JEPKABHA CJIYIKBA 3 JIIKAPCHLKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTMKAMH |
Y JHINTPONETPOBCBKIN OBJACTI

Juinpo, n.CoGopHa,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua, Kon €/IPI10Y 37070665

BUCHOROK
PO AKICTH BBE3CHOTO B Y Kpainy JliKapehroro 3acoly

14,03.2024 | Ne 12320/24/0411

HIKCAP®
(A FARMCIY NAHIEA TIKAPCLKOLO 3AC0DY 3MAHO 3 PECCTPALLfilMM (H0CRIAMEIHAM)
rabuera no 20 mr no 10 tabaerox y 6aicrepi; no 3 Gaictepn y KaproHmii KopoO
((popma BHNYCKY, A03YBaHHA, BUL 0AKYBAHHA NKAPCHKOrD 3aco0y)

Homep peecrpauitioro nocainueins UA/13866/01/01 crpok aif peccrpauifinoro nocsiaueisa 01.01.2099

Cepis stikapchkoro 3acoby Ne 3558 A KifibKicTs BBe3eHoro Nikapeskoro sacody 3360
Bupobunk A. Meuapini Manygakrypinr Jlorictike ein Cepsicec C.p.JL, Itastis
(naitmeiy Banis BUpodnKKa JiKapeLkore saco0y, Kpailia MOXOLAKCHNA)
Bueserio B Ykpainy Tonapierso 3 06MeKeno010 Bignoninaanuicrio "bajM", inenr. ko
31816235

(uaitmeirynaing Ta kol 3a CAPIIOY 1opianunoi ocodu ato Tipi3uMiE, iM', 10 SaThRos
diznunoi 0cobH - NIANPUEMLEA, T MICLEC NPOKHBANHA TA peccrpauiiingit nomep obaixonoi
KAPTKM JLIETHHKA NOATKIB aB0 cepis T2 HOMEP HacnopTa)

Hpotokos sisyaasioro sourpomo nix 13.03.2024 X 07-01/593/50.

Ja pesyastaraMil  ACPAOHIOTO  KOHTPOMO BCTAHQBICWO, WO nikapebknil 3acid  saeseno B Ykpainy 3
ROTPHMAHHAM 3UMOr 33KOHOAABCTEA LOAO 3a0e3leUeHHA AKOCTI BiKapchkux 3acobis.

B. 0. nauaneuuka Jlcpixaproi ciyxdu 3
siKapcLKUX 3acoBiB Ta KOUTpoo 3a T
IRapEbL T8 KOHTPOTI® 18 Mapis BPE3IbKA
uapkoruxamu y JlninponeTposcekili
obnacti

. % '+ ...._ . .ﬁ.._‘ e
(iocaijont 0CoDRnRr (HM‘ (inttiase ra upissuile)

Buumsxona Kapina +-38(066)345-41-71
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A. MENARINI

MANUFACTURING LOQISTICS AND SERVICES

Tpoxyknis

Jepaana-eupoGRuK

Howmep cepil

Jara supoSumurea

Jlara saKiHUeHHA TePMiHY NPHIATHOCTI
Hlare punycky cepil

Homep peectpattilfHoro mocri genus
Jifeapebka dopMa

Cyina pil/axTRBHICTE

Poswmip Ta THR naKyBaHHY

HatiMetypaHes I MiCHESHAXODKEHHA
BypobHAXA, mo 3Aiticior BHpoGIMITED «in
bulky

Hewmep ninenaii xa upobummso
HaimeryrarHs i MicnesHaxomixeHme
BHpoGHEKA, Mo 3AilicHIOE MAKYBARHA

. Howmep piuexsil Ha BUpoGRULITED
Hattvenysanna i MiCHCIHAX0KEHH
BUpo{HUKa, IO 3MIHCHIOE KORTPONE SKOCT]
Homep ainemsii #a BEpobHMITRO
Hattvenysarma i micnesBaxopreraa
BHpobHEKA, IO BEMYCTHR cepio B o6ir

: Hixcap®

: Irapin
13558A

: 09/2023

: 09/2028
:27110/2023
: UA/13866/01/01

: TaBneriu no 20 mMr

: 1 Tabnetra Micyurh 6inacTrHY 20 MI

: ITo 10 TaBnerox y OmicTepi; no 3 GuicTepst y xapToHHiit Kopobit 3
MApKYHARHAM YKPATHCAKOI0 MOBOHD

: A Menapini Manydakrypiar Joricrie ey Cepricec C.p.JL

Bia Kamno ai ITine, 67100 JI*Axsina (AK), Franiz

Poamip cepil: 33.152 ynakorok

: aM —34/2020

: A.Menapini Marydarrypiar Joricrike enpn Cepricec C.p.JL
Bia Kamuo xi Iine, 67100 JI' Axrina (AK), ITania

: aM — 34/2020
: A.Monaplui Marydaxrypinr Jloricrice enn Cepaicec C.p.J1.
Bia Cere Canri 3, 50131 ®ropenuin (OI), Itala
:aM — 173/2019
: A.Menapiai Mauydarrypinr Joricrixe eng Ceppicec C.p.J5
Bia Kanmo ai Iine, 67100 JI'Axsina (AK), Trania

Howuep ninersii ra supobmmireo : aM — 34/2020

IMoxasamse Coennpivanin PeayneTaT

Soayinmil BETIRY Ogranmexi, apoomykni TaGneTxn Ginoro xoumopy 3 Binnonigae
maclaxolo amr mopiny, Gex miuik Ta TpitHME Ha MoBepxHi

Inexrudlania SinacTrny

38 9a00M yTpumyBarua b xogi BEPX  Hac yIpeMysamis BiImoninae 9acy yIpHMyBaHHE Io3nTEBHC
ETRIOHHOTO 3palka

3a Y-cnexrpoM BunpofyeaH A Ha YV ®-crexTp Binosinae COCKTPY CTANOHHOTC 3PA3KA IloantaBHO

POYUBHEHHA Y

Buicr sou (K.@.) 43%

Posunnenns Xe, ie Q=80 % 100 %

(YO,HC10,I 8)

Kinnklenutt eMicr Gimacrany (BEPX) 975 %

ORHOpiAHICTL JO3CBABHX OTAHADD 40 wuAzOrD Bignoeinae

lxonﬂesiamqm
Ta>125xM

Oprhui-mi AOMinTEH*:

F-10705-TA 20,10 % mac./Mac, He nposoaWnocA
HescranaoBneHi oxpeMo** =<0,10 % mac./vac. He nposopuaoca
Bcororo gomimox < 0,50 % mac./mac. He nposogmunccs

A. MENARINY MABUFACTURING | DRISTICS AMD SERVICES SR.L. COM SOCI0 UKICO - SEDE LEGALE: VIA RUSOUNO PO 4 - SU131 FIRENZE - TEL +39 D55 58801 - FAX: +39 055 532171

PEC: manufacturieg@Megainallt - CAPITALE SOCIALE €42.650.000 1V.- C. F. / P. VA E REG. IMPRESE 05006670482
STABILIMENT] Df PRODUZYINE: VIA SETTE SANTI 3, 5013F FIRENZE - VIA DI SCANDICCI 37, 50143 FIRENZE - VIA CAMPD D FILE 67100 L'AQUILA

SOCIETA' SOGGEITA ALUATTIVITA' D4 EIREZOKE £ CODRDINAMENTO DI A, MEMARINI INDUSTRIE FARMACEUTICHE RIUMITE SRL - VIA SETTE SANTI 3 -50131 FIRENZE - P. IVA (0395270481

