3A0 «OBHHHCKAS XHMHKO-®PAPMALIEBTUYECKA I KOMITAHU S»

Poccusi, Kanysickas o6, r.0. "Topoa O6uuuck”, r. O6HuHCK, KneBckoe wocce 31, 3a, crp. 3
Ten/dake (484) 399-38-41, 399-38-42

TTACIIOPT Ne 3/H-H 10

Haumenoeanne: HHJJOP®AH Karieyiel, 10 mr (6anka) 60 x 1 (nauka kapToHHas)

MHH: Hutnzunon
Homep cepun: 30921
Hara koutponsa: 07.09.2021 r

Hara npoussozcrea: 03.09.2021 r

AHAaJIN3 BBITIOTHEH B COOTBETCTBHH C JII1-005974-091219, uzm. 1.

Konudectso: 60 yn
Hara Beimycka: 16.09.2021 r

Haumenosanue nokasarencit

TpeGopanus HJ|

Pesynerarsl ananusa

1. Onucanue

Tép/bie xenaTuHOBLIE KAMCYAL! Ne 3 ¢ GensiM
HENpo3paynLIM KopnycoM K Genoll Henpospaunoi
kporweurolt. ConepavMoe Kancy. — NopoLIoK NOYTH
Genoro unu Genoro ¢ HENTEIM OTTEHKOM LBETA.

Toépasie xenarunosbie kancyns Ne 3 ¢ Genpim
HENPO3PauHLIM KOPIycom 1 Geoil Henpoapaunoii
KpBIWEKOH. CONePHUMOE KAMCYIl ~ NOPOLIOK NOYUTH
Genoro upera.

2. [MonnuuHOCTS

Y®-cniektp enwityemoro pactsopa B 061acTH 0T
200 no 350 HM xo%eEH COOTBETCTROBATE Y
CMEKTPY CTAHJApPTHOTO pacTsopa (a) (pasaen

«Konnuectnenoe onpencacHue).

Cootsercrayer

Bpems ynep:kHBaHUS OCHOBHOTO NUKa Ha
XpomaTorpaMMe HCTIBITYEMOTo pacTBopa (pasnesn
«PoncTBEHHBIE TPUMECHY) JIOMKHO COOTBETCTBOBATE
BPEMEHH YAEPKHBAHHA OCHOBHOTO MUKa Ha
XPOMATOrpamMMe CTaHIapTHOTO pacTBopa 3.

Cootsercryer

3. Pacrsopenue

I'® P®. He menee 75 % (Q) nutuauiona yepes 30
MHIH.

103,0%

OxcoterparnapokcanTeHon — ve Gonee 0,2 %:
2-uutpo-4-(tpudropmerin)Bensolinan kuenora - e

OxcorerparnapokcanTeron — menee [1KO;

2-nurpo-4-(rpudrropmernn)Gensoiinas kucnora —

bonee 0,2 %,; menee [TKO;
4. PoacTaennble npuMecH Exunmunes neunentuuuuposannas npuMecs — He ., ETMHHYHAs HeMASHTH(HLMPOBAHHAS TIPHMCCE —
. Gonee 0,2 %; 0,08%;
Cymma HenIeHTHDHUKPOBAIHBIX IPUMCCEH — He Cymma HenaeHTHHINPOBAHHBIX NpUMecel —
Bonee 1,0 %. . 0,14 %.
5. OIHOPOAHOCTL NO3HPOBATHA I'® PD, criocob 1. B cooTBercTBUH ¢ TpeGoBaHMAMH AV =4.0%
6. MukpoGuonoruueckas uncrora T'd P, Kareropus 3 A. CoorsercTByer
Ot 9,0 no 11,0 mr C4H,oF3NOy nutusnzoHa 8
7. Konuuecrpennoe onpeaenciue 10,2 Mr

Kancyne

9. ¥Ynakoska

Mo 60 kancyn B GaukKy MONTUMEPHYIO H3
NONHNPOMNKIEHA IS IEKAPCTBEHHBIX CPEACTB ©
KOHTPOCM NEPBOro BCKPBITHA, YKYTOPEHHYIO
KPBIIIKOH ¢ CHIMKArcacmM.,
| Ganky BMCCTE C HHCTPYKUMEH 110 PHMEHEHHIO
TIOMELUAIOT B NMAYKy H3 KAPTOHA,

[To 60 kancyn B Gaxke nonmMepHoi 13
TIOIUMPOMHACHA JUIA JICKAPCTBEHHBIX CPEACTB ¢
KONTPOIEM [ICPBOTO BCKPLITHS, YKYIIOPEHHYIO

KPBILIKOH C CHITHKAreneM. 1

Ganka BMeCTe © HHC‘TPyKlLHCﬁ 110 MPHMEHECHHIO
MOMEieHa B Iauky H3 KapTola.

