HaganeHukaM  TEppHUTOPHANLHEIX  OTHENIOB
3/IpaBooXpaHenus no 3anagHoMy, KOxkHoMY H
['0pHO3aBOICKOMY YINPAaBIEHUESCKHM OKpyraM,

MPABHTEJLCTBO CBEPIJIOBCKOI OBJACTH CGBCpHOFO H BOCTOYHOIQ YIIPpaBICHYSCKUX

MHHHCTEPCTBO 3IPABOOXPAHEHNS okpyroB B I'BY3 CO «KpacHotypunckas I'b
CBEPITIOBCKON OBJIACTH Ne I» u I'BY3 CO «Mpburckags UI'B um.

yn. Battuepa, 34 B, r. ExarepunGypr, 620014
Tenedon (343) 270-18-18 Makc (343) 270-19-19 IlecToBckux JLI.», PYKOBOIHTEIAM
mzsolzdravsoy . roCyIapCTBEHHBIX YUpEeXKICHHH
08 Wit 2012 S LN 3ApaBooxpaHenus CBepAnoBcKoi obnactw,
Ha Ne ot OI'Y3 IIMCYH OMBA PocciH, pyKOBOIHTEMIO
opraHa yIpaBIeHHs 3ApaBOOXpaHeHHE

axmuHuctpanuy . ExatepunGypra lopuOymy
A.A., pyKOBOOHTENAM aNTEYHBIX OpraHH3aIHii

O BeTymneHuH B CHIYy IIpHKasa
Mpunsnpasconpassutiusi  Poccun  oT
17.05.2012 r. Ne 5621

HoBogum 1o Bamero cemenms, uro ¢ 17.06.2012 r. Berymaer B cHly
nprkas Munzapascoupassutust Poccun ot 17.05.2012 1. Ne 562H, yTBepauBLumii
Ilopsamox oTmycKa (U3MYECKUM JIMIAM JIeKAapCTBEHHBIX [IPErapaTtoB s
MEIMUMHCKOIO  IPHMEHEHMsA, COAEpPXalUMX KpPOME  MaJbIX  KOJHYECTB
HApKOTHYECKUX CPEACTB, NMCHUXOTPOIHBIX BENIECTB M HX IPEKypCOpPOB IPyrHe
thapmMakonorHuecKkye aKTHBHEIE BelliecTBa (nanee — ITopagox).

B CcOOTBETCTBHM ¢ JaHHBIM MPHKA30M OTIIYCK KOMOHMHHPOBaHHEBIX
JeKapCTBEHHBIX MPENapaToB, COACPKAIMX KOJEWH W ero colH (B Tepecdere Ha
4HMCTOE BEIIEeCTBO) B KOMHUecTBE A0 20 Mr (Ha 1 103y TBEpHOW JieKapCTBEHHOMH
dopmer) mnu B KonudectBe Ao 200 mr (wa 100 Mo mmm 100 r xuakod
JIEKapCTBEHHOH (POPMBI JUis BHYTpeHHEro NpHMeHEHHS) OCYIIECTBIASTCH M3
aNTeK 10 peLenTy, BHINHCAaHHOMY Ha pellenTypHoM Onanke Gopmbel Ne 148-1/y-88,
B KOJNIMYECTBE, He MpeBblmaromem 0,2 rpamma KomeuwHa (komewHa cocdara) (B
nepecueTe Ha YHCTOE BEIIECTBO) Ha pelenT. PelenTsl OCTAalOTCS B amnTeke,
XpaHaTcs 3 TOoAa, N0 HCTEYEHMH CPOKOB XPaHEeHWs YHHUYTOXKAHOTCA B
YCTAHOBJIEHHOM TIOpSAIKE.