A. Menarinl Menufaeturing Logistios and Services S1.L & wn'stienda del Beuppe Mensrinl, Viska 1l shis Infernst WAWMENAREI COM



A. MENARINI

MANURACTURING LOGISTICS AND SERVICES

poxyxuin : Hixcap®

Hepxana-appobHuK : Itania

Howmep cepil 13558A Poamip cepii: 33.152 ynakosox

Hara aupobuuIrea : 0942023

Hata saxingerrg Tepuiny rpugaTHOCT] : 09/2028

Jara exmycxy cepil 1 2771012023

Howmep peectpaniifioro nocsigzenns : UA/13866/01/01

Jlirapceka dopMa : Ta6nerxu mo 20 Mr

Cuna ail/akTHBHICTS ¢ 1 rabnerka MicTuTs GinacTiy 20 Mr

Posmip Ta THR DAXyBREAA : Io 10 Tabnerox y Gricrepi; no 3 Guictepu y kaprouuiti xopoti 3
MAPKYBAHHDE YXpalHCHEOI0 MOBOIO

Hattvenysauns i Micueanaxonae s - Ar.Menapini Maxydasxrypinr Jloricrixe eng Cepsicec C.p.J1L

pepobHEKs, mo sniMcmoe supobannTeo «in  Bia Kammo aj Iline, 67100 JI' Axsina (AK), Itamia
bulks

Howmep nimensif #a BApOGHALTBO : aM — 3472020

Haiimenypanna i Micnesnaxonsenns : AMenapini Marythawrrypiar Jloricrike enn Cepaicec C.p,JL
pupoliHNKa, MO SHilicHIOE MAKYBAHHS Bia Kaumro xi Iline, 67100 I’ Axsina (AK), Iranix

Howmep ninersil e BEpoGEUITED ;s aM - 34/2020

Hatimenyeanss i MicteanaxomaemHs : A.Memapinl Manydaxrypiar Jloricrike eng Cepsicec C.p.JI.
sHpoGanka, Mo apificioe koHtpons socti  Bia Cere Cauri 3, 50131 ®aopenuin (PI), Itatin

Houep nitensil Ba upoGHHLITEO raM - 17372019

Hathienysaristg | MicIosHAXODKEHRN ¢ A Meuapini Manydakrypiar Jloricrire exg Cepsicec C.p JI.
pupofHuKa, MO BEAYCTHB copito B 0fir Bia Kammo ai Iixe, 67100 JI'Axsina (AK), Franig

Homep minensii A2 pUpoGHALTED 1 aM — 34/2020

Iowsannk Coenndicanis Peyynprar
Mizrpofionerizaa yacrora Binnosinae BMMoraM wHHEOrC BHARHESL Ph. Bur.

(Mororpadia 5.1.4):

M 1O YOfr; MaKcHMansHo fomycTmde OKYOII;

eHI < 2008
- 3KHHT: 104%M0
11O ot =300\ |
e é’,ﬁo{{(i Ripoywsiiors
Da/z
s X MPOBOAATS Ha KORE

NS

T, MEKCUMANTLHO JIOTLYCTHME 0KYO/r

Bincyruicts

* BumpoBGysakus npi yossoni cepil s nepmex necaru cepilf | ma xoxmil n’ Ariti

ceplY mug FacTyMHEX cepiit,

# YA
< " NS aA
S8 181 Y

£1405 {58\&1&&.&&&& MAE NOBiAOMIITHEL,

ey BAEHS MApKYBEHHS) TA TPOBEOSHO KOEBTPONG W AK0CTi y HoBHIN
fbpe i MICIISBHM PeryJIATODHWM OpTaHOM, 8 Takox Biamoizao Ao
cnenudiraniif, mo MicTRTECA Y peecTpe 71- pocke kpatum-immoprepa. IlpoToxonu BMpo6HKUTSES, NAKYBANEN T2
armyisis Byno mepernmiyTo Ta BeranorngHy Bignosizyicrs GMP.

ViopropaxkeHa ocola  A-p Jixyvacupe #
15/01/2024 B WAL s
OFFICIHA §RUREED J

QUALIFIELY

-

A MENARIN] MANUFACTURING LOGISTICSAND SERVIGES S I LACON SIRTICUMICO - SEOF LEGALE: V1A ROSOLING PILD 4 - SO131 FIRENZE - TEL +39 055 55801 - FAX: +39 055 58217
PEC: manutacturing@iy ; afl It - CAPITALE SOCIALE £42.650.000 1V, - C. F. 7 P.[¥A EREG. IMPRESE DS00B8670482
STABILIMENTI DI PRODUZIONE: ¥IA SEFTE SANTE 3, 50131 AREUZE - VIA [V SCAWDICC! 37, 50143 FIREHZE - VIA CANPO D3 PILE 67100 L'AQUILA
SOCIETA” SOGEETTA ALLATTIVITA® DI DIREZIONE E CODRDIMAMENTO 81 A& MEMARINI INDUSTRIE FARMACEUTICHE RIUNITE SR.L. - VIA SETTE SANTI 3 -50131 FIRENZE - P, VA 00385270481

A Nesarini Monutacturing Logistivs and Servioes Sr.k & w'adenda del Grugpo Menarinl, Visha Il stto lernet WWW.MENARINI COM
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JEP)KABHA CJIYKBA 3 JIKAPCHBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM
Y JHIMPONIETPOBCEKIA OBJIACTI

Huinpo, mn.Cobopua 4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dis.gov.ua, Kox €APIIOY 37070665

BACHOBOK
Ipo AKICTH BBE3eHOT0 B YKpainy JikapchKoro 3acoly
03.10.2024 Ne 50995/24/0411
HIKCAP®

{HaliMeHYBAHHS MKAPCHEODO 3ac00y 3TiIHO 3 peecTpallifiHHM NOCBLTYCHHAM)
rabaerku mo 20 mr o 10 Tabaerok y Gaicrepi; mo 3 6uicrepn y kaprounii kKopobui

(dopMa BHIYCKY, NO3YBAHHA, BHI MAKYBAHHA NiKApCLkoro 3acoby)

Homep peectpauiitvoro noceimuenns UA/13866/01/01 crpox aii peectpauitinoro nocsiguenns 01.01.2099

Cepis nikapcbkoro 3acoGy Ne 4532A KinbkicTs BBe3eHOrO Nikapcrkoro 3acoby 3360
BupobHuk A. Menapini Manydaxtypiur Jlorictixe enn Cepsicec C.p.JL., Itanis
{naliMeHyBaHA BEPOOHHKA NiKAPCLKOTO 33c00y, KpalHa MOXOMKEHH)
Baeacno B Ykpainy TosapnacTBo 3 o6mexenoro pignopiganshicTio "BaJIM", inenr. koa:
31816235

(HaltMeryBaHia Ta koa 3a €JIPTIOY ropuanyHol ocobu abo npiseuie, iM'a, no GaTbkoBbi
(iznunol ocobu - mignpuemuy, i Micue npoxuBaHHA Ta peecTpauiitnuft nomep obnikosol
KapTKH TUIATHHKA ToAaTkis abo cepia Ta HoMep nacropra)

TIpoTtokos Bisyansnoro koutposmo sia 02.10.2024 Ne 07-01/2543/30.

3a pe3ynsTaTaMM [EPKABHOTO KOHTPOMIO BCTAHOBNEHO, WO Jikapcekuil 3aci® sBeseno B Yipainy 3
AOTPHMAHHAM BHMOT 3aKOHOAABCTBA WIO/I0 3a0€3NeuEHHs AKOCT] iKAPChKHX 3aC0GiB.

