JIOIOTHII
KOMTIAHII

@apma InTepHenieHall Komnani
Bitisi KOHTPOJIIO SIKOCTI

Ceprudikar ananizy Ne CF0745/21/DMS-020478

Ha3ira npenapary: KoxuenTpauin akTusHol
E(DO OKC peuoBHHH:
]-l l—I 200 mr Lednosokcumy
(y gpopmi NpoKCeTHAY)
Jlikapcbka Gpopma: Cepin Ne: Po3mip cepil: Jlata BUpOOHUUTBA! [puaaTHuil 10:
TabaeTKH, BKPHTI
miBK0BOK 060JIOHKOI0 6210625 7900 yn 11721 11/24
I & 1 « Ny "
’Pecc‘r‘pau'lfluc nocsigveHns: Ne l.!AMlSZ/ﬁIJOZ Kpalha BHPOGHMK: Mopaanis
Tepmin aii peceTpauiiiHoro NOCBLIUCHHA HeoOmexeHuii
Onuc ynakosku: 10 Tabaerok y GaicTepi; 1 6ricTep B KapTOHHIA KopoGui
MapKkyBaHHs Bianosiac BAMOraM MK JI3
HaiimeunyBanns SR I R iy - MerTo,
Ne yea Bumoru . PesyapTaTtH b et
HOKA3HMKIB ' e E[ERORTROI0
Tabnerku osansHoT GOpMHU 3 1BOOMYRICK Tafinerkx osistol Gopuit 3
G ZBOOTYKION MOBEPXHEID,
[OBEPXHEIO, BKPHTI IU1iBKOBOIO s
. BKPHTI [1iBKOBOIO 0BOJIOHKOK
0BONOHKOK KpeMoBo-0iioro KonLopy, . o
I | Onue ’ kpemoso-0ioro KoaLopy, 3 BHyTpiwkiA
3 pig6uTkOM «Phl» 3 0aHOTO GOKY 7
) s ginbutkom «Phl» 3 oaHorO
ta puckolo i inburkamu «CF» «2» 3 S
: 6OKY T PUCKOIO | BIAGHTKAMH
iHWOro i
«CF» «2» 3 iHoro
Yac yTpHMYBAHHA OCHOBHHX MiKiB Ha
XpOoMaTOIpaMi poFuuHy 3paika, oTpHMaHif
—— {1ij1 uac KifbKICHOrO BH3HAEHHA MCTO0M
2 (BEPX) o BEPX, Bianosigac uacy yrpHMyBaHHA Bignosinae BHyTpiloHii
MikiB Ha XpOMATOrpaMi CTAHAAPTHOrO
pO3uKHY POGOHOro CTRHAApTHOIO 3paska
1edNONOKCHMY MPOKCETHITY
3 Cepeans maca 518,03 mr+5,0% 506,96 mr BuytpiwHiii
OanopinHicTh OCLIA
4 A030BAHHX OJAHHHUB Mag BiANOBIAATH BUMOTAM [MpuiimansHe uncio = 3.3 <905>
(BiAXHICHHS MACH)
5 Buict BoaH (K@) He 6insiue 3,5 % 2,6 % BryTpiumHid
6 Srlickers. Al He Sinstue 30 Kp 15 Kp €0298
PO3AABJIOBAHHSA
T Yac poynananis He Ginvue 30 XBHIHH | xBHaMHA €D 2.9.1
InenTHdikauis o a1
8 Mae BLANOBIAATH BUMOraM Bignosinae «THTany
GapBHHKA '
AIOKCHAY
9 Po3uHHEHHR He meniue 75 % (Q) uepes 30 XBHIHH 98 % BuyTpiwuii
Homiwxa (RRT 0,86): He Binbwe 5 % 0,64 %
C T — Byab-Ka OAHHHHIA HEBLIOMA Aomilka:
o | RS e Ginbiue 2 % 0,40 % Buyrpiumif
’ Jara/pHHi BMICT 10MIlIOK (KpiM AOMiwk#
RRT 0,86): ne Ginbtue 6 % 1,60 %
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JIOTOTHII