KoM6HHIpOBaHHEIE JIEKAPCTBEHHEIE TIPEapaThl, COAEPIKAIIHE IProTaMUHA
raapoTaprpar, d3deIpHHa THIOPOXJIOPHI, TMceBroddeapuHa TI'HAPOXIOPH],
IekcTpoMmeropdhaH ruapodpomui, (GeHWINPOIaHOIaMUH OTIIYCKarTCA M3 anTeK
II0 pererraM, BHIMACAHHBIM Ha pelenTypHbIX 6nankax dopM Ne 107-1/y u Ne 148-
1/y-88, B 3aBHCHMOCTH OT KOJIMYECTBa BEILECTBA, COAEPIKAIIErocs B OMHOH no3e
neKapcTBEHHOro mpemapara {cM. mnyHKTHE 4 u 5 [Ilopsaxa). Ormyck
OCYINECTBISIETCS B KOJNHMYECTBaX, HE [IPEBBIMIAKINAX IPEAENLHO JOIYyCTHMOE
KOJIMYECTBO I BEITHCHIBAHMSA Ha OJMH PELENT, YKa3aHHOe B IIpuioxkeHud Ne 1

PYKOBOOAUTEAM OTHCIIOB IIO OpraHHU3aliH
OKa3aHWd MEIHLMHCKOH IIOMOIIM HaceleHHIO



WucTpykimu O TOpsfKe BBINHCHIBAHHSA JICKApCTBEHHBIX [PENAapaTtoB M
OQopmieHNs pelenToB M TpeOOBaHMH - HAKNATHBIX, YTBEDXKACHHOH IPHKA30M
Munsnpasconpassutus Poccun ot 12.02.2007 r. Ne 110. Penentsl, BHINHCAHHBIE
Ha penentypHoM Omanke Ne 148-1/y-88 ocratorcs B anreke. Penentsi,
BEINIHCAHHBIE HA pelentypHoM Onamke Ne 107-1/y TmoramaroTes IUTaMIIOM
«JlekapCTBeHHBIH MpenapaT OTHYIIEH» H BO3BPALIAIOTCA HA PYKH MALHEHTY, 32
HCKITIOUEHHEM PELIENTOB, CPOK AEHCTBUS KOTOPHIX YCTaHOBIEH BpadoM Ao 1 roja
(ang  XxpoHMYECKMX  OONBHBEIX) B COOTBETCTBHM ¢ OPHKA30M
Mpun3apasconpassutus Poccun ot 12.02.2007 r. Ne 110.

ITucemo MuHsnpasa Crepmiorckoit obmactu ot 12.05.2012 r. Ne 01-
24/972 cyuTath YTPaTHBIIHM CHITY.

Ipunoxernne: nprukas Munzapasconpassutus Poccun ot 17.05.2012 1. Ne 562H.

H.o0. MUHHCTpa 30paBOOXpaHEHHS A.P. bensBexkmi

Mumkuna 10.5.
(343)270-19-28



3aperncTpupoeano B MuHiocTe Poccum 1 mioHa 2012 r. N 24438

MWHUCTEPCTBO 3APABOOXPAHEHWUA N COLIMANBHOIO PA3BUTUA
POCCUNCKOWN ©EAEPALIMA

NMPUKA3
oT 17 man 2012 r. N 562H

OB YTBEPXEHWUM NOPAOKA
OTNYCKA ®U3UYECKUM NULIAM NEKAPCTBEHHbIX
NPENAPATOB ANA MEQULMHCKOMO NPUMEHEHWA, CONEPXALLNX
KPOME MANbIX KONUYECTB HAPKOTUYECKUX CPEACTB, NCUXOTPOMHbIX
BEWECTB ¥ UX NPEKYPCOPOB APYTUE ®APMAKONIOMrMYECKUE
AKTUBHbLIE BELLLIECTBA

B coOOTBETCTBUM © NYHKTOM 2 NocTaHoBNeHus Mpaeutensctea Poccuiickon degepauun ot 20 uons
2011 r. N 599 "O mepax KOHTPONA B OTHOLWEHWA NPENaparoB, KOTOpEIE COZemKaT Manelé KoNu4ecTea
HapPKOTUYECKUX CPEeACTS, NCUXOTPONHbIX BELLeCTE M MX NPEKypCcOpoB, BKMKOYEHHbIX B NepeyeHb
HAPKOTUMECKUX CPEACTB, NCUXOTPOMHbIX BEWECTE M WX MPEKYPCOPOB, NOANEXALMX KOHTpONC B
Poccuitckoih depepauuu” (CobpaHue sakoHoaaTenscTsa Poccwiickoit ®egepaumn, 2011, N 30, cT. 4648,
2012, N 1, c1. 130) nprxaselsao:

YTBepauTh Tlopsaok oTNycKa PM3NYECKUM NULAM NEeKapCTBEHHLIX NPENapaToB ANs MeAULIMHCKOrO
NPUMEHEHWS, COAEPKALLUX KPOME MANLIX KONWYECTB HAPKOTUYECKUX CPEACTB, NCUXOTPONHLIX BELLECTE U
WX NPeKYPCOPOB Apyrve (hapMakonoru4eckue aKTUBHLIE BELECTBA, COrNacHO NPUNOKEHUD.

