A. MENARINI

MANUFACTURING LOGISTICS AND SERVICES

[Tponyxr

Kpaiua-snpobunk

Cepisi Ne

Hara papolunima

Hara saxinuenys TepMiny npUgaTHOCTI
Hara sunycky cepil

Homep peecrpaniiftuoro nocsinyenns
Hiapenka dopma

Hosysauus/Bmicr

By i posuip yraxosku

Bupo@urrmil maianyune, seuit apilicuioe
pHpOOHIUTBY «in bulky

Homep sinensil na supobHIITBO
Bupobuiuini maifpanank, axuli spificuoe
YRAKY BAHHS

Homep niuensit va BRpoGRIUTBO
Malganaig, Ha SKoMy 3HCHIOETHCS
KOHTPOJIL AKOCT]

Homep nivemsit ma supobuuwrso

Jlosnin Ha BHITYCK cepil BHARHO KOMIIAHIE

Homep nitensil sa BupobHuLTBO

10

: Hieap® 10 mr
; Tranis

S4021A

1 05/2024.

: 0472029,

+ 23/08/2024.

: UA/I3866/02/01
: Tabnericn, 110 AUCTIEPrYIOTLES B POTOBIH mopoxcHuHi, o 10 mr
1 rabnerka micrirn 10 mr Binacriory

: 1o 10 raGaerox y Guicrepis no 3 Gaicrepn 8 xapronuiil kopobiu 3
MAPKYBAHHM YKPATHCLKOIO MOROIO

: A Menapini Mauydarrypine Jloricrike eng Cepnicec C.p.Jl.

Bia Kanvno ai Tine, 67100 J1' Axpina (AK), Frasin

: aM - 83/2024

A Mewnapini Marygaxrypinr Jloricrike eng Cepsicee C.p.Ji

Bia Kamno ni Iline, 67100 JI’ Axsina (AK), Itanis

:aM - 83/2024

¢ A Meuapini Manyaxrypiur Jloricrike enn Cepsicee C.pJl.

Bia Cere Canri 3, S0131 Dgopewuis (1), Franis

: Ne aM - 54/2024

: A.Merapini Mauy(Qakrypinr Jloricrike e Cepsicec C.p.J1

Bia Kamno ni ITine, 67100 JI' Aksina (AK), Itanis

: Ne aM - 83/2024

Posmip cepit: 17280 ynakosok

Bunpobypanng Cuoemndicais Pesyanrar

Onne Kpyrai, snerka goonywi 6ini ratnerkn pniamerponm § Binnosinac
MM

. Iomitauit ppyxropuit sanax . .

Zanax bpy o Bignosinac

Inewrndiixauin Ginacruuy*:

-38 HACOM YTPHMYBAHHS B X0/ YAC YTPHMYBAHHS BITIORIAE UaCY YTPHMYBAHHS Flosntusuo

KinpkicHoro ananizy Ginactmiy
mertogoM BEPX afo YEPX

-3a YD-CriekTponM B XOAi KibkicHoro
ananisy Ginacrnny merojnom BEPX
abo YEPX

Kinsicnnit ananiz Ginacriuy

OQAHOPLLHCTD OIUHHILL AO3YBAHHSI
(onmopinpicrs suicry)*
POB[’[H}],EU'H'{H

Baicr o

PO3aHHEHHS

CTARJAPTHOrO 3paska

CHNeKTH Billll()l!i}lﬂc CHEKTPY CTAHAAPTHOTO 3PA3KY

Hozurusno

Teopernunuil smict : 10,0 mr/rabsn. 95,0 %
Mexi : 95,0-105,0 % sin sannicHoro smicry

Bipnosignicrs suMoraM umutoro suaanns Ph, Bur. pinnosigae
{manorpadin 2.9.40.)

