMBIAYAIBHOIO M3IOTOBIEHMS B PELelTe Ha 6YMas)KHOM HOCKTeNe 1 (1an) peuerTte B GOpMe 31eKTPOHHOIO AOKYMEHTA
HAUMEHOBAHMS JIEKAPCTBEHHBIX CPEICTB (BELIECTB), BKIIOUEHHBIX B IiepeueHb [KY, yKa3bIBaloTCsl B HAYaIe pelerTa, 38TeM - BCe OCTATbHbIe UHTPeUEHTBI.

13. [Ipu Ha3HAUEHMM JIGKAPCTBEHHOIO [IPerapara B peLerire Ha 6yMaxkHOM HocuTesIe ¥ (W) pererite B popMe 91eKTPOHHOIO LOKYMEHTa 3alIPeIaeTcsl IIPeBbILaTh KOMNIeCTBO
HAPKOTUUECKUX CPEACTB MIY TICUMXOTPOITHBIX BEINECTB, KOTOPOE MOKET ObITh BHIMMCAHO B OTHOM pellenTe, ycTaHoBAeHHoe npuiokenreM N 1 K Hactosimemy [lopsaaky, 3a
MCKIIOYEHMEM CTy4YaeB, YKa3aHHBIX B IIYHKTAxX 15 u 24 Hacrosiwero ITopsiaka.

14. IIpy Ha3HAUEHMY JIeKaPCTBEHHbIX MPENapaTos, BKIIOYEHHLIX B ITepedueHb 1KY, 1o3a KOTOPBIX PeBbIIAeT BHICIIMIL OMHOKPATHBLIT TPUeM, MeIVLIMHCKMIT paGOTHIK 0603HaUaeT
[I03y 9TOT'O JIEKapCTBEHHOID Npernapata B perenre Ha GyMa)XHOM HOCHTeJIe POIVCHIO ¢ IIPOCTaBIeHMeM BOCK/IMIIATEIHOTO 3HaKa U (WIV) TIPOCTABIILeT BOCKIMIATEbHBI/ 3HAK IIpU
odopmieHMH pelieriTa B popmMe 3eKTPOHHOTO JOKYMEeHTa.

15. KonmnuecTBo Ha3zHaUEHHBIX JIeKapCTBEHHBIX IIPEIapaToB, BIIIOUEHHBIX B rtepeuedsb [TKY, npy okasaHuy manueHTam, HY>KZAIOUWUMCS B VIUTEJIbHOM JIEUEHU U, TIePBUYHON MeI KO-
CaHUTAPHOI TOMOLIM U MTA/NTMATUBHON MeIUIIMHCKOI MTOMOIIY MOXKET 6BIT YBeIMYEHO C YUeTOM KAMHUUECKUX peKOMeHAalnii He 6osnee uem B 2 pasa 1o CpaBHEHMIO C
KOMYECTBOM HAPKOTUUYECKHX CPELCTB WJIM IICMXOTPOITHBIX BELIECTB, KOTOPOE MOXET ObITh BBHIIIMCAHO B OLHOM PELeriTe, YCTaHOBJIEHHBIM PUIOKEHEM N1k HacToALEeMYy HODHJIKYA

B cyuasix, mpeycMOTpeHHBIX ab3alieM MepBbhIM HACTOSIIETO MYHKTa, Ha perenTax Ha 6yMaskHOM HOCHTeJTe TPOU3BOAUTCS Haamuch "Tlo crenmajsbHOMY Ha3HAueHMIO', OTAENTBHO
3aBepeHHast MOAIINCHI0 MeAULMHCKOrO PaGOTHMKA ¥ MeYaThi0 MeOMLIMHCKOI opranm3auuy "[Ijist penenToB”, Ha peLenTax B popme 371eKTPOHHOrO JOKYMEHTA IIPOU3BOLUTCS OTMETKA
"Tlo creruasbHOMY Ha3HAYEHII0' ¢ ITPOCTaB/IeHeM YCUIEHHOM KBATMPUIMPOBAHHO MEeKTPOHHOM ITOAMMUCY MEAUIMHCKOTO pabOTHMKA.

16. CocTaB 1eKapcTBEHHOrO Npernapara, iekapcTBeHHast opma 1 obpaiienye MeLuIiiMHCKOro paGoTHIUKA K (papMarieBTM4eckoMy paGoTHUKY 00 OTITyCKe JIeKapCTBeHHOrO IIperapaTa
Ha GYMH}KHOM HOocuUuTene Od)OpMJ'[HIOTCH Ha JIATUHCKOM MJIM PYCCKOM S3BIKE B POIUTEIBHOM Tafexe, 32 MCKIIOUEHUEM Od)OpMJ'[EHMH pPenernTos B d)OpMe SJIeKTPOHHOT'O AOKYMEHTa,
OCYILECTBJISIEMOrO Ha PYCCKOM SI3BIKE.

TIpy opopMeHMM pelienTypHBIX GIAHKOB AONMYCKAETCs MCIOMb30BaHMe coKpalleHnii (mpunokenne N 2 K Hacrostiemy Iopsiaky).

IIpyu HazHaYeHM JIeKapCTBEeHHOTO IIpenapaTa He A0IyCKaeTcsl COKpalleHue HaMMEeHOBaHUIA MHI'PEIMEHTOB, COCTABASOIINX J'IeKapCTBeHHbIﬁ Ipernapar, He II03BOMS FonX
YCTaHOBMTb, KaKO UMEHHO JIeKapCTBEHHBbII IpernapaT Ha3HaueH.

17. Croco6 npMMeHeHNs TeKapCTBeHHOTO Mperapara 0603HauaeTcsi ¢ yKa3aHueM ITyTH BBeJeHYs, 103bl, YACTOTHI, BpeMeH! IpueMa OTHOCUTEIBHO CHA (YTPOM, Ha HOUb) M ero
IUTATEIBHOCTH, @ AJISI JIEKAPCTBEHHBIX IIPEeNapaToB, B3ayMOAEMCTBYIOINX C VLI, - BDEMEHM UX YIOTPe6IeHMsT OTHOCUTE/ILHO MTPyeMa MLIY (IO €bl, BO BpeMs ebl, II0C/Ie eLibl).

18. IIpyn HEOGXOAMMOCTM HEMeJIEHHOTO MIM CPOUYHOTO (B TeUeHNe IBYX pabounXx JHet) OTIIYCKa IeKapcTBEHHOTO TIperapara MalMeHTy B BepXHei uacTu perernTa Ha 6YMakHOM
HOCHTeJIe [IPOCTABIISIIOTCS 0603HaUeHus "cito” (cpouHo) unu "statim" (HeMeaieHHO). AHATOIMYHbIe 0603HAUEHMS IIPOCTABIISIIOTCS B BUAE OTMETOK NPy 0pOpMIeHN PENEITa B
(opme 3MeRTPOHHOTO JOKYMEHTA.