10. Mapknposka

1) Iepsuynas ynakonka fekapcTBEHHOr0 IIpenapara,
Ha sTrKeTke yKaseIBAIOT COKpallleHHOS
HAUMEHOBAHHE NPOU3BOANTENSA, TOPTOBOE
HAUMEHOBAHHE, IEKAPCTREHHYIO (JopMY, HAIBAHHE U
conepialiue NieficTyiomero sewecrsa 8 1 kancyne,
HOMEp CEpHH, «rOJIeH 110, NOTOTHI AUCTPUGYTOpa,
KOJIMUECTBO KAMCY B YNAKOBKE.

1) Tepa#unas yHAKOBKA JIeKAPCTBEHHOTO npenapara.
Ha yinketke yxkasano cokpamenroe nanmenonaiue :
NPOH3BOAMTEIM, TOPIOBOE HAMMEHOBAHHE,
AEKApCTBeHHAA (JOpMA, HAIBAHHE M COACpHAHME
JeHCTBYIOLIEro BELECTBA B 1 KANCYIIE, HOMED CEPHH;
«rOAEH A0%», NOTOTHI nm:rpuﬁympa, KOJHYECTBO..

KalCYst B YIAKOBKe.
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2) BropuuHas yNakoBKa JIekapCTBEHHOTO Npenapara
Ha navke yxa3ssiBaiOT COKpRIICHHOE HANMEHOBAHHE
BJIANIE/ILLA PErHCTPALMOHHOTO YAOCTOBEPEHHA, EI0

ajpec (CTpaHy, ropox), COKpalleHHOe HAHMEHOBAHHE

Npou3BojUTENs, ero aapec (crpagy, ropoy),
TOpProBo¢ HaHMEHOBAMHMKE, Mex,uyuapo.unoe
HENaTeHTOBAHHOE HAMMEHOBAHHE, IEKAPCTBEHHYIO

(opMy, K03MPOBKY, HA3IBAHME U CONEpKAHHE
HeHCTBYIOIIErD BelecTsa B 1 KANCyne, KONHYECTBO
KANCYJ B yNakoBke, HOMEP CEPHH, CPOK TONHOCTH,
HOMEp PErHCTPALHOHHOrO Y I0CTOBCPCHHUA, CIOCo6

npUMeHEHHd «[lna npHeMa BHYTPb.», YCIOBHA
XpaHeHHA, YCNIOBHA OTMYCKA, IpeaynpeauTebHbIC
Haanucy («[IpuMeHATh M0 HASHAYEHHIO BpaMa.»,
«XpaHHTE B HEAOCTYITHOM [UIA ieTel MecTe.»),
norotun AMCTpubyTopa, UITPHEXOBOH Ko7,
HOMYCKACTCA HAHECEHUE CPEACTB HACHTHHKAUHK

JUIA MOHHTOPHHIA ABMKEHHS TIeKAPCTBEHHAIX

npenaparos.

2) BropuuHan yNakoBKa NeKapcTBEHHOrO npenapara
Ha nauxe yxa3aHo COKpALIEHHOE HAHMEHOBAHUE
BRANENbIIA PETYCTPAIMOHHOID YIOCTOBEPEHMS, €0
anpec (cTpana, ropof), COKPAILEI0e HAHMEHOBAHHE
MPOH3BOINTENS, Er0 anpec (crgaua, ropoz), Toprosoe
HaUMEHOBAHKE, MEXUTYHAPOAHOE HEMATEHTOBANHOE
HAMMEHOBAHUE, fleKapCTBeHHAd dopMma, A03MpOBKa,
HA3BAHKE H coliepkaHHue AeliCTRYIOIero Belectsa b |
KATICYJIe, KOMMYECTBO KAICyJl B YNAKOBKE, HOMED
CEPHH, CPOK IOZHOCTH, HOMEP PETHCTPALMOHHOTO
YAOCTOBEpPeHHR, cniocob npuMenenns « g mpHema
BHYTPb.», YC/IOBHA XpPaHCHHH, YC/IOBHA OTNYCKA,
npenynpeauTenbHble HAANKEH («[IpHMeHsTs no
Ha3sHa4YeHHIO Bpaua.y, «XpannuTh B HENOCTYNHOM ANA
ReTel MeCTe. »), N0roTHN AHCTPHOYTOPA, WITPHXOBOH
KOJI, HAHECEHLI CPENCTBA HASHTH(DHKALMY AN
MOHHTOPHHIa ABHMEHHUA ncxap:crscuamx npenaparos.