B. 0. HavanpHuKa JlepxasHoi cryxOu 3
NixapceKHX 3aco0iB Ta KOHTPOJIO 3a
HapKOTHKaMH y JIHinmponeTpoBchKii
obnacri

apis BPE3IL[bKA

> [lininiann Ta npizemme)

Hikiriuesa Okcana +38(066)345-41-71
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A. MENARINI

MANUFACTURING LOGISTICS AND SERVICES

ITponyxuiz

Jepxana-supoGinx

Homep cepii

Jlara eupoGunuTEA

JaTa aakinuenns Tepuminy npunaThocTi
Jata Bunyexy cepii

Homep peectpauifinoro nocaigyeHna
Jixapcoka dopma

Cuna nii/axTHBHICTS

Poamip ta THo nakysanms

Haiimenysanna i MicueanaxookeHus
BupoBHMKa, 1o 3nificHIOE BEPOOHULTRO «in
bulk»

Homep ninensii na appobuuuteo
HaiimeHyBaHHR | MiCHE3HAXOMKEHHA
8upobHHKE, IO ARIFHCHIOE naKyBauHg
Homep ninensii #a supobuuureo
Halimerypaum i Micuesnaxommenys
BHpOOHHKE, IO 3AICHIOE KOHTPONE AKOCTI
Homep ninenzii va supofunurao
Halimenypanus i MicueaHaxoxen s
BHpOOHKKa, L0 BURTYCTHB cepilo B 06ir

: Hixcap®

: Irania
14532A

: 06/2024

: 05/2029

: 01/08/2024
: UA/13866/01/01

: Tabnern no 20 Mr

: | Tabnerka micTurs Ginactiry 20 Mr

: ITo 10 Tabnerox y Gmicrepi; no 3 6unicrepy y xaprouii kopo6ui 2
MAPKYBaHHAM YKPATHCEHOI0 MOBOD

: A.Menapini Manydarrypinr Jloricike enn Cepsicec C.p.JL

Bia Kamno ai ITine, 67100 JI’Arsina {AK), Itania

Poamip cepii: 64.176 ynaxosok

:aM — 3472020

TA Menapiﬂi Manydaxtypiur Jlorictixe exg Cepsicec C.p.JL
Bia Kamno ai Iline, 67100 JI’Axsina (AK), Itania

raM - 34/2020

: A Menapiui Mauy@axrypmr Jorictike enn Cepsicec C.p.JL.
Bia Cere Canri 3, 50131 dnopenuis (1), ITanix

:aM - 542024

A Mcuaplm Magygaicrypinr Jloricrike ena Cepricec C.p.J1.
Bia Kamno ai ITine, 671 00 JI° Axpina (AK), Iranis

Homep niineHsii Ha supobHHUTEO :aM — 34/2020

Howxa3ee Crreundiranin PeayawTat

3osrimtHil Burman Osanei, aroonykmi TaGaeTs Ginoro xkoanopy 3 Binnosigae
HAciYKo0 AN Moiny, 6e3 niHil Ta TPimMK Ha MOBEpPXHi

Inentudicanis 6inactuny

38 Y4COM YTPHMYBAHHA B X0Ai Yac yrpumMyBaKRA BIUMOBIAAE Yacy YTPUMYBAHHA [esutHBHO

BEFPX £TaJIOHHOTO 3pasKa

38 Y@-caekTpoM BENPOGYBAaHEA Ha Y{-crnexTp sifnosiaae cnexTpy eTaNoHKOrO apasia MNosuruano

PO3YBHCHHA _

Bwmict poju (KD.) < 7 % mac./mac. 44 %

Posuunenns He menmte Q + 5 % nporarom 30 xe, 26 Q =80 % 104 %

(Y®,HCi 0,1 H)

Kinsxicuii BMicT Guractumy Teopetsunnil rmict: 20,0 mr/ Tabnetry 98,6 %

(BEPX} . Mexi: 95,0 — 105,0 %

OnnepinricTs A030BAHKX ORHHHIG BinnosiaricTs Bumoram posginy 2.9.40 uunnoro Biroosigae

BEPX

QOprattiyni somimxn*({ BEPX)
F-10705-TA

HercTanosneni oxpemo™

Besoro aominrox

BEAanHA Ph, Eur,

i n nu_'
is)
,10 MacJMac oy /3

He nposoguaoca

He npososunoca

Yo uac.fmac\.\ -‘, / He nposoguaoch

318 \’/I\\‘,,

A. MENARINI MANUFACTURING LOGISTICS ANO SERVICES SR L. CON SOCIO UNICA - SEDE LEGALE: V1A ROSOLING PILO 4 - 50131 FIRENZE - TEL, <39 055 56801 - FAX: +39 055 587771 f
PEC: nranurlzclurng@icpaimailll - CAPITALE SUCIALE E42.650.000 L. - C.F. / P. IVA £ REG, IMPRESE 05006670482 i
STABILIMENTI DI PROGUZIONE: V1A SETTE SANTI3, 50131 FIRENZE - YA DX SCANDICCI 37, 50143 FHRENZE - VWA CAMPO DI PILE 67100 UAQUILA
SOCIETA’ SOGGETTA ALUATTIVITA" 01 DNREZIONE £ CODROWAMENTC O A, MENARIN| WOUSTRIE FARKACELITICHE RIGNITE SRL. - VIA SEYTE SANTE 3 -S0131 FIRENE - P. (VA 00395270481

A, Menaelnl Manufacturing Logises and Services S1.1. & un‘azlenda dei Gruppo Menarinl, Vislta il sito Inferiel WWW MENARMSL.COM
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A. MENARINI

MANUPFACTURING LOGISTICS AND SERYICES

[Mpoayxuis

Jepacasa-supobHIK

Homep cepii

Hara supoGuuurpa

Jara saxiHyeHHA Tepminy npupaTHocTi
Jata BHnycky cepil

Homep peecrpauiiiHoro noceinyerHs
Jlirapcska hopma

Cuna nitfaKTuBHICT

Poamip 1a TR nakypaHHa

Haiimenypanna i Micueanaxomuenus
BHPOOHHKA, 1t(0 3KiHCHIOE RUPOBHKUUTRO «in
bulk»

Homep ninenail #a supoGHuuTRO
HafiMeHyBaHHS | MiCLEIHAXOKEHHA
BHPOOHHIA, 14O SAIACHIO NAKYBAHHS
Homep niuensii Ha BKpoSHELTBO
Haifmenysanns i MicUeIHAXOAREHHS
RUpOOHAKA, N0 3MIHCHIOE KOMTPONE AKOCT
Homep niuensii va pppobuunreo
HafimenyBanna | micueanaxo/neHas

: Hircap®

: Itamia
145324

: 06/2024

: 052029

: 01/08/2024
: UA/13866/01/01

: Tebnerxn no 20 mr

: | Tabnerka mictuTs GinacTury 20 Mr

: Io 10 Tabaerox y 6nicTepi; mo 3 GuicTepu y xaproumiit kopobu 3
MAPKYBAHHIM YKPAIHCEKOI0 MOEGH)

* A.Mcuapini Manydaxrypinr Horicrixe eun Cepsicec C.p.JL

Bia Kamrnio ai ITine, 671 00 JI° Axzina (AK), Itanin

Poamip cepii: 64.176 ynakosox

: aM — 34/2020
: A.Menapini Manydaxrypinr Jloricrixe eng Cepsicec C.p.JL.
Bia Kamno ni Iine, 671 00 JI* Axnina (AK), franis
raM ~ 34/2020
: A.Menapini Manydaxrypinr Jloricrikc enn Cepsicec C.p.JI.
Bia Cere Canri 3, 50131 ®nopenuis (DI), Itanis

:aM -54/2024

DAL Menapml Manydaxtypinr Jloricrike eng Cepaicec C.p.JI.