19. Tlpu oopmiieHMH Ha3HAYEHMSI TOTOBOTO JIEKAPCTBEHHOTO Mperapara B perenTe Ha 6yMaskHOM HOCMUTeJIE VULV pelieltte B popMe 3/1eKTPOHHOTO JOKYMEHTA KOMUIeCTBO
JEMCTBYIONMX BEIECTB YKA3bIBAETCSI B COOTBETCTBUM C MHCTPYKIIMEN ITO MEAUIIMHCKOMY TIPUMEHEHUIO TeKapCTBEHHOTO perapara. JomycTMO YKasbiBaTh JO3MPOBKY
JIEKapCTBEHHDIX IIPEIIapaTOB CUCTEMHOIO Ae/CTBYSL (/11 pe30PGTUBHOLO IIpMUeMa) B TBEPAbIX J1eKapCcTBeHHBIX GopMax (Harpyumep, TabaeTKy, IIOPOLIKY, KaIlCy/Ibl) KaK COAep)KaHue
OJTHOTO FJTV HECKOJIbKMX JIETICTBYIONIINX BEIECTB B eIMHUIIAX MaCcChl (B TPAMMaX, MIWLTITpaMMax). JOmyCcTMO yKa3bIBATh J03MPOBKY JIEKAPCTBEHHBIX TPETIapaToB CUCTEMHOTO
TecTBIS (A1 pe3opGTUBHOTO MPUMEHEHU) B SKUIKYX JIEKaPCTBEHHBIX (popMax (Harprmep, pacTBOPLI, CYCIIeH3MM) KaK COfepskaHme OTHOrO MM HECKOMbKUX MeiCTBYIONINX
BELL,ECTB B €AMHMLAX MacChl HA e4VHNLYY 00beMa (HAIIPUMED, MALINTPAMM/MIWUIWIIATP) C YKa3aHueM o01ero oobema iekaperBeHHoii popmel.

TIpu opopmeHnn HazHAUEHWST IEKAPCTBEHHOTO MperapaTa MHAMBIAYATbLHOTO U3TOTOBNEHMs B pelienTe Ha GYMakHOM HOCHUTe/Ie WK PelenTe B popMe MeKTPOHHOTO JOKYMEHTa
KOIMYECTBO TBEPIBIX M CHITYYMX (apMaLeBTHIeCcKMX Cy6CTaHLmii yKasbpiBaeTcs B rpammax (0,001; 0,5; 1,0), sKMAKYUX - B MWITTUTPAX, TPAMMAaX U KaIUIsiX.

20. PerenTs! Ha 6yMakHOM HOCHUTeNE, B pOpMe SMEKTPOHHOTO AOKYMEHTA, 0(hopMIeHHbIE Ha PEIeNTypHOM Granke dopmbl N 148-1/y-88 u mpeaHasHaueHHbIE A OTIIYCKa
JIeKapCTBEHHbIX TIPEIapaToB, IPeLycMOTPEHHbBIX TOAMYHKTaMy 1 - 3 myHKTa 9 Hacrosiero [Topsiaka, geiicTBUTeNbHbI B TeueHye 15 nHeit co gHst ohopMIeHus.

21. Peuentsl Ha 6yMakKHOM HOCKTeENE, B (POPME IMEKTPOHHOIO JOKYMEHTa, oopMIIeHHbIe Ha peLenTypHoM Ginatke ¢popmbt N 148-1/y-04(1) u npegHasHaueHHbIe 4JIs OTITYCKa
JIeKapCTBEHHDIX TIPEIapaToB IPaskaaHaM, YKa3aHHbIM B IyHKTe 10 HacTosiero [Topsiika, AeiicTBUTeIbHBI B TedeHue 30 aHeit co THS ohopMIeHNs, 3a MCKITIOUeHeM CIyuaen
oopMIEHMS PELIETITA B COOTBETCTBMY € nyHKTamMu 38 1 39 Hacrosiuero [Topajka, py KOTOPBIX OH JEMNCTBATENEH B TeyueHue 15 nHeit co JHs odhopmieHus.

22. Perentsl Ha 6yMaskHOM HOCKTeNe, B hopMe 3MeKTPOHHOTO JOKYMeHTa, ohopMIIeHHbIe Ha pellenTypHoM Gratke Gopmbl N 148-1/y-04(1) u mpenHasHaueHHbIe )1 OTITYCKA
JIEKapCTBEHHBIX IIPeIapaToB IPAKLAHAM, JOCTUTLINMM [IEHCMOHHOIO BO3PACTa, MHBAINAM [I€PBOJI IDYIIIIBI, A TAM-MHBAIMLAM, & TAKKe IPAKLAHAM, CTPASAIOLIUM XPOHNYECKIMMU
32160]'[6]33]{]/[?[1“]/[, Tpeﬁy]()Ll_U/IMM AJINTEIBbHOI'O0 KypCOBOTO JIEUECHUS, ,Z[e]‘;ICTBMTeHbeI B TeyeHue 90 ,ELHeﬁ CO AHS otbopmnemm, 3a VICKJIIOYEHNMEM CJIy4aeB, YKa3aHHDBIX B IIYHKTAaX 38139
HacTosero [opsiika, TpU KOTOPBIX OH JAefiCTBUTEIEH B TeueHue 15 mHelt co JHs opopMaeHMs.

Il tedeHuss XpOHNMIECKUX 3a00JIeBaHMIT YKa3aHHBIM KaTe€ropusm rpakaaH JieKapCcTBEHHEBIE IIpernapaTrsl ¢ O(bOPMJ'IeHI/IeM peneriToB Ha 6YM8)KHOM HOCUTENIe WIN pelenToB B (’popme
97IEKTPOHHOrO JOKYMEHTA MOTYT Ha3HauaTLCs Ha Kypc jieueHust 7o 180 nHeid.

23. PerenTpl Ha 6yMakHOM HOCHTeNe, B popMe 3/IeKTPOHHOro AOKYMeHTa, oopMIeHHbIe Ha perenTypHoM 6aanke gopmbl N 107-1/y 1 ipeqHasHauUeHHBIE /IS OTITYCKa
JIeKapCTBEHHBIX IIPEIapaToB, IPeLyCMOTPEHHbBIX TYHKTOM 11 Hacrosiero ITopsiaka, AeicTBuTe/IbHbI B TeueHye 60 gHeit co aHs obopMIeHus.

