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A. MENARINI

MANUFACTURING LOGISTICS AND SERVICES
Ceprupirar axocri

Mpogykuis Dactym® rene

Hepmasa-pupobunk Irania

Homep peecrpauifinore noceinuenns UA/0841/01/01

Homep cepii 2197A Poamip cepii; 39204 ynaxonox

HAara supodunuTaa 13/06/2022

Hara 3axivieHAR TepMiHY NPHAATHOCTI 31/0572027

Hara sunyexy cepil 28/06/2022

Jlikapceska Qropua Iens 2,5 %

Crya aiifaxTuBHicTs 1 r remo MicTiTe keTonpodieny 0.025 r

Poamip Ta THN naKyRaHHST Tto 56 r y Ty6i: no 1 ry6i 3 kapronuiil xopoBui. Maprysanus yrpatHCekoo

MOBOIO

Halimenysanng { micnesnaxomicenns AMenapini Mauydaxrypiur Jloricrike enn Cepsicec C.p.JL.

BHPOOHHKA G 3AIHCHIOE BMPOCHKALITEC «in Bia Cere Cauri 3. 50131 ®Gnopeunis (1), Irania

bulkr

HoMep ninewsii ka eHpoSHAUTEG aM —173/2019

Hatimenysanis | micuesnaxogmenns A Menapiii Mauydaxrypinr Jlorierixe ens Cepeicec C.p.J1.

BHPODHMKA, LG JAIHCHIOE (TAKYBaHHA Bia Cere Cawnri 3, 50131 @nopenuis (®1), Tranis

Homep nikeHsil Ba BHPOSHULITRD aM - 173/2019

HafiMenysanus i Micue3Haxo s teHIsT A.Merapini Manydaxtypise Jlorictike esa Cepsicec C.p.JL

BHPOBHUKA, (O SAIHCHIOE KOHTPOTE AK0CTE Bia Ceve Cauri 3. 50131 ®acpenuiz (1), Tranis

Howmep aiuensii va supoSuniriae aM — 173/2019

HaHMenyBangs i MiCHEIHAXOKEHHA A.Mewapini Manydaxrypisr Jloricrike eng Cepsices C.p.JL

BHpoDHMKa, IO BUITYCTHE Cepilo B obir Bia Cere Canti 3. 50131 Onopenuis (®I), Irania

Homep ainensil Ha sHpoBHUITED aM — 173/2019

ITokazuue Cnennbirauin PesvabTaT

3oBHiluKiH BUrAAT Fein ciuzncTol KoucucTenuil, Gesbapaizuii abo Makixe Binrmosinae
POIOPHIAL 3 APOMATHHM 3ANaXoM

Cepenva maca > 3ARBASAOTO HA CTHESTU Biancsiaae

pH 59-64 6,2

tuenTngixauis keTonpodeny Crzexrp.n TOr/MHANS BUnpoGoBYRAHOKG T2 eTANOKHHOTO Binnosigac

(Y/sun crextpodoTomerpis) po3uHHiB noBRHKT 36iraTHes

Kinexicnuit BMicT keronpodieny 95 — 105 % Bin 3assreHo! kimxocti 99 %

(Yd/enn enexrpodioTomerpis)

Kinskicumit smict goMimok 2

- 3-anerunfenzoderon > <02%
- 2(3-kapbokcudenin)nponionona kucnora <02 %
2)

He nipobeannoca
He nporonunocs

- Etunonuli edip keronpodery (KEE) <021% He nporozunocs
- [nwi oxpemi nomiusks <02% He npoeonmnocs
- Bepore somimok (kpiv KEE) <1% He nposomsnoca
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ziende del Grupno Menar|

Halia; MALESC! - Fitenze, F.LAM.A, - Flranze, CODIFI - Flrenze, A. MENARINS FARMAGEUTICA INTERNAZICNALE - Firenze, A. MENARINI INDUSTRIE FARMAGEWUTICHE RIUNITE - 5 A
Ii:jEﬁﬁﬁ{ﬁl}s@iﬂmggul;ggata?lsgﬁi Lﬁofi%'#%.E?A-gérg?ﬁ%éﬁguGﬂa& eﬁ %i:a&énérsfégwé ElISCEpCHE - Firenz% e Pomezia, MENARIN! BIOTECH - Pomezia, GUIDOTT] - Pisa, Lusomginn;?:'o .