W.0. MuHucTpa
T.ATONWKOBA

FlpunoxeHue

K Apukasy MuducTepcTBa
3ApaBoOXpaHeHua U counaneHoro
pazsuTua Poccuitckoi deqepauing
ot 17 man 2012 r. N 562+

NOPAAOK
OTNYCKA ®U3WYECKUM NIULAM NEKAPCTBEHHbIX
NMPEMAPATOB ANA MEQUUVHCKOTO NPUMEHEHMA, COOEPXKALLUX
KPOME MASBIX KONMMYECTB HAPKOTUYECKUX CPEACTSE, NCUXOTPOMHbLIX
BELLECTB U UX NPEKYPCOPOB APYIr'ME ®APMAKONOrM4YECKUE
AKTUBHbIE BEWECTBA

1. Hactoawwii MopRaok ycTaHaeRnuBaeT NpaBuna OTNYCKa (PU3NHECKUM NKLaM NeKapcTBEHHbIX
npenaparoB ANs MeAULMHCKOro NPUMEHEHWA, COAEPXALUMX KPOME Marbix KOMWYeCTB HAPKOTUHECKMX
CPeacTB, NCUXOTROMHbLIX BELUECTB W WX NpPeKypcopos, BHECEHHbIX B CNWCKu i, H wn iV lNepeuHs
HAapKOTUUECKUX CPEACTB, MCUXOTPOMHBIX BELECTB W UX NPEeKYPCOPOB, NOANEXaldx KOHTponk B
Poccuiickoll $egepaunyt, yTBEPKAEHHOIO NOCTAHOB/IGHNEM NpasuTenscTea Poccuitckoi Seaepauun ot
30 vions 1998 r. N 681 (CoBparme 3akoHopaTensctBa Poccuiickoit deaepaunu, 1998, N 27, ¢T. 3198;
2004, N 8, cT. 663; N 47, cT. 4666; 2006, N 29, cT. 3253; 2007, N 28, c1. 3439, 2009, N 26, cr. 3183; N
52, cT. 6572; 2010, N 3, cT. 314; N 17, ct. 2100; N 24, cT. 3035; N 28, cT. 3703; N 31, cT. 4271; N 45, cT.
§864: N 50, cT. 6696, 6720; 2011, N 10, ct. 1390; N 12, ct. 1635; N 29, cT. 4466, 4473; N 42 cr1. 5921, N
51, cT. 7534; 2012, N 10, c1. 1232; N 11, ¢T. 1295) (nanee - HapKoTU4ECKNE CPeacTaa, NCUXOTPOTIHBIE
BeujecTBA M WX NpeKypcopsl), Apyrie hapMakonoru4eckve aktusHble BewecTsa (garee -
KOMGWHUPOBAHHbIE NEKAPCTBEHHLIE Npenapars!).

2. OTnycky noanexar KOMGWHUPOBAHHbIE nekapcTBeHHble npenaparel, —coaepkauine
HapKOTU4ECKUE CPEACTBA, NCUXOTPOMHBIE BELLECTBA W UX NPEKYPCOPbI B KONUUECTEE, HE NpeBbilLaK LLEM
npegensHo AOMYCTUMOE KONMUYECTBO HAPKOTMHECKOro CPeAcTBa, MNCUXOTPOMHOrO Bewecrtea M MX
NpeKypcopa, COAEPKaLLErocs B Npenaparax, KoTopbié CoAepxaT Manbie KonuuecTsa HAPKOTUYECKNX
CPeAcTs, NCUXOTPOMHLIX BELIECTB W WX MPEKYPCOPOB, BHECEHHBIX B CIIMCKA I, Ili v IV MNepeuHn