TIpy Ha3HAUEHVY TOTOBBIX JIEKAPCTBEHHBIX TIPEIapaToB i IeKapCTBEHHBIX TPEapaToB MHANBUIYATHHOTO M3TOTOBIEHMS MAIIEHTaM ¢ 32601eBaHUSIMM, TPEGYIONIMY JTUTENHHOTO
KypCOBOTo sieueHyst, ¢ ohopmaeHueM Ha penentyprom 6iranke dopmst N 107-1/y peenita Ha 6ymMaskHOM HOcKTese 1Ay B (hOPMe 2/IeKTPOHHOIO JOKyMEHTa YCTAaHABIMBAETCSI CPOK
JIeiCTBYSI perienTa B peesax 10 OAHOro Tofia.

B crryuae ycraHOB/I@HMSI CPOKA LEHCTBHSI PELIeIITa B pee1ax Lo OLHOIO I'ofia B pelenTe NpomM3BoguTCs Haamch: "TIo creyyaabHOMy Ha3HaueHMI0", 0603HAYAeTCsI CPOK AeiiCTBs
pelenTa u nepuoAMIHOCTb OTITYCKA JIEKAPCTBEHHBIX MPENapaToB M3 aliTeUHO OpraHu3auyUy WIK MHAMBUAYAIbHBIM IPEAIPHUHNMATETEM, MMEIOIMM JUIIEH3UI0 Ha
(bapMarnieBTMUECKYIO IesITeMbHOCTD <14> (e5KeHeAeNbHO, eXeMECSTUHO 1 MHbIe Mepyuo/bl). JIOMOTHUTETLHO 3TO YKa3aHUe 3aBepsIeTcs MOAMUCHI0 MeAVIIMHCKOTO pabOTHIKA, a TAKKe
[€YaThI0 MELMLMHCKOI oprauusanyy "[1Jist peuentos” (11s peLernta Ha 6yMaKHOM HOCMTEIe) MM YCUIEHHOI KBaAM(OULMPOBAHHOM 9/1eKTPOHHOI MOLNNMCHI0 MEAVLIMHCKOTO
paGOTHI/IKa M &, YIIOJIHOMOYEHHOTI'0 3aBepATb ZOKYMEHThI OT MME€HM Me,ELMLLMHCKOﬁ opraHmsanumn (/‘J,J'Ii[ penernrTa B fbopme AJIEKTPOHHOTO ,ELOI\'yMeHTa).

<14> ITynkr 47 yactu 1 crarbu 12 deaepanbHoro 3akoHa ot 4 mas 2011 r. N 99-®3 "O nuueH3MpoBaHMUY OTAENbHBIX BUOB JeaTeNbHOCTU " (Janee - PenepanbHblii 3akoH N 99-13)
(Cobpanue 3akoHogaTenbcTsa Poccuiickoi ®egepanyu, 2011, N 19, cr. 2716; 2021, N 27, ct. 5177).

24. PelenTpl Ha JeKapCcTBeHHbIe ITpenapaThl, BKIIOUeHHbIe B iepeueHb [TKY, [/1s ieueHs MaleHToB ¢ XPOHNUECKMMM 3a601eBaHNAMI MOTYT 0hOpMIISATBCS Ha KypC JieueHus 10 60
LHeil.

B ciryuae, Korpa Kypce Jeuerst cocrasisier 6osee 30 e, JON0IHNTENBHO B PELIeNTaX Ha OYMaKHOM HOCUTE/IE ITPOVM3BOAUTCS Hammuch "TIo crienmansHOMY Ha3HAuUeHUIO',
3aBepeHHas MOIIINChHI0 MEAUITMHCKOTO PaGOTHUKA ¥ MIeYaThio MeSHUIIMHCKOI opranm3anuy "[jist PerernToB”, Ha peLenTax B popme 37eKTPOHHOTO JOKYMEHTA ITPOM3BOLUTCS OTMETKa
"Tlo creluabHOMY Ha3HAYEHII0" ¢ MTPOCTaBIeHeM YCUAEHHOM KBaMMPUIMPOBAHHO MeKTPOHHOM MOAMMUCY MeAUIMHCKOTO pabOTHMKA 1 JIULIA, YIIOTHOMOYEHHOTO 3aBEPSITh
JIOKYMEHTBI OT UMEHM MEAMLMHCKOM OpraHU3aun.

25. PerenT Ha 6YMa)KHOM HOCHUTEIe B (]Jopme 3JIEKTPOHHOTO NOKYMEHTa, O(bOpMJ'IeHHI:Iﬁ ¢ HapylIeHVeM YCTaHOBIeHHbIX HacTosuM [lopsakom TpeﬁoBaHI/Iﬁ, cunTaeTcsa
HEe/CTBUTETbHbIM.

1I. HaznaueHnue JIEKapCTBEHHBIX IIpernapaToB Py OKasaHumn MeAMIMHCKOM MOMOIIN B CTAalMOHAPHBIX YCIIOBUSX

26. l'[pu OKa3aHUU MALMEHTY Me}lMLUAHCKOﬁ TMOMOILUM B CTAUMOHAPHBIX YUJIOBYMSX HA3HAYEHUE JICKAPCTBEHHBIX MPerapaTos NPpoOn3BOAUTCS 663 Oq)OpMJ'IEH]'lﬂ peuenta MEAULIMHCKUM
PaGOTHUKOM €[IHHOINYHO, 33 UCKIIOUEHNEM CJ yuaeB, YKa3aHHbBIX B ITYHKTE 27 nacrosiero [Mopsiaka.