Bia Kamno ni Iline, 67100 JI’Aksina (AK), Itania

BHPOOHHIR, L0 BHIYCTHE cepifo B ofir
:aM - 3472020

Houep ainensii #a BrpoGHMUTEO

Hoxaanyic Crieumpdiranin PesvabTaT
Mixpo6ionoriuna uscrora Bianosigae pyMoram yKMHOro BHpanng Ph. Eur,
(MoHorpadia 5.1.4):
- BKAM: 10° KYO/r; MakcCHMAILHO ROMyCTHME 0 KVO/r
3HaveHHs = 2000
- 3KJIIT: 10* KYO/r; MakcHmanbHo fomycTuMe 0 KYO/Ir
3Havyenua = 200
£, coli/2: pigeyTHicTs BincytHicTs

cpumx necaTH cepili t Ha xoxcHilt o' aTii

\

A
VAMEHTIB \” )
iaé uonmommu‘

B:h
Mapxyaauun) T@"

lpuenm perynﬂﬁ? :

o Mam € ROCTOBipHOK T3 TowHOK. Lo cepito
eleHe KOHTpoms i axocTi y moBil
M OPraHoM, 8 TAKOX RIMIOBIAHO JO

BitnOBiAHOCTI 3 Bmmoramm GMP, 5
cnenpdixauil, o MicTateca y pecctpiuf
aHanizig 6yno nepernaayTo T4 BeTAHOB M

Ynoeuoeaxeua ocoba :"-.n.i'ﬂ"- fopnbid . Ec}')d ..;. 3
01/08/2024 OFFICHEA A AC SR TR LA
GILALEF i PRS0
L Gargkefine A frecr

-GN SOCIO UNICO - SEDE LEGALE: VIA ROSOLING PILO 4 - 0331 FIRENZE - TEL. +39 055 56801 - FAX: +39 055 5827M
PEC: manutacturing@legalmdgl Ity CAPITALE SOCIALE £42.650.000 1.V, - C.F. / P.IVA € REG, IMPRESE 05006670442
STABHIMENTI Ot PRODUZIONE: VIA SETTE'SANTI 3, 50131 FIRENZE - VIA 0 SCANDICCI 37, 50143 FIRENZE - VIA CAMPO DI PILS 67700 LAQUILA
SOCIETA" SOGGETTA ALUATTIVITA’ 0! TREZIGHE E COORDINAMENTU DI A MENARINI INDUISTRIE FARMACEUTICHE RIUINITE SA.L. - VIA SETTE SANTI 3 -50131 FIRENZE - £. VA 00395270481

A. MENARINI MANLIFACTURTNG LOGISTICS AND SERVICES .1

A. Merarin! Manulacturing Logfslics and Services S, & un'atenda del Grugpo Menarinl. Visita Il sito Inlernel WWW MENARINLCOM



JEPKABHA CJIYXKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMU YV KHIBCHKIN OBJIACTI

npoB. Ceitnnanol Hagxii, 3, m.Kuis, 02099, test/dakc: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Kox €APTIOVY 37078774

BUCHOBOK
npo SKiCTH BBe3eHOro B YKpaiHy JlikapchbKoro 3aco0y

06.01.2025 Ne 70190/25/10

HIKCAP®

(naliMenyBaHHs NKapcLKOro 3aco0y 3TiMHO 3 PEECTPALITHIM NOCBIAUCHHIM)
rtabaerkn no 20 mr; no 10 Taéyerok y GJictepi; no 3 6aicTepy y kapToHHii kopooui
(dopma BHIYCKY, J03YBaHHS, BH NaKyBaHHA JTiKapChKoro 3acoby)

Homep peecrpauittoro nocsixuenns UA/13866/01/01 crpox aii peectpauiitnoro nocsixenns 01.01.2099
Cepis nikapcbkoro 3acoby Ne 4554 A ' KinbkicTs BBE3CHOTO Nikapewkoro sacody 15344

BupobHuk A. Menapini Manydaxrypinr Jloricrikc enn Cepgicec C.p.JI., Itanis
(HaiiMenyBaHIs BUpOGHUKa JiKapebkoro 3acoly, Kpaila moxXojpkeHHs)

Baeseno B Yipainy CrnijibHe ykpaiHchKo-ecToHChbKe MANMPHEMCETBO Y (BOPMi TOBApHCTBA
3 ohiMezkeH o010 Bianopigaabuictio "Onrima-®apn, JITH", ineur. won:
21642228

(naitmenysains Ta kog 3a CAPTIOY wopuanunoi 0cobu ado npiseuile, iM'sa, 10.6aTHKOBI DisnaHOi
0cobu - ripnpreMus, i Micue NpoXHBaHHS Ta peecTpallifHuit HomMep 00NiKOoBOT KAPTKY MNaTRUKA
nozaTkis abo cepis Ta HOMcp nacriopra)

[IpoToxkos BizyaLHOTO KONTPOIIO Bin 01.01.2025 N 4211/6.

3a pesynbTaTaMH  JlepXKaBHOTO KOHTPOJIIO  BCTAHOBIEHO, 10 Jikapchkuil 3acid BeBeseno B Yepainy 3

JOTPHMAHHSIM BuMOr 3aKOHO1aBCTEA MI0/10 3a6€3IICUEHHS AKOCTI IIKapChbKHX 3ac0biB.

/4???1,,
YA KON,
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A. MENARINI

MANUFACTURING LOGISTICS AND SERVICES

TIpojryKitis : Hircap®

Hepacapa-sripobnK s Tranis

Homep cepii 1 4554A Poamip cepil: 62.386 ynakonox
Jlara supobunursa 1 09/2024 :
Jara saxinvedis TepMiny npHiariocti 1 08/2029

Hlara piycky cepif 1 29/10/2024

s UA/3866/01/01

:Tabsueren o 20 mMr

: | rabnera micturs Ginacriny 20 mr

: TTo 10 rabnerox y Guicrepi; o 3 Gaicrepn y xaprouniii kopoGui 3
MAPIYBAHHIM YRPATHCHKOIO MOBOIO

: A.Menapini Manydairypiur Jlorierice enp Cepsicee Cp.JL

Bia Kamnio ui ITine, 67100 J1" Axpina (AK), Iranis

Homep peectpaiiitioro noesigcuns
Jlikapenka gopma

Cuna jitfacrusmicrn

Posmip Ta TaIt AKYBaHHs

HaiimenyBasns | MiCHE3HAXOMIKCHES
RUPOBHHIKca, W0 3iHCIOE BHPOBHHITHO «in
bulky

Honmep sineusii #a spoGHHILTBO taM - 8372024

Haitmenynaust 1 MiCHe3HaXOIREHHS
BrpoBIIKa, N0 3MTICHIOE TAKYBAHHN
Homep ninensii na BupoGHHUTBEO
Haitmenynagas 1 MiCHesHaX0OKEH S
BHPOBHHKA, 110 3 HCHIOE KOHTPOIIH SKOCT]
Homep ninensii Ha supoGHIITBo
HatisMerysanns | MICUE3HAXOJKCHES
BHPOGHIKA, L0 BHUYCTHE Cepiio & o6ir

+ AMeuapini Mauygaxrypinr Jorierike enpn Cepsicee C.p.JL
Bia Kasmo i Tine, 67100 JPAxnina (AK), Itanis

aM — 83/2024

: A.Meuapini Manydaxrypinr Joricrixe eng Cepnicee Cp.JL
Bia Cere Canri 3, 50131 Muopenuin (PI), Iranis

