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AN 4 I[TPETTAPATA TPEBOBAHHUSM, Page 1 of |

YCTAHOBJIEHHbBIM TIPW EI'O
[OCYIJAPCTBEHHOM PETMCTPALIMH

Toprosoe naumenosanne ATapakc®

Mesknynapoanoe HenateHToBANHOC IMuapokcuiun

HAUMEHOBAHHUE (rPyNIHPOBOYHOE WIIH

XHMHYECKOe)

JlekapcTBenHas Gpopma Tab/ICTKH, MOKPBITHIE MICHOUHOI
000/1049KO

Hosuposka 25 mr

®opma Brinycka 25 wit. - GauCTEphl - NavKK K4pTOHHbIE

(25 wr.)

Homep cepun (naptnu): 331610

O6bem cepuu (napritn): i ~ 241680 v,

Hata npoussoncrsa: 3.12.2020

[oneH no: 30.11.2025

HaumenoBanue 1t anpec npomssoautens (¢ | KOCB ®apma C.A.. Benbrus (Chemin du

YKQ3aHHEM CTaaiit IpouIR0ICTBa) Foriest 1420 Braine-1'Alleud. Belgium) -
BCE CTAINH

Homep w  sata  perncrpaunonioro MNO11405/01 o1 07.12.201)

YAOCTOBEPCHHS

Homep HopmaTiBHOI q0KY MeHTALMH ITNO11405/01-160320 (Mam.Ne 1)

Hanmenopanue 1 anpec Acpxarens | HOCE ®apma C.A., Beasrus (Allce de la

PETHCTPALIHOHHOTO Y IOCTOREPCH S Recherche 60. B-1070 Brussels. Belgium)

Pacemotpes npejtoctasneHtbie POH3BOANTRICM JOKYMEHTEL M COACPKAILHECT B HIIX
CBCHUCHMS, HACTOALLMM ﬂU,ElTBCp}J(ﬂaJ'O. 4yTO CQPHH ..'leKElpCTBEHHOTO npennpm‘a
COU'I'BCTCTH)?CT TPCGOBI]HHHM, YCTAHOBJICHHELIM IIPH €ro FOC)'I_[IlPC'i'BL’H HOH pCI"HCTpil“.H H.
LiatroBs E.A.
N0 JTOBEPEHHOCTH B/H

& o i W oc rr 4or§
Moanuce Otsetcrentoro niua: % | s
(1o uc) (DPHO)

Mata 02.09.202] r.
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UCB PHARMA SA Mepeaog

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

Tel: +32 238621 11

CEPTU®UKAT AHAJIM3A

ATapakc TaGJIeTKH, [IOKPHITHIC MIEHOUHO 0Bonoukon, 25 Mr 25 Tabnerox

Howmep cepun

Kop npoaykra
Crpana HasHayeHus
3aperucTpupoBaHHbIe yCTORMS XpaHe s

[Ipoussomurens

1331610

: CIA02907

: Poceuiickas Qenepatus

: XpaHuTh npu TeMnepatype He Beiute 25 °C
: FOCB ®apma C.A., Bensrus (BRAINE)

Cootserctayer Tpebosanman cneunduxaumy Kax M0KA3aH0 HHKE:

Mokasarenu

AHAIHTHYECKHE PEe3Y/ILTATRI NPOAYKTA

Onucanne

Onpenenelme HOJIHHHOCTH METOA0M
BIXKX:
Tuapokcn3nya ruaApoxnopHza

Onpenenenne noxaunnocT Merogom TCX:
I'uapoxcusuna ruapoxIopuaa

Cpeanns Macca
OaHopoAHOCTH Macchl
= MuaHMyM

- Makcumym

PacrBopenne

Howmep Bepenn
BuyTpenHnit Homep LIMS

Cneuudpurxauun Peaynsrarsl
Benvie npogonrosateie rabneTkn, mokpeIThe CootserctByer
IICHO4YHO#H 060101KOH, C HonepedHoi ¢ PHCKOI

¢ obeux cropon

Bpems YAEPHUBAHHA OCHOBHOTO IHKa Ha COOTneTCTBycT
XpOMaTorpaMMe HCTIBITYEMOr0 pacTBopa,

TNONYH4EHHOH NPH KONJIMECTBCHHOM OnNpee/eHHn,
JAONKHO COOTBETCTBOBATh, B Npenenax + 3,0 %
BPEMCHH  YIEPXHBAHMA OCHOBHOTO TNHMKA Ha
XpomarorpaMme CTaHJAPTHOTO pacTBopa
THAPOKCH3HHA THAPOX/I0pHAA

OcHos1oe NATHO Ha xpomatorpamme CoOTBeTCTBYeT
HCTIBITYEMOTO PACTBOPA IO MOJOKEHHIO, BeHYMHE
¥ OKDACKE JO/UKHO COOTBETCTBOBATH OCHOBHOMY
UATHY HAa XPOMAaTOTP2MMe CTAHAPTHOIO PAcTBOpA

[Ipuéansurensro 113,35 mr 113,0 mr
OTki0HeHUe OT cpefiteit Macchl B NPOLEHTaxX: He
Gonee 2-x HHAMBUAYAILHBIX MACC OTKIONSIOTCA OT
CpeAHCH MACCH HA BEMUYUKY -7,5%, H IIPH 3TOM HH
OlHa MHAMBHAYANbHAS Macca He JO/KHA
OTKJIOHATECA OT CPEIHCH MACChl HA BEHUUHY, B 2
Pa3a NpeBLILIAILIYIO 3TO SHAYEHHE