HAPKOTUYECKUX CPEACTB, MNCUXOTPOMHBLIX BELECTB W WX NPEeKypPCOPOB, MNOAMEXAWMX KOHTPONO B
Poccuitckoi ®enepaumm, yTBEPKAEHHOTO NocTaHoBNeRueM MNpasutenscTea Poccuiickon degepauum ot
30 wioHs 1998 r. N 681, yTBepxaeHHoe Apukazom MUHWCTEPCTBA 3APABOOXPAHEHUS W COLMANBHOTO
passuTuaA Poccuilckoit Peaepaunu ot 16 mapta 2010 r. N 157w (3aperucTpuposad MuHMCTEPCTBOM
tocTuLun Poccuiickon ®eaepauuu 26 Maa 2010 . N 17376).

3. KomBuHuposaHHble nekapcTBeHHble Npenaparbl, yKasaHHbieé B NyHkTax 4 U 5 HacToswero
Mopsapka, OTNYCKAOTCA U3 anTeK U anTeyHbIX MNYHKTOB NO PELenTaM, BbIMUCAHHBIM Ha peuenTypHbIX
Gnaxkax copmbl N 107-1/y w copmbel N 148-1/y-88, yTBEpKAEHHLIX MPUKAIOM MununcTeperea
3ApaBOOXPaHeHnA W couMnansHorQ passutna Poccuitckoid depepaunmn ot 12 cespans 2007 r. N 110
{3aperncTpupoeaH MuHucTepcTeoM tocTuummn Poccuitckon ®eaepauuy 27 anpens 2007 . N 9364), ¢
W3MEHEHUAMY, BHECEHHBIMU NpUKazaMn MUHUCTEPCTBA 34PaBOOXPAHERMA U COUMANLHOG PassuTR
Poccuiickoit ®egepauun ot 27 aerycta 2007 r. N 560 (3aperucTpuposaH MWHUCTEPCTEOM HOCTHUMM
Poccuiickoii  degepauwn 14 centabpa 2007 r. N 10133), or 25 ceHtaGps 2009 r. N 7944
(3aperncTpuposad MuHucTepcTBOM locTUMK Poccuitickoit deaepaumu 25 HosGpa 2009 r. N 15317), oT
20 sxeaps 2011 r. N 131 (3aperucTpuposaH MuHucTepcTBoM wcTumn Poccuiickoi degepauvn 15
mapta 2011 r. N 20103) (ganee - npukas MWHWUCTEpCTBa 34pPABOOXPAHEHNS W COLMANBLHOTO PasBUTMA
Poccuitckoin ®egepaunm ot 12 despans 2007 1. N 110).

WHble KOMOUHMPOBAHHbLIE NEKApPCTBEHHLIE NPENAPATLI ONYCKAKTCA U3 anTek, anTeyHbIX NYHKTOB 1
anTeuHbIx kuockoe Oes peuenTa.

4, OTnycky No peuenTam, BbINUCAHHLIM Ha PeLenTypHbiX BnaHkax cdopmsl N 107-1/y, nognexar
KOMOWHMPOBaHHbIE NEKAPCTBEHHBIE NPENapaTkl, COAepKaLLmne:

a) aproTamuHa ruapoTapTpar B KonuyecTee Ao 5 Mr (Ha 1 A3y TBEPAOH NEeKapCTBEHHOH hopMBbI);

0) apedpvHa ruapoxnopug e konuyectee Ao 100 mr (Ha 100 mn unu 100 r XUAKOIH NeKapcTBeHHOM
hopMbl A5t BHYTPEHHETO NPUMEHEHWA);

B) ncesaoateapuHa rMapoXIopua B KONUWECTBE, He npesbiwaiowem 30 Mr (Ha 1 aoay TBepaoi
nekapcTeeHHoR hopmel);

r) ncesgoahegpvHa rMApoXnopua B KONMWYECTBe, He fpeBblwaowem 30 Mr, B COueTaHuM ¢
AekcTpomeTopgaHoMm rngpobpoMuioM B KONMYecTBe, NpeBbiwanweM 10 mr, u o 30 mr (Ha 1 goay
TBEPAOW NekapcreeHHoH dopMbl);

4) aekcTpomeTopdaHa ruapobpoMup, B KonuyecTee, npessiwatowem 10 Mr, u go 30 Mr (Ha 1 aoay
TBEPAOW NeKapcTBeHHOH hopMbl).

