JAEPKABHA CJIYXBA 3 JIIKAPCBKIiIX 3ACOBIB TA KOHTPOJIIO 3A
- HAPKOTHUKAMM Y KHIBCHKI OBJIACTI

npoB. CeiTnuynofl Hanil, 3, m.Kuis, 02099, ten/baxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €JIPTIOY 37078774

BHUCHOBOK
PO AKICTL BBE3¢HOr0 B YKpaiHy JikapcbKoro 3aco0y

24.11.2023 Ne 57980/23/10

EHTEPOXXEPMIHA® ®OPTE

(HaiiMernyBaHHs JiKapcbKkoro 3acoly 3rifHo 3 peecTpauiiHUM MOCBIAYEHHIM)
cycnensist opanabHa Ne 10 mo 5 mu1 y duraxoni; no 10 ¢uiakonis, 3’eqHanux mick co6oro
N0JieTHIEHOBOIO NEPeMH4KOI0, Y KaceTi; mo 1 KaceTi B KapToHHiil Kopo6ui

(dopma BumycKy, JO3YBAHHS, BU/ AKYBaHHS JiKapchKoro 3acoby)
Howmep peectpauiitroro nocsiguenus UA/15608/01/01 crpox ait peecrpaniiinoro nocsiguenns 01.01.2099
Cepis nikapcskoro 3acoGy Ne 31200 Kinbkicrs BBeseHoro nikapesioro 3acoby 58368

Bupo6uui Onenna Xeackea Itani C.p.j., ITanis

(naiimMenyBaHHs BupoGHHMKa Jlikapchkoro 3acoly, KpaiHa MoX0oMKeHHs)

Baeseno B Vipaiuy Tosapuncrso 3 o6mexenoro Binnosinanpuