JEPKABHA CJIYKBA 3 JIKAPCbKIX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCHKINA OBJIACTI

npos. Citnuanoi Haxif, 3, m.Kuis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €IPTIOY 37078774

BUCHOBOK
IpO SAKIiCTH BBE3EHOr0 B YKpaiHy JiKapchKoro 3acody

14.12.2023 Ne 61922/23/10

TPUDPAC® 20 AMILYJIU

(HallMeHYBaHHS JKapchKOro 3aco0y 3rilHO 3 PEECTPALliHMM MOCBIAYEHHAM)
pO3uMH A5 i €Ki, 20 Mr/ 4 MJ; mo 4 MJ1 B amMIyJii; 10 S amiyJ y KAPTOHHIN KopoOui

(dpopMa BHITyCKY, IO3YBAHHS, BN/ NIAKYBAHHA JKAPCLKOTO 3ac06Yy)

Howmep peectpaniitnoro nocsiguenns UA/2540/03/02 crpok aii peecrpauiittoro nocsiuenns 01.01.2099

Cepis nikapeskoro sacoby Ne 3010A Kinbkicts BBe3eHoro mikapeskoro sacoby 2160
BupoGHuk A. Menapini Manydaxtypinr Jloricrike eny Cepsicec C.p.JI., Irasis
(HaliMenyBaHHs BUPOGHUKa TiKAPCHKOTO 3ac00y, KpaiHa MOXOMKEHHH)
Baesero B Yxpainy ChijibHe YKpPaTHCbKO-€CTOHCHKE NMiANPHEMCTBO Y (opMi TOBapHCTBA
3 oGmeskenolo BinmoeigaabuicTio "Onrima-®apm, JIT/(", inenr. won:
21642228

(HaiiMeHyRanHs Ta xoz 3a €IPTIOY ropumu4HOi 0co6u a6o npisskie, iM'd, 110 GarbkoBi (hizuuHOl
0cO6H - MiANpHEMIIS, ii MiCLEe IPOXKHMBAHHS Ta PeeCTpauiiinuit HoMep 06M1iKOBOT KApPTIH MIATHUKA
MoJaTKiB a60 cepis Ta HoMep NacropTa)

Tporokon BizyansHoro kourpomo Bix 13.12.2023 Ne 3950/43;

3a pesyNbTaTaMH IEPXKABHOTO KOHTPOMO BCTAHOBJIEHO, IO JiKapChKUH 3aci6 BBeseHo B YrpaiHy 3
JAOTPUMAHHSAM BHMOT 3aKOHOAABCTBA OO 3abe3neueH s SKOCTi JTiKapcChKUX 3ac00iB.

Biramiit BOIrII[APEH}ig

(ininiogm Ta nplasre)




INT

VLANUFAC’I'URJNG LOGISTICS AND SERVICES

Tlpojtykuia

Hepikana-papobuig

Honep péetrpaiifroro nocrinycHsy:
Howmep cepii

Dara supoGunursa

HAatazakinueiii Tepminy npuiaTHoct
Hare sanyery cepit’

Jlikapchra hopva

Cuna ail/akTHBHICTS

Pozmip ta T nakyBaHki

Hafimenysaina i Miclesnaxomxenns
BupobHMKa: o 3ailcHIoe BHPOCHULTEO «in
butk» »

Hosiep sineusit na 3upoOHuiTeo
HalimMenysanns i MiCHE3HAXODKEHNS
BUPOOHItKE, N0 3AIHCHIOE NaKyRAHF
Homep aineuail na supoSHuuTsy
HadiMerypanHsL i MICUE3HANOIKEHHAS
BUPOBRUKR, WO JNICHIOE KOHTDOME: AKOCT
Howmep niuensii Ha BUPOOHULTRO,
Hafimerysasusi | Micne3naxomKeHis

