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NMueH3na Munncrepersa Npomeiwaensocty » Toprosau PO Ne 00072-1C

CepTuduKaT KadecTea cepuu Ne 2808 ot 26.03.2020

Omenpaszon, Kancyabl KMLWEYHOpacTBOpUMbie, 20 Mr

TOProgsoe HauMeHOBaHWE NeKAPCTBEHHOrO Npenapara, NexapcTaeHHan Gopma, A03MpoBKa

PervcTpalMoHHoe yaocToseperue P N003727/01

Homep cepuu 170320

[aTa Hayana Nnpon3BoACTea 08.03.2020

lfopeH po 03.2023

KonuyecTteo 68957 ynakoBsoK

AHanu3 BbINOAHEH NO HOPMATUBHOMY AOKYMEHTY P N003727/01-260911, M3m. Ne 1,N22

HanmeHOBaHWE NOKa3aTenAa

MeTon KOoHTPONA

Pe3ynbTaT KOHTpOAA
HopmaTtugHoe 3HayeHue ¥ P

OnucaHme BuayansHbii TBepAable HenatuHoBbIE Kancynbl
TBepable KenaTwHoBble Kancynsl Ne2. Kpobiwedka Kancya N22. Kpbiwe4Ka kancyn
HENPO3PauHas IKenTas, KOpnyc HenpospadHbiit  Genbid, Henpo3payHas eaTan, Kopnyc
Copepwumoe Kancyn — Bensie unu noutu Benbie nennetsi. Henpo3apayHbiil Bensiit. Copepmumoe
Kancyn NouTu 6enble nennets.
NopnrHHOCTL Yd-cnektp
YnbTpadUONETOBLIA CNEKTP NOTAOUEHUA  MCNBLITYEMOro
PacTsopa, NPUroTOBAGHHOID ANA ONpefenerus CootseTtcTayer

KUCNoToycTOMYMneocTn 8 06nactn oT 240 Ao 350 HM AoMKEH
MMETb MaKCHMMYMBI AW AAUMHAX BONH (276 £2), (303 £2) Hm u
MWHUMYM NPY A/TMHE BOAHBI (282 £ 2)HMm.

Escherichiacolis1r

BIMX
Bpems YAEPMWBAHMA OCHOBHOTO NKKa Ha Xpomartorpamme
MCNLITYEMOrO PacTeopa MAO/KHO COOTBRTCTBOBATL BPEMEHU CooTBeTcTBYET
YOEPKMBEHMA NWKa OMENpPasona Ha xpomaTorpamme pacTeopa
CO
CpenHAs macca W OTKAOHeHWe | Becosoit
OT CpeAHei Maccel Kancyn Cpeparnan macca Kancyawi: o1 0,266 1 0o 0,326 r. 0,296 r
OTKNOHEHUe OT cpeHelt maccel Kancyabl: £ 10 %. ot-2,0% pno +2,0 %
CpeaHAs macca U OTKNOHEHKe Becosoti .
oT cpeaHeit macchl CpeaHan macca coaepmmoro kancyn: ot 0,212r 00,259 1. 0,242r
COAEPHMMOro Kancyn OTKACHEHME OT CPEAHEN MacChl COAEPKMUMOro Kancyn: + 10 %. o1-5,0 % po +3,0%
PanapaemocTtb YCTPONCTBO KOHTPOAA pacnafaemocTy .
He 6onee 20 M1H 11 00"
Boga MeToa K. ®uwepa
He 6onee 3% 1,7 %
KiCNOTOYCTOMYMBOCTL Cnextpodotomertpua
He meHee 85 % omenpa3ona A0MKHO BbiTh 8 KaX A0 Kancyne 106 %
yepes 2 4yaca.
PacteopeHue CnexTpodoTomeTpuna
He meHee 75% (Q) vepes 45 MUH. 87 %
MNocTopoHHMe NpUMecH BIWX
EAMHMYHON He MAeHTUPMUMPOBAHHON Npumecy — He Bonee
0,5% 0,05 %
Cymma npumeced - He Bonee 2,0% 0,12 %
OaHOpPOAHOCTL A03UPOBAHWA BIHX 106.0 %
CopepaHue oOmenpasona B8 OAHOM Kancyne MOMeT !
ot -3,0% po +4,0%
OTKNOHATHCA He Gonee yem Ha £15 % OT CpeHEero COAEPHAHNA,
KonuuectseHHoe onpegenerune | BIKX
Ot 18,0 mr po 22,0 mr 20,8mr
Murpabuonoruyeckan 4nueToTa
OBuiee uucno aspobHbIX He 6onee 1000 <10
Baxtepuit B 1r; He Bonee 100 <10
O6wee uucno rpubos s 1 1; oTCyTCTBME OTcyTeTayer