, - A : - zZia, EM - igi A - B
:ENARINI A ECH - Firenze, HELIEE AR © Fane M e CCnING emezia, LODICH Firenze ¢ Casalefto Ledigiano (1O}, VAXYNETHIC - Rapolane Tema (S}, A,
Mondo: ALBANIA - Tirana, ARGENTINA - Buenos Alres, ARMENIA - Yerevan, AUSTRALIA @ NUOVA ZELANDA - Sydney, AUSTRIA - Vien AZERBAIGIAN - Saki, BELGID ~ ll2s, BIELORUSSIA -
Minsk, BOSNIA-ERZEGOVINA - Sarajevo, BULGARIA - Sofia, CINA - Pechinn e Shangﬁai. COREA DEL SUD - Seulye Yo);:gin, COSTAHICAria'San J0se', CROAZIA -u'Zagabria, DminAB- Copenhagean,
EL SALVADOR - San Satvader, ESTONIA - Talfnn, FILIPPINE - hanila, FINLANDLA - Halsirkl, FRANCIA, - Parigi, GEORGIA - Toiflsl, GERMANIA - Berfno e Drasda, GAECIA - Atene, GUATEMALA - Ciita
del Guatemala, HONDURAS - Tegucigalsa, HONG XONG - Hon Kong, INDIA - Ahmedabad, Mumbal e Nuova Delhl, INDONESIA - Bekast e Jzkania, IRLANDA - Dubiino & Shannon, KAZAKISTAN - Aimaty,
;CIIRGHIZISTAN.-‘ Bishkek, LEITONEA: Al gaJuTUANlA - VHniug, CLSSEMBURGO - Lussa_mburgg, MALESIA - Kerala Lzmper, MESSICO - Citta' de| Meseico, MOLDAVIA - Chisinau, MONTENEGRD - Pedgorica,
Moioa, SERBIA - Bay SN s S FOLONA - varsais PORTOGALLO ” Labora, FEGHO SUD AERICA - Brvancion, SURIENA - Somtn. Talt AW —Seasest RUSSIA

= 3 - : - Bratistava, - Lutiana, = Barcellona, - Bryanston, A - Zurigo, TAILANDIA - AW,

- Talpel, TURCHIA, - istanbul, ‘I’UF!I‘:MENISTM«Ig - Ashgabat, UCRAINA - Kiev, UNGHERIA - Budapest, UZBEKISTAN - Tashieni, VIETNAM - Han;r @ Ho Chi Minh. o SSRRIETAIEN
Rlagnesiica: AUSTRIA - Vienna, BELGIO - Zaventem, FRANCIA - Parigl, GERMANIA - Berino, GRECIA - Atene, ITALIA - Flrenze, OLANDA - Valikenswagrd, PCATCOEALLO - Lisbanz, REGNG UNITO - Landra,
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A. MENARINI

MANUFACTURING LOGISTICS AND SERVICES

CepTugixar axocri

Hpoayxuis Pacrym® reay

Heprara-supobuuk I'Tania

Howmep peectpaniiiroro noceiguensa UA/10841/01/0

Howmep cepit 2197A Pesmip cepiir 39204 ynakosox

Hara supoSunurea 13/36/2022

Hara sakinuesins Tepminy npuaarHocri 31/05/2027

Aara srmycky cepii 28/06/2022

Jlikapceka dopma Ienn 2.5 %

Crna niv/axtupiicrs 1 rremo micTiTh xetonpogeny 0,025 ¢

Poamip Ta THIT YNakosk# Tio 50 vy Ty6i: no 1 1y6i B rcapronuif kopofiui. Mapkysanss YKpaTHCBKOTQ
MOBOIO

Hafmenysanes i Micnessaxomiesns

_ . A.Menapiri Manydawrypiur Jioricrixe enn Cepeicec C.p.J1.
BHPODHAKA, WO 31HCHIOE AUPOSHHUTRD «in

Bia Cere Cauri 3. 50131 ®aopennis (1), [tanis

bulk»

Homep miuensii na supoumuteo aM - 173/2019

HafisenyBarHs | MiCIE3HANO IRCHNS A.Menaplini Masyaxrypinr Moricrixe eng Cepaicec CpJl

BUPOGHHKE, 110 FAIACHIOE HIAKYBAHS Bia Cete Canri 3. 50131 ®nopewuia (B, Iranis

Homep aiuewnsii va supoBumurso aM ~ 17372019

Hafimenysanus | MicuesHaxomrenns AMenapini Masygaicrypine Jloricrike eun Cepsicec C.p.JL.