Orxitonente oT cpesneit Macchl B MpoOUeHTAX: He
Gonee 2-x MHAMBHAYAILHBIX MACC OTKIIOHAITCS OT
CpelHelH Macchl Ha Bellnuudy +7,5%, M npu 3TOM
HH OJaHa HHﬂl‘lBHﬂyaj‘]hHaR Macca He a0/DKHa
OTKJIOHATBHCA OT CPEAHEH Macchl Ha BETMYHUHY, B 2
pasa NpeRbIUAONIYI0 3TO 3HAUEHHE

-0,8 %

1,3%

He mence 75(Q) % ot jassicsHoro komyectsa -~ 94 97 98 99 97
mpu 30 MuH =y =95 %

¥

-
ks Nara coamamus: JULMM.ITIT
" JHara
Buyrpennnii Kon SAP u para
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UCB PHARMA SA

CEPTUDUHKAT AHAJIM3A

CHEMIN DU FORIEST B-1420 BRAINE-L'ALLEUD BELGIUM
Tel: +32 23862111

Nepesop,

Atapaxc Tab/eTKH, NOKPEIThIE [1IEHOYHO 0bonouko#, 25 mr 25 tabnerok

Howmep cepun

Kon nponyxra
Crpauna HaszHaueHus
3aperucTpUPOBaHHBIE YCIOBUA XPAHEHUS

IIpoussogurens

PoncTBenubie npuMecn

- JIiobas uneHTHOHUHPOBAHHAA NIPUMECE
- JIwo6as apyras npumecs

- Cymma npumeceit

Bopa

Konu4ecTrennoe onpeaejeHue

OnxopoanocTh K03HpOBANNS

TTokazaTels NPHEMIEMOCTH
MHHHMAaNbLHOE 3HAYEHHE
MaxkcuMansHoe 33auenmne
Cpennee 3Hauenue

Homep Bepeun
BuyTpeuuuii nosep LIMS

1331610

: CIA02907

: Poccuiickan ®enepauus

: XpauuTh npH TeMmmneparype He Beime 25 °C
: 1OCB ®apma C.A., Bensrua (BRAINE)

He 6onee 0,50 %
He 6onee 0,20 %
He 6onee 1,50 %
He Gonee 6,0 %

95,0 % - 105,0 % ruapokcH3nAE THAPOXIOPHIR OT
3a4RIIEHHOrO KOJIHYECTBA

B cooreercraun c Esp. @. 2.9.40 un

O®C 1.4.2.0008.18

He douee 15,0

HanHble oT4eTa
Haunupie oTHeTa
JHanmbie oT4HeTa

C2wm3l

<IIKO (0,10 %)
0,09 %

0,09 %

39%

101,0 %

CootBerctBycT

4,1

97,3 %
102,4 %
100,3 %

Jara cozaamms: JULMM.ITTT
Jlara
Buyrpenuni Kop SAP u aama
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I:h UCB PHARMA SA Nipesag,
CHEMIN DU FORIEST B-1420 BRAINE-L'ALLEUD BELGIUM
L J Tel: +32 2 386 21 11

CEPTHOUKAT AHAJIM3A

Atapaxc TablIeTKH, NOKPBITEIE IIEHOUHOH 06010uK0H, 25 Mr 25 TabneTok

Homep cepun

Kon nponykra
Crpana Ha3HayeHus
3aperucTpUpORaHHBIE YCIOBUS XPAHEHUS

[Tpoussogurens

Mukpoduonorunyeckas 4yucrora

- OBmee yucno aIpobHLIX
muxpoopranuzmos (TAMC)

- Ob1iee 4MCI0 JPOKIKEBEIX M NIIECHEBBIX
rpubos (TYMC)

- Escherichia coli

3anpJieHne 0 cepTHOHKANNM:

1331610

: CIA02907
: Poccuiickas Penepartins

: Xpanurs npu reMieparype He Boiwe 25 °C
: FOCB dapma C.A., Bensrusa (BRAINE)

B cooteercTeun ¢ Kateropus 3 A win

Erp. @. 5.14

<100 KOE/r
He 6onee 1000 KOE/r
He Gonee 100 KOE/r <50 KOE/r
OtcyrcrBue B 1 1 OTtcyrcTByeT

HacTosumm noaTeepsxaaio, 4To NPUBEACHHAS BhIIE HHGOPMALWMS ABAAETCA IOTHHHOR H TOYHOIL. YKa3aHHAA cepus
NPOAYKTAa MPOM3BE/IEHA, BKIIOYAS KOHTPONL KadecTBa, B IMOJIHOM COOTBeTcTBHM ¢ TpcOosanumamu Hapnexanici
[IpoussoncteenHoi Ilpaxktuky (GMP) nokansHoro PeryisTOpHOrO OpraHa. 3armucH IO TPOM3BOACTBY H aHATH3Y
cepHy OBUIM NPOBEPEHE U [IPH3HAHEB! COOTBCTCTRYIONHMH TpeGosanmsam GMP.

Hara nppoussoactea (JULMM.ITIT) : 03.12.2020r Ot nuua

YIIOJITHOMOYEHHOI'O JTHLIA IUIOLAJKH:

DE KEYSER JEAN-LUC
logen no (I MM.ITTT) : 30.11.2025 1.

DNEKTPOHHAS TIOITHCE <[1IOAITHUCh>

Boimymeno : Mmsa, ©aMunus
ABTOPH30BaHHOE JIMLIO

Hara eermycka (. MM.ITTT) 0 08.07.2021r.

Hostep Bepenn | ‘ =\ Ut.b Fram |SH
Buytpennuil Homep LIMS C3m3 A\ £ Jara coanaums: JULMM.ITT!
Ruyrpennuii Koa SAP u jama



