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FOB «dapma ETap

Yipaing, M. Knin, Gyaueap Baunsas Tapeas, Syaunoxk 3
Nz Jlinensii na expofininTen cepin AB Ne 501328
N Ceprudicaty sigmosipuoeri GMP 067202 1/GCMP

l KOMIA Ne 7
s 5 04 20 M

Cxniafceke rocnogapcrso
CEPTHUDIKAT AHAJII3ZY Ne 261/2024

Tea./Make +38 044 281 23 33
paxeHol ocoln: UA_QP@acino.swiss

E-ma}l

B Gnicrepax Neld, sanaxopani B mauky N30 (10x3)

Ne peectpaniiinoro
[IOCBIAYSHHA;
UA/2112/01/03
Tepmin zii
peccTpagiinoro
MOCEiAdeHHS:
0e3CTHDKOBD

JAMOTPHH 25,

TabneTkn mo 25 Mr

Crnag na oany TabneTy iKHHX PEUOBHH: JIAMOTPHIKHHY — 25 MT.

Ne cepii: 620324 Kinekicts npoayxuii 5 cepil: 15384 oa.ym.
Jlata BupoOKRHUTEA: 19.03.2024 Tepmin npugathocti: 03.2027
Jara KoHTpOMo: 09.04.2024 :
Kogrpons eianopiano no: MK JI3 sig 11.05.2023 no PIT Ne UA/2112/01/03 1a 3M. A0 incTpykuii
HAHNMEHYBAHHA BHMOT'H HOPMATHBHOI PE3VILTAT
TMMOKATIHBKA JOKYMEHTAIGT
Tabnerkn Ginoro abo mailiwe OGinoro koiwopy, Kpyrnoi (popMH, 3 ABOOOYKICIO
Onne P¥ Pop B hen anonma.&
HIOBEPXHEI0. i
— r,ﬁ-' :
LT 2.1. Ha xpomatorpami BHRpPOGOBYBAHOTO PO3YHHY, OTPHMAHOTO APH nponeﬂ,ew{lf -
Inentpixanis ., p e I
N BunpoOysannx «KinbkicHe BuSHaYeHHA®, Yac YIPHUMYBaHHA OCHOBHOIrD Kal-
;’-’_.'. : : 'uaumpnuxuny Ma€ CniBDAAATH 3 YacOM YTPHMYBAHHS MiKa NAMOTPHIKHMHY} H‘a i

S 4 £ : xpomamrpam1 PO34YUAY MOPIBHAHHA 3 TOYHICTIO £ 2 Y. \,\_-:;'_

! o 2:2. YD-CHEKTp NOLNHHAHHA BHIPOGOBYBAHAIO PO3YMHY B ZiaNasoHi JOBKKMH XBMIE]: —
Y o v Bianosinae
e R gix 220 uw no 340 aM Mac MATH MAKCHMYMN T4 MIHIMYMH NOTAHHAHEA 34 THX CaMuX e

\;\\-: “ = N ., }TOBXHH XBUIE, 0 1 Y D-CNeKTp po3YHHY MOPIBHAHKRA (£ 2 HM). TR
A
Cepegna maca -+~ Bin 76 mr no 80 mr
Onuopinuicts Bignosigae
JO30BEHHX ONHHHUE
Posunnennas Bianosinac
37 ) .
CYHpOBi,HHi ‘???1 /t'l,\/\\\\\/ BUIHOBIII'.aC
AOMitKH Byap-axcl inmol gomiwen — He mbmaOZ %; Bignosigae
Cyma gomimox — ne 6inswre 0,3 % Bianosigae
Jlomiizka E He Ginsme 0,1 % Bianowigae
MixpoGionoriana 3araneHe uHeno aepolrnx Mikpooprauismis (TAMC) — ne Gimsme 10° KYO/T, Bixnosinac
; ; : : . ; ,
TS Jaranene sucno gpixmkosux Ta nnicesernx rpudie (TYMC) — we 6inemre 10° KYO/r. Bionopinac
Hasgnicts Escherichia coli 8 1 r— ne gonyckaersca. Binnosinac
KinskicHe
BHIHAYEHHS;
TAMOTPHTAAH Bix 23,13 no 26,25 mr/Tab. 24,18 mr/Tab.