27. CoracoBaHme Ha3HAYEHVST JIEKAPCTBEHHBIX [TPEIapaToB ¢ 3aBeAylolnM OTAe/IeHMEM UM OTBETCTBEHHbIM AEXXYPHBIM BpauoM 6o APYyryuM Jmnom, YrIoJJHOMOYE€HHbIM
TPMKa3oOM IVIaBHOT'O Bpaya MeIMLIMHCKOI Oprauusanyy, a Takke, IIpu HaJuduu, ¢ BpayoM - KIMHUIECKUM (bapMaKOJIOl'OM HeoBXOAUMO B cayJasix:

1) OOHOBPEMEHHOI'O Ha3HaYeHIIsI IISITH U 6onee JIEKapCTBEHHBIX MperapaToB OAHOMY IalMEeHTY

2) Ha3HA4YeHMS TeKapCTBEHHbIX IIPeapaToB, HE BXOLSIIMX B IiepeueHb KU3HeHHO HeOOXOAMMBIX M BayKHEMIIVX IeKapCTBEHHBIX [IPenaparoB <15>, py HeTHIIMYHOM TeUeHI
3a6oseBaHMsI, HAIMUUY OCTOKHEHHIT OCHOBHOTO 3a60/eBaHys U (M/M) COMYTCTBYIOMMX 3a60/I€BaHMA, TPY Ha3HAUEHMUY JIEKAPCTBEHHbIX TIPENapaToB, 0COGEHHOCTH B3aMMOAEACTBUS
1 COBMECTMMOCTY KOTOPBIX COIIACHO MHCTPYKLYSM I10 MX IIPYMEHEHMIO [IPUBOLST K CHYDKEHMIO 3 dekTuBHOCTY 11 Ge3onacHocTy papmakoTepamu 1 (Wim) CO3AaioT
MOTEHLMANbHYI0 OTIACHOCTb JIJISl XKM3HM 1 3[10POBbsI ITAI[MEHTA.

<15>Yacrti 1 cratbu 60 ®enepanbroro sakoHa N 61-03 (Cobpanine sakoHomaTeabcTBa Poceuitckoit ®emepanmn, 2010, N 16, cr. 1815; 2020, N 29, cT. 4516).

B YKa3aHHbBIX CIy4YasiX Ha3HayeHye JIeKapCTBEHHBIX IIpernapaToB (b]/ll(CI/IpyeTCH B MeAMITMHCKOI AOKYMEHTalVM MallMeHTa U 3aBepsieTcs MOAINChI0 MESUIIMHCKOTI'O pa60THm<a n
3aBeflyIolIero OTheNeHeM (OTBETCTBEHHOTO IesKYpHOT0 Bpaua JUIM APYroro ynoJTHOMOYeHHOTO JINLA).

28. MeMUMHCKIUI PaBOTHIIK MeJUIIMHCKON OPraHi3aiyu (ee CTPYKTYPHOTO MOfipaszieneHusl), paciioNoXKeHHO B CeIbCKOM HACeIIeHHOM IYHKTe, OCYIIeCTBIISIET Ha3HAueHe
JIEKAPCTBEHHbBIX MPENapaToB B C/YYAsIX, YKa3aHHBIX B MyHKTax 27 u 29 Hacrosuero Ilopsika, eIMHOINYHO.

29. Ilo pemeHnio BpaqeﬁHoﬁ KOMMCCUU MaLyieHTaM IIpyY OKasaHUM MM MeJMLIMHCKO TOMOIM B CTALMOHAPHLIX YCIOBUSIX Ha3HAUAIOTCS IeKapCTBEHHEIe ITperapaTsl, He

BK/IIOUE@HHbIE B [IePeYEHb XV3HEHHO HeOOXONMMBbIX ¥ BaXKHEIIUMX JIeKaPCTBEHHBIX [IPeNapaToB, B crydae X 3aMeHbl M3-3a I/IHJII/IBIA,ELY&H})HOI‘/JI HeIepeHoCHMOCTU, 110 XKM3HEHHbIM
TIOKa3aHuUsIM.

Pewenue Bpaue6HOi komuceun Gpukcupyercs B MeLMLMHCKON LJOKYMEHTALUMM [TaLyeHTa ¥ )KypHaJie BpaueGHOM KOMMUCCUML.

30. B caydasx o6ciej0BaHIs M JIEUEHNS TPAKAAHVHA B CTALMOHAPHDBIX YCIOBUSIX B PAMKAX MPEJOCTABACHUS MEIUIMHCKUX YOIYT Ha BO3ME3/HO OCHOBE 38 CUET JIMUHbIX CPEJCTB
rpaskjiaH, CPeJiCTB KPUAMYECKIIX JIUIL Y 1HBIX CPEJICTB Ha OCHOBAHIY JIOTOBOPA, B TOM UIIC/IE OTOBOPa JOGPOBOIBHOIO MEIMIIITHCKOTO CTPAXOBaHIS <16>, eMy MOTYT GbITh
Ha3HaUEHbI! IEKaPCTBEHHBIE TPETapaThl, He BXOASIINE B TTepeueHb KM3HEeHHO He0BXOMMMbIX U BaXKHEHIIMX TeKapCTBeHHBIX TIPerapaToB, eclM X HasHAueHUe 1 TIpUMeHeHne
00yC/IOBIEHO MEANLYMHCKUMIA [TOKA3aHMSIMMN.

<16> ITocranosnenye IpasurenbcrBa Poceuiickoit @epgepanym ot 4 okrsa6ps 2012 1. N 1006 "06 yrBepkgenuy [IpaBui mpegocTaBaeHus] MeLUITMHCKUMY OPTaHM3aLMIMM [UTaTHBIX
MenuIMHCKUX yeayr” (CobpaHne 3akoHoAaTenbeTBa Poceuiickoit @emeparyu, 2012, N 41, 1. 5628).



I11. HasHaueHe JJeKapCTBEHHBIX MIPeapaTos Py OKasaHUM IEePBUYHON MeIUKO-CAaHUTAPHO MOMONII, CKOPOIl MeIUIIUHCKOI ITOMOIIN
M NaIMATUBHONM MeIVIIMHCKOM ITIOMOIIN

31. TIpn OKasaHuM MePBUUHON MEIMKO-CaHUTAPHOT TTOMOLIM M MA/UIMATYBHOV MEAMUIMHCKOIN MOMOLIY B aMOY/IaTOPHbBIX YUIOBMSIX HA3HAYEHME JIEKAPCTBEHHBIX ITPeraparos
OCYIIECTBIISIETCS] MEAUUMHCKUM PAGOTHUKOM B CJIYYAsIX TUITMYHOIO TeUEHMSI 3a60/IeBaAHNSI ITAIIMEHTA UCXO/IST U3 TSPKECTH M XapaKkTepa 3a00J1eBaHusI.

