AEKJIAPAITUSL O COOTBETCTBHH

- AEKVIAPAHT, TPUHUMAIOU M1 AEKJAPALIHIO O COOTBETCTBHH

- 000 "HOCE Gapva JTozuemuc”

- Ceedenus o pecucmpayuu opeanuzanuu: Mexcpaionnas uncnerxyus Deoepanvroti narozoeoi cayxcont No 46 no |
| e Mockse 02.08.2010, OIPH 1107746610180, dama npuceoenus OFPH 02.08.2010.

B uye: Teneparomsia dupexmop YVuernuna C.A.

| Aopec: 105082, 2. Mockea, Tepeseoenosciuii nepeyiox, o.13, emp. 21 Tenepon:8(495)644-33-22

- dosepennoe o, Apnaym E.@., dosepennocms J-FOD-12 om 02.08.20] 8-

3ASBJIAET, YTO

rerdpemeennoe cpedcmeo: Amapake matiemry HoKputmsie nieHoYHo oboaouroin 25 ate 23 wm., ynakosru
Aueuroevie Koumypnoie (1), nauxu kapmonusie, PY No [T NOJ] 405/01 om 07.12.2011, cepus 281911, napmus

| 241272 ynaxosox, 200en 0o 29.02,2024, npoussodcnmea FOCH @apma C.A., Beaneus, UCB Pharma SA, Chemin
| du Foriest. B-1420 Braine-I' Alleud, Belgium xoé OKTL{2 21.20.10.230, koo TH BT 3004900002, koumpaxm

COOTBETCTBYET TPEEOBAHUSIM
T NOII405/01-071211
JAEKJIAPALIHA [TPUHATA HA OCHOBAHHH

No LOG/RU/UCB/201] om 14, 01.2011, uneoiic No 90006513 om 21.08.20]19

| mpomaoror uensimanun Ne 13921 om 04.09.2019 HII OO0 HI[ "DPAPMOEOPOHA" ammecmam
axxpedumanun POCC RU.000{.21 D140, ¢ ‘epmuchuram POCC BE.OMI5.C85360 om 10, 19.2019
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| CBEJEHUS O PETUC
OPTAH [0 CEPTH®UKALHMH, 3APEFHCTPHPOBABLI Uil TEK/IAPALIMIO
POCC RU.0001.110M15 OPTAH 110 CEPTHOUKALIHI ITPOTYKIHH OBLIECTBO ¢

OFPAHHYEHHOH OTBETCTBEHHOCTBIO ¢ IKPVOKHOH UEHTP KOHTPOJIH KAYECTBA g
aopec opeanusayuu. 115280, 2. Mocksa, ya Macmeproea, 0. 4, sm. 3. nos. I kon. 1., aodpec opeana no

TPALIAU

utl pation. oep. Jlewroso, 0. 248, cmp. I, mea.:

AEKJAPALMSA O COOTBETCTBHH 3APETMCTPUPOBAHA N POCC RUI-BE. ®M15.4.22592/19

3apbiToBckas H.A.
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Beigium

I ‘ hl UCB Pharma SA Mepcaod
ﬁ: Chemin du Foriest, B-1420 Braine l'alieud

Cepmudghuxam ananusza

ATtapake TalaeTen, nokpeiteie nienounoi obonoukeid, 25 i 25 rabaeror
I

Homep cepun 1281911

Koa npeaykra 1 C1A02907
Baper‘llcrpllpo:mlmmc ycaiaosun Xpancuise:
Xpauure npu temnepatype ue shitte 25 °C B cyXxomM Mecre

HNpyras undopmating o xpanenny | He yKazana

Coorserct ByYET 'Tpeﬁﬂﬂﬂllhif”ﬂ CI[L‘UH(IJHI({IUI!!I KAK MOKABRHO HIDKE:

Hokasarean Crenndmnkanns Pesyawrar

Ounecaune Benwie npononrosaruie Tabnerky, Cooroerernyer
MOKPBITHIE NAeHOMHOIT 0boaOKOI, ¢
MIONEPCHION ¢ pHEKail