HAHMERYBAHHA BAMOI' HOPMATHBHOT PEIVALTAT
DOKA3SHHKA JOKYMEHTAH
Ynaxopeka TloBKHHA BignORigATH BEMOraM MK JI3. Bianoginae
Mapxysanua TTorunuo Bianmosinarn Bavoram MKA 113, } _ Bianosinae

Bucaonox: Binmosinae emmorast MESA JI3 nia 11.05.2023 o PIT Ne UA/21 )/ {

MERTY 24

KA THYIETIAPTA
Kepisnux JL.b. Kocenxo i KO W,dg s OF 20240
IR SO /o
: L o
Bucoonox: x S o

v

v 5 mixvBepmkylo, mo Mpupesens Bumie indopmania € AocToRipso i m\tn&i&iimgmueﬁ"m Gyna BUroTOBIEHA (BKIKYZ0TH
YNAKOBKY/MAPKYBaHAE) i YR nposexennii xonTpons ii akecT HA BANeRKazaniii gixsRAL ¥ mosxil signosinnocti 1 saMoramm
GMP, a raxox y eiamoslanocti 3§ coenndixaniamu, i MicTaTECA B peectpatifinomy gocne. MpoTokosna BUpoGMANTEA, YOAKGEKH
Ta ananizip 6y.ia neperaamyTi i rReranornena pignoBizricrs Bumoram GMP.

Ilpenapat xo3asojenc go peanizanf.

Ynosrnosaxera ocofa Q.IQ. Anenxg # « -/ / » 0// ZUéZJ.
JLLE. innue
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Hoxeps veaegouy: +38 044 281 23 33

TOR «hapma Crapm
E-mail Vrossopawenol aenfu: UA_QP@acino.swiss

Kownanis Acino Group, [aeinapist

Vipalin, M. Kniln, Synnap Bannawa Fasean, Gyanox b
Ne JHuessil wa supobuanTEo cepi AR N 501328

N Ceprndixaryairnosinaocri GMP Q9X/2024/GMP

CEPTUG®IKAT AHAMIZY Ne 444623

TR s N peeetpanifisoro NOCH AMCHB
JAMOTPHH 25, UAZ2112/01/03
TaGnery o 25 Mr
Tepmin i peectpauiiinore

A6nerox y Gaicrepi, no 3 Suicrepy B nasi . .
) HOCRIYCHITA GracTpoROBO

Cioazt 12 ofliry TableTKy HHOHK PEOBHIL JAMOTPH/DKIEY 25 ur

Howmep cepii: 491124 Kinpkiors TpoayKuil B cepii: 95 03 oj1. yiL
Tara pupobumirsa: 22.11 2024 Tepmin npunargocti: 11 2027

Jlata xouTpomo: 12, 12.2024

KOWTposh BIIIOBIAHO HO: MK ST JI3 Bin 20.06.2024

HARMEHYBAHHS HOKASHHKA BHMODH HOPMATHBH of }},()R"YMEHTAIH? © PE3YALTAT

Onxe ' Tabnerxu, Gutoro a6o Mafbxe Gioro ¥OILOPY, 3 ABOOTY KO ' Bignosisac
HOBEPXACIO, KPYTIOT Hopmi.

1. Ha xposarorpami BUNpofoByBALOIO POFIIRY, OTPIMAHONY Rignosigac

[nesrabixanis
1pi ypoBener BUIPOGY BAHEA R CHE BAZTAYSHHAR, TaC

VIPHMYBAHHA OCHOBHOTO F1iKa NAMOTPHIVKHHY Ma¢ CHIBIAATA 3
HaCOM YTPHMYBAIHHA Hika TAMOTPRKERY Ha KPOMATOrpaMi po3aHsY
popiBHARES 3 TounicTio & 2 %.
2. YO-crexTp HOTIMHAH purpoBOBYBRHOTO POITMRY B Hiarasoni Bianosiaac
FOBAHI XBUND BIX 220 i 70 340 1M MaEg MaTu MAKCHMYMH 12
MIPIMYMEL TOTIRAGHIA 38 THX CAMER TEOBKHN XBHIB, O Yh-cuekip
POSUHLLY TIOPIBHATIUA (2 um).