Ceprudiicar grocri

Tpupac®20 avnymnu

Trajiiz

UA/2540/03/02

3010A Poamip cepii: 10930 ynakosok
16/)5/2023

30/0472026

19/10/2023
Poslmu v i ereni 20 Mr/4 v
Faniyna (4. M) posuruy g v exui mictars Topaceminy narpiio’21,262 mr
{10 expisanenrno 20 M ropaceMiay)
Tlo 4 M BaMriyni: 10,5 aMAyn y «apTonii xopoSni 3 MapKysamHs
YKPATHCLXQIO MOBOIY
AMenapini Manydarrypinr JToricrike cun Cepsicec C.p.JL
Bia Cere Canri 3,°50431 Gropermia (PI); ranis

aM —-173/2019

AMenapini Mausydarrypinr Jloricrice ey Cepsicee C.p.JL,
Bia Cere Cawri 3, 50131 Gnopentis (PI), Iranig

aM ~ 173/2019

A.Menapini Mauydagrypinr Jloricrike eun Cepsicee C.p.JI.
Bia:Cere Cauti 3. 50131 ®aoperuis (P1). Iranis

aM - 17372019

AMeuapini ManyQaxrypinr Jloricrixe ena Cepsicee Cip.Jl.
Bia Cere Canti 3,.50131 Mnopesauis (<PI), Tranis

nwpoGHm\& WO BHITYCTHS Cepifo B 0fir

Homep sinensii na BUpoGHULTIRO aM—173/2019

Tloxazauk. Cuerindirauis Pesvinrar
BoBHIWHAIK BArISA [Tposzopuit, BesBapBmil POIUM, O NPAKTHIHO. HE MICTHTE Binmosinae
MEXAHITHUY BRIFOUCHT ‘
06’ eM, N0 BUTATAETHCA Bin 4,0 no-4.6 Mt 18 0MUHUIO YIAKOBKA 4,2 Mn
3nauenns pH 8,9-9,5 9.3
Inenrndixauis ropaceminy Hac yrpUMYBaRHS OCHOBHOTO 11iKY Ha )\pommorpdvn TlosuTnaEo
BUnpOBOBYBAHOrS PosuKy. BlANQBIAAE TakoMy fd
XPOMATOrpaMi-eralOMHON0 POSHHHY
T1RO1IE OCHOBHOTO MiKke Ha XpoMaTorpaMi BHIIPOTOBYBAHOTO HNosurisno

posnily siAnoRinac Taxamy Ha XpoMaTorpaMi eTajionHoro
POBHKHY
Ha gansiid ynakosgu:

210 miov.1e Ginbie uik 6000 yacTok:
2 25:Miev ¢ Biminé nidic 600 wacTor

Mexauiani sabpynHentis

Kinskicnuit saicr goMiliox

= Ph, Eur. gomimxa:A

- Phi Bur., momiuma B,

< Topacemia X1

- HeiliewmiikoBanii oMiKy, koxHa
- {Cyma BCIX HOMILIOK

He Ginswe uix 0,1 %
He:Gbrbue rix 1,0 %
He Ginpime. min 0,2 %
He Ginbme Hik 0,2 %
HeGinsme uix 1,4%

A, MENARINI MANUFACTURING LOGISTICS AND SERVICES s.r.l. - SOCIETA' CON SOCIO UNIC‘O SEDE LEGALE: VIA ROSOLING PILO 4 ~50131 FIRENZE - TEL, +39.056 56801 « FAX +39.055 682771
WWW MENARINLIT - CAPITALE SOCIALE €:42: SSO 000,00 1.V. < CODICE FISCALE PARTITA IVA E REGISTRO IMPRESE FIRENZE: 05008670482
8ILIMENT] DI PRODUZIONE: VIA.SETTE SANTI, 3 - 50131. FIRENZE / VIA D NDICC!, 37 - 50143 FIRENZE / VIA CAMPO.DI PILE « 67100 L'AQUILA
SOCIETA SOGCET!’A ALLA?TIVITA DI.DIREZIONE E COORDINAMENTO Di A, MENARINI INDUSTRIE F"ARMACEUTICHE RIUNITE'S:R.L. - VIA SETTE SANTI, 3 - 50131 FIRENZE - P.|. 00395270481

Azlende dol Gruppo Menarint

!_Xaja_. MALESCI ~-Firenze, FlLR.M.A. » Firenze CODIF! « Firenze, A. MENARINI FARMACEUTICA INTERNAZIONALE - Flrenze, A MENARINI INDUSTRIE. FARMACEUTICHE RIUNITE - Fitenze, A.

