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ATapake Tabneru, NOKPBITRIE ruTe

Howmep cepun

Kon npoaykra
Crpana nasnavenys

3aperncrprposanmsre YCIOBHA XpaKenus

Mpouzroanren:

UCB PHARMA SA

CHEMIN DU FORIEST B-1420 BRAINE-L’ALLEUD BELGIUM

Tel: +32 2 386 21 11

CEPTU®UHKAT AHAJIU3A

333355

: CIA02507

: Poceuitcxan Denepanms

: Xpauute npu TeMIepartype He Beime 25 °C
" IOCB ®apma CA., bembrus (BRAINE)

Cooreercrayer TpeboBanmuam crneurpukanum kag TIOKa3aH0 HuXe:

Hoxazarenn

ABaTHTHUeCKRE Pe3yabTaTe! nponyxra

Onucaunne

Onpenenenne NOATHHHOCTH MeTONOM
B3XKX:

I'napokcusuna THAPOXIOpHIa

Onpenenenne MOTHHHOCTH MeTomOM TCX:
Iunpokensuna THApOXTopHaa

Cpennsst macca
OIIIIOP(IJ]HO(.‘TL Maccht
- Mutnmynm

- Makcumynm

PacrBopenne

Howmep Bepeny

Croeunduranus

Benste npononrosare TaB2eTKH, noKphIThIe
ILIEHOYHOH 0BonouKdi, ¢ nonepenoii ¢ puckoii
€ o0eHx cTopou

Bpems YOCPXUBAHHA  OCHOBHOMO mixa #a CootBerciryer

xpomamrpaMMc HCI'TI-:]TyCMDFO pacTeopa,
ITOJI'_V‘{CHHDI:'[ ]'IpH Ko AHECTBENITOM OTIPCI.]CJ‘ICHHI{,
ROMKHO cooTBeTCTRORATH, B Npenenax = 3,0 %
BpEMEHM YaepxHBaHus OCHOBHOTO nuka na
XpoMmarorpamme TAHJapTHOrO pacteopa
PUAPOKCH3IMHA rHAPOXIOpHaa

OcHogHoe MATHO HA
HCIIBITYEMOro pacTBopd 1o NOJNOMKEHUID, BeMyHHe
M OKpacxe Homkno COOTBETCTBORBATE OCHOBHOMY
TATHY Ha Xpomatorpaspe CTAHIAPTHOTO pacTROpa

Mpyubnusurenso | 13,3 mr 113,4 mr

OTknonenne ot cpezmel}'i MAacCel B npoueHTax: He -1.4%
Bosce 2-x mmuamya.ublumx Macc OTKI0HAOTCH oT
CpenHeH Macch! ua Benuynny -7,5%, u npu atom ny

ONHA  MMAMBMIyanbHAs Macca He jomxHa
OTKNOHATLCH OT CpeaMeli Maccsr Ha BEIHYMHY, B 2

Paza npeswimatouryso 3T) 3HAYEHHE

OTknonenue or CpeaHel Macchl B mpouentax: me 0,9%
Gonee 2-x umuamyanm!mx MACC OTKIOHAKTCH OT
CPe/elt MaccH Ha Bemmtmmy +7,5%, u npu stom
HH 0jiHa HFUIP[BMIIyaJTbHaﬁ Macca He A0JIKHA
OTKIIOHATECA OT cpeaneii Maccwr ga BEIYHHY, B 2

Pa3a DPEBBILAWY IO 9T0 3Hayenne

He mentee 75(Q) % ot 3278/1EHHOTO KO/MMYecTBa
npy 30 Mun 99 %

HOYHOH 060m0uKo#, 25 Mr 25 Tabnetox

Pesyastare:

Coorsercreyer

XpoMaTtorpamme Coorsercrnyer

MNepesag

106 103 104 102 101

Buyipensmit vomep LIMS Clm3

Rera cospammn: JULMM.ITTT

Hara
BHyTpennuli Ko SAD » nata
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UCB PHARMA SA
CHEMIN DU FORIEST B-1420 BRAINE-L'ALLEUD BELGIUM