L aM - 54/2024

+ AMenapini Mamygacrypiur Jorierike eug Cepsicee Cp.JL
Bia Kamrno ui Iline, 67100 JU Axpina (AK), Franis

s aM - 83/2024

Homep stiuensii ua supobuuuTso

Crerpidicanise Pesyaprar

Lo

Bopuinmiii BHIMSIA Opannui, Anoonykai radrerii H1H0r0 KoaLopy 3 Binnoninae
HaCIHKOIO Auist noxisty, 6es aiuiii Ta Tpingis va nopepxui

Inenrngikanin 6inacriny

28 YACOM YTPHMYBAHHS B X0 Yac yrpHMYBAHAS BIANOBIHAC YaCy YTPHMYBAHHS TTosuuBro

BEPX CTANOHHOTO 3paska

30 YO-crekrpon BHIPOOYBaHAS HA Vd-criert BUIORIAE CHETPY eTANOHHOIO 3PAsKa TToanrusno

PO3UHUCHUS

Buicr soun (IK.d.) < 7 % mac./mac, 54 %

Posynnenns He merue Q + 5 % nporsrom 30 x, ne Q =80 % 100 %

(Yeb, HCI 0,1 1)

Kinsxicuuit smicr Giractiay Teoperumuii suict: 20,0 mr/ rabierky 98,5 %

(BEPX) Mexi: 95,0 - 105,0 %
OopiaHicTh TO308aHHX OHHHID Binorigdicrs samoran poasiny 2.9.40 ypanoro Bignosinae
BEPX pejants Ph. Bur,

- st 10 omaunus: AV < 15,0
- ot L0 20 o AV £ 15,0 1ooxo)e 3 snauchh
HE BHXOANTH 3a Mewi +< 0,75 X Mra > 1,25 x M

Oprawisni gominikin*( BEPX)

F-10705-TA < 0,10 % mac./vac. He npoBoAMAOGS

Henerauoneni oxpemo™* < 0,10 % mac./vac. He npoBopunocs
|

Benoro AOMIIOR 0,50 % Mac./Mac.

He nposoamnnocs ‘}
{

'

N/
b @ o CFCff
i
Lg. [ LCP Y
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A. MENARINI

MANUFACTURING LOGISTICS AND SERVICES

[Ipoayxiis : Hikeap®

Jieprrasa-supobin : Tranis

Homep cepit 4554 A Posmip cepil: 62,386 yrakoox

JHara supabuirsa 1 09/2024

Jlara saxingcnus TepMiRy IpRAATHOCT : 082029

Jlara nrnycky cepit 1 2971072024

Homep peeerpantiiinoro socniguentis s UA/13866/01/01

Jikapebkra opma : TaGnerien 1o 20 Mr

Cra di/akriangicrs . | rabneria mictuth Ginacruy 20 Mr

PO3MIp ra THIT FAKYBaH s < Tlo 10 rabnerox y Guicrepi; ro 3 Gaicrepu y xaproumii KOpoBL 3
MAPKYBAMISM YKPATHCBKOIO MOBOIO

HaliMenyBanst | MiCHCIHAXOUKCHHS CAL \/[cnaplm Mawydaxrypinr Joricrike enn Cepricec C.p.Jl.

BupOGHIKa, 10 3ifichioc BrpoGHuLTBO «in  Bia Kamrio i Iixe, 67100 JI Anina (AK), Trasis

bulk»

Fosep siuensil ia supoSHHLTBO caM - 83/2024

Hativenynanus 1 MicresnaxojokeHis : A.Mewapini Mairydarypine Hovicrike e Cepsicee C.p.JL.

pipoBHHKa, 1O IAHCINOE HaKyBanHa Bia Kamrio i Iine, 67100 JI* Axnina (AK), Irasia

Homep ninensii Ha BHpoGHHLITBO : aM — 83/2024

Haitmenysanng i MiCHE3HAXOUKCHHS . A.Menapini Mauydairypinr Jloricrixe enn Cepnicee C.p.JL

BUPOBHIKA, 1O IRHCHIOC KOHTPOI arocti  Bia Cere Cawri 3, 50131 dpopenuis (P1), Itasnis

Honmep ninensii Ha Bupobrurso caM -54/2024

Hatisenynanist | MICHE3HAXOJOKCHHS < A Menapini Manypaxrypinr Jlorictixe enn Cepaicee Cp.JL

EpoGnuia, 1o BHirycrus cepio b ofir Bia Kamno i [Tine, 67100 JU Axeina (AK), Tranis

Homep niveusii #a BHPOOHULTBO s aM — 83/2024

Hoxasuni Crrenrdiranis Pesyanrar

Mikpo6iororiuna ynerorTa RBianonijac sunmoraM unnroro suyants Ph, Bur,

(aronorpadis 5.1.4):

SBKAM: 103 YO/, MaKCHMAILHO JOMYCTHME 0 KYO/r
sravennsg = 2000

- BKIUTE 107 KVO/r; MAKCHMANIEHO JOTTYCTIME 0 KVO/ir
spagenns = 200

E. coli/e: incyruicts Bigeyruicts

* BunapoByBants TP AOROIT HA BRIYCK APOBOJAATS HA ROWHIH Cepii JUr Hepimmix JecsaTn cepiit i na conatilt n’a il
cepil s HacTyHux cepiit.

% TIpo pomiuiku, smict sknx repentinye 0,05 % MAC./MAC. MAE TIORIZLOMIISITHCSA,

agna 1npo cepTHOIRAIO: LEM 5 3ACHIUYI0, HIO0 HABCHAEHA BHILC inopmauist ¢ JOCtoBipnoI0o Ta rounow. Lo chuo
nponyxiit 6yno ppobneno (BKIOUAIOYY f{l<y1}<llll[)l/'M<l KYBABHS) Ta TPOREIEHO KOHTponb i sKocti y noswil
pigmosimocti 3 munorams GMP, BCTaffOFHCHHMIL MICUCBHM PErYISTOPHEM OpraHoM, 4 TaKOX BIIOBINHO 10
cncum}nxdmn IO MICTATLE ¥ peectpaiyiinony pocke kpaimu-imnoprepa. Tpotokont BHPOGHILTBA, HAKYBAHNS T

apanizin 6ys10 nepernanyTo Ta BCraHon]] (’k(k) pixnosigaicrs GMP,
/.. o
/{ ;

n-p ]Lmyac nmA [ppepa

Ynosionaxena ocofia
29/10/2024

A MENARINU MANUFACTURING LOGISTICS A{li]l SE}{VICES S. X.CUN SOCIO UMICO - SEOE LEGALE: VIA ROSOLING PILO 4 - 50131 FIRENZE - TEL. +39 05% 56801 - FAX: +39 055 582171
PEC: mamifacluring@lepaliutilit - CAPITALE SOCIALE €42.650.000 LV, - . F. / P.IVA E REG. IMPRESE 05006670482
STABILIMENT! DI PRODUZIONE: VIA SETTE SANTI 3, 50131 FIRENZE - VIA DI SCANDICE! 37, 50143 FIRENZE - VIA CARPO D PILE 67100 LAQUILA
SOCIETA’ SOGGETTA ALUATTIVITAY D DIREZIONE E COORDINAMENTO DI A, MENARINI INDUSTRIE FARMACEUTIGHE RIUNITE SRL. - VIA SETTE SANTI 3 -60131 FIRENZE - P. IVA 60395270481
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JEPACABHA CIIVIKBA 3 JIKAPCBKUX 3ACORIB TA KOHTPOJIIO 3A
HAPKOTHKAMUW Y KUIBCHKIH OBJIACTI

nipos. Ceitimunoi Hanii, 3, m.Kuis, 02099, ren/dakc: (044) 576-40-41
E-mail: dls.ko@dlq gov.ua, Kog €IPTIOY 37078774