5. OTnycky no peuenTam, BLINUCAHHLIM HA peLUenTypHelx GnaHkax gpopmsl N 148-1/y-88, nognexat
KOMOWHMPOBAHHbLIE NeKapCcTBeHHbIE NpenapaThl, CoAepXaLve:

a) KOGEeuH WK ero conu (B NepecHeTe Ha YUCTOe BELUECTBO) B konudecTee A0 20 Mr (Ha 1 Bo3y
TBEPAOA nexkapcTeeHHOW ¢opMbl) unv B xonuyectee Ao 200 Mr {(Ha 100 mn wnu 100 r XMaKoW
NeKapcTBEeHHOA POPMbI ANA BHYTPEHHEro NpMMEHEHNA);

6) ncesaocathenpuHa rMAPOXNOPUA B KONUYECTBE, NpeBbliwakowem 30 mr, v fo 60 mr (Ha 1 nosy
TeEpPAOR NekapcTREHHOW hopmbl);

B) ncepaoadeapuHa rufpoxnopus B konuvectse or 30 Mr o 60 Mr B COuYETEHMM C
AekcTpoMeTopdaHoM ruapobpoMmaom B konwdectee, npesbiwarnwemM 10 mr, u o 30 mr (Ha 1 goasy
TBEPAOA NEKapPCTREHHOW hopMbl);

r pekcTpoMmeTopbaHa rgpobpomug B Konuvectee go 200 mr (Ha 100 mn unn 100 r xuakon
NeKapcTBeHHOA POpPMb! ANA BHYTPEHHEro NpMMEeHeHns);

a) acdegpura rugpoxnopus B konuvvectee, npeebiwawem 100 mr, 1 go 300 mr {Ha 100 mn unu
100 rxuAKo#H nekapcTEeHHOW GOPMBI NS BHYTPEHHEro NpUMeHEHUs);

e) athbenpuHa rugpoxnopua s konuysectee ac 50 Mr (Ha 1 gosy TBEpAOYR NnekapcTeeHHol opMbl);

¥} cheHUANPONaHoONaMUH B KonudecTee A0 75 Mr (Ha 1 Ao3y TBepdoil NekapcTeReHHOW opMbl),
vmnu go 300 mr {Ha 100 mn wnu 100 r ;xmngkoi nekapcTBeHHOW POPMBI ANA BHYTPEHHEro NPUMEHEHKA).

6. B cny4yae, ecnn KONMWYEcTBO BbINMWUCAHHOMO B peuente KOMGMHWPOBAHHOIMC NEKAPCTBEHHOMO
npenaparta NpeBbILAET €ro NpeaensHo AoNYCTUMOE KONMWYECTEO ANA BBINUCLIBAHWMSA HA OAMH pELEenT,
ykasaHHoe B npunoxeHun N 1 Kk MHCTpykumKn O nopagke BbINUChIBAHWA NeKapCTBEHHbIX NpenapaTos U
odOpMNeHMA peuenToR W TpeboBaHui - HaknagHbelx, yTBEEPMAEeHHOW npukazom MuHucTepcTea
3fpapooxpaHeHua U couuansHoro paseutus Poccuiickoih ®egepaumwu ot 12 despans 2007 r. N 110

(nanee - WHCTpyKuus), dapmauesTudecknii paBoTHUK anTekn (anTeqHOro nyHKTa) OTnyCcKaeT
KOMGUHMPOBAHHLIA NEKapCTBEHHbIA NpenapaT B KONWYECTBE, YCTAHOBMEHHOM npunoxeHvem N 1 k
WNHCTpyKUUK.

7. PeuenTul Ha KOMOWHUPOBAHHbIE MEKAPCTBEHHbIE NPENapaTh!, BbIMUCAHHBIE HA PELenTYPHbIX
BnaHkax ¢opmbi N 107-1/y, norawalTca LITAMNOM AaNTEKW (anTeyHoro nyHkra) “JlekapcTeeHHbIA
npenapar oTNyuleH" 1 BO3BPaLAlOTCs Ha PYKU NALMEHTY, 3a UCKNIQYEHWEM Cny4as, YKa3aHHOro B NyHKTe
8 HacToawerc MNopaaka.