32. HasHaueHye JIeKapCTBEHHBIX IIPEIapaToB M0 pelieHmio BpaueGHOi KOMMUCCHUM TIPY OKa3aHMY MIEPBUYHO MeVKO-CaHUTAPHOM MOMOIIIY, NA//TMATIBHON MeIMIIVHCKOA MOMOII
B aM6yna'ropme YCUIOBUSAX NPOU3BOOAMTCS B CTyUasX:

1) OOHOBPEMEHHOI'O Ha3HauYeHJisl OHOMY ITaMEHTY AT U 6oiee JICKapPCTBEHHBIX IIPEIapaToB B TeUeHVe OJHMX CYyTOK WJII CBBILIE JeCaTU HaMMEHOBaH B TeueHue TpUILATN
IHeIt;

2) Ha3HaYeHUs MeKapCTBEHHBIX MperapaToB IMTpM HETUTTMUYHOM T€UeHUU 3360J'IEB3HI/ISI, HaJIMUUU OCIOKHEHMI OCHOBHOrO 3a60eBaums u (MnK) COTYTCTBYIOLIUX 3a6oneBaHuit, npu
Ha3HaveH¥y J1eKapCTBeHHbIX IIpernaparos, 0COBEHHOCTY B3aUMOLLENCTBYSI M COBMECTMMOCTI KOTOPBIX COIVIACHO MHCTPYKLUMSIM 10 VX IPYMEHEHUIO IIPUBOIAAT K CHVKEHUIO
3(1)(1JEI(TI/IBHOCTI/I 1 6e30I1aCHOCTH JIeYeH sl MalMeHTa (MIK) CO3AAI0T IIOTEHIMAIBHYIO OIIACHOCTD JJISI JKM3HU U 3J0POBbSI [TAIIUEHTAa;

3) I1epBMYHOIO Ha3Ha4YeHUs MalyieHTy HapKOTMYeCKMUX U IICYXOTPOITHBIX JIeKapCTBEHHBIX IpenapaToB criuckoB 1 u I11 TMepeunst (B cTydae NIPUHATHUS PYKOBOLMUTENIeM MeLUITUMHCKOI
OpraHu3almuu pemeHns o HeO6X0,ELMMOCTM COrJIaCOBaHMS Ha3HAUCHMS TaKMUX JIEKAPCTBEHHBIX NMPEMapaToB ¢ Bpalleﬁl—loﬁ KOMMCCMeﬁ).

33. TIOBTOpPHOE Ha3HAYEeHMe HAPKOTUYECKIX I TICYXOTPOITHBIX JIeKaPCTBEHHBIX MpenapatoB crickos 11 u [11 TlepeuHst IpoM3BOANTCS MEAUIVHCKAM PaGOTHUKOM CaMOCTOSITETBHO
WK AMHONMYHO 6e3 yuacTust BpauebHOiM KOMMUCCUMY TALIMEHTAM C BbIPAXKEHHBIM GOIEBLIM CUHAPOMOM JIIOO0r0 reHesa, HapyleHHEM CHA, CYJOPOKHbIMI COCTOSTHUAMM,
TPEeBOKHBIMM paccTpoiicTBamy, Go6ysiMIM, ICUXOMOTOPHBIM BO36YKIAEHMEM.

34, TIpn OKa3aHUM CKOPOIT MEAUIMHCKOM OMOIIM JIeKAPCTBEHHbIE MPerapaTbl HA3HAYAIOTCSI MEANLMHCKMM PAGOTHUKOM BbI€3HOV OpUTajibl CKOPOI TIOMOIM, MEMLIMHCKUM
PabOTHUKOM MEAMIVHCKOI OPTaHU3aIMM [IPU OKA3aHMIY MEAUIIMHCKOM TOMOIIM IPaskIaHAM IIpK 3a60/IeBAHUSIX, HECUACTHBIX CTyYasix, TPABMAax, OTPABIEHMSIX U IPYTUX COCTOSTHUSIX,
TPeGYIOIMX CPOUHOTO MEIMIIMHCKOTO BMelIaTe b TRa.

IV. HasHaueHue IeKapCTBEHHBIX MPEnapaTos rpaskJaHaM, MMEIIMM MPaBo HAa GeCIUIaTHOE MOJTYUYEeHME JIeKAaPCTBEHHBIX IPenapaToB Min
MOTyYeHUE JIEKAPCTBEHHBIX MPEnapaToB CO CKUIKOI, IPU OKa3aHUM HEePBUYHOI MEIUKO-CAHUTAPHOM MOMONIN

35. TIpu OKa3aHuM MepBUIHOI MeAVKO-CaHUTAPHOIT TOMOLIY Ha3HAueHe MeIMIMHCKIM paGOTHIKOM Ha OCHOBE KIVHIYECKIX PeKOMeH AT I ¢ y4eTOM CTaHIapTOB
MeMLIMHCKOI ToMowim <17> JIeKapCTBEHHbBIX IIPENapaTos, OTIYCKaeMbIX O€CIIATHO MK CO CKMAKOI, TPakAaHaM, MMEIOLIMM [TPABO HA O6ecHeueHme IeKapCTBEHHbIMM
[periapaTamy 3a CYeT CPeACTB GIOKeTHBIX aCCUTHOBaHMI (eiepabHOTO GloipKeTa 1t G10mkeToB cyobekToB Poccuiickoit Pepepalyy, OCyIIecTB/IsSIeTcs Ha perenTypHoM 6i1aHke N
148-1/y-04(m).

<17> Cratbs 37 demepanbHoro 3akoHa N 323-®3 (Cobpanne 3aKoHOAAaTeNbCTBA Poccuiickoit Gemeparm, 2011, N 48, c1. 6724; 2021, N 27, 1. 5186).

Ipy oopmieHny perienta Ha Gianke popmbl N 148-1/y-04(1) Ha ByMaskHOM HOcKTene 0OPMIISIIOTCS 1BA 3K3eMIUISIPA, OIVH 13 KOTOPBIX OCTACTCS B AlITEYHON OPraHu3aInm,
BTOPOI1 - B MEAUIIMHCKO JIOKYMEHTALMM MTalyeHTa.

36. IIpaBo HasHA4aTh JIEKAPCTBEHHbBIE MperapaThl IPaykAaHaM, UMEFOIIMM TIPaBo Ha GecrlaTHOe MOJTydeHIe IeKapCTBeHHbIX TIpeapaTos Wi MoTydeHre JIeKapCTBEeHHbIX
NpenapaToB €O CKUAKOM, TAKKE UMEIOT:

1) MeOUIUHCKUE paGOTHT/IKM, paGOTa}omMe B MEIMIVHCKON OPTaHM3aluM MO COBMECTUTENbCTBY (B Npeenax CBoei KOMIIeTeHIIUN);
2) MeJUIIUMHCKUE paﬁOTHI/IK]/I CTalMOHAPHBIX OpI‘aHI/ISBLU/[ﬁ COLMAJIBHOTO OGCJIY)KI/IBHHMH TIPY HAJAMYIUY JIN1eH3UK Ha OCYLIeCTBIeHMe MeAUIMHCKOM! JesiTelbHOCTI <18>,

[peaycMaTpyUBaIoLeli BhIICTHeHMe PaboT (OKa3aHye YC/Iyr) 110 OKa3aHMIO MePBUUHOI MeAMKO-CAaHUTAPHOI! IIOMOLLY B aM6GY/IaTOPHbIX YCIOBMSX (HE3aBJUCYMO OT BeOMCTBEHHOM
TIPUHAJIEKHOCTH);

<18> Ilynkr 46 yactu 1 cTathu 12 deaepanbHoro sakoHa N 99-®3 (Cobpanne 3akoHoaaTeabCTBa Poccuiickoi ®eaeparmyot, 2011, N 19, ¢1. 2716; 2021, N 27, cT. 5159).