BUCHOBOK
PO AKIiCTHL BBezeHoro B YKpainy Jikapcskoro 3acoby

31.12.2024 v ' Ne 68357/24/10

HIKCAP®

(H&WMCHdeI[Hﬂ .ml(del KOTO 3'1&.06}/ ’SI‘IIH[O 3 pCLClpﬂlIlHHMM ITOCBIINCHHHM)
raﬁncnm 1o 20 mr; mo 10 tadserox y 6aicrepi; no 3 Oaicrepn y KapToHHi# KopoGui
((bO[JMa BHNYCKY, IIO?)’IMHH}I Hf.ll{ ﬂZleBdHHﬂ HlKa])CLKOFO 3acooy)

Homép pecerpariitiioro nocBiuénis UA/I 3866/01/01. cTpoK aii pu-:CTpamMHmo nocschxmﬂ 01.01.2099

Cepia nikapenkoro 3acoby Ne 4521A KUILKICTL BBE3CHOTO nikapcLKoro 3a006y 3360
Brpo6nnk A. Menapini Manyaxtypinr Joricrike eng Cepaicec C.p.JI., Tranis
(traiiMenysanis BupoGHIIKa ikapeskoro 3acofy, KpaiHa IT0X0pKeHHS)
Breaeno B Vipainy Crinnne ylcpamcmco CCTONChKE MANPNEMCTBO Y hopmi TOBApPUCTRA
-~ 3 00Mexenolo BianoBinanbhictIo "OnriMa-Mapm, JIT", inexr. roa:
21642228

(wavmeryBanss Ta koA 3a CAPTIOY topuanuiol ocobu abo npisBulLe, iM'd, 0.62TEKOBI drisnumol
0c0GH - THi;WpHEMILS, T MiCle TPOKHBAHHS Ta peeCTPALLIHAI HoMep 0BMiKOROT KapTRI MIATHURA
1ojarkis abo cepist Ta HoMep rmacnopTa)

Tporoxon Bisyannuoroe xonrpomo six 27.12.2024 No 41‘1"3/4_07 :

3a pesynbTataMu  IepkaBHOTO  KOHTPOMIO * BCTAIOBACHO, 110 nikapchkuit  3aci6 BBeseno B Vkpainy 3

AOTPUMAHHAM BuMOTr 30KOHOIABCTBA MO0 3a6e3neueHHs AKOCTI JHKAPCHKUX 3acobin.
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A. MENARINI

MANUFACTURING LOGISTICS AND SERVICES

Ipomyxuis

Hepxasa-Bupobui

Homep cepil

Hata BupoGruiLTea

Hara saxivuenus repminy npupartHocti
Hara sunycky cepif

Homep peectpaniiinoro nocsiguenus
Jlixapcbia dopma

Cuyia git/akrusnicrs

Posmip Ta Tin nakysanns

Hailmenypanns i MicuesHaxokens
BHPOOHUKA, 1O 31iCHIOC BUpoBHHUTEO «in
bulko»

Homep siinensii na supoGHuirso
HaiimenyBarRs | MicLe3HAXO0KCHHS
nupofiniia, o 3AifcINoe nakynau s
Howmep niuensii Ha BupoGHULTBO
Halmenysanus | micuesnaxomcens
BHPOOHYIKA, M0 3ATHCHIOE KORTPOILL AKOCT]
Howmep nitensii va supo6uurso
Hatimeuynanus i micuesnaxomienis
BHPOOHHKE, WO BHITYCTHB cepito B 06ir
Homep niuensii na supoBunirso

: Hikcap®
: Irasnis
(4521A
: 042024
10372029
: 18/09/2024
tUA/13866/01/01
» Tabnerki o 20 mr
» Frabnerka mictats 6inactiay 20 Mr
: Tlo 10 rabuerox y Guiciepi; no 3 Gnicrepu y kaprosuil kopobui 3
MapKyBaBHIM YKPATHCHKOIO MOBOIO

t A.Menapini Manydaicrypinr Jloricrie e Cepsicec C.pJL.
Bia Kammo ui ITine, 67100 JI’ Axsina (AK), Iranis

Posmip cepit: 57.904 ynaxonok

----- 8372024

/\ M(,Hdlel Manyaktypinr Jloricrike enn Cepsicee C.p.J1,
Bia Kamno ai Iisie, 67100 JI’ Axsina (AK), Itanis
:aM — 83/2024

* A.Menapini Manygaicrypinr Jloricrike enn Cepsicec C. pJL
Bia Cere Canri 3, 50131 dnopenuis (®1), Iranin
aM —~ 54/2024

 A-Menapiui Mawydakrypinr Jloricrike eng Cepsicec C.p.J1.
Bia Kamnio i Iine, 67100 JI” Axpina (AL, Franis
s aM - 83/2024

IMoxaznuk Crenudiranis Pesyaprar

3oBHIWHIN BUrImA Osansni, qroonywni Tabrerin 6inoro Koibopy 3 Binnosinae
HACIUKOIO /1Tt Oy, Be3 niniit Ta Tpimmn na nosepxui

Inenrndicanis Ginacruny

38 HACOM YTPHMYRAHHA B X0 Hac yrpumysanus Binosinac wacy yrpamysaus Hosurusro

BEPX €TANIOHHOTO 3pa3ka

3a YD-cnexrpom BunpoBysanus Ha Y®-cnexrp sianosinae cniextpy etanonsoro apasia [Mosurusro

PO3UMHCHHS

Bumicr Boan (K.P.) <7 % mac./Mac. 4,4 %

Posuuuens He metrwe Q + 5 % nporarom 30 xs, ne Q = 80 % 103 %

VD, HCI 0,1 W)

Kinpxichuit Bmict 6inactuuny
(BEPX)

ORruopiaHicTs 1030BanMx O,
BEPX

Opraniuni nomiuncr*( BEPX)
F-10705-TA

Teoperuunuit Bmict: 20,0 mr/ TaGneTicy
Mexi: 95,0

99,7 %
105,0 %

Bignosijnnicrs sumoram pospuiny 2.9.40 auioro Bisnosigac
BHpanng Ph, Cur,
= st 10 opmnuue: AV <15,0
= s 10 + 20 oxuumign: A.V < 15,0 i xonne 3i 3navenn
He BHXOLATL 38 Mexdi < 0,75 x M 1a > 1,25 x M
< 0,10 % mac./mac, 0,00 %
i
< 0,10 % mac./mac. 0,00 %

Hencranosneni oxpemo**

Bevoro nomiox

<0,50 % mac./mac.