Crpanuua: 1 na 2
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Ynakoska

Mo 10 Kancyn B KOWTYPHYIO AYEMKOBYIO YNaKOBKY M3 NAeHKM
NONMBUHWAXNOPUAHOW M GONLIM  ANIOMHUHUEBOH NEYaTHON
NAaKNPOBAaHHON.

Mo 10, 20, 30, 40, 50 wuav 100 Kancyn 8 GaHKK w3
nonuatuaexTepedTanata ANA  NEKapCTBEHHBLIX CPEACTB  MAK
noaMNPonNUAEHOBLIE ana NeKapCTBEHHBIX cpepcers
YKYNOPEHHbBIE KPbILIKAMMU U3 MONAUITUNEHA BLICOKOrO AaBAeHUA
C KOHTPO/IEM  Nepeoro  BCKPLITUA AW KPbllUKaMK
NOAMNPOMNUNRHOBBLIMW C CUCTEMON «HAMaTh —NOBEPHYTL® WMAU
KPbIWKAMKM M3 NOAW3TWMAEHA HM3KOFO AABABHMA C KOHTPONEM
NepBOro BCKPbITHA.

CeoboaHoe npocTpaHcTBO B  GaHKe 3an0AHAKLT  BaTOM
MeONUUMHCKOW rMrPOCKOMMYECKOM,

Ha BaHKy HaKNEWBAIOT ITMKETKY CAMOKNEALLYIOCA.

OpHy GaHky uan 1, 2, 3, 4, 5, 6, 8 nau 10 KOHTYPHbIX AYEHKOBBIX
YNaKOBOK BMECTE C MHCTRPYKUMEN N0 NPUMEHEHWIO NOMEeULaoT B
KapTOHHYIO YNaKoBKy (nadxy).

Mo 10 Kancyn B  KOHTYPHYIO
AYEMKOBYIO YNAKOBKY M3 MAEHKM
NOAMBUHUAXNOPUAHONW W GOoNbru
aNOMUHUEBOM NeYaTHOM
NAKUPOBAHHOW.

3 KOHTYPHbIX AYEHKOBBIX YNaKOBKM
BMeCTe c MHCTPYHUMEN no
NPUMEHEHUIO nomeLieHsi B
KapPTOHHYIO YNaKoBKy (nauky).

MapkupoBka

Ha KOHTYpHOM A4eHHOBONH yNaKoBKE YKazblBAKT TOProsoe
HaUMEHOBaHWE /NIEKAPCTBEHHOrO npenapara, HOMEP Cepui
(BrAtouatoWmMi gaTy ebinycKa), «rogeH Ao» (BrAYaOWMHA paTy
WUCTeYEHMA CPOKa [OAHOCTM), [03MPOBKY, NEKapCTBEHHYIO
¢opMy, HaMMEHOB3HWE NPOM3BOAMTENA  NIEHADCTBEHHOTO
npenapara.

Ha 3tvketke 6aHKM yKaswiBalOT TOProBoe HaUMEHOBaHWe
/NIEKAPCTBEHHOr0 MNpenapaTa, HAMMEHOBAHWE NPOM3BOAUTENA
NIEKapCTBEHHOrO NpenapaTa, TOBAapHBLIA 3HaK, 3NEKTPOHHbIN
CalT, A03MPOBKY, NEKAPCTBEHHYID GOPMY, HOMEpD CepuM
(Bintovatowmii aaTy ebinycka), «rogeH go» (BKAYAOWMI AaTy
WCTRYEHWA CPOKA rOAHOCTH), KO/IMYECTBO NEKAPCTBEHHOro
CPeAcTBa B YNaKOBKE, YCNOBWA xpaHeHus, «lpenapat creayer
XpaHuTL B Mmecrax, HEeqOCTYNHbIX  AnA nereny,
«MpOTUBOA3BEHHOR CPEACTBOY,