3) MEAMIIMHCKME PAGOTHMKM MeIMIIIHCKUX OPraHH3aIIliii, OKA3bIBAIOUIMX MePBUUHYIO Me/IKO-CAHUTAPHYH TOMOIIb, [TO/IBEIOMCTBEHHBIX (heieparmbHbIM OpraHaM UCIIOMHIITENbHO!
BJIACTHM MJIM OpraHaM MCIIOJHUTEIbHOI BacTH Cy6bekToB Poccuiickoit depeparn;

4) VHAUBHUIYATbHBIE TPEATIPUHUMATENN, OCYIIECTBIASIONTIE MEAUIMHCKYIO IeSITeNbHOCTb U BKIIOUEHHbIE B PEeCTp MEAUIIMHCKUAX OPTaHU3alMit, OCYIECTBASIONIMX AesITeNbHOCTD B
cdepe 06513aTeNBHOIO MEAVLMHCKOIO CTPaxOBaHMsI.

37. [lpy Ha3HAYEHUM JIEKAPCTBEHHBIX IPErapaTos rpaxjaHaM, MMEIOLIM TPaBo Ha GecmaTHOE MOJIyuyeHUe JIEKaPCTBEHHbIX IMTPeriapaToB WK ITOIyUYeHMe JIEKapCTBEHHbIX
TIpernaparoB cO CKIJIKO, B perienTe YKa3bIBaeTCst HOMep TeJ'IedJOHa, T10 KOTOPpOMY pa60THIIK anTeuYHOl OpraHm3aium Ipu HeOOXOAMMOCTY MOKET COINIACOBATH C MEIMIIIHCKIM
pH6OTHT/IKOM 3aMeHY JIeKapCTBEHHOTrO ITpenapara.

38. HasHaueHyie HAPKOTHYECKMUX Y IICHXOTPOITHBIX JIEKApPCTBEHHBIX Tperapatos ciivicka 1T [lepeuHs (3a MCKIIIOYeHMEeM JIeKapCTBEHHBIX TPeapaToB B Bijle TPaHC/IePMalbHbIX
TepPaneBTHYEeCKUX CUCTEM, a TAKXKe JIeKapCTBEHHbIX NPEnapaTos, CoepKalMX HAPKOTUUECKOE CPEJICTBO B COULTAHUM C aHTATOHMCTOM ONMOUHBIX PeLeITOPOB) IPaskiaHaM,
MMEIOIVM IIPpaBO Ha GecruiaTHoe IIOJIy4€eHVE JIEKaPCTBEHHBIX ITPEIapaTOB W/IM IMOJMYyUeHVsI JIEKapCTBEHHBIX Mperaparos co CKM,EKDﬁ, OCYLIeCTBJISIETCS Ha pelelTYpHOM GnaHke
¢dopmbr N 107/y-HII, K KOTOPOMY IOITOMHNUTENLHO 0POPMIISIETCS pelienT Ha pelleliTypHoM Gnanke dopmbl N 148-1/y-04(;1) (B ABYX 5K3eMIULSIpax IIpu opopMIeHn Ha GyMaskHOM
HOCUTETE).

39. HasHaueHMe HAPROTMUYECKUX U TICUXOTPOITHBIX JIEKAPCTBEHHbIX MpenapaToB crvcka Il [lepeuHs B BUJie TPaHCAepMaIbHBIX TepANeBTUUeCKUX CUCTEM, HAPKOTUUECKUX
JIeKapCTBeHHbIX Ipernaparos ciivicka I [lepeunst, comepskalx HApKOTUYECKOe CPeACTBO B COUeTaHUM C QHTATOHMCTOM ONMOMIHBIX PELeIITOPOB, IICMXOTPOITHBIX JIeKAPCTBEHHbIX
nipenaparos criicka 11 [lepedHs, TeKapcTBeHHBIX TIPenapaToB, BKIIOYEHHBIX B TiepeueHb [TKY, comepskaimxcs B moAnyHkre 2 myHkra 11 Hacrosinero ITopsiaka, npefHa3HaueHHbIe
TS TEYeHMsT TPaskIaH, MMeIoNUX MpaBo Ha 6ecryiaTHOe ToNyueHMe JeKapCTBEHHBIX TIPerapaToB MM MoNTyYeHye TeKapCTBEHHBIX MPerapaToB CO CKUAKOIM, OCYIIECTBIsIETCS Ha
peuentypHbix 6nankax popm N 107-1/y u N 148-1/y-88, K KOTOPbIM LOIIOTHMTENbHO OGOPMIISETCS peLent Ha peuentypHoM 61aHke popmbt N 148-1/y-04(11) (B ABYX 9K3eMILISIPax
ripu 0hOpMJIEHMH HA GYMaskHOM HOCKTEJIE).

IHpunoxcenue N 1

K Ilopadky HasHaueHus
JIeKApCMeeHHbIX Npenapamose,
ymeepHOeHHOMY NPUKA3OM
MuHucmepcmea 30pasooxpaHeHust
Poccuiickoii dedepayuu

om 24 Hosa6psa 2021 ¢. N 10941

KOJIMYECTBO HAPKOTUYECKUX CPEICTB WJIN IICXOTPOITHBIX BEIIECTB, KOTOPOE MOXKET BbITb
BBITIMCAHO B OTJHOM PELIEIITE



N n/n

10.

11.

12.

13.

14.

