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Yxpatius, v, Kals, Gyansap Bannana Tanens, Gyuanox §

N Jivensif wa supobunnrao cepis AB N 501328

N Ceprigixary sinvosiguocri GMP 095/2024/Ghi

Synthon Hispania, 8.L. (Chrron Xienawis, C.JL).

K/Kncveano, Ne 1, Canr Boi ge JAnoGperar, Bapeesoun, 08830, Yenanin
Jliensist ua supoSuniprmo Nt 0438

2 Ceprudpixary shunoslanocti GME Ne NCF/2344/002/CAT

CEPTURIKAT AHAIZY Ne 431400

Ne peectpanifinoro nocsinuenus:

MEMOKC 20, UA/13188/01/02
Taberky, BKPHTI NAIBKOBOIO 060J0HK0IO, 10 20 MT '

10 10 Tabuerox y Gxicrepi, mo 3 Gnicrepy y magui Tepuin aif peeorpanitfrioro

TOCBITICHHA: Ge3¢TPOKOBO

Cxnan Ha opay TaGIeIKy MHIOUHX peTOBHH: MEMaHTHHY rigpoxnopany 20 mMr

Homep cepil: 270824 KimsxicTe nponyxuii 8 cepif: 11370 ox. yu.
Hara supobarursa: 25.01.2024 Tepmin npunaraocri: 01.2027
Hara xorrpomo: 11.09.2024

Kownrpons sigmosingo no: MK JI3 six 01.05.2024

- BAHMEHYBAHHSIIOKAZHMKA | BHMOIYM HOPMATHMBHOI IOKYMEHTAIN | PEBVIIBTAT
¢ Ome Tabnerxn opansuol GOPMHE 3 HEOOILYIIIOI TOBEPXHEIO, BicpaTi Binnoninae
| 0GONIOHKOIO YEPROHO-KOPHIHEROTQ KONLOPY, 3 TPaBIOBAHIAM ’

«MOMN 20» 3 ouuore Goxy i prckoro 2 inmoro, ;
Tnenradixanis Ha xpomarorpami Bunpo6osysanoro posassy, oTpumanol npu ; Binnoninae
aposeneryi srnpobynanus «Kimbkicne musHAYCHIEN, Yac VEPUMY RARHA
OCHOBHOTO IIKY MEMAHTHHY Ma¢ CIIiBHANATH 3 TACOM YTPHMYBaHIs
v GCHOBHOIO HIKy MEMARTHHY Ha XPOMarorpami POSUMHY THOPIBHANL,
Posnananys <15x» 3 6 x8

- OnmopigaicTs nososanmx

OIBHKLL
AV <15 Kpurepil npuiusTrocTi MazoTh BixtoBigary Binnosigae
BuMoram €@, 2.9.40,
cepeie Binnosipae
MaKCUMYM Binuosixae
MiHiMyM Bignogsiyae
RSD Binnosinae
Cyuposinai gominmks
{ Halibinsma ogamemma <02% . Bignosinae
| RoMinmxa ‘ : f
I Cyma nomimox =1.0% ' Bimuosinae
- Kinpxicne Busnavenss 19.0 - 21.0 mr/ra6n. ¢ 20.0 mr/rabon.
Viaxosxa : Tosumna sigrosizame suMoram MICT JI3. . Bigoosigae
| Mapxypannx Tosummo signoninary samoram MICT JI3. : Binmosiznae

Konrpons 3a noxazmmxom “"MixpoGionoriuna wacrora” smificmocrscs B pexumi momiTopunry Ha wepuwiiii cepii
poni 72 He pinuse, wix Ha xoxuiH 10-i cepil. Pesymsrarn MORITOPHHTY BiZIOBINAIOTS BOTAHOBICHAM BUMOLaM.
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Bucnonox: Bianosizac sumoran M JI3 six 61.05.2024.
Ceprudixay apanisy papoGuura six 27.06.2024.

Kepipmux JICI Hap's KOCEHKO 11.09.2024

Ueii moxyMenT mimucanuii 3 eNEKTPOHHOMY BUCAAA] Ta Ji€ 6e3 BIACHOPYYROro Hifmicy.

Bucrosox:

Hanm 8 mimrsepaxyio, o npusexema Buine indopmaunis ¢  gocropipmoro i roumore. s cepinm  Gyma
BHYOTOBICHA (BRIOYUAONE yUskopKy/Mapxyeapss dopun «in bully) i 6ys npopepenmit  xowrpoms W
gaxocri ma Kimemuni Synthon Hispamia, S.L. (Cimren Xiemawmiz, CJL), v wonpifl sizuosimiocti 3 numMorams
GMP.

Cepis Oyna yuakosama, npomapwkopama i OyR npopexemstii womrpons Il mkocri ma pimesmul TOB «®apwma
Crapm» y nopmit mignosigsocri 3 mmsmoramm GMP, a2 rakox y sigmosimmoeri 31 cmenmixamiamu, suci
MicTATBECH B pecerpapifinonty gocwne. Iiporoxenm erpofmaurea, yoaxopks r1a amanizis Oyam meperyamyri i
BeTanoBiAena sinnosignicrs sumoram GMP.

Iipenapar posponeno Ao peasrizagii.

Viosrosaxena ocofia Hapin FOPSHCHKA 17.09.2024
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