Cpeanssn macea [MTpubuusmrennuo 113,3 mr [13,8 mr

QanopoanocTe Macch OriioHenne o1 cpefliei Maccs Cooteercrayer
7.5%

Conepakainne soast (ecan necaeayior) [le Goice 6,0 % 3.7%

Onpeiencnne noaaunnoctn

setoaom BIKX:

- Fnapokcmznna 2HCI Hosomm et pesyvianrat Cooraererayer
Onpeaesienne NOIMHHOCTH

setoaom TCX:

- I'napoxensuna 2ZHCI I TonoauTensubii pesynnrar Coorsercrayel
MoammunoeTn: (ecan neesaeayior)

= Torrana anowen (E171) [Tonouerenpibiil pesynbrar Brinoawuaeres nepuoanicciu
Koauuecrsennoe onpepencenne: 25 MT Ha oy TabneTRy

Imapoxcirinua 2HCIH 950 % - 105,0% 100,1 %
Pacrsupeane Q=75 % 3a 30 sunyt CoornereTnyer
IpoaykrTia pacnajaa

- Eqmniniran naentudmumposanias He Gonee 0,50 % <0,10 %
npHMECH

- Lannnuran nenaentndmunposanu1as

NPHMECD He Bonee 0,20 v <005 %

- Cymma npumeceit He Gonee 1,50 % He nomnaercesn

KOJHYCCTECHHOMY

onpeaencHiio %
Mitkpoduoaorneckan anerora

- OBuiee Yneno aapodHLIX He Sonee 1000 KOE/r Brinonnsieien nepuoguyecicn
MHKPOOPIHHAMOR
- Obuiee aHeno Jiposkokesuix v He Gosee 100 KOE/r Brinonnacres neproanyccky

I/1IECHEBLIX IPHBOB
- Escherichia coli Oreyrersmne s 1 r Buinonusieres nepuopHucciu

Crpaniua |y 2



Lelgium

I :hl UCB Pharmua SA Ilepeaod

Chemin du Foriest, B-1420 Breine 'clteud

Cepmupuxam anaiusa

Atapakc Tabnerion, NOKPLITLIE NEROYHOR DI, 25 MI" - 25 TabneTok

Homep cepnn 1281911

Koa npoaykra : C1A02907
3aperncTpupoBaunbie YCJI0BHA XPANCHIST
XpaHuth IpH TCMIICPATYPE HE BLie 25 °C ) eyxom Mecte

Hpyras wudopsaiing o xpanetuu T HC yKazaHa

3auBaenne 0 cepruuKanin:

Hacrosuny noTEep:Aao, 410 npuBejleHHas Beitle HHGOPMAUMS SBISETCA [OUIMHHOR W TOYHORM,
Vianannas cepia (POAYKTE NPOH3BEIENA, BIJHOYAR KCHTPOIb KAHMCCTRA, B [IOJIHOM COOTBETCTRHH C
Tpebosanmamu Hawrexaweit |Hpouzgoncrsennoii Hpakrukn (GMP) nokaneioro Perynsroproro oprata.
3anuck 1o o6paboTre i aHAIHIY cephii OhUIN NPOBCPEIIBL 1 NPH3HAHBI COOTBCTCTBYIOLUNMH TpeBoaaHHAM

GMP.
JlaTa nponzsojacrsa (21 mapra 2019 1,
Cpox ropmocTn 29 penpans 2024 1.

Jlmmun NOAITHCL ARHACTCA DACKT pmu:uﬁ

Kem nuuzano . 4l
: Samain Josephine

Ynoanomouenuoe nauiuo

Jata peinyceka 09 asryera 2019 r.
Yuo.moMouennoe Ao onGE R ¢ De Keyser Jean-Luc

IOCH @apma C AL 1en: +32 2 18621 11

Crpumimia 2113 2