23 xB <3 xn

< 2,0 % mac/mac 0,7 %

Q= 80% nporsirom 15 xs 98 %

*BunpoGyrauus Ha CrpanKHicTh Ta OXHOPIARICTL BMICTY He NPOBOMITL B XOAI BHBMEHHS CTablaLHOCT], Tak Ak naui ;

napaMeTpu He BriHBaoThL Ha crabinpricr

F10705TA: une-2-[4-2-{d-[ 1-(2-eroxcuermn)- 1 H-Benzoiminazon-2-m]-1-oxcumuepmwius- 1wt erun)ening-2-

Me’l‘“ﬂl‘lpOﬂiOHOl)Ei KHcenoTa
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A. MENARINI

MANUFACTURING LOGISTICS AND SERVICES

Iponyxr

Kpaiua-rpoldHux

Cepis Ne

Jlara supodunicrsa

Jlata sakisuenns TepMiny npuaTHOCT
Jlara sunyeky cepii

Homep peectpaniifinoro nocpiauecHus
Jikapesxa opma

Jlosysanns/Bmicr

Buyy i posmip ynaxonih

BrpoSuuunit mafiganank, il spificumoe

supobHrLrRo «in bulky
Homep niveusit Ha supoBHuITBo

Bupobununii Mafinaruni, skuii spifichioc

YrAKYBaHHS
Homep sriueHsii Ha BHPOOHHLITBO
Malinanuite, Ha scomy aaiiicHioerses
KOHTPOIb SKOCT

: Higeap® 10 mr
: Iranis
14021A
10572024,
0472029,
1 23/08/2024.
s UA/13866/02/01
s Tafnericn, 1o JCAEPryioTLEs: B POTOBIH nopoickuni, no 10 Mr
. | tabnerka micrors 10 mMr Ginactuuy
;1o 10 raBnerok y Gnicrepi; t1o 3 Gnicrepn B kaprouuii xopobud 3
MAPKYBANILIM YIPATHCLKOIO MOBOIO
. A.Meunapini Manydacrypinr Jlorierice enp Cepaicec C.p 1.
Bia Kamno ai Tise, 67100 JI' Axsina (AK), Iranis
:aM - §3/2024
A.Mesnapini Manydaxrypiur Jlorictike enn Cepaicec C.pJL.
Bia Kamno ai line, 67100 JP Akuina (AK), Iranis
: aM - 83/2024
: A.Meuapiui Mauygacrypinr Jloricrike enn Cepnicec C.p. JI
Bia Cere Canri 3, 50131 duopenuin (D), Franis
: Ne aM - 54/2024

Poamip cepit: 17280 ynakoBok

Homep nivensi’ Ha BupobuuuTso

Jlossin na BHIYCK cepil Bugano komnadicto  : A.Meuapini Manyakrypinr Jloricrice enn Cepsicec C.p.JL
Bia Kamnio i Tine, 67100 JI Axpina (AK), Iranis

Homep sitensil va supobHILTEo : No aM -~ 8372024

Bunpobysanus Cuenpikanis Pesyasrari

Opraniuni gomitKe:
Inenradixopani;

F10705TA < 0,10 % mac./mac. HE BUABIICTLCH
Hencranonneni,okpemo < 0,10 % mac./mac, HE BHABJSICTHES!
Beboro aoMimox 0,50 % mac./mac. 0,00 %
-MikpoGionoriuna unerora BignosigHicts BuMoran unusoro suuanss Ph. Eur.

(monorpadis 5.1.4):

- 3KAM: 10° KYO/r; MaxciManhho Jonycrime 0 KYO/r

sHaveHms = 2000

- I 107 KYO/r; MaKCHMANBRO JONYCTHME 0 KYO/r

snagenus = 200

E. coli/e: BipcyrHicTs/T BifCYTHICTH

3asisa 11po cepTHGiKANio: 1M s 3ACBILIYI0, O HABE/CHA BUINC indopmatis € ROCTORIPHOIO 1 TOMHOIO, LLK) cepito
nponykun 6yno m1p06noﬂo(/)altmoual()lln naKyBanus/MapKyBanHsa) Ta NPOBEAEHO KOHTPOIL [T skocTi y ropuili
plaosipocti 3 BUMOr ;fiﬂ} ‘GMP, BCTAHOBICHHMH MICIICRHM PErYIISITOPHIM OPrAHOM, & TAKOK BIANOBIAHO 10
cnexm(}nkaulu 1o Mmi beA Y PeECTpallifiHOMY J0CKE KpaTHu — iMIopTepa. ITPpoTorom BUpOOHHUTE], 8Ky BaIHS T8
astagiziz 6yno Ilb])b!){,ngf’IO Ta peraHosaeno pianosipnicrs GMP.

Iheysenne A. ]ppe}m ,’
Vllomronmlcurﬂyo _-’7’?:
101092024 Qg il Fi

FQUALLF

j Dr.

3 i), ‘y.h‘.
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