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Cepradikar cepii Jikapcbkoro 3acody

Hazga npenapary:
CTPpHIOax
-Kpaina-BHpoOHHK: Ykpalaa
Peectpauiiline nocBimueHHA: Ne UA/11697/01/01
Cuna fii/aKTHBHICTB: JMuaxnodenax 100 mr
Jlixapceka gopma: Cyno3uropil pexraabai
Po3mip Ta THn nakoBaHHA:  Ne 10 (5 x 2) y crpanax
Cepis Ne: 0100122
Po3mip cepii: 4390 ynaxoBok
Jlara BHpOOHHITBA: 24.01.2022
IpunatHuit no 01.01.2025
JinsHuLi 3 BHPOOHHLTBA: Ilex 3 BHPOGHHITBE M'AKHX JiKapchKHX 3acobiB

TOB "®apmexc I'pyn"
08301, Kuiscbka 06.1., Micro Bopucniib, Bymns Illepyenxa, 6yanHox 100

Biaain konTpomo sxocti TOB "®apmexc I'pyn"

Juxnodenax-Oapmexc, cynosuTopii pexraasHi mo 100 mr Ne 10 (Sx2)y

08301, KuiBcbka o061, micro Bopucnisib, Byauus LlleBuenxa, 6yanHox 100

Jliuensis Ha BUpOOHHITBO  cepist AB Ne 598046 Bin 04.12.2012 p.
Ceprudixar simmosimHocti  Ne 026/2021/GMP crpox aif no 26.03.2024
Ne i/ TToka3HHK Bumorn MK PesyasTar
1. |Omuc I'nanenski cynosuropif 6ioro abo maibke Gitoro I'nameHbki CynosuTopii Marxe
KOJIOPY OAHOPiIHOT KOHCHCTEHUIT. JJomycKaeThes 61010 KONMBOPY OAHOPiAHOL
HasBHICTh BOPOHKONOXIOHOr0 3ariuHbieHHs i KOHCHCTeHUil. HaaBHi
TIOBITPAHOTO CTEPXKHA BOPOHKONONiOHI 3arnubieHns i
NOB{TDAHMA CTEDKEHE
2. eHTHGika Ha xpomarorpami mnpoﬁoaynau'orc? poauuuyﬁmae Ha xpomatorpaui
BHARJISTHCA OCHOBHA IUISIMa Ha PiBHI OCHOBHOI
: BUNpPOOOBYBAHOTO PO3YHHY
IUIIMH XpOMaTOrpaMH PO3YHHY NOpPiBHAHHS, IO
p o BHSABJIAETECA OCHOBHA IUISMA Ha
Bi/MOBifae i 3a BEIMYHHOIO Ta 3a0apBIeHHIM i G
PiBHi OCHOBHOT ILTAMH
XPOMETOrpaMH PO3YHHY
NOpiBHAHHA, IO BiANOBiKac 1 3a
BEJTHYHHOIO Ta 3a6apBIEHHAM.
3. |OasopinnicTe MacH Maca He Gimbiue 2 Cyno3uTopiiB i3 20, 3BaXeHHX
iHIMBIIyaNnEHO, MOXE BIIXAISTHCA Bill CEpeaHbOT
MacH 6insime Hix Ha 5 %, NPH LBEOMY KOZHAE Maca -0,8 %
He MOXe€ TIePEBHILYBaTH CEPENHIO Macy 0,6 %
cynosuropiro 6ineme HbkHa 10 %
4. |Po3manauHus He 6insme 20 x8 Binnosinae
5. |Yac noeHol nedopmanil  |He 6inbme 30 xe 25 xB




3rIAHO 3

TR
"THANON
Ne n/nt TTokasHuk Bimvorn MKS Pesynsrar
6. |Po3mip uacrumox Ha wiomi 25 mn’ we Gimswe 50 aactok 6itsine 50 | Ha nnormi 25 vm> BincyTHi uacTku
MK, 3¢ Gineme 10 sacrox Gimeme 100 MM, po3mipom Ginsme 50 mMxm Ta 100
MKM.
7. |QmuopimsicTh K030RIEHY Jins nepmmx 10 M030BaHHX ORMHHUB NPHAMaEHE
QAHHALE ancno AV menute a6o nopismroe L1, ne L1=15,0.
IpuiivaneHe  9Mcio, Bu3HayeHe g 30 77
cynosuropiie, MeHme abGo Jgopishioe 15 i B ’
XOHOMY i3 CYTIO3MTODITB BMICT Aif090i pe4OBUHH
He Merme (1-0,25)xM i He 6itbie (1+0,25)xM
8. |Cynposixni somimxu B.ym,-n(oi HeileHTH(IKOBaHOI JOMIIIKY - He Mewme 0,5 %
6iteme 0,5 %
Cyma JoMimok - He 6imme 1,0 % Menme 1,0 %
9. |MixpoGiosoriuna uncrora |3aransHe tm.c.no aepoOHAX  MIKpOOpraHi3MiB Miskits 40
(TAMC): ne Gineme 1000 KYOB 11,
3aranbHe YHCIO APDKIDKOBHX i IUTICEHEBHX
(TYMC): e 6imsme 100 KYO 8 1 1. VIRHME: 20
10. |Kimpxicne pasgguenns  (Buicr narpiio muviodenaxy (C,4H;0NNaO,)
OHOMY Cyno3uTopii Mae 6yTH eix 95,0 mr mo 105,0 98.6 ar
MT" B IIEPEPaxXyHKy Ha CEPENHIO Macy OQHOIO ’
CYNO3HUTOPII0
11. |O HHS V BijgmoBigHocCTi 3 BUMOraMu MK S Binnoginae
12. |MapkyBaHHa Y BiamoBigHOCTI 3 BUMOramMu MK 51 Binnoeinae
13. |YmoBu 36epiranns 36epiraTi B OpHIiHANBHIN YIIaKOBLI NpU TemnepaTypi He Buwe 25 °C
BHCHOBOK: BiZIOBizae MK no PIT Ne UA/11697/01/01 Bix 19.07.16, 3mini Bin 28.09.17, 3mini six 08.07.20 Ta
BHMOTraM - - sMiHi Bix 22.03.21.
KomenTapi:
Havanmeruk BKS XKuruaxisceka 51.A.

OOk, AOA 2

Lum s sacsimayro, mo HaBefena Bume iHpOpManis € ROCTOBE 010 ‘1 TouHoI0. Llio Cepiio npomykuii By0 BHpOGIIEHO
(BxmowarouM naKysaHHs/MapKyBaHHS) Ta POBENECHO KOHTPOJb 1i AKOCTi Ha BHINE3a3HAYeHiM AiNbHULI y NOBHiK BianoBinHoCTI
3 euMoramMu GMP, BCTAHORJIEHHMH MiCLIEBHM DETyJIATOPHHM OPIaHOM, a TAKOX BiITIOBIZHO 110 crnieunpikauif, mo MicTaTscs y
peecTpauiiiHoMy nocke. [IpOTOKONM BHPOGHHITBA, NAKYBAHHS TA AHATI3IB 6y/0 MeperaAHyTO T2 BCTAHOBJIEHO BiNOBIIHICTE
GMP.
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