AJIB®ACITMA

HailiMeHyBaHHS IPOAYKILi:

Kox mpomyxmnii:

Posmip cepii:

Cepis:

Jara BupoOuuITEa:
TIpunaraui mo:

Cuna piifaxrienicts A®I:
Jlikapceka ¢opma;

Po3mip Ta THI makyBaHm:
Amnanis:

Cepmugikar amanizy No:

Hepixasa-BupoOHHK:

CEPTU®IKAT CEPII

BECCEJ AYE @, xancyan — Yxpaina
01665567

8568 ymakoBox

28267

11/2023

11/2028

Cynogexeny 250 JI0

KanecyaH M’ Akl ;KeJIaTHHOBI

25 xancyn B Guicrepi; mo 2 Giicrepu B KapToHHiMH Kopodni
11/03/2024

202400784

ITAJIISX

Homep peectpaniiinoro mocsinuenns: UA/8123/02/01

Haiimenysanns, Micie3Haxo/KeHnes 1a HOMED JIileHsii ZinbHUNi 3 BHpOBHHIITRA:

Karamenr Itanizn C.m.A., Bia Herrymence 20-it xm, 100, 04011 - Ampinia (JTaTina), Itamin —
BupobHuiK Hepozhacosanoi npomyxii, AM 108/2020

AJIBPACITMA C.n.A., Bia Enpixo ®epmi 1, 65020 Ananmo (ITeckapa) Itanis, aM 147/2022

[xm s miATBEpKYIO, MO HAaBeAeHa BHINE iH(OPMALIS aBTeHTHYHA 1 TOUHA. L1 napria npemapary
BHIOTOBIICH, BKIOYAIOWH YITAKOBKY/MapKyBaHHS i NepesipeHa Ha BHINE323HAYEHOMY BHPOBGHHMIITE
B TIOBHIH BimmosizHocTi 3 Micnesnvu BaMoramu GMP i Bixnosigso cenudixanii, 3aTeepKeniit B
iMmopTyrouiit kpaini. 3amicu BinBocHO BAPOGHMITEE, YHAKOBKY i PE3yJIbTaTiB aHani3y OyIH BuBueHi
i Bu3HaHi TakKM, X0 BigmoRiTaroTs BiMoram GMP.

YroBHOBaKEHA 0c00a
Dr, Carle Trezza

(nionuc) ‘ nata: 19.03.2024




AJBDACITMA

Konrpons axocti — Ceprudikar ananizy N 202400784

TIponyxr Cepin Amraniz Hara IIpupatamii zo Kimpxicrs
BHpOOHENTBA
BECCEJI JIVE ®, 28267  11/03/2024 11/2023 11/2028 452.000xancyx
Kamcyan Yxpaina
Axaimiz Mexd 0Fi1:0:0%08¢] Pezymprar
I i
Bepxus BHMIpIOBaHHA
3oBHimmilt purmag Kancyim UCIVITHO-ZEPBOHOI0 BiOmOBizae
KOAEOPY
3oBHIMHIl BHMISK BMiCTY Kancyx Onuopimaa  cycmemsin  cipyBaro- BimmoRinae
6inoro xomsopy

Inentrdixauis cyberammii pirooi Torwmma BigmOBiNATH CTaRAapTY BifmiORigaE
pedoBHHK (eneKTpofopes)
Inermudikanis HaTpio Honnara BiamosigaTH cranzapry Bigmosinae
eTHIIaparinpoxcubensoary
Inentudikaniz HaTpio IlorvmHa sinnosinatn cranaapry BigmoBifae
nponinmapariapoxcubenzoaTy
Boga 4.0 % 2
Kimxicre Buznauenns: 225 275 JO/xanc 246
CYAONEKCHITY
Inenrndixania 3aniza oxcumy ITosuTusHMit pe3ynsTar Bimnoeigae
YEPROHOr0
BwmicT HaTpiio 0.192 0.288 MI/Kamc 0.248
erHImapariipoxcubensoary
Bwmict Hatpito 0.096 0.144 Mr/Kanc 0.117
TpOTiNmaparigpoKCHOen30aTy
Cepemms Maca 107.3 118.6 Mr 111.8
OnuopimricTs Macu TloBymna sinmoBinatu €ep.dapm. BIATIOBi/Iae
Posnapanns 30 XB. 10
Mikpo6ionorivsa grctora llosnana signosigatu Cup.dapm. BifmIoBinac

Tprmvirka;