{nenrudikanis

Cepenng Maca 76 - 84 wr (80 mr £ 5 %) 30 Mmr
PozguHenns
cepeitie > 80 % (Q) namorpuiKERy 38 30 KB, Bigriosijac
piReHb Bixnosizae
MAKCHMYM = RO % {Q) Bigrosiaae
MIHTMYM > 80 % () Pirgiorizac
OaHopiaHicTs KO30BANIX
OJIHHHIb
AV <15 Kpgrepil P ATHOCTL MAKOTh BIAOBIATH Riosifae
punoran @Y, 2.9.40.
CePENHE Bianoslac
MAKCHMYM Bianosliac
MinisMyM Bianosisae
RSD Riamosinae
Cyuposi i ZOMIIKH
o no i 5g . - o 5 nproni A
By k=501 THIOT KOMIIIKKH < (.2 % Biaronijiad
< 0.2 Ya Bignosigas

Tomiaa A
Clui2
A{}Q wer ~ /[ én e O
AP o, 2 L




HATIVEHY BAHILA [OKABTIKA |  RUMVIOTH HOPMATHBHOIL );{t.)KYMEﬂTAﬂIE' "  pERVIIRTAT

Cyma JOMIIOK 0.3 % Bianosiiae
Jomiuka E <01 % Bignopigae
i KiGHE BH3HATCHAA 4313 - 26.25 wr/rabit. 74 81 wrfrabu.
YIaKORKR TlopnHHEa BIATIOBIIATH BAMOTAM MK JI3. Binnosinac
Mapry BAHHS ' YloBHIHO BiETOBIHATH BEMOTAM MICE 13, Bingsonias

Kontpois 34 [TORAIMHKOM "Mixpo(‘iio.ﬁor'imm guerora’  3gificHioersed B peaiMl MOBITODHHLY H2 srepiii cepii B

poud T4 He pinte, HiK Ha KoKl 10-3 cepil. PeiynpTary MOHITOPHHTY BiInOBIAAIOTS SCTAROBICHAM BEMOTAM.
Brenonok: Bignosijae BEMOranm MKH JI3 Big 20.06.2024

Kepipuug Jijiest Jlap's KOCEHKO 12.12.2024
fielt moxymenT fipmEcany# B STERTPOL osy Bucinal Ta nie Bez BRACHOPYUHOTO TiAnBcY -

ByeuoBor:

Tlam # [CTBEDIKYI0, X0 ppEneyeda  BHIAL ju@opmanis € HOCTORIPHOI i roanoie. U8 cepin Oyna
BUEYOTOBACHD (BRIBOWAIIHE yx:&amw:y/mapm%xms&) i fys xxpm%czxemxi& woHyposts I axocri B2
snnesKazarii miapERm ¥ prosuif ai;:xrmxzi;xm}c'ri 7 BUMOUSMH GMP, & Tarem ¥ ﬁizm&mimmc’ri 3i
crienpiKauiass, gwi  MicTRIbCR B pcempauii'xzmmy aocke.  IIpOTOROIH ARPOOHUKTBA, YHAKOBKR T2
awanizis Gyun uepm“mmy’ﬁ { BOTAROBACHA sipoBiEie T REMOTAM GIVEP.