INL. MANUFACTURING LOGISTICS AND' SERVICES - Firenze; LAqunaePIsa MENARINIRICERCHE - Flrenza e Pomezia; MENARIN). EIOTECH - Pomezla, GUIDOTT] - Pisa, LUSOFARMACO -
Mllano. LUSOCHIMICA -Plsa g Lomagna (Lecco), POMEZIA =r\G!NEEHI G&FINANCE SERVICES - Pomezid, LODICHEM - FlrenzeeCasaleho Lodlgiano (LO). VARYNETHIC < Flapo!ano Teme (Sh, A
MENARINI NEWTECH - Firenze, FiELI E ITALIA. - Firenze, RELIFE - Fire
Mondo: ALBANIA - Tirana, ARGENTINA - Bugnos Alres, ARMENIA - Yerevan, AUSTRALIA @ NUOVA ZELANDA - Sydney, AUSTRIA - Vienna, AZERBAIGIAN - Baky, BELGIO - Bruxelles, BIELORUSSIA -
Mnsk. BOSNIA-ERZEGOVINA - Sarajevo, BULGARIA.» Sofia, CINA = Pechino 8-Shanghal, COREA DEL SUD ~ Seul & Yongln, COSTARICA - San.Jase’, CROAZIA ~ Zagabrla, DANIMARCA -+ Copenhagen,
EL. SALVADOR.+ San: Salvador, ESTONIA ~ Taliinn, HLIPPINE Manlia, FINLANDIA < Helsinki; FRANCIA « Parlai; GEORGIA « Thillsl, GERMANIA - BemnoeDresda. GRECIA - Atene, GUATEMALA - Cili4
del- Cuatemala HONDURAS - Teguclgalpa HONG KONG ~Hong: Kong, 1NDIA «:Ahmedabad, MumbaleNuova Delif, INDONESIA - Bekas! e Jakarta, IRLANDA = Dubling ¢ Shannon, KAZAKISTAN - ~ Almaty,
KIRGH(ZISTAN Bishkek, LETTONIA~ Riga, LITUANIA - Viinlus, LUSSEMBURGO Lus'amburgo. MALESIA - Kuala: Lumpur MESSICO - Citta' del Messlco. MOLDAVIA -~ Chss!nsu. MONTENEGRO - Podgorica,
NICARAGUA - Managua;:OLANDA «amisterdam, PANAMA - Panama, POLONIA - Varsavia, PORTOGALLQ - Lisbona, REGNO UNITC - Londra, BEPUBBLICA CECA - Praga, ROMANIA - Bucarast, RUSSIA -
Mosca, SERBIA.« Belgrado. SINGAPORE - Su&gapore. SLOVACCHIA « Brahslava, SLOVENIA -~ Lublana, SPAGNA - arccllcna. -SUD AFRICA - Bryanston, SVIZZERA - Zurigo, TA(LANDIA Bangkck TAIWAN
» Talpel, TURCHIA - Istanbul, TURKMFNISTA Ashgabat, UCHAINA - Kiev, UNGHERIA « Budapest, UZBEKISTAN ~ Tashkent, VIETNAM - Hanol e Ho Chi Minh.
_J_gn_o_&tlﬁ_‘AUSTRlA Vienna, BELGIG - Zaventem, FRANCIA - Parlgl GERMANIA - Berlino, GRECIA -.Alene, ITALIA - Firenze, OLANDA ~ Valkenswaard, PORTOGALLO - Lisbona, REGNO UNITO - Landra,

s T 0

6.9 49, ﬂjWMf%



A. MENARINI

MANUFACTURING LOGISTICS AND SERVICES

Iponyxuia

Heprana-gupobrux

Houep peecrpauiitnoro nocsigueHms
Homep cepil

Hara supotumirsa

Jlara saiuveHns TepMiny npHaraact
Harta sunycexy cepit

Jlixapeska Gopma

Crna pii/axrisHicrs

Posmip Ta THI HAKY BARUS

HafimenyBanag [ MicUSIHARGIOKEHHS
pupobhuKa. o suificmoe supodauirso «in
bulky

Homep aluensii na pupoduaLTRo
HaiMeHyBanRa 1 MICUE3HANODKCHHS
AupoCHIKa, IO 3AIMCHIOE TIAKYRAWHS
Howmep niuensii na sipobumiirso
Hajtmenypanust i MicueanaxopxenHs
BUPOBHIKA, 110 3AIHCHIOE KOKTPOI, AKOCT]
Homep aiueHsiT va supoBHNLTE0
HaitmMenypanaa i MiCleIHAXOIKEHHA
BUPOBHHUKE, WO BUIYCTHR Cepito B ofir
Howmep sinersiy va supobGanuTRO