MexnyHapoaHOe HellaTeHTOBaHHOe HaVMeHOBaHMe HAPKOTUYeCKOTO Y ICUXOTPOIHOIO JIeKapCTBEHHOTO [TpenapaTa

Bynpenopdun + Hanokcon

BynpeHopduH

Bynpexopdun

Mopbux

Konenn + Mopdun + Hockaruu + [Tanasepun — TeGanu

TpumenepuauH

Tpumenepuaux

Mopbux

Mopdun

MopduH

MopduH

OkcukopioH + Hanokcon

HpOI'IMOH'I/[J'[(.])EHMJTSTOKCMBTMHHMHEPMILMH

deHTaHWI

dopMa BbIMYCKa 1
L03MPOBKA

Tabnetku
cybHrBasibHbIE 0,2
Mmr + 0,2 Mr

PacrBop pis
uHbeK1Mit, 0,3 Mr/
w1 mn

TpaHcaepMalIbHbIi
IJ1ACThIPb

35 MKr/4ac
52,5 mMKkr/yac
70 MKr/4ac

PactBop pis
MHBEKLINIA, pacTBOP
LIS TIOLKOKHOTO
BBefgeHus 10 mr/min
1mn

PactBop g
[IOAKOKHOIO
BBeZICHUSI

0,72+ 5,75+ 2,7 +
0,36 + 0,05 mr/mn 1
I

1,44+ 11,5+ 54 +
0,72 + 0,1 mr/mn 1
I

TabneTku 25 Mr

Pacrsop pia
uHBEKUMI 10 Mr/mn
1 mn

20 mr/mut 1 vt

TabneTky (Karcysbl)
MPOJIOHTYIPOBAHHOTO
JICiicTBIUS

10 mr

30 mr

60 Mr

100 mr

200 mr

TabneTku

S5wmr
10 mr

Kannm nns mprema
BHYTPb 20 mMr/mi 20
M

PactBop A4 npuema
BHYTPb (MOHOZ03bI)

2 mMr/ma 5 Mt
6 Mr/ma 5 Mi
20 mr/mi 5 Mt

TabneTku
[IPOJIOHTVIPOBAHHOIO
LEeiiCTBUS

5mr+ 2,5 mr
10 mr + 5 mr

20 mr + 10 mr
40 mr + 20 mr

TabneTku 3aleuHble
20 mr

TTmacteipb

12,5 mMKr/uac
25 MKr/4yac
50 MKr/uac

Konnuecrtso

60
TabIeToK
(ymaKkoBKa,
KpaTtHas N
20)

30 amrrys
(mmpuir-
TIOGUKOB)

20
T1aCThIPEi
10
T1acThIpeit
5

TU1acThIpein

20 amrryn
(mpuir-
TIOBUKOB)

20 amrmyn

50
TabIeTOK

20 amnysn
(mumpyir-
TIOGUKOB)

180
TabIeToK
(xamncyim)
60
TabIeToK
(xamcyim)
40
TabIeToK
(xamcyim)
20
TabIeToK
(xarcysm)
20
TabIeToK
(xamcyim)

100
TabIeTOK
100
TabIeTOK

4 pnakoHa

100 amnyn
/3
80 amrryi 11/

9
30 amrrys 11/
3

100
TabreToxk
60
TabIeToK
40
TabIeToK
20
TabreToxk

50
TabIeTOK

20
TIacTbIpei
20
TUIACTBIPEN



15.
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27.
28.
29.
30.
31.
32.

deHTaHMI

75 MKr/4yac 10

100 mxr/gac TIacTbIpei

10

TUIAaCThIpEi

10

TJ1aCThIPEi

Crpeit Ha3aIbHbII

®nakoH 50 MKr/mo3a

2,0 mit (10 pos) 24 dnakoHa

3,2 v (20 pos) 12

5,0 M1 (40 nos) dnakoHoB
6 (p11akKOHOB

®iakon 100 MKr/

no3a
2,0 vt (10 po3) 12

3,2 M1 (20 nos) dnakoHoB
5,0 it (40 pos) 6 (p11akKOHOB

3 ¢naxoiia

®iakoH 200 MKr/

nosa
2,0 M1 (10 nos) 12

3,2 it (20 po3) dnakoHOB
5,0 vt (40 po3) 6 (makoHoB

3 makoHa

Ipunoxcenue N 2

K ITopsioky HazHaueHus:
JIeKAPCMBEHHBIX NPenapamos,
YMeepHOeHHOMY NPUKA3OM
Munucmepcmea 30pasooxpaneHust
Poccutickoti @edepayuu

om 24 Hosabps 2021 2. N 10941

CnpasouHo

PEKOMEHJIOBAHHBIE K UCITOJIb30OBAHWIO COKPAIIEHUA ITPU O®OPMJIEHMU PELIEIITOB

CokpaieHue
aa

ac., acid.

aer.

amp.

ag.

aq. purif.
but.

caps.

comp., cps
D.

D.S.

D.t.d.

dil.

Div.in p. aeq.
emuls.

extr.

in enem.

F.

gran.

gt., gtt

gtt. peror.
inf.

in amp.

in tab.

in tab. prolong.

in tab. prolong, obd.

in tubul.
lin.

lig.

lot.

m. pil.

membr. bucc.

TTonnoe Hancanme
ana

acidum

aerozolum

ampulla

aqua

aqua purificata
butyrum

capsula

compositus (a, um)

Da (Detur, Dentur)

Da, Signa Detur, Signetur
Da (Dentur) tales doses
dilutus

Divide in partes aequales
emulsio

extractum

in enemas

Fiat (fiant)

granulum

gutta, guttae

guttae peroralis
infusum

in ampullis

in tab(u)lettis

in tab(u)lettis prolongatis

in tab(u)lettis prolongatis obductis

in tubulis
linimentum
liquor

lotion

massa pilularum

membranulae buccales

Ilepesog,

110, [IOPOBHY

KUC/I0Ta

a’3po307b

amiryna

BOZA

BOJIA OYJilleHHAas

Macmio (TBepaoe)

Karcymna

CITOKHBII

Boipait (Ilycts BbimaHo, I[TycTh GyneT BbliaHo)
Boiaait, 0603Haub [IycTh 6ymeT BbigaHo, 0603HAUEHO
Boiaaii (ITyctb 6yyT BbIZAHBI) TAKUE [103bI
pa3BegeHHbII

Paspeny Ha paBHbIe YacTy

IMY/IBCUSL

9KCTPAKT, BBITSDKKA

B MMUKPOKJIM3Max

TycTb 06pasyeTcst (06pasyoTcst)

TPaHyJIbl

Karuist, Karm

Karm st IpuemMa BHYTpb

HacTou

B amITy/Iax

B TabneTkax

B Tab/IeTKaX C IIPOJIOHIMPOBAHHBIM BBICBOOOXKAEHEM

B Tab/IeTKaX C IIPOJIOHIMPOBAHHBIM BEICBOOOXKIEHMEM,
TOKPBITBIX 0O0IOUKOT

B TIOGMKAX
JIMHYMEHT
SKUAKOCTD

JIOCHOH
MWTIONBHAS MACcca

TVICHKY 3ale4YHble



33. M.

34. mixt.
35. N.