Tipewsapa¥ BOIBOSEHO RO peanizanii
Viopioswkena 0002 Okoana _}I{Xﬁ&i’l{('} 13.12.2024

Vet pogymedT gignncasnii B EHCKTPORHOMY B sy ra e bes BHACHOPYHROTO ALY -
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| KOTHS Mo/
TOB-whapms. Craps
Ykpaina, M, Kuib, Gyannap Bawtana Uanena, Gyamn ic_s I

200 3. .
Ne Atuewsii na pyupotunnrso cepin AD Ne S01326__7 .Mg O- p"
Ne Cepradixaty ninnorignocyi GMP 067/2021/GMP Cl‘f nafchke =F(}Cﬂ@ﬂﬁifﬁ€¥ﬁ@

it

CEPTH®IKAT AHAJIZY Ne 262/2024

Teasbare +38 044 281 23 33
E-mail Yuosionascenai ocobn: UA_QP@acine.swiss

JAMOTPHH 25,

Tabjgerkn 10 25 Mr
B GnicTepax Neld, 3anakosani B nauky Ne30 (10x3)

Ne peecrpauiiinoro
NOCBIMEHIISE
UA/2112/01/03
Tepumin nit

(BO mr+ 5 %)

peecTpanifHoro
NOCBIAYCHHS:
Hescrpoxoso
Cxnan na onuy raGnerky LIOUHX PEHOBHH: TAMOTPUIKUHY — 23 Mr.
Ne cepii: 650324 Kinbxicrs npoaykuii s cepii: 15510 oayn.
Jara supobunuraa: 20.03.2024 Tepmin npuaarnocri: 03.2027
Jata xonTponio: 09.04.2024
Kowrpons sinosigao no: MICT JI3 min 11.05.2023 ko PFI Ne UA/2112/01/03 Ta 3a. 210 INCTPYKILT iy & o
HAUMEHYBAHII BEMOI'E HOPMATHBHOI PE3YJAbTAT
NOKAZHHKA JOKYMEHTALTT v
Tabnerxu Ginoro abo maibke 6Ginovo wkomsopy, wpyrroi dopmu, 3 ,uuoor[ylmolo
Omnne « Biinosinae
MOBEPXHEI0. P
L 2,1. Ha xpomartorpami sHEpoBoBysaHoro poItTvmy, OTPUMAHOIG OPH OPOBEHESHHI[- [+ o
i,HEFITK(l)lkaI.llﬂ eynpobysanns  «iinpkicke Bu3IAuENHE®, HAC YTPUMyBAUNL OCLUOBHOIO  mika Bﬂmoamac’
' AAMOTPH/UKHHY MaE CHiBNaMATH 3 YACOM YTPUMYBAMIN [ika NGMOTPHIDKAKY 1A §
XPOMATOFPaMi pO3YHHY NOPIBAALNS 3 TouicTo £ 2 %,
2.2. Yd-cnextp normyanus sunpoGoBysancro posunuy B Aiana3zcul AOEHH XBHIH , .
; . N Binnosinae
BiZ 220 un qio 340 HM Mae MaTh MAKCHMYMH T4 MIIMYMH TOFIMIAINGE 38 THX CAMIX
BOBKHH XBHAR, WO | Y@-cnexep posuuiy nopinmsuus (& 2 um).
Cepeana maca Bia 76 Mr no 84 mr &1 mr

OpuopinsicTs

LO30BAHHX OAMHHILE

Kpurepii npuliuarnocri maroTs Bignosigats susoram JPY, 2.9.40.

Bignosigac

FOSNHETE He menure 80 % (Q) namortpumany 3a 30 xs. Bixnosizae

Cynposiani Homiuma A — ve 6unme 0,2 %, Bignesixas

NOMILIKH Byus-sxoi ivimol goariurgy ~ ne Ginswe 0,2 9 a; Biguogigae

Cyma pomiuox — ne Gisteine 0,3 % Binnosigae

Homimka B He 6inpwe 0,1 % Binnosigae

MikpoBiosoriuma 3aranpuie uucno 2epofiumx mikpoopraniamis (TAMC) - ne Ginsme 10° KV O/ Bianosinac

e 3aranpue MHCRO APDKAMKOBHX Ta Hricetenux rpudia (TYMC) — ve Ginsue 10°KY O/ Bigiosigae
Haspuicts Escherichia coli B | T — pe gonyckacrnes, Bianosigae

Kinpricue

BHIHAYEHHA:

RNAMOTPRIKHI Bin 23,13 gp 26,25 mrfrab.