Tpudae® 20 amnyan

Trania

UA7Z2540/03/02

3010A Poamip cepii: 10930 ynakonok

1620512023

30/04/2026

19/1072023

Posuun g in e 20 M4 v

1 amnysa (4 s Posumy ana i exuiit micrds Topaceminy watpiio 21,262 mr
(1o exsisancyrHo 20 MrropaceMiiy)

Tlo 4 s amityniz vo 3 aMiyn y kaproHuiil kopoBul 3 Mapkyramus
YKPATHCHKOI MOBOIO

A.Menapini Manyaxrypinr Jorierixe ena.Cepsicec Cop 1.

Bia Cere Canri 3, 50131 dnopendis (O, Franis

aM -~ 173/2019

AMenapini Manydastypinr Jloricrixe eng Cepaicee Cp.JL.
Bia Cere Careri 3, 30131 nopeiuis (B1), Trdnia

aM -~ 17372019

AMenapim Manyarrypinr Joricrice ewn Cepnices CopJl.
Big Cere Canri 3, 50131 Oiopenuis (B}, Tranis

aM -~ 17372019

AMewapini Mauygakrypinr Joricrice eun Cepaicee C.pJlL
Bia Cere Cayri 3, 50131 dnopesuis (OF), franix

aM - 173/2019

TMoraszuu Crewtdiranis Peayaprar
CrepunsHicTs Crepuintnii posuns Bignosinae

He Glistue i 4,0 MO/Ma

Bin 19,0 xo 21,0 me/d v, 1o sinnosigae sig
95% 10105 % sii 3angnenol kinsKoCT

Bignosijac
19,3 Mrvd mn

Bawrepianuui eA0TORCHHN
Kinnkiennit smicr ropaceminy

* 3 denurinpo-4{3-meruadening-2H-mipnuno[4.3-e]-1.2. 4-vianiazus-1,1=giokenn

Zasisa rpo ceprudiKanio: UMM 1 3aCBIAYYIO, WO BaBesena BuILe indopmanii € goctonipiow ra rounme. Liio cepiio npoaykuil
Gy BUPOBIEHD (BIIIUAION HAKYBANHS/MAPKYBANIA) T4 NPOBEASHO KOHTPONK TF AKOCH ¥ 0B BIATIOBIAHOCT] 3 BRMOTAMK
GMP, BCTHOBACHANH MICUCBHM PEryY/STOPHHM OPIaHOM, 4 Takok KANOBIIKO 0 cneundikauif, wo Micrarsea y
pccCTpaL[IHHOMV AQChe Kp'llnl] ]\fﬂ'lop'lel)"l npOTDKO}TH B”po‘)l““,rl' RBd, NMARYRUHHA Ta a[ld.:'“gln 6}'“0 ’!L])Lrﬂ 1]
pizriosingitTs. GMP. PHA

STAHOBIENO

YnosuoBaiena 0co6d

J-p Jlyxa Haupean

Jlara sugaui ceprudirara 19.10.2023

A.Menarin Manufacturing
Logistics & Services Sk
Sito Produttivo
\/ia Sette Santi, 3 - 50131 Firenze

A, MENARINI MANUFACTURING LOGISTICS AND SERVICES s.r, - SOGIETA CON SOCIO UNICO SEDE LEGALE: VIAROSOLINO PILO 4 - 50131 FIRENZE - TEL. +35 055 55801 - FAX +40 055 582771
WWW.MENARINLIT - CAPITALE SOCIALE € 42.650.000,00.(.V. « FlSCAL... PARTITA IVA E REGISTRO IMPRESE FIRENZE. 05006670482
‘STABILIMEN T‘l DI PRODUZIONE! VIA SETTE SANTI, 3 - 50131 IRENZE/VIA DI SCANDICCI, 37 - 50143 FIRENZE / VIA CAMPO DI PILE - 67100 L'AQUILA
__SOCIETA SOGGETTA ALU'ATTIVITA DI DIBEZIONE £ CODRDINAMCNTO OL.A, MENARINI INDUSTRIE FARMAC;UTICHE RIUNITE S.R.L. - VIA SETTE SANTL. 3 - 50131 FIRENZE - P.l. 00395270481