Ha kapToHHOM ynakcBKe (nauke) ykasbiBaloT Toprosoe
HaWMeHOBAaHME NEKAapPCTBEHHOrO fPEenaparta, HaumeHaBaHWe
NPOM3BOANTENA NEeKapCTBEHHOTO NpenapaTa, TOBapHbLIM 3Hak,
CTpaHy,  COKpauleHHbId  agpec  MmecTa  NpoM3BoACTBa
NeKapCTBEHHOro Npenaparta, 3/1eKTPOHHbLIA aAPec, 3NeKTPOHHbIA
CaMAT, NeKapCTBeHHYI0 GOPMY, HOMED Cepuu (BRAIOYAIOWMIT gaTy
BbINYCKA), «rofleH Ao» (BKAHalOWmMi AaTy WCTEYEHWA Cpoka
TOAHOCTH), NO3UPOBRY, KONMHECTBO IGKAPCTBEHHOD CPeacTsa B
YyNaKoBKe, Ha3saHWe [EWCTBYIOLWLIEGrO BewecTsa W ero
KO/NMHECTBO, COCTaB KancyAnbl, YCNOBMA XPAHEHWRA, YCAOBMA
oTnycka, «[NA Npuema BHYTPLY, «CMOTPM MHCTPYKUMIO MO
NPUMEHEHUIO®, HOMEp PerucTpauUoHHOro YACCTOBEpPEHUS,
dapm-koa, WTPUXOBON KOA, «IMO UCTEUEHMIO CPOKA FOAHOCTH HE
AOMKHO NPUMEHATLCAR, «lpenapaT cneAyeT XpaHuTh B MecTax,
HeOOCTYNHLIX AnA  aeTei», «MpOTUBOA3BEHHOE CpeacTeo»,
«[penapaT coaepMHmT caxaposy, NaKTO3Y U CNUPT UETHAOBLIA»,

Ha KOMTYpHOW A4elKOBOW ynaxosKke
YKa3aHO: TOProsoe HaumeHoBaHue
NeKapcTeeHHOro npenapara, Homep
CEPMM (BRNIOYAIOLLMIA AaTY BbIfNycKa),
Aata  WUCTEYEHMA CPOKA TFOAHOCTH,
AO3NMpPOBKa, NeKapcTBeHHaA Gopma,
HauMeHoBaHue npou3BoAUTENA
NeKapCcTBEHHOrO Npenapara.

Ha KapTOHHOW ynakoBke (nauxe)
YKa3aHo: TOProBOE HaWMEHOBaHue

NleKapcTBEHHOrO npenapara,
HauMeHOoBaHME npov3soAUTENs
NeKapcTBeHHOro npenapara,
TOBapPHbINA 3HaK, cTpaHa,
COKpaLleHHbIl appec mecTa
npov3soAacTBa JIBKANCTBEHHOTO

npenaparta, 3NEKTPOHHLIK  agpec,
INEKTPOHHLIA CaWT, NeKapCTBeHHaR
Gopma, HOMEp CEepUU (BRNIDYAIOWLMIA
AaTy  BbINyCKa),  «roAeH  aown
(BrniovalOWMi  gata  MCTeYeHMA
cpoka roaHocTH), A03UpOBKa,
KOIMYECTBO NEKapPCTEEHHOro
CPeacTBa B  YMAKOBKE, Ha3BaHWe
[AEMCTBYIOWEro  BeWecTsa W ero
KONUYecTBo, cocTas Kancynbl,
YCNOBHA XpaHEHMA, YCNOBUA OTNYCKA,
«na  npuema BHYTPb», «CmoTpw
MHCTPYKUMIO N0 NPUMEHEHMION,
HOMEp PErucTpaLMoHHOro
YAOCTOBEPEHUS, dapm-koa,
WTPMXOBOM Koa, «NO WCTEYUBHMIO
CPOKa  OAHOCTM  HEe  [A0AMHO
npumeHaTLeA», «Mpenapat cnegyer
XPaHWTL B MECTAX, HEAOCTYNHLIX ANA
AeTen», «MpoTMBOA3BEHHOE

cpeacreoy, «lpenapar CoaepmuT

caxapozy naxTo3 Mo cnmpt
comagosy,. avioay g
AMETAROBEIATC,
CpoK rofHoCTH 3 ropa G

XpaHeHne B 3aWwuweHHOM OT CBETa MecTe Npu Temneparype He Bbllwe 2% € A
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