KOMITAHIT
dapma InTepHelieHal Komnani

Bigaisi KONTPOJII0 AKOCTI

Ceprugikar ananizy Ne C F0745/21/DMS-020478

Ha3ea npenapary: KokuenTpauis akTHBHOT
pe‘lﬂﬁlﬂlll:

HE®OJOKC 200 mr LiednogoKeHMY

(v dopMi NPOKCETHY)

Jikapcuxa gopma: Cepin Nu: Poamip cepil: Jlata BHpoOHHUTRA: MpuaaTuuii 10:
Tabnerki, BRPHTI
naiskopo 06010HKOIO 6210625 7900 yn 11721 11/24
Peccrpauiitite nocsiaueHns: N UA/4152/02/02 KpaiHa BHPOGHHK: Hopmania

Tepmiu ail pecerpauiiinoro nocsinueHHs HeoOmMokeHHH

axu: 10 rabaerok y 6aicrepi; 1 Gnicrep B kapTonHill kopobui

Ouuc ynako
MapkyBaHHSA BIAMOBIAAE BHMOraM MK JI3

HaiiMenyBaHHs : : i e IR L R Merg
Ne y i : Bumorn ; - - | Pe3yABTATH | __ ‘“
noKa3nHKIB : i : i ; KOHTPO/I10
(BEPX): Llehosoke TaGneTkH MiCTATh eKBIBANEHT
- we menime 95,0 % Ta He Giaswe 105,0 % Bin 3axenexoi " -
L BoREicHE RESHENEHES KiNbKOCTI UePIOAOKCHMY (C1sH17Ns50682) y nepepaxyHky 1041 %% Buyrpiumid
Ha 6e3r0AHY OCHOBY
JaranbHe uHCAO aepoGHHX MIKPOOPraHiIMiB (TAMC):
103 KYO/r < 100 KYO/r
12 Mm;:{odi?:::iuua 3arafkHe YHCIO APIKIIKOBHX / MITICEHCBHX rpubis 5 g’fzs'zl':'] 3
HC = - 0. 0.
(TYMC): 10°KYO/r < 10 KYO/r :
Bigcyrnicts Escherichia coli Bigcyrna

KomenTapi: 3a3zHadeni BUILE pe3yIbTarH Bi/UMOBIAAIOTH CHCLHEIKALIIM TOTOBOIO IPOAYKTY.

BupoGuuk: Haipa: @apma InTepreuicnan Komnani
Aapeca: Aab Kacraa epia, EpnopT poyi,

Jliuensis Ha BupoGuuurso Ne: 2/16/27/49806
Ceprudikar pianositHocTi ymoB BHpPOGHHUTRA nikapeskux 3acoliB BHMOTa

018/2021/GMP

A.C. 334 LkyGaiixa 11941, Amman - Hopnanis

s Hasexuol BupoGimugol [IpakTHku:

enmuunow | docmosipuok. LR cepin npenapamy Byna auzomosaend,
GKTIOYANONIU NAKYBAHHR [ MAPKYSAHHA MA KORMPOIL AKecmi, Ha auljesKazaniii dinyi y noaniu eidnosionocmi 3 sumozamu
GMP micyegux pezyifamoprux Opzawis, @ maxoxc SUMOZaMu cneyugikayil, Hasedenol & Peccmpayiiinosy [Tocgiosenni
kpainu, wo imnopmye. [Ipomoxonu gupobHuYMAd, NAKYEUNHA i koumpomo skocmi 0arol cepii npenapamy bynu nepesipeni i

euanani aidnogionusu 0o eumoz GMP.

A niomeepodicyio, o Buufeskasand ingpopmayin € aym

Jata opopmaenns CA: 30711721
BignosigansHui 3a BUNOYCK cepil:

CraaneHo: Ilepesipeno/3aTnepaneno:
Documentation Senior Officer Head of Quality Control Section QA & GMP Manager
Maha AbdelSamad Mianuc: (ITionuc) Moutasim AbuAlruz
30.11.21
Quality Control Manager
Mianue: (lidnuc) Mianuc: (MTidnuc) Mianuc: (/lionuc)
30/1121 30.11.21 30/11/21
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