8. MNpu oTnycke KOMSMHMPOBAHHBIX NEKapCTBEHHLIX Npenaparos No peuentam, BbiMMCaHHLIM Ha
peuenTypHbix Gnankax copmel N 107-1/y, CPOK ANA KOTOpPbIX B COOTBETCTBUM C MUHCTpyKune#
yCTaHoBNeH A0 1 roaa, peuent noanucLiBaeTcs (hapmauesTUueckum paCoTHUKOM anTeku (anTe4vHoro



NYHKTa) U BO3BPALLEETCH NALMEHTY C YKasaHuem Ha 060pOTe HAUMEHOBAHWA anTeku {anTeyvHoro NyHKTa),
KOnM4ecTsa OTRYLUEHHOrO KOMGMHUPOBAHHOIO NEeKapCTBEHHOMO NpenapaTa U AaThl ero oTnycKa.

OTnyck KOMOWHMPOBAHHOTO NEKAPCTBEHHOFO Npenapara OCYLeCTBNAETCA hapmaleBTUYECKIAM
PaGOoTHUKOM anTeku (arnTeyHoro NYHKTa) B COOTBETCTEMM C NEPUOAUYHOCTHIO OTNYCKa, YKa3aHHOW B
peuenTe.

Mpn ouepeaHoM obpalleHMy nauMeHTa B anTeky (anTeuHslli NyHKT) hapMaueBTUHecKUM
paboTHUKOM YYMTLIBAKOTCA OTMETKM O NPeAblAyleM OTNycKe KOMBUHUPOBAHHOMO NEKaPCTBEHHOMD
npenapara.

Mo ucTeueHnn cpoka ASACTBUA peLenT racuTes WTamnom "flekapcTeerHblit npenapar oTnyLeH" u
BO3BPALLAETCH HA PYKW NALNEHTY.

9. PeuenTbl, BbiNMCaMHbie Ha peuenTyprbix BnaHkax dopmel N 148-1/y-88, nocne oTnycKa
KOMBWHUPOBAHHOTO NEKapPCTBEHHOrO Mpenaparta MOANEXaT XPAHEHUID B anTeke (aNTEevHOM MyHKTE) B
TEeYEHUE TPEX neT.

10. Mo ucTeyeHnn cpoka xpaHeHus pelenTbl, BHMMUCAHHBIE HA peuenTypHbiX Gnarkax dopmsl N
148-1/y-88, nognexar YHUUTOXEHWI0O B NopAdKe, NPeAyCMOTPEHHOM NYHKTOM 2.16 [lopsiaka otnycka
NnexkapcTBeHHbIX CPeACTB, YTBEPKAEHHOrO Npukasom MWHUCTEpPCTBa 3[PaBOOXPAHEHWS U COLMANbHOro
pa3ssuTus Poccuiickon ®enepaunv oT 14 nekabpa 2005 r. N 785 (saperwctpuposan MuHucTepcTBOM
locTuLmu Poccuitickoin deaepaumnun 16 sHeaps 2006 r. N 7353), ¢ USMEHEHUAMMW, BHECEHHLIMY NPUKa3aMu
MuHUCTEpCTBa 34PaBOOXPAHEHWA U CoUManbHOro passuTva Poccuiickoi Gepepaumnu ot 24 anpens 2006
r. N 302 (3apeructpupoBaH MuHucTepcTeom ocTUMKM Poccuiickoin Peaepanuvn 16 mas 2006 r. N 7842),
ot 13 okraGpa 2006 r. N 703 (sapeructpupoBad MUHUCTEPCTBOM I0CTMLMKM Poccuiickoin deaepaummn 7
HoaGpsa 2006 r. N 8445), ot 12 chespansa 2007 r. N 109 (sapernctpuposan MUHACTEPCTBOM HOCTHALMM
Poccuiickon ®egepauvn 30 mapta 2007 r. N 9198), ot 12 cespans 2007 r. N 110 (3aperucTpupoBaH
MuHUCTEPCTBOM KOCTMUMK Poccuitckoi ®eagepauun 27 anpens 2007 r. N 9364), ot 6 asrycra 2007 r. N
521 (3apeructpuposar MuHncTepcTBoM locTULWKM Poccuiickoi ®eaepaumnn 29 aerycta 2007 r. N 10083).




