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0 COOTBETCTBUH JIEKAPCTBEHHOTO
[MPEINAPATA TPEBOBAHHAM.

sop-af-103164
Ref. sop-100062
Page 1 of 1

YCTAHOBJIEHHBIM TPHU EIO
rOCYJIAPCTBEHHO PETUCTPALIMH

Toprosoe HanMenosaie

ATtapakc®

MeskayHapoaioe HenarenToBaHHoe
HAHMEHOBAHHE (FPY ILITHPOBOHHOC 11711
XHMIHYECKOR)

[Mapokeusnu

Jlekapersennasn Gopma

TaONETKH, NOKPLITLIE [LIEHOYHOH
000104KOI

Hosuponka

25 mr

Bopma Buimycka

25 wr. - GAKHCTEPB! - TAYKK KAPTOHHbIE

(25 wr.)
Homep cepun (naptiu): 340675
Odbenm cepin (n'ap'rnu ): 239400 VI B J
Hara nuponssoncrsa: - 13.10.2021
Fosen ao: - 30.09.2026 l

Haumenosanue it anpec nponssoanrens (c
yKazan1eM CTallnil MpOoH3BOJICTRA)

10Ch Mapna C.AL beabris (Chemin du
Foriest 1420 Braine-I'Alleud, Belgium) -
BCE CTAINM

Homep PErHCTPALUHOHHOTD

YAOCTOBCPCHUS

Aara

[TNO11405/01 o7 07.12.2011

[lomep HopMaTHBHON DOKYMEHTUILIN

[TNO11405/01-160320 (M3m.Ne 1)

Haumenopanne 1 agpec  aepxaress
PEIrHCTPALHOHHOTO YAOCTOBCPCHHS

" 10CB Gapma C. AL, benwrus (Allee de la
Recherche 60. B-1070 Brussels, Belgium)

PQCCMO'IPL’B OPEHOCTABACHULIC TIPOMIBOUHMTCICM JIOKYMCHTLI H coAepRallMccs B HHX

CBCACHIHA. HACTOANILIM nojrrBeparaao,

4TO  CCPHS JICKQPCTBCHHOTO Nnpelpara

COOTBETCTBYECT '['pt'G()BElHlIH.\L YCTAHOBJICHHBIM NPH CI'O FOC}'.-'ISPCTBEHHOﬁ PErHCTPATAH.

/
)

[Moanucs QrpereTseHBoro amna:

i
L ’!.,':- .

LlaTposa E.A. no i
HoeepennocT B/H o1 06.11.2019 1, |

;

(D01HCE)

Mara 26.01.2022 r.

(DHO)
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: UCB PHARMA SA Mepesog
CHEMIN DU FORIEST B-1420 BRAINE-L’ALLEUD BELGIUM
L J Tel: 43223862111

CEPTUPHKAT AHAJIH3A

ATtapakc TaGneTkH, MOKPEITLE MReHOUHON obonoukoi, 25 mr 25 TabneTok

Homep cepun : 340675

Kon npoaykra : CIA02907

Crpana HazHaueHus : Poccuiickas denepanus
3aperuCTpUpPOBAHHBIE YCIOBUA XPAHEHHS : XpaHuTh NIpH TEMneparype He Bbile 25 °C
[Tpouzeonutens : FOCB ®apwma C.A., Benbrus (BRAINE)

CoorseTcTBYeT TPEGOBAHHAM CEUMBUKALNY KaK TOKA3AHO HHKE:

IMokazaTenn Cneundukauus PesyanTaTnl
AHaAHTHYECKHE Pe3YNbTATbI NPOAYKTA

Onncanne Besbie npononrosatsic TabneTku, MOKPLITHE CooTsercrnyet
TLUICHOYHOH 000/04KDH, ¢ MonepeyHO#H ¢ puckoit
¢ o0enx cTopoH

Onpcnc:u:m{e MOXJIHHHOCTH METOAOM

BIXKX:

[Hapoxcu3nya ruipoxnopuaa Bpems  ynepiuBarus oCHOBHOrO nuxka Ha CoOTBETCTBYeT
XpoMaTorpamme HCMbITY EMOro pacTBopa,
NOAYYEHHOH MPH KOIMYECTBEHHOM OMpCaeSeHuH,
JIOKHO COOTBETCTROBATH, B npegenax + 3,0 %
BPEMEHM YIepXMBAHHA OCHOBHOTO [IMKa Ha
XpomMmarorpamMme CTAHapTHOTO pacreopa
FMAPOKCH3IHHA THApOXniopyHaa

Onpeaeneune nogauunocT metoaom TCX:

MmapokcuznHa ruapoxiopHaa OcHoBHOE [IATHO Ha xpomartorpamme CoOOTBETCTBYET
HMCTIBITYCMOTIO pacTBOPA MO NMOJIOKEHHEIO, BEIMYHHE
H OKpacke JO0KHO COOTBETCTBOBATH OCHOBHOMY
MATHY Ha XpOMAaTOrpaMMe CTaHapTHOTO pacTeopa

Cpeansia Macca ITpubamanrenbro 113.3 mr 113,2 mr
OanopoanocTs Macest
- Musumym OTinoneHue oT cpeiHei Macebt 8 npouentax: He -1,3 %

Bonee 2-X HHAMBHAY ANILHBIX MACE OTKIOHAIOTCA OT
Cpe/IHEH Macchl Ha BeJIMHUHY =7,5%, M IIpH 3TOM HH
OIHA  WUIHBHAYalLhas Macca He  JIO/KHA
OTKJIOHATLCA OT CpejiHed Macchl Ha ReTHYUHY, B 2
pasa NperblLUAIOLLY IO ITO 3HaYCHHE
- Makcumym Otkrnionenne ot cpeaned macewt 3 npouentax: He 1,6 %

