TOB wdapma Craprs
Komomuin Acino Group, Wneliaapis

Homep rencdony: +38 044 281 2333

E-mail Yaoouonameno? ocofin: UA_QP@incino.gwiss

Yepwlun, m, Ko, Gyannap Bagaana [iscan, Gyannor 8
Ne et un nupotinnnran copiss AB N $01328
Ne Cepruphuary nlanonipnocrt GME 095/2024/GMYP

CEPTHGIKAT AHAJI3Y Ne 434052

Ne peectpaniinoro moenLEHenas:

R —
AIOKOP COJIO 80, UA/11341/01/02
ratrerky, BRpUT nuisKoBolo ofoxonkoro, no 80 mr
1o 10 rabuerox y Gaicrepi, no 3 fuicrepu y navni Tepin A pecerpaniiinoro

MOCRIMICHIS: GC3CTPOKOBO

Cxnan va oy TalieTky JHOTHX PeHORKA: Rancaprany 80 mr

Homep cepii: 570924

Hara supoBanirsa: 18.09.2024

Hara xowrpomo: 03.10.2024

KinsxicTs npoaywuii 8 cepif: 11770 ox. yn.
Tepuin npugariocri: 09.2027

Koserpons sixnosiguo go: MK 3 sig 07.05.2024

HAMMEHYBAHHS ITOKAZHHICA BUMOI'H HOPMATHBHO JIOKYMEHTALOT PEIVIABTAT
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ORHOPLHICTS JOZ0BANHX

OUMITHILE
AV

capene
MAKCHMYM
MIHIMYM
RSED

Posunaerus
cepene
piBeHb
MUAKCHMYM
MIHIMYM

Cyuposiai JoMinKs
By/th-aK0T OMMBAYHOT HOMILTKR
Cyma ycix nomitmox

Kinpkicite BusnageHus

Ta6neTky KkpyRIoT GOPMU 3 IBOOTYRAOK TOBEPXHEIO, BKPUTI IIBKOBOIO Bianoninac
aGon0uKOIO HII0I0 KONHOPY, 3 PHCKOIO,
1. Visrpadioneropuit CHektp HOTINHARAS BUIPOBORYHANOTO POIHHIY, Bimoninae
OTPHUMAIOTS 1IPY HpoBeieHH BUIpolynanna «KinnKione BUSHAICHHD, B
obGuacti 3iy 220 nnm o 300 M NOBHHEH MATH MAKCHMYM HOITIHHAKN
npu qoskusi xerai (250 3 2) um.
2. Tupauepsonuii cnextp BHIPOBOBY BAHOTD FPAKA B OBRACTI Bimnosinae
B 4000 eM™ o 650 eM™? Mae CIiBIANATH 31 CHEKTPOM CTAHUAPTHOIO
3pasKa BAJCApPTAnY.

175.8 - 194.3 mr (185 Mr 4 5 %) 185.9 mr
<15 Kpurepii opHitBSTHOCT] MAIOTH BLIMORIfATH Bigrosinae

sumoram JIHY, 2.9.40.
Bigrosinae

Rijuionijae
Bignosisac
Bianoringae
275 % (Q) rancaprany wepes 30 xn. Bianorinae
Binmopigae
2> 75 % (Q) Binuoninae
> 75 % (QQ) Bianoninac
=02 % Binnoninae
<04 % Bijmosinae
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" HAHMEHYBAHUA IOKASHHKA ' BHMOI'M HOPMATUBHOL JOKYMEHTAII  PE3VNIBTAT

- CoHaoNsOs (sancaprany) 76 « 84 mr/rabn, 80 mr/rabn.
. Yraxonka TToBunna pigropigary suMoram MICT JI3. Biyuosigae
Mapxynaus [osuuaso signosinary sumorass MK JI3, Bignosinae

Kontpons 32 nokasunkom “"MikpoGionoriysa wmerora suiMcmioerscs B pexcuMi MouiTopunry wa mepmiii cepii B
poui Ta He pinue, Hbx Ha xoxaii 10-# cepil. Pesynurars MORITOPHATY BiITIOBIHAI0TS BCTAHOBASHUM BUMOraM.,