Hozpoaeao
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AEPKABHA CJIYXBA 3 JIKAPCBKHMX 3ACOFBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m, KHEBI

npos. Hagii Ceitnnunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €IPIIOY 37079055

BHUCHOBOK
Nnpo siKicTh BBE3eHOro B ¥ Kpainy Jikapcbxroro 3acody

24.05.2024 Ne 26778/24/26

BECCEJI IYE @
(nnfiMeHysaniA AikapCsKOro 3gcoBy arinuo 3 peectpauilinim nocsiaucHinmM)
rancysu M'axi no 250 JIO; no 25 wancya y 6aicrepi; mo 2 Gaicrepu B kapronuiii Kopobui
{thopma BumycKy, 103YBAHASA, DHA NEKYBAHEA JiKapenkoro 3acoby)

Homep peectpaniinoro noceimenna UA/8123/02/01 crpox ail peccrpanifinoro nocaingernts HEOGMEKeHMH
Cepin nikapcekoro 2acoby Ne 28267 Kinskicts aseseHoro nikapcskoro sacoby 8568

BupoGuux Anstacirma C.n.A,, Itanis
{nafisenysains pHpoblinka nixapckkoro 3acaby, kpafHa NOXOMKCHIN)

Tosapuerno 3 obmexxenolo signosigansuicrio "COHA-
OAPMEKCIM", incur. xon: 40130755

(uatisenysmis va xon 1a €IAPITOY opuawyHoT ocobi aGo npizekwe, iM's, no 6arekosi GizHHOT
ocofy - nignpremus, i Micue npoxusamig Ta peectpariiuui HoMep 06RIKOROT KapTKH NrAaTHHKA
nopatkis abo cepis Ta HOMEp nACROPTA)

Brezeno B Vipainy

Hpovrokon Bisyansuoro konrpoato sin 24,05.2024 M 1742/2.

3a pesynsTaTAMH  AePHABHOTO  KOHTPOMO BGTAHOBASHO, W0 Aikapceknit 3aci6 ssezeno B Vepainy 3
DOTPHMAHHM euMor 3aKoHOAARcTBa Ll0Ao 3a6e3nedcita AKocTi JikapgeKux sacobis.

Mukona XOJIOJEHKO

{minsuc) (iniuizny Ta npizanue)




AJIBPACII'MA

HaitmeryBanus npomyxuii:

Kog mpomyxarii:

Po3mip cepii:

Cepis:

Hara BEpo6RUIITRA:
IIpunaruuii fo:

Cuna pii/akrasuicts ADI:
Jlirapceka dopma;

Po3umip Ta Tun naxyBaHes:
Amnainiz;

Cepradixar anamisy Ne:

Jepxara-BHpobHuIK:

CEPTH®IKAT CEPII

BECCEJL IYE ®, kancynau — Ykpaiga
01665567

8904 ynaxomox

29136

05/2024

05/2029

Cynopexeny 250 JJO

KancylH M Hiki KeNaTHHOBI

25 xancyx B Gricrepi; no 2 6ricTepy B KapToHHii Kopooni
15/07/2024

202403014

ITANEA

Homep peecrpaniitnoro noceimaenns: UA/8123/02/01

HaiiMeHyBsanss, Miclie3HaxoKeH s Ta HOMep Jiensii Ainbuuni 3 BupoGHuITEA;

Karanenr Iramia C.nA., Bia Herrynence 20-# M, 100, 04011 - Amnpinia (JMariua), Itamia —

BHPOOHMK HepozdhacoBanol npoxyxuii, AM 108/2020
AJIB®ACITMA C.n.A., Bia Erpixo ®epui 1, 65020 Ananro (ITeckapa) Itamis, aM 147/2022

v s minTBepKyI0, IO HaBexeHa BHUINE inopmanis apTenTHaHa i Touma. Ilx HapTis Apenapary
BHTOTORJICHA, BKIIOTAI0HH YIAKOBKy/MapKyBaHHS i HepesipeHa Ha BHIIE3a3HAYEHOMY BHPOOHHMITTBI

B NOBHiH BigHOBiAHOCTI 3 MicrieREMH BHMoramu GMP i BIMIOBIANO cnenmbixarii, 3aTBepIKeHill B

iMmopTyiouiif kpaini. 3ammen simmocHo BHPOGHHUTBA, YIIAKOBKH i Pe3y/bTATIB aHANI3y Gy RUBYeH]
1 Bu3HaHi Takum, 0Io BianoBizaoTs BrMoram GMP,

YnoBHOBa)keHa 0coba
Dr. Bruno De Gregorio
(nionuc)