Gonee 2-X MHAMBHY A/hHBIX MACC OTKJIOHAOTCH OT
CpeiHeR Macchl Ha BenwduKHy +7,5%, W nNpu ItoM
HH O[H2 WHAMBHIY&IbHAA Macca He J0/bKHa
OTKJIOHATBCA OT CpeiHEH MACChl Ha BEIIHYHHY, B 2
pasa NpeBLIIAILLY 0 ITO 3HAYEHHE

Pacreopenne He menee 75(Q) % oT 3a1BAEHHOTO KOJIHYECTBA 97 101 99°98 102
npu 30 Mun 101 %
Homep Bepeus
Buytpeiamii romep LIMS Clml Jlata cosnaris jl;‘.l‘MMT}':IleT

BuyTpesnui Koa SAP w gara
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UCB PHARMA SA

MNepesog

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

Tel: +32 2386 21 11

CEPTHOUKAT AHAJIN3A

Arapakc Tabnerknu, MOKpBITHIE N1IEHOYHOH obooukoil, 25 mr 25 Tabnetok

Homep cepun

Koxn npoaykra

Crpana HasHaueHus

3apcrnc1pnposam«1 bl€ YCJIOBUA XpaHEHHUSA

[Mpouzeonurens

Poacreennsie npumecn

- Jhoban uaentuduumposantas npumecs

- Jobas npyras npumechs
- CyMma npumeceii

Bona

KonnyecTeennoe onpeaencune

Oanopoanocts ao3npoBanus

INoka3arens npuemnemocTu
Munumansnoe 3Havenme
MakcnManbHOE 3HauCHHE
Cpennee 3uayenue

Homep Bepomm
BrytpenHmt komep LIMS

1 340675

: CIA02907

: Poccuiickan Qenepanus

: XpauuTs npu Temnepatype He Bie 25 °C

: FOCE ®apma C.A., Bensrus (BRAINE)

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

He 6osee 6,0 %

95,0 % - 105,0 % runpokcusnua THIpOXNopuaa ot
32ABJICHHOIO KOMHYECTRA

B coorserctauu ¢ Esp. @. 2.9.40 nau

O®C 1.4.2.0008.18

He Gonee 15,0

Janusie oTyeTa
Hannsie otuera
Janusle oT4eTa

C2mi

<[1KO (0,10 %)

<ITKO (0,05 %)

He nonnaercs konnuectsentomy
onpeaeneHuo %

4,0%

101,6 %

CooTsetctayer

4,7
95,6 %

101,9%
100,3 %

Hara cosgansa, JULMM ITTT
Aara
_ Birytpenmnii Ko SAP u aara
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C UCB PHARMA SA Nepesog,
CHEMIN DU FORIEST B-1420 BRAINE-L'ALLEUD BELGIUM
L J Tel: +32 2386 21 11

CEPTHOUKAT AHAJIM3A

ATtapaxc TabneTkH, NOKPEITHE MIeHouHoM oBonoukon, 25 mr 25 tabaetok

Homep cepuu

Kon npoayxra
Crpana HazHayeHUA
3aperucTpUpOBaHHbIE YCIOBHS XPAHEHHA

[Npouszpoaurens

Muxpobronornyeckas 4McTOTa

- OBuee yueno a3pobHbIX
mukpoopranusmor (TAMC)

- Oﬁmee YHCIO APOKIKEBRIX H IVIECHEBLIX
rpubos (TYMC)

- Escherichia coli

3anBaeune 0 cepTHHUKALMH:

1340675

: CIA02907

: Poccuiickas depepauna

: XpaHuTs NpH TeMneparype He Belwe 25 °C
: IOCE dapma C.A., Bensrus (BRAINE)

B coorsercreum ¢ Kareropua 3 A uiu

Esp. ®.5.1.4

<100 KOE/r
He Gonee 1000 KOE/r
He Gosee 100 KOE/r <50 KOE/r
OrcytctBueB L T OrcyTcTRyeT

HacToAumnMm NoATBEPKAAI0, YTO MPHBEACHHAA BhILIE HH(POPMALINA BJIAETCH TOIMHHONA W TOYHOM. ¥ KazaHHas cepus
NPOIYKTA NPOM3BEAEHA, BIIIOYAA KOHTPONbL KA4ecTBd, B MOMHOM COOTBETCTRMM ¢ Tpebopanuamu Hamnexaweit
[Mpoussoncreennoii [Ipaktuku (GMP) nokansHoro PerynaTopHoro oprada. 3anucd no NpoW3BOACTBY M aHANM3Y
CepHH GBUTH MPOBEPEHLI W TMPU3HAHLI COOTBETCTRYHOWHMH Tpebosanuam GMP.,

Jara npousoactea (JJA.MM.I'TTT)

Fopen no (AAMMITIT)

DneKTpoHHAaA NMOANUCH

13.10.2021 r. Ot nuua
VITOJTHOMOYEHHOI'O JIMUA TUTOLLA JTKU:
DE KEYSER JEAN-LUC
30.09.2026 r.

<[10AIMHUCb>

Brimywieno : Ums, ®amunus
ABTOpPH30BaHHOE JTHLIO

Jara eeinycka (JUIMMITTT)

Homep Bepcun
Birympesmit womep LIMS

: 07.12.2021 r.

C 3wl Dara coanamn: JULMM.ITTT
Aara
Biytpermit Kon SAP i nata