25,23 mriTab.

M aud Bes ey,




HAMMERYBAYHS

BHMOI'H HOPMATHUBHOI PEIVILTAT
TTOKASHHKA JOKYMEHTALUL
‘Ynakonka Tlorunna signosisata sumoran MICSE JT3. Bianosinae
Mapkypanns Tiosunno BinnoninaTh sumoram MICST I3, Bianoeigae

Bucuonox: Bitnopigae panoram MKSI JI3 Big 11.05.2023 go PII Ne UA/2117

Kepisnnx JIKS ILE, Kocenyg /
ILLE. -
Buenosox: yym o

m s
st 5 nigreepmryio, mo npieeaena spme dopmatisn € gocronipuoo i ’TO‘IHOIBFII;;;EEDiﬂ Byna suroronnena (srmouarod
yraxomKy/maprynanns) i 6ye nporexenmii KONTPOAE i sx0CTi HA BHIICBRAZANGH AL Y moBuiii pignosiamocti 3 Bunsoram
GMP, a rarox y signosinecyi i cnemndirauinny, axi smictaThen B peecTpaniiinomy gocee, Hpororoenn BupolHANTREA, YiraKobicn
T2 23N 6yim NeperasiyTi § seTanonaena Billnosignicrs BuMoram GMP,

Ipenapar possoaeno go peanizauii.

Vioslopakeua 0coba

O.10. flusuko « -//» 0‘/’, 2041"3"711
IL.LE. iniue
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TOB «Papma Crapm

Komnanist Acino Group, Iliseinapis

Vipalhiz, M, Kala, Gyanrap Baunasas [Rsena, Gyannok 8
Ne Jliersil iia BRPOSUHRTBO cepis AB M 501328

Ne Cepradikaty sianosianocti GMP 095/2024/GMEP

Homep Teacpony: +38 044 281 23 33
E-mail Yroeuosaxenof ocolu: UA_QP@acino.swiss

" CEPTH®IKAT AHAJI3Y Ne 435381

JJAMOTPHH 25,
TabaeTkn no 25 mr ,
no 10 ra6nerok y Giicrepi, o 3 6aicrepm B naqui

Cxnaz Ha oxHy TabneTKy JiI09HX PedOBHH: JIAMOTPHIMKARY 25 Mr

Homep cepiil: 790924
JHara supobunnrsa: 25.09.2024
Jara xorTpomo: 11.10.2024

Korrpons Biguosimso no: MK JI3 six 20.06.2024

TepMin upuparsocti: 09.2027

T

!

s
Koy

Kimsxicts npogyxuil B cepil: 6855 ox. ym.