Bucnosox: Bignosinae smoran MIST JI3 sig 07.05.2024

Kepinuuk JIKSI Hap's KOCEHKO 03.10.2024

et poxymenr uignmoanuii B enexTporHoMy BRI 12 gie Ge3 BAACHOPYYRONO IINIHCY,

Buenosox:

Huv s winrsepikylo, Mo Opusefesa brime indopmauisn € RocrToBipHow 1 TOYMOKH. s cepin Oyna
BATOTORACHA  (BKIOWAIOYWH  YHAaKosky/mapkysauns) i 6ys  nposegenmid  wonrTposn Il sxocri  Ha
BHImEBKA3AHIH  gimemag Yy mosmifi  Bignopimpwocri 3 paMoramu GMP, a  rakoex y  mimwosipmoeri 3l
cnenudixaninmu, sxi  micraThes B peecrpanifimomy  pgocwke.  Xporoxoawm  prpoGmmuTBa, YNAKOBKH  TA
anafizis Gy nepernsanyti i Beranosaena sinnosinuicrs numoram GMP.,

Hpenapar goseoneno xo peaiizanii.

Viosrosaxena ocoba Oxeana SHEHKO 04.10.2024 B

Llelt moxyserT mijmHcamil p eNeKTPOHHOMY BHIIA T4 Jic 6e3 Bnacnopyimombnim;' ey
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TOB whapstn Crapm

Kusoannin Aclno Graup, Weerinagie

Yizpatin, st KT, Grananp Rasginon Tanena, Gyunnos: 8
He Jlinesit i RupoGrinrno cepis AB Ne 501328

He Cepruiplsary nipuoniuiocd GMP 0052024/GMP

Homep Teachony: +38 044 281 23 33

CEPTHDIKAT AHAJIZY Me 434036

AIOKOP COJIO 80,
TabAETKH, BRPATE NITIBKOBOI0 060I0HIK0K0, TIO 80 MI
no 10 rabaerox y 6aierepi, no 3 Gnicrepu y mauui

Crnag na ofuy Tabnetiy jioanx peuosHH: Bascapramy 80 Mr

Homep cepii: 560924
Hara pupoBunyrsa: 18.09.2024
Hara kontponro: 03.10.2024

Kowrpons sigmonigio go: MICT JI3 six 07.05.2024

E-mall ¥nosstonaskenof ecofn: UA_QP@ncino.swiss

N peecrpauiitinoro nocsiguenn:
VA/11341/01/02

Tepmin gif peecrpaniitioro
nocnimIemHts: GescTpokono

Kinsxicts npoxyxuii B cepii: 36376 o, ym.
Tepmin npunaraocti: 09,2027

HAHMEITYBAIIHS [FOKAZHHICA BHMOTH HOPMATHBHOT JOKYMEHRTAIIL PEIYALTAT
Omuc TaGnerka kpyrol dopais 3 IBOONY IO TOBEPXIICIO, BKPHTI NAIBKOBOID Bianoninae
oGononkoro Gimore konnopy, 3 PHEKOIO.
Inevrrndiseugis 1. Yasrpadioneronmii cekrp normmiaiim BUNpoGOYBaLOTD POy, Binnosinac
- OTPHMAIOrO NPH NpoBefenni sunpoGysamyr «Kinskicne nuanaucitim, o
ofmacti vig 220 1M zo 300 1o nosimien mMary MAKCHMYM ITOHIANHA
npH aonxeri XBUAL (250 # 2) 1M,
Ineurniicauis 2. Inthpayepoonntit cnicrcrp pHripoGosysatoro spazxa 3 ofnacri Biantosinac
Big 4000 ev™ mo 650 ey mae cninnagars 31 crecrpon CTAULIAPTHOND
3pasKa BancapTary.
Cepepyn siaca 175.8 - 194.3 mr (185 mr+ 5 %) 186.7 mr
Onnopinnicrs yosopannx o oE i
O FoE B IV
AV ha' T \\ "% 15 Kpurepit npuligarocTi Marors iynosigars Bisnorinae
4 L) B
,/ & Nt sumoran Y, 2.9.40.
cepelute (: ¥ 1:,-', ¥ : : Binnosinae
e Bk oo : o
MAKCHMYM \ b N s Biznosinac
- -, y¥] & 5 r .
MikEMYM s _\ Rk Kd Binnoninac
RSD el Binnosinae
Pozunnicnns '
CEPCHUC 2 75 % {Q) pancaprauy gepes 30 X, Binmosimae
piscim Binnosixae
MAaKCIHAYM =75 % (Q) Binroninae
Minisgyn =275%(Q) Binnozsigae
Cynponiuui gomimzn
Byne-steot opsminaiol nomincs 202% Bixnozinac
Cyma ycix Jomimox Biunonizac