Azisntle del Gruppo Menaring.
Italla: MALESCI - Firenze, F.LR:MA. - Firenze, CODIFt - Firenze, A, MENARINI FARMAGCEUTICA INTERNAZIONALE ~ Firenze, A, MENARINI INDUSTRIE FARMACEUTICHE RIUNITE - Flre nzf.*. A
MENARINEMANUFAGTURING:! LOG\ISTICS AND SERVICES - Firenze, L'Aquila e Pisa, MENARINI RICERGHE - Flrenze e Pomezia, MENARINI BIOTECH « Pomezia, GUI - Plsa, LUSOFARMAG
Milano, LUSOCHIMICA - PJs.—.eLomagFa {Leted), POMEZIA ENGINEERING & FINANCE SERVICES ~ Pomezla, LODIGHEM - Firenze & Casaleflo Lodigtano (LO), VAXYNFTHIC Rapolana Terme (31, A
MENARINI NEWTECH - Firenze, RELIFE ITALJA « Firenze, RELIFE ~ Firenze.
Mondo: ALBANIA - Tlrana, ARGENTINA - Buunos Alres, ARMENIA ~'Yeravan, AUSTRALIA ¢ NUOVA ZELANDA - sydney AUSTRIA - Vienna, AZERBAIGIAN - Baku, BELGIO - Bruxelles, BIELOBUSSIA -
Minsk, BOSNIA-ERZEGOVINA - Sarajevo, BULGARIA - Sofig, CINA - PachlnoeShanghal COREA DEL SUD - Selt ¢ Yongin, COSTARICA - San Jose’, CROAZIA - Zagabria, DANIMARCA - Copenhagen,
EL SALVADOR - San Salvador, ESTONIA - Tallian, FILIPPINE - Mariia, FINUANDIA - Helsinkl, FRANGIA - Parl gl GEORGIA ~ Thillsl, GERMANIA - Barine e Dresda, GRECIA - Atene. GUATEMALA - Citta
del Guatemnla HONDURAS . Tegucigalna, HONG KONG -~ Hong Kohg, INDIA - Afifmedabad, Wumbal @ Nuova elhi, INDONESIA - Bekas ¢ Jakara, IRLANDA - Dublino e Shannan, KAZAKISTAN - Almaly,
KIRGHIZISTAN - Bishkek LETTONIA - Rge LITUANIA - Vilnlus, USSEMBU RGO » Lussernbur 9, MALESIA Kua!aLumpur.M‘:‘SSlco «Cjtla de!Mess»co, MOLDAVIA « cn:sinau. MONTENEGRO - Podgotica,
NICARAGUA - Managua.OLANDA Amsterdard, PANAMA » Panama, POLONIA - Varsavia, PORTOGALLO - Lishona, REGNO UNITO » Londra, REPUBBLICA CECA - Praga; ROMANIA - Bucarest, RUSSIA -
Mosca, SERBIA - Beigrado, SINGAPORE - Singapore, SLOVACGH!A Braxlslava. SLOVENIA - Lublana, SPAGNA ~ Barcelbna, SUD:AFRICA ~ Bryanston, SV!ZZERA Zu:lgo, TAWLANDIA - Bangsok TAIWAN
« Taipal, TURCHIA - Istanbul, TURKMENISTAN - Ashgatiat, USHAINA - Klev, UNGHERIA - Budapesl, UZBEKISTAN - Tashkent, VIETNAM .« Hanol & Ho CHl Minh,
Dlagnostica; AUSTRIA - Vienna, BELGIO ~Zaventer, FRANCIA - - Parlgi, GERMANIA - Betlino, GRECIA - Atens, ITALIA - Firanze, OLANDA - Valkenisiaard, PORTOGALLO - Ustona, REGNO UNITO - Londra,
Mo, 010241
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