11. Cpok roanoct

10 03.2023r

12. XpaueHue

3aK/oueHpe:; HHUJIOP®AH kancysnsl, 10 Mr cooTBeTCTp

H%qamuux OKK

[
i
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3akpbiToe aKuuoHepHoe obuiecTeo «OGHUHCKas XUMUKO-(hapmaueBTU4eCKasas KOMNaHUA»
(3A0 «OXDK»)

TNuueH3us Ha eATeNbHOCTL N0 NPOM3BOACTBY NeKapCTBEHHLIX CPeacTs N200032-J1C o1 21.07.2020 r.
MecTo HaxoxaeHus: 249036, Kanyxckas 061., r. O6HUHCK, yn. Koponesa, 4.4
MecTa OCYLWEeCTBNEHNSA NULIEH3NPYEMON AeATENbHOCTY: Kanyxckana obn., r. OBHWUHCK, Kuesckoe Locce, 34. 107,
Kanysckas 061, 1.0, «Fopog OBHuHCK», r. OBHUHCK, Knesckoe wocce, 3a, 3a, cTp. 3

3akno4eHne 0 COOTBETCTBHN NPOU3BOANTENS (WHOCTPAHHOTO NPOU3BOAUTENS) NEKapCTBEHHbIX CPeACTB
ANA MEAUMLMHCKOro npuMeneHnn TpeGosaHuam Mpasun Haanexauen NpoU3BOACTBEHHOW NPAKTUKU
Ne GMP-0056-000552/20 1 GMP-0056-000553/20 [eicTBuTenbHo ao 20.07.2023 r.

Pa3pewieHue
Ha BbiNnyck B oBpauieHue (Ha npoaaxy)

Ne 3K j21rnc  or« b w_cecete Y 2021,

ToproBoe HaMMeHoBaHWe, NekapcTeeHHas opma, 4o3vpoBKa, hopMa Bbinycka:
HWOOP®AH kancynbi 10 mr (6aHka) 60 x 1 (nauka KapTOHHasA)

MHH: HuTU3UHOH

Mpounasogurens: 3A0 «OX®DK», Poccua

Bce cTaauu npOU3BOACTBA, BKIIOYAA BbINYCKAOWMKA KOHTPONb KavyecTsa

Cepwuna Ne; 30921 logeH po: 03.2023 r,
O6vem cepuun: 60 yn. [ara npoussoacTea: 03.09.2021 r. -
MNacnopt Ne 3/H-H 10 [ara Beinycka: 16.09.2021 r.

HO: NMN-005974-091219, uam. 1

PY Ne: IM-005974 ot 09.12.2019 .

Bnapeney PY: 000 «®APMAKIAB»

Poccun, 249033, Kanyxckas o61., r. O6HuHck, yn. Fopekoro, 4. 4

Paspelwenue Ha sbinyck B obpalleHne (Ha npogdaxy) AedcteutensHo fo: 31.03.2023 r.

Hanuuue [OKYMEHTOB NpOBEpPHIL: / )
P L, cecrelle
WHxeHep no aokymerTauu OOK __- /BepGosekas H.I./ « A » _CECLE00/E 2021,

{noanuce) (pacunchpoBka NoANUCH)

3anonHAeTcA UHXEHEPOM no gokymeHtauuu OOK

MNpon3BoacTBO NPOAYKLMKM OCYLLECTBMNEHO B COOTBETCTBUM C TpeBosaHuamu Mpasun GMP
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noanycob) (pacwudpoBka nognucu)

NPOAYKUUA PA3PELLEHA HA BbIlNYCK B OBPALLEHUE

NekapcTBeHHbIA NpenapaT cooTeeTcTBYEeT TpeboraHusm Mpaenn GMP 1 perucTpauvoHHOro gocke
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