7
/;ﬁ(:, oo il T/

"117/‘

(¥, e i
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A. MENARINI

MANUFACTURING LOGISTICS AND SERVICES

IMponyutis

Heprxasa-BupoSuuk

Homep cepit

Mata supoGuiursa

Hara saxivwenns vepminy npunartocri
Hara sunycky cepii

Homep peecrpautiinoro rocsiuenns
Jlixapcbka dopma

Cuna pitfaxrussicrs

Posmip Ta Tin nakysanns

Halimernypaums | micuesnaxomkens
BUPOOHHNKA, O 3ATHCHIOE BUPOGHULITRO «in
bulle»

Homep nivensii na supoGimnrso
HalimenyBanus | MicuesHaxomke s
BUPOGHHKa, 110 3AIHCHIOE NaKyBaHHs
Homep ninensii na supoSumrso
Haltmenysanns i Micuesnaxooxenus
BHPODIIKA, 10 3A(HCIN0E KOHTPOJIB scoCTi
Homep niuensii va BupoGHunTB0
Halimenysanns | micuesnaxooienus
BUPOGH KA, IO BUIYCTHE ¢epilo B 06ir
Homep niuensii va supoGumirao

tH

irceap®

: Iranis
14521A Posmip cepil: 57.904 ynaxosox
1 04/2024

: 0372029

: 18/09/2024

»UA/13866/01/01

: Tabnericn no 20 mr

¢ I Tabneria MicTnTs Ginactuuy 20 Mr
: Ho 10 rabneror y Gnicrepi; no 3 Gricrepn y KapTOHHil xopobui 3
MapKYBAIHAM YKPATHCLKOIO MOBOIO
: AMenapini Maunydarrypinr Jloricrike eny Cepaicec C.p.JI.
Bia Kamno ai [Tine, 67100 JI’Axsina (AK), Itanis

aM -~ 83/2024
» A.Menapini Manydarrypiur Joricrikc eny Cepgicec C.p.JI.
Bia Kamno ai IMine, 67100 J1I* Axpisna (AK), [ranis

> aM ~ 83/2024

» A.Menapini Manyaxrypinr Joricrike ey Cepgicec C.p.JL
Bia Cere Cauti 3, 50131 dnopenuis (D), Itanin

:aM --54/2024
* A.Menapini Manydaxrypiur Jloricrike eny Ceppicec C.pJl,
Bia Kamno ai Iine, 67100 JI’ Axsina (AK), Itasis

s aM - 83/2024

Hoxazuux Creindirauis

MixpoBionoriuta uncrora Binnoninae suMoram unnmoro swuanss Ph. Eur,
(monorpadis 5.1.4):

- 3KAM: 10° KYOQ/r; Makcumansio JOTYCTHME
snavenys = 2000

- BIGITI: 10% KYO/r; makcumansuo Jorycrume
3naueHns = 200

E. colife: Bincyrnicrs

Pesyninrar

0 KYO/r
0 KYO/r

Bincyruicrs

A, MENARINI MANUFACTURING LOGISTICS:AND SERVIGES:'S.R,L C

* BanpoBysatnis npu go3sos na BHITYCK IPOBOASTE HA KOKHIH Cepil Wit nepuiix aecata cepitt | na koxcuidt e sriif

Cepil Ans HACTYIHHUX cepiil.

#* Ipo nominneu, BMICT sk nepesuulye 0,05 % mac./Mac. Mae nosigoMIsTHES,

3asina npo ceprugikanio: M s 3ACBIAUYIO, WO HABEAE

Ha Buule inpopmauis € gocToBipHoIo Ta Tounolo, Lo cepiio

npoaykuii 6yno supobnero (Binouaroyn NAKYBANHA/MAPKYBANNIA) TAa NPOBEACHO KOHTPOML 1i sKOCTI y TOBHIH
sianopignocri 3 sumoramy GMP, BCTAHOBJIEHYMM MICHEBHM DETYJISTOPHUM OPraHoM, a TakoX BIATOBifHO 10

. . on i A " .
CI]@I,U'[Q)IKE\!IIH, O MICTSITHCA Y [QCEC’FPHHIIIIBQMy ROCLE KpalHU-IMITOPTEp

aHaii3iz 6yJ10 NePernguyTo Ta BCTAHORICHO ,,}"zig,/honim-licm GMP.
i f

YrosHoBaxeHa ocoba
19/09/2024

J; $0C10 UMico.

j"{’ /
-p.Lokysenne /,) ,(ppc,{pa -
i 7L J IR NN I

a. IlpoToxonu mupoBuuirea, nakysanws 1a
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IEPKABHA CIIYKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCBKIM OBJIACTI

nupos. Cairmanoi Hanil, 3, m.Knis, 02099, Ter/dakc: (044) 576-40-41
E-mail: dls.ke@dls.gov.ua, Ko €EIPIIOY 37078774

BUCHOBOK
IPO AKICTH BEE3EHOI0 B YKpPaiHy JiKapCchbKOTo 3aco0y

28.01.2025 Ne 2029/25/10

HIKCAP®

(naiiMCHYBaHEA Aikapebkoro 3aco0y 3riznHo 3 peEcTpaLifiHIM [FOCRITIEHHAM)
raGmerkn mo 20 mr; 1o 10 Tabaerok y GaicTepi; no 3 Guicrepu y wapronHiiil Kopobui

(diopaa BHITYCKY, IO3YBAHHH, BUA NAKYBAHAA nixapceoro 3acofy)

Howmep pecerpasifioro nocsixsernn UA/13866/01/01 crpox aii peccrpauifizoro noceinuenns 01.01.2099

Cepin mixapcskoro 3acoby Ne 4555A Kinbxicrs BRe3eHOrO JiKapcskoro 3acoby 55216
BHpoOHHK A. Menapini Marydaxtypinr Jorictike enn Cepsicec C.pJL, Franis
(uafveryBaHHA BHPOGHMES JKAPCEROTO 3acofy, KpaiHa NOX0LKEHHA)
Breseno 5 Ypaluy CriinbHe YKpaiHCHK0-2CTOHChKE MANPHEMCTBO Y ¢dropmi ToBapHCTBA
3 oBMexeHOI0 BigmopinaanuicTIo "Onrivma-DOapm, JITH", inent. xon:
21642228

(maitaenypanns 12 kof 3a €JIPIIOY ropuanunol oco6n afo mpizsnme, iv', 1o GaThKOBI Gi3HMHO]
OCOBI ~ FANPHEMIE, il Micue NpOXKHBARHS T4 peccTpanifiniil HomMep 0BMKOBOT KaPTKI TUIATHHKR
1toAaTkis a0 cepin Ta HOMEp NACIOpTa)

IIpoToKon BilyanLHOT0 KOHTPOIIO Bi 22.01.2025 Ne 0129/4,

3a  peaynbTATAMIl  JEPUKABHOIO KOHTPOJIO — BCTAHOBICHO, IO mikapepkpil  3acid  peeseno B VKpainy 3

AOTPUMAHHSIM BHMOT 3aKOHOJARCTEA 1010 3abesnedenHs akocti MixkapcbruX 3acobiB.

Qusra EPBOMEHKO

(rigouc) {iginisnu Ta npissHule)




A. MENARINI

MANUFACTURING LOGISTICS AND SERVICES

Tpoayxuia

Hepixasa-supoGrnk

Hosep cepil

Heta supofunurea

Hara saxinuenua TepMiny npugaraocti
Hara sunycky cepit

Homep peectpauiiinoro nocsigzcana
Jlixapcora opnta

Cuna aiifaxrissicTs

Posniip Ta THR nakysabms

HaiiMenysanss | MicueaHaxoprenHs
BrpoQHHKA, 10 3XIHCHIOE BUPOBHHITEO «in
bulky

Homep aiuensii Ha BHPOSHALTBO
Haiimenysanns i micnesuaxomrenus
BHpoOHuKa, o 3aiiicHIoe nalcysan
Homep ninensii sa nupobuHITED
Haiimenysami i Micuesnaxomcenus
BHpoGHHKA, WO INIHCHIOE KONTPOAL AicoeTi
Honep niuensii Ha pupobHunTEo
Haifimenypanua i Micnesnaxomenus
BHPOBHEKA, LIO BUNYCTHB cepilo B ofir
Homep ninenii #a supoGuunao