Kinekicue pusnaucnns

204%

C.liz2
| & nut 4{0%%7’
70 0/ L4,




! HAVMERVBAFHS TOXASHAKA . "~ BEMOIH HOPMATHBHOT JOKYMERTAL " PE3VJETAT

E Caeta9sNsO;5 (pancaprany) : 76 - 84 mr/rabn. . 79 mrfraGn.
t

' ‘Ynakonka l Tlosuana BigmorigaTH sEMoram MEST JI3. ' Binnopigae

l Maprynagua I Tlonreuo riguoBinaTy BEMoran MICSL J13, Bignosinae

Komtpons 2a moxasmuxoM "MixpoGionorisma wumcrora" spiffcmioerscs b pexumi MoniTopumry ma mepnrii cepil B
poui ta ye pixme, nbx Ha xoxeritt 10-# cepil, Pesynrrarn MOMITOPHETY BiANOBINAIOTE BOTAHOBICHIM BIEMOTAM.

Breposox: Bignosinae srmorant MICSI JI3 sig 07.05.2024
Kepinum JFCE Hap's KOCEHKO 03,10,.2024
eit roxymernr nignucanuit B eeKTpOHKOMY BHELIAL Ta Aic Ge3 RraciopyuHOTO MinmHCYy.

Brucronor:

Tunv s xiproeppsxyro, Mo npusedena Bumke imdopmanmis ¢ moeroipnoro 1 rowmow., Xim cepin  Gyaa
BHTOTOBACHA  (BRAIOUAIONH  yNAKOBKY/Mapkysaung) i Oys  mposememii KoRTpON:L Y mkoeri  HA
npmesratamiii  gineEuni y  nopuili  pipoosimmoeri 3 Bumoramu GMP, a Tawee y  Bimuosimoeri 3i
cepudiraniomy, sxi  wmicTarsess ®  peecrpanmiiimony poene.  IfpoToxomi BHpOOHHUTRBA, YNAROBKH T4
aHanziB Gysur eperaamyTi i Beranoniena pigmoniaicrs Bumoram GMP,

Ilpenapar 1o2B0NEN0 X0 peasisaii.

Ynosnormikena ocoba Oxcana SHEHKO 04.10.2024

Lekt noxymenr nignucamiit B eCKTPORHOMY BHEAALI T2 nle Ges anacnopy=rHoro nimmicy.
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TOB «lapma Hovep Teneorry: +38 044 281 23 33
E-mail ¥nopuonawenof ocolin; UA_QP@Eacino.swiss

CEPTHRIKAT AHAJII3Y Ne 445834

Ne peectpanitinore nocpimueri:
UA/11341/01/02

7 HAIOKOP COJIO 80,
TabneTky, BXpATI N1iBKOBOIO 0G0XOAK0I0, 0 80 MY

o 10 Tabrerox y Gmicrepi, wo 3 Gmicrepn y mauui Tepuin Al peecrpaifinioro

HOCBiMeRHA: (e3CTPOKOBO
Cruray na omHy TabneTxy nioqux pPenoBHH: pancaprany 80 mr
Homep cepii: 371124 Kimsxicrs mpomyxuii s cepii: 33420 og, yi.

Jara BupoGaunTsa; 19.11.2024 Tepmiu npunaraocti: 11.2027
Hara xorTpomo: 06.01.2025

Kourpons Bimnosigao mo: MKST JI3 gix 07.05.2024

HAHMEHYBAHHA NOKA3HAKA ° BHMOT'E HOPMATHBHOI JOKYMEHTAITT PE3VJIETAT

Onne TabreTkn Kpyrioi OpMU 3 ABOOIYKIO0 NOBEPXHCIO, BKPHTI IIBKOBOIO Binnosimae
obonenKoio GIOre XOIBOpY, 3 PHCKOI.