BpolumKa. 1o 3AIHCIIOE KORTPOIL AKOCT] Bia Cere Canri 3. 50131 ®nopenuis (D), Itania

Hemep niuensii Ha sppoOHKLTE0 aM - 173/2019

Hafimenysanug | micueanaxoamkentn A.Menapini Manygaxrypinr Horicrixe ena Cepsicee C.p JT.

BRpODHMKA. 1110 BHNYCTHE cepio i obir Bia Cere Cauri 3, 50131 ®nopeuuis (®1), Iranis

HeMep niuensii nz erpobuuurao aM — 17372019

Hoxaznux Creuudikanis PexyapraT
MixpoGiosioriuna unctora ™ Ph. Eur. 5.1.4

TAMC <10%/r He npopoaunocs
TYMC 16ty He nposoaraocs
Pstudomonas aeruginosa Biacymwicts s 1 0 He mipoBopnnocs
Staphylococous aureus Bimcyrwicta B 1 7 He nposonunocs
[peessieen: 1) Cepennst Maca. 1o 108YBAETLCA. A4 KOHTERHEDTR 3 HOTATOPOM.

2) Bunpo@yBauHs npoBOIMTLECA LS Kool AecaTol cepil,
3) Bowminika A signosiano a0 Mouorpadii «Kemonpogenn Bur. Ph.
4) Homiwga C sinnosinuo po Monorpalil «Kemonpoghens Fur. Ph.

3anBa mpo cepTydixanito: UMM 1 3aCBIATYIO. WO HABEACHA BUE HPOPMALIA £ NOCTOBIPHOID T2 TOMHO K-S
Giyao Brpobineso (BrII0AIONY HAKYRAHHA/MAPKYBAHHAL) TA IPOBEALHO KAKTPAL Ti AKOCTI ¥ nos:»ni n‘ﬂ
GMP. BCTaHOBIEHNUME MICLIEBKM DETYAATOPHHM OPTAHOM, 2 TAKOXK BLAMOBLAHO AD crieundikanii g
peccTpauifinomy A0CHE Kpaiuk-iMnoprepa. TlpoToxeau sHPOBHNUTEA. NAKYBAKHA TA AHATIE }*

pianosiauicrs GMP. !

A.Menarini -

VNoaHOMOUSHHOE THUD / Log girs”g WSGrnvl‘;zaecst% '
» A gl ¥
Sito Produttivo N\
f1-p U Bepritin i i ¥ :
J1-p Haxono Bep | Via Sette Santi, 2 - 50131 Firenze

Hara sutaaqn ceprudrara 28.06.2022
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SOCIETA SOGGETTA ALL'ATTIVITA DI DIREZIONE E COORDINAMENTO DI A. MENAHIN INDUSTRIE FAAMACEUTICHE RIUNITE S.R.L. - VIA SETTE SANTI, 3 - 50137 FIRENZE - P.I. 00335270481

jan o Mena|

Hzlla; MALESCI - Firanze, FLAMA. « Firanze, CODIFI - Firenze, A MENARINI FARMACEUTICA INTERNAZIONALE - Firenze, A. MENARIN| INDUSTRIE FARMACEUTICHE RIUNITE - Firenze, A,
MENARINI MANUFACTURING LOGISTICS AND SERVICES - Firenze. L'Aﬂulla e Pisa, MENARINI RICERCHE - Firenze e Pomexla, MENARINI BIGTECH - Pomezia, GUIDDTTI - Pisa, L USOEARMACG .
Mitano, LUSOCHIMICA - Pisa e Lomagna (Lecco), POMEZIA ENGINEERING & FINANGE SERVICES - Pomezia, LODIGHEM - Firenze e Casaletio Lodigiano (LO), VAXYNETHIC - Rapolana Terme (S}, A.
MENARINI NEWTECH - Firenze, RELIFE ITALIA - Firenze, RELIFE - Firenze,