36. ol.

37. past.
38. pil.

39. p. aeq.
40. ppt., praec.
41. pulv.
42. qQ.s.

43, r.,rad.
44. Rp.

45, Rep.

46. rhiz.

47. S.

48. sem.

49. simpl.
50. sir.

51. sol.

52. spr.

53. Spr. nas.
54. supp.
55. susp.
56. tab.

57. t-ra, tinct.
58. tubulis
59. STT

60. ung.

61. vitr.

Misce, Misceatur

mixtura
numero

oleum

pasta

pilula, pilulae
partes aequales
praecipitatus
pulvis
quantum satis
radix

Recipe

Repete, Repetatur
rhizoma

Signa, Signetur
semen

simplex
sirupus

solutio

spray

spray nasale
suppositorium
suspensio
tab(u)letta
tinctura
tubulis
Systema Therapeutica Transcutanea
unguentum

vitrurn

®OPMA PEUEITYPHOI'O BJIAHKA N 107-1/Y

MyHNCTEPCTEO BOPABOOXPAHEHNS
Poccuiickon denmepauum

Kon dopmer nmo OKV]

Kon yupexpenmsa no OKIIO

MenuuuHCKas OOKYyMEHTAaLS

HammMeHoBaHMe (mTami)
Me,]IMLU/[HCKOIZ opraHm3anmm

dopma N 107-1/y
VrBEepKOeHa NPMKA30M

Cmernaft
(ITycTb GygeT CMelaHto)

MUKCTypa

YUCIOM

MacIo (KIAKOe)

racra

TIVJTIONISL, TIVITRONN

PAaBHEBIC 4YaCTU

OCaKIeHHBI

TOPOIIOK

CKOJIBKO MOTPebyeTcs, CKOMbKO Hafo
KOpeHb

Boszbvu

MosTopu (TIycTb 6yeT IOBTOPEHO)
KOpHeBJuLe

0603Haub ([TycTh Gymer 0603HAUEHO)
cemst

TIPOCTOM

cupon

pacTBop

cripeit

crpeit HasanbHbIT

cBeua, CYIIO3UTOpHIi

CYCIeH3Msl, B3BEChH

TabneTka

HacToMKa

TIOOMKM

Tpancgepmanibaas TepaneBTudeckast Cucrema

Ma3sb

CKJISIHKa

Ipuwnowenue N 2

K npuxazy Munucmepcmea 30pagooxparenus

Poccutickoli Pedepaytiu

om 24 Hosops 2021 2. N 1094n

MuHmCTEpPCTEA 3OPABOOXPAHEHUS
Poccuiickol depepaumm
or 24 HosabGpsa 2021 ©. N 1094H

PELEIT
(B3pOCILY, IOeTCKUM — HYyKHOE IONYEPKHYTDH)
"o 20 T.
daMuIMs, MHULMAJEL MMEHM M OTYecTBa (NocJelHee - [PU HaJIU4UK)
raumueHTa
JaTa poxmeHus
daMuIMs, MHULMAJEL MMEHM M OTYecTBa (NocJelHee - [PU HaJIU4UK)

Jiedamero Bpada (dQesprwepa, axywepku)

IMonnwuce
1 nedars Jedamero spada M.II.
(momnuchs ¢enpauepa, akKylepku)



Peuent meicremTeneH e Teuenme 60 muert, mo 1 roma ( )
(HYyXHOEe MONYEepPKHYTh) (yxaszarb
KOJIMYECTEO HHEN)

OBopoTHad CTOPOHA

TprUroTorMI Tlposepnn

®OPMA PEIENTYPHOI'C BJIAHKA N 148-1/Yy-88

MUMHMCTEPCTBO 3OPaBOOXpPaHeHMs Koxn ¢opmel mo OKY]Il 3108805
Poccuiickoit denmepanum MenuuuHckas OOKyMeHTaluMUsa
Popma N 148-1/y-88
HaumeHoBaHMe (WITaml) YTBepxIeHa NpMKazoM
MeIMIUMHCKOM opTaHusaumumu MyHMCTEPCTRa 30PaBOOXPaHEHMUs
Poccuiickorn demepauum
HamMeHoBaHMe (mram) or 24 nosbpa 2021 r. N 1094n

MHOVBUOYAJIbHOTO MPenrnprHUMaTesS

(yxasaTe azpec, HOMEp M HaTy JIMLEeH3UU,
HaMMeHOBaHMe opraHa ['OCYyIapCTBEHHOW BJacTy,
BHIIIABNIETO JIMLIEHSUK)

PEIEOT "o 20 1.

(naTa odopmieHmsa-perenTa)
(B3pOCIbY, HAETCKUM — HYXKHOE IONUEPKHYTb)

PaMmms, MHALMAJE MMEHM UM OTHECTBA (MOCJEOHEEe — NPM HAJIMUMIL)
nanueHTa

HaTa poxieHus

Anpec MecTa XMTeJbCTBA MM N MEAMUMHCKOM KapTe amMOyJiaTOpHOTO
NauyeHTa, NoJlydaolerc MeAUMLMHCKYD MOMOWE B amMOyJIaTOPHBIX YCJIOBMAX

@aMMJ'U/IH, MHULMAJIEL MMEHM M OTdeCcTBa (nocnem{ee - npum HaJ‘U/I‘-IVH/I)
Jleyamero spada (Qesbamepa, akKymepku)

Pyb. Kom. Rp:

Ionnucek ¥ nedaThb Jedalero Bpauda M.II.
(mognmce Qesbramepa, axkylepKy)

PelLenT neicTBUTEJIEH B TedeHue 15 nOHelt

OGopoTHad CTOPOHA

IIpnuroToBMII IlpoBepm

GOPMA PELEINTYPHOI'O BJIAHKA N 148-1/y-04 (JI)

MUHUCTEPCTBO 3OPaBOOXPAHEHUS YTBEPXIEHA
Poccuiickont denepauum MECTO IJIA nprkasoM MuHMCTepCTBa

OTMeTKa O HasHAUEHUU
JIEKapPCTBEHHOT'O IpenaparTa
710 peleHuin BpadebHOW KOMMCCUM

OrnycTnit

Cepusa

OTMeTKa O Ha3HAUEHMM
JIeKapCTBEHHOTO Mpenapara
10 pemeHrin BpaudebHON KOMMCCUM

OrnycTun