Inentudixauis 5 1. ¥msrpadionerosuii cnextp mormuuan BAIPOLOBYBAHOrO POIIHIY, Bimnosizae

OTPHMalIOTo Ny nposefekHi sumpobyeatis «IiMEKicHe BH3HAYEHIAY, B
obnacti Big 220 1M Fo 300 M moBRHER MaTH MAKCHMYM TIOLJIHHAIILH
npH posHHI ¥spuii (250 £ 2) mas,

InenTadicanis : 2. In(pagepronnii criekTp BHOPOBOBYBAHOrO 3pazka B 0GNACTE Binnosinae
Bz 4000 ca™ a0 650 em™ mMae cnisnagarH 3i CIIEKTPOM CTaHEAPTHOTO
: 3paska BAJICAPTAHY.
Cepenns maca : 175.8-194.3 mr (185 MT£ 5 %) 186.3 mr
Onnopimicm mozopanmx
OMHHHIE
AY : <15 Kpurepli npiitrstrocti MaroTs Bignosigars Binnosiagae
: BrMoraM IOV, 2.9.40,
cepeme Binnosinae
MaKCHMYM Bimnorimac
MiniMynm : Binniosinae
RSD Bixmosinae
Posunncrua
cepense =75 % (Q) mancaprany wepes 30 xa. Binnosinac
pizenn Binnozinae
MaKCHMYM =73%(Q) Bizmosizac
MigiMyM : 275 %(Q) Bixmosizae
Cymposiuni gosimmer
Byne-sxol oguueranol noyimen <02% Binnosigae
Cyma yeix gomimox =04 % Binnosinae

Kinexicie shsnaucams
C.lic2
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HANMEHVBAHMS HOKAZHHKA |  BEMOIM HOPMATHBHOI JOKYMENTAI ‘ PE3YJABTAT

C2:H2sN:0: (nancapramny) ' 76 - 84 mrfraln. 80 mr/ralm.
Ynakoska \ TTosunna singmorigary suMoram MICH T3, Binnosinae
Mapiynanus 1 TTormino Binmosjnarit suMoras MET JI3, Binnoginae

Kontpone 3a moxasuuxoM "MixpoGionoriuna wmcrora" spilicmioeTscA B pexuMi MoMiTopmETY Ha mepmiit cepii B
poi Ta ie pinme, aix Ha xoxuii 10~ cepil. PeaynsTati MOXITOPHUETY BilIOBINAOTE BCTAHORIEHIM BEMOTaM.

Bucnorok: Bixnosinac sunoram MICST JI3 sin 07.05.2024

Kepisnux T Hap's KOCEHKO 06.01.2025

Heit poxymenT miamucanyit B CNCKTPOBHOMY BHIIAA] T2 Aic 6e3 BIacHOpYwHOrD T Cy.

Bacuosow;

Dum s oigrsepaxyro, IN0 XNpHBefeHa sBHme iwdopmanin € Docreeipuoo 1 TogHow. X{w cepin  Oyaa
BHTOTOBNEHA  (BRNIOYAIOMH  ynawoBKy/MapkyBauns) § 6y HpoBemeHHI KonTpost: W sKoeri  Ea
BHIOEBKAZanil pmineHHUL ¥y mosmiit  mignoeimmoeTi 3 BHMOraMu GMP, a ~akoxk y sigmosigmoeri zi
coeuugikaninvu, miki MicTarees B pecerpaniiinosmy  mocke. Oporokoan BHpOGHBUTRR, YNAKOBKH Ta
aHanizis Bynu meperasiyTi i Beragosaena BignosimmicTs BuMoram GMP.

IIpenapar zo3Bonerno 1o peanizanir,

Ynosnosaxena ocoba Oxcana SSHEHKO 06.01,2025

Ieii AoKyMeHT miznscanuit B eTeKTPORROMY BUIIAA] T2 i€ 663 BIACHOPYSHOTO TIIHCY.
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