Mondo; ALBANIA - Tirana, ARGENTINA - Buencs Alras, ARMENIA - Yeravan, AUSTRALIA @ NUOVA ZELANDA - Sydney, AUSTRIA - Vienna, AZERBAIGIAN - Baku, BELGIC - Bruxelizs, BIELORUSSIA -
Minsk, BOSNIA-ERZEGOVINA - Sarajevo, BULGARA - Safla, CINA - Pechina e Shanghal, COREA DEL 5UD - Sewt ‘e Yongin, COSTARICA - San Jose”, CROAZIA - Za'gabria, DANIMARCA - Copenhagen,
EL SALVADOR - San Szivadoy, ESTONIA - Tallinn, FILIPPINE - Manlla, FINLANDIA - Helslnkl, FRANCIA - Parigl, GEQRGIA ~ Thills, GEAMANIA - Berling e Dresda, GRECIA « Alene, GUATEMALA - Citta
del Guatemala, HONDURAS - Teguelgalpa, HONG KONG - HD"E Kong, INDIA - Ahmedabad, Mumbal e Nuova Deird, INDONESIA - Bekasl e Jakarta, IBLANDA - Dubiing & Shannor, KAZAKISTAN - Almaty,
KIRGHIZISTAN - Bishkek, LETTORIA - Riga, LITUANIA - Vilnlus, LUSSEMBURGO - Lussembirgo, MALESIA - Kuata Lumpur, MESSICT - Citta def Measica, MOLDAYIA - Chisinau, MONTENEGRO - Podgorica,
NICARAGUA - Managua, OLANDA - Amsterdam, FANAMA - Pariama, POLONIA - Varsavla, PORTOGALLO - Lisbonz, REGNQ UNITO - Londra, REPUBBLICA CECA - Praga, AOMANIA - Bucazes?, RUESIA -
Mosca, SERBIA - Beigrado, SINGAPORE - Singapore, SLOVACCHIA - Bratislava, SLOVENIA « Lublana, SPAGNA - Barcellona, SUD AFRICA - Bryanston, SVIZZERA - Zurigo, TAILANDIA - Bangkok, TAIWAN
- Taipel, TURCHIA - Istanbul, TURKMENISTAN - Ashgabat, UCRAINA - Klay, UNGHESIA - Bugapest, UZBEKISTAN - Tashkant, VIETNAM - Hano! e Ha Chl Minh,

Dlagnestlea; AUSTRIA - Vienna, BELGIO - Zaventem, FRANGIA - Parigi, GERMANIA « Berfing, GRECA - Atene. ITALIA - Firanze, OLANDA - Valkenswaard, PORTOGALLO - Lishona, REGND UNITO - Londra,
Mot 1207541
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TEPAITIKCITY KBA
AEPIKABHA CJIYIKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIiBCHLKIH OBJACTI

npocnext Banepis Jlobanosebkoro, 51, m. Kuis, 031 10, Ten/dare: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua https://www.dls.gov.ua, Ko €APIIOY 37078774

BIMCHOBOK
Ipo SIKiCTH BBE3EHOTO B YKpainy JikapcsKore 3acody
15.12.2022 Ne 54511/22/10
DACTYM® I'EJIh

(I!QHMEH}’B:IHH}I J!ihﬂp(}bhﬂl"ﬂ SﬂCL‘rG‘ 30 JTHO 3 pcct:’rpam}m:m HOCBIH'ILHHHM)
resb 2,5% 1o 50 r y Ty6i; no 1 Ty6i B kapromui Kopobui

{(I)op’ua BUMYCKY, A03YRAHILA, BI HAKYBARHA MIKAPCHKOTQ 35C00Y)
Hoatep peectpaniittoro nocsizuenns UA/10841/01/01 crpox aii pecerpauiiinoro nocsiguenna 01.01.2099
Cepis aikapebroro sacoby Ne 2197A Kinsxicrs raeseHoro sixapeskoro sacody 1620

Bupobnnk A. Menapini Manydaxrypinr Jloricrike enx Cepaicec C.p.J1., ITanis
{naiinenypagng supodinxa alkapeskoro acoby, Kpdina HOXOIKeHI )

Beeaeo & Vipainy Crninsie yrpajHenKo-ecTOHChKe HATPAEMCTBO Y (opnii
TeBAPNCTRA 3 00MekKeHoI0 BixnopizaapuicTio "Ontivna-Papm,
JITA", inewr. won: 21642228

(HafiMenyparns Ta xog 33 EAPIIOY opuamniol acoby afio npisenme, iv'a, mo Garskoni
thianumal ocobn - nianpuestus, i aicue NPoMHEANNS Ta peecTparifiuii BoMep 0GHiKoBoT
KapTKII NAATHHKA TOATKIB afo cepis Ta HomMep nacnopra)

fIpoToxon sisyaannoero Konrpomsio ig 15.12,2022 X 3359/60.

3a  pe3ynsTaTAMM EKABUOTO KOHTPOMO BCTAHOBNEHG, 1IN0 JIKAPCLKHN  1aci0  BRESCHO B Ypainy 3
AOTPHMAHHAM piaor 3aK0HOAIBCTES HIOA0 306C20CUSHHA IKOCT NKAapCLKHX 3acohis.

{illsulmlt ™ irp:smlmc}
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