i

dlile

2l

Ne peecTpauiiHoro nocBimueH s
UA/2112/01/03

Tepmin aii peectpanijtnoro
MOCBiXUEHHS: 6e3CTPOKOBO

| HAIMEHYBAHHS HOKA3HHKA ' BAMOIM HOPMATHBHOI JOKYMEHTAII " PE3YJILTAT
; Omuc Tabnerky, Ginoro abo maitxe 6in0oro KoJILOPY, 3 ABCOMYKIICIO ' Bixnoninae
5 | IMOBEPXHEIO, KpyTio] GopMH. !
¢ Inertudixanis 1.Ha XpOM&TOl’PiiMi BHIPOOOBYBAHOTO POSYHHY, OTPHMAHOIC ‘ Bixmosimae
npH OpoBefeHHi Bunpobysanns «Kinpxicne BHaEa9EHHAY, Yac |
‘ YTPHMYBAHHS OCHOBHOTO miKa JJAMOTPHIPKHHY Mae CIIBITAZATH 3 j
HACOM YIPHMYBANE TriKa TaMOTPAIDKHKY Ha XpOMATorpaMi posunHy :
[OpiBHAHEA 3 TOTHICTIO 2 %. '
InenTHdikauis ; 2. V@-criextp normranHs BANpoGOBYBAHOTO PpO3UHHY B Jianasosi | Bignoeimac
JOBXMH XBUIG Bix 220 1M o 340 HM Mae MaTH MakCHMYMH Ta |
i MIHIMyM¥H IODTHHANHA 32 THX CAMHX ROBXUH XBRIIS, IO 1 YP-crexTp i
PO3YHHY TOPIBHAHEA ( 2 HM), ;
H |
Cepenms Maca « 76 -84 Mr (80 Mr+ 5 %) | 80 mr
Posyumenus :
cepenHe 2 80 % (Q) namotpumxuHy 32 30 XB. Bigmosigae
| piBeHs , Binrnosinae
| MaxcHMyM >80% (Q) Bignosinae
MiniMym ; >80 % (Q) Bianosingae
OpHOpiNHICTS JO30BAHAX
| ommamrs : i
AV i = 15 Kpr}mpi‘i IPUHHATHOCT] MAIOTH BisoBiNaTH Binnosigae
A | sumoram IOV, 2.9.40, !
cepeme ' E Binmosizae
MaKcHMyM | Binnosimae
MiHiMyM | Bignosinae
RSD ! Biznoeinae
Cyniposinsi nominmu :
! Bynp-aKol iHuIol qomitmxw <02% | Bianosiznae
Homiimka A <02% : Bignoninae
C.liz2

/8(" Qoo / Oep /

09 o ol



THARMEHYBATKA IIOKA3HAKA BUMOI'H HOPMATHBHOI JOKYMEHTATII [ PE3VIILTAT
Cyma pomimok . S03% | Binmosimae
Jominma E . s01% | Bimosinac
Kinexiche susHaueHHA 23.;13 - 26.25 Mr/rabm. } 25.11 mr/rabn.
Vnakoska Towrmna ignosinats savoram MKST JI3. , Bignosinae
Mapxysauma TToprmno BiﬂFOBi,&ﬁ’l’H Brmoram MICT JI3. ' Bimnosinae

Komtpome 3a moxazmmxom "MixpoGionoriuna wmcToTa" 3niifcHIOETECH B pexxuMi MOHITODHHIY Ha mepmilt cepii B
poui Ta Be pinuie, Hix Ha xoxcuii 10-i% cepil. PeaynsTaTH MOHITOPHEIY BiNOBINAIOTE BCTAHORMEHMM BUMOTaM,

Brenosox: Bignosizae snmoram MICS JI3 Bin 20.06.2024 ;
|

Kepisanx KA Hap's KOCEHKO : 11.10.2024

el moxyment nignucanuit s eJICKTPOHHOMY BHIISAI Ta K€ e nnacuojpytmom nimmuey.
|

BucHoroxk: |

Iam s mizreepmxyro, mo Npasenena pume indopmania € JoctoBipHoo i TowmO. IIa  cepia 6Gyma
BATOTOBJIEHA  (BXUIXOYAKMH YUaKoBKy/Mapkyeamus) i  Gys nNpoBeAeHHE  KOHTPOXL i saxoeri  Ha
BUMeBKAasamifi ARl y mommili  Bigmosigmoeri 3 BaMoramm  GMP, a Takox y migmosixmocti 3i
coegadirkamismy, #xi micrETbes B peecTpanifinomy | Koche. Ilporoxonan BHPOOHHUTEA, YNARKOBKH Ta
ananisie Gy/n nepernsmyTi i BeTanoBxena BianosignicTs BuMOram GMP.

Hpenapar no3Boseno xo peanizanii,

VioBHoBaXEHA 0c062 Oxcana SJHEHKO i 14.10.2024

Lleit noxymerr nigmmcanuii 5 €IEXTPOHHOMY BUTHIALI T2 A€ 6e3 BracHo PY4HOro hj,zmncy.
o P ]

C.2i32
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