: Hikeap®

: Iranis

t 4555A

: 0972024

1 08/2029

1 04/11/2024
: UA/13866/01/01

: Tafnexton nio 20 Mr

: 1 Tanerica MicTuTh GinacTuny 20 Mr

: 1o 10 raBnetox y Guicrepi; o 3 Guicrepu y xapronii kopobui 3
MAapKyBaHHAM YKPATHCEKOID MOBOIO

+ A.Menapini Manydarrypinr Jlorierice eng Cepsicec C.p.JIL

Bia Kamno gi Iine, 67100 JI’ Axsina (AK), Itanis

Poamip cepil: 61.936 ynaxonox

:aM — 8372024

: A.Menapini Manydarrypinr Jorictire eng Cepricec C.p.JI.
Bia Kanmo ni [ine, 67100 JI’ Axpina (ALQ), Tranig

:aM - 83/2024

: A Menapiui Mauydarrypiur Jloricrike eng Cepnicec C.p.J1.
Bia Cere Canri 3, 50131 @nopenuia (P1), Itanis

:aM - 5472024

* AMenapiui Manydaurypinr Jorictie enn Cepoicee C.p.JL.
Bia Kanmno ai [line, 67100 JI’ Axsina (AK), Iraniz

taM — 8372024

Hoxazmm

SopuimAiH purna

Cremndireanin

Osanpui, Asconyxni Tabnerky Ginoro xonsopy 3

Pesyanrar
Binnonigac

HaciuKoI0 AR moptiny, Gea nikil Ta TpiukH Ha nopepxki

Inenridiranin Ginacruny

3@ YacoM YTPIMYBAHHA B X0.i Yac yrprmysauns BiAmoBijae vacy yTpHMyBatas TozutnsHo
BEPX ETNOHHOYQ 3PasKa

32 YO-cnexTpoM BHNpoSyRaHHT Ha Yd-crextp Bianonigae CEKTPY ETAIOHROTO 3Pasita IMoznTHBHO
PO3UHHEHIN

Buticr rogu (K.®.) <7 % mac./Mac, 6,1 %
Po3unsenHs He menwe Q + 5 % nporarom 30 xp, ne Q =80 % 99 %
(YO, HCL 0,1 B)

Kinskicauit amicr GinacTuny Teopernunnii Bmict: 20,0 Mr/ raGnericy 974 %
(BEPX) Mei: 95,0 — 105,0 %

OxHOpiHICTS NOICUAHEX OXMHULE Bianoriguicts BuMoram posginy 2.9.40 ynnuoro Bixnobinae

BEPX

BHaann Ph. Eur.

~ g 10 opuuuns: AV < 15,0
- Zin 10+ 20 onunune: AV < 15,0 i wonue =i sHauenn
He BHXOINTE 38 Mei < 0,75 x M ra> 1,25 x M

Oprauiuni gominin¥( BEPX)
F-10705-TA

Hescranosneni oxpenmo™*

Beroro gomimox

=0,10 % mac./Mac.
<0,10 % mac./mac,

= 0,50 % mac./Mac.

He nposoauaoca
He nposogunoca

He nposoaunocs

|
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SOCIETA' SOBGETTA ALCATTIVITA" DI DIREZIONE £ COORDINAMENTO D1 A, MENARINI INDUSTRIE FARMACEUFIGHE RIUNITE SRL. - VIA SETTE SAHTI 3 -50131 FIRENZE - P, [VA 00385270481

A. tonarlnl Manuasturing Logislles and Services S.r.). b en'adlenda de) Gruppo Menariir, Vishta 1) slto Internel WWW.AMEHARINLCOM /’)3 X Ot A 0’0026

/7,002




A. MENARINI
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Iponyruia

Hepsxapa-gupoburi

Homep cepii

Jata BupoGHHHTEA

Jlara saxiHueHHn TepMiy npuaaTHOCT]
Jara BHnycky cepii

Honmep peecrpaniiinoro nocsipuenns
Hixapceica thopma

Crna pil/faxTienicTe

Posmip Ta THI HDaKyBaHHT

Hafimenypanus i Micueanaxomicessn
BHpoBRHKa, IO 3)iiicHIoe BHPOBHHITRO «in
bulk»

Howmep ninensii #a supobunnreo
Hativenypanna i Micueanaxomicenys
BHPOGHUKA, WO 3AIHCHIOE MAKYBABHS
Homep ninensii ra supo6aunTeo
Haitvenynauns i Micuesnaxoponennn
BHpOGHIIa, 10 3aiiicHI0E KONTPOAE AK0CT]
Hoatep minensil Ha srpoGHEHITEO
HalimeHysauna i Micuesnaxomicerns
BHPOGHMI, 110 BUIYCEHEB CEPilo B 06ir
Hownep nivensif Ha supoOHENTED

t Hiccap®

: Irania
145554

: 09/2024

: 08/2029

1 04/11/2024
: UA/13866/01/01

: Tabnerku oo 20 mr

i 1 abneria MicTuTs Ginacruny 20 Mr

: Tlo 10 Tabnetox y Guictepi; no 3 Guictepn y kaprouuiit Kxopofili 3
MapKyBaHHAM YKPaTHCBKOIO MOROKO

' A.Meuapini Manydaicrypinr Jloricrie eng Cepricec C.p.JI.

Bia Kamrio ai TTime, 67100 JI" Axnina (AK), Iranis

Posmip cepil: 61.936 ynaxonox

:aM — 83/2024

: A.Menapini ManyQuicrypisr Jorierike enn Cepsicec Cp.JL.
Bia Kamno ai ITine, 67100 JI’ Axsina (AIQ), Ixanin

s aM — 8372024

+ AMenapiui Manygaxrypiur Jloricrixe eny Cepicee C.p.JI.
Bia Cere Canri 3, 50131 ®nopennis (D), Iranis

:aM -54/2024

: A.Menapini Manydarrypisr dloricrice enn Cepeicee C.p.JlL.
Bia Kamno ai ITine, 67100 JI' Axsina (AK), Iraniz

Hoxazume

Mixpaobionoriuma sncrora

rall—83/2024
Crenndicanis Peaysivrar
Binnosigae sumoram uyunnoro pungtus Ph, Bur,
(monorpacia 5.1.4):
- 3KAM: 10° KYO/r; MaKcUManbHO ONyCTHME 0 KvO/ir
3HayeHHT = 2000
- 3IITIT: 102 KYO/r; MaKcHManbHO MONYCTHME QKvOIr
3HaveHH1 = 200
E, colifz: sincyraicts BigcyrricTs

* Bunpo6ynaHHs Npu f03BONI Ha BUYCK NPOBOEATS HA KOXCHIH cepil sua mepmpx necsita cepiit i Ha koxaii n’xTii

cepii s HACTYNHKX cepiil.

** I1po pomiwky, BMicT srux nepepnamtye 0,05 % mac./Mac. Mac OBIIOMISTHCS,

3asBa npo ceprudirauiro; mpuM % 34CBI YO, 10 HARENEHA BH
npoayuii Gyno BupoGieso (simovalcyy I

BifnoBimHOCT 3 BuMoramy GMP, Be
cnenmdixaniii, mo Micrarsca y peecrp
ananiais Byno nepernsEyTo TA BCTAHOEB

mie inhopmanis e pocroriproIo Ta Touuoo, Lo cepito
(YBAaHHA/MAPKYBAHUA) TA DNPOBEREHO KOHTpONL T AKocTi y noBHidH
CHUMH MiICUEBHM DErYIATOPHMM OpraHOM, 4 TaKOXK BiINOBIXHO HO
HOMY piocee KkpaiHu-iMnopTepa. IIpOTOKONM BUPOBHHITEA, NAKYBAHHS Ta
Binnosiauicts GMP.
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