/A% aun A/ 02 3¢
8.0 2. 280




AJIBDACITMA

Kortpons axocti — Ceprudixar ananisy Ne 202403014

ITponyxr Cepin Amaniz Hara prparauit zo Kimpkicts
supoDEMITR2
BECCEJ JIVE @, 29136 15/07/2024 05/2024 05/2029 455.000xancyn
KaHcyJa Yxpaiga
Ananiz Mend O unnni Pesynmerar
et Bepxas BHMIpIOBaHHS
3oBRiumil# Bury Kancym LErISHO-9EPROHOIO BiAnorigae
KONEODY
30BHIINI{ BUIIAK BMiCTY Kanicy: Oneopinma  cycnmemsiz  cipysaTo- BiAIOBigAE
Ginoro xomsopy
InerTudikanis cy6erannii girogol IloBunna BianoBigaTi cranmapTy Bigmosigae
pedoBuiH (enexTpodopes)
InerTadixania HaTpiro TloBuuua BinmoBigaTH CTAaHOAPTY BifmoBigae
eTHRNAparipoxcubensoary
Ineatndikania HaTpio Iosunua Bixnosinaty crangapry BifimoBinae
NpPONLNIapariApoKcHbeHs0aTy
Boma 4.0 Y% 2
KimekicHe BusHAYeHHS: 225 275 JIO/xanc 242
CYNOmEKCHILY
Inentudikanis 3aniza oxcumy losnTuennii pesympTaT BinmoBigae
YEPBOHOrO
Buict HaTpiro 0.192 0.288 Mr/karmc 0.260
STHIIRPATi IPOKCHOEH30aTy
Bwicr HaTpio 0.096 0.144 MI/Kanc 0.128
Ipouinmaparigpoxcubensoary
Cepenmsa Maca 107.3 118.6 MT 1114
OnHopinmiets Macu Ilopunua Bimmosinaty €sp.dPapm. BifmoBizae
Posnapanus 30 XB. 9
Mixpo6ionoriyaa srcroTa Hosumua signosigatu €sp.dapm,
IIpumiTka:

Jo3Boiaeno

(migmuc)

15.07.2024




AEPKABHA CIHYXXEBA 3 JIKAPCHBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMU y m. KUEBI

npoe. Haaii Csitnuunot, 3, 02099, ten. (044) 205-26-85
E-mail: dls.kyiv@dls.gov.ua. Koa CAPIIOY 37079055

BHCHOBOK
npo AKieTL BBE3EHOro B YKpaidy JikapcbKkoro 3acoly

95.09.2024 No 45413/24/26

BECCEJI IYE @

(naiimenysannig nikapcuikoro 3acelby 3rifHO 3 peceTpalifittnm IOCBiAeHESM)
wancysd m'aki no 250 JIO; no 25 kaneyn y daicrepi; o 2 Guricrepn B KAPTOHIE KopoOiti

{(hopma pUIyCKy, NO3YBAMINL BHA NAKY AR HiKAPCLKOrC sacudy)
Homep peectpauiiiworo nocsimuenna UA/8123/02/01 erpok aii peecrpauitinoro nocsinuenns HeofMexenui
Cepin nikapenkoro 3acoby Ne 29136 KinukicTh npescHoro nikapewkore sacody 8904

Bupobiivxk Aunbthacirma C.arA., Iranis

(imadimenynaniin snpobimka pigkapeLroro 3acoly. kpailid poxokeia)

BreseHo B Ykpaiiy Topapuerpo 3 odMexen oo sianosiganbuictio "COHA-
DAPVMEKCIM", inenr, woa: 40130755

(nafimenyname ta ko 3a C/IPHOY wopuanuao! ccofin afio npisyute. iv's, no Garnkoni diistevnol
OCOGH - BJIAPHEMUSL, T MiCe TpoRIBNINS Ta poce rpaiiinm HosMep 0GKOROT KAPTKH 11107 101K
NOTKIB 400 Cepis T HOMED 1KCNepTa)

[IpoToxon Bisyansroro kourpomo six 05.09.2024 M 2960/2.

3a pesynsTaTAMH AEDMABHOrQ KOHTPOMO BCTANOBAEHO, WO  hikapeekuil  sacié  sseseno s Yepaiky 3

AOTPHMAHHAM pHMOr 3aK0HO/ABCTRA UION0 3a6eznencHHs AKOCT] JikapcuE
J,-r"
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Muxkona XOJIOOEHKO
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