Tel: +32 2 386 21 11

CEPTH®UKAT AHAJIH 3A

Nepesog,

Arapake TabaeTkH, NOKpbIThIE [1EROUHOH 0Bonoukoi, 25 mr 25 Tabnetok

Homep cepuu

Kox nponykra

Crpana nasnauers

3aperucTpuponanunie YC/IOBHS Xpanenus

Ilpoussonurens

Popcrsennsic npumecy

- Tlobas nentndmumporannas MpUMech

- Jhobas apyras npumeck
- Cymma npumeceii

Boja

Koauuectsennoe onpegesnenne

Oumnoponnocts nosuposanus

Hoxazarens npuemmemoctn
Muunmansioe sHayerne
Makcumamnoe sHayenne
Cpennee snauenue

Homep Bepenn
Buytpensnit nomep LIMS

: 333355

: CIA02907

: Poceuiickas Desepanus

: Xpauuth npu TeMIIepaType He Bolwre 25 °C

: IOCB ®apma C.A., Bemsrusg (BRAINE)

He Gonee 0,50 %
He Gonee 0,20 %
He Gonee 1,50 %

He Gonee 6,0 %

95,0 % - 105,0 % ruapoxcusuna THAPOXIOpHIA OT
3AABNEHHOIO KOIMYCCTBA

B cootsetcrauu ¢ Eep. ®. 2.9.40 uau

0®C 1.4.2.0008.18

He 6omee 15,0

HaHxHEte oTyera
Jannsie oTuera
JlanHsie oTyera

Clm3

<IIKO (0,10 %)

<IIKO (0,05 %)

He nonnaerca KOJIM4ECTBEHHOMY
onpeaenenuio %

4,3 %

100,6 %
Cootsercrayer

6,7

98,6 %
105.5 %
101,7 %

Aara cosasmus: JILMM.ITIT
Hara
Buytpeunun Kox SAP v jata
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CHEMIN DU FORIEST B-1420 BRAINE-L'ALLEUD BELGIUM
L J Tel: +322 3862111

MNepesoa

CEPTU®HKAT AHAJH3A

Atapaxc TabneTku, NOKpbITBIE MeH0uHOH 0GonouKo#, 25 Mr 25 Tabnetox

Howmep cepyu 1 333355

Kon nponykra : CIA02907

CrpaHa HazHauenus : Poccuiickas Qegepauus

3aperucTpHpOBaHHLIE YCI0BHA XPAHCHUA : XpdHuTE NpH TeMIeparype He ebliue 25 °C

Ilpou3soaHTENL : FOUB ®apma C.A., bemprus (BRAINE)
MukpobHoNOrHuecKan YHCTOTa B coorsetcTsnu ¢ Kateropus 3 A win

Enp. . 5.1.4
<100 KOE/r

- OBuee YncIo a3poBHBIX He 6oaece 1000 KOE/r
mukpoopranusmos (TAMC)
- OBIuee Yuc/Io IpOHOKEBLIX K ILieckestix  He Gonee 100 KOE/r <50 KOE/r
rpudos (TYMC)
- Escherichia coli OrcyrcTeue B | r OTtcytcTBYCT

3angienue 0 cepTHHHKALNM:

HacTosumM MOATBEPHAAIO, YTO PHBEACHHAS BhILIE MHQOPMALIHA ABJISETCR MOMHHHON M TOUHOH. Y Ka3zaHHaA cepua
NPONYKTA MPOH3BCACHA, BKIIO4As KOHTPOIb KA4€CTBa, B NOJHOM COOTBETCTBUM C TpeGoBanuamu Hannexantes
Ipoussoncteennoit [paxTuxku (GMP) nokanbuore |Perynaropuoro oprana. 3amucH No npou3BOACTBY H aHATH3Y
cepHM OBLTH MPOBEPEHE! H TPH3HAHBI COOTBETCTBYIOIIMMH TpedosaHusm GMP.

Iata npownsroncrea (JJJMMITIT) : 14.04.2021r. Ot nuua
VITOJTHOMOUYEHHOT O JIMLIA IIJIOLTAJIKH:

DE KEYSER JEAN-LUC
Tonen o (IIAMM.ITIT) : 31.03.2026T.

DnexkTpOHHAR NOANKUCH <[MOAIMHUCH>

Brinyumieno : Mma, Damunus
ABTOPH30BAHHOE JTHLIO

Jlata peinycka (JA.MM.ITTT) . 30.08.2021 r.

Homep Bepenn
Biryipenituii nomep LIMS C.iml Jlara comauna: JAMMITIT

Dara
Buytpemmii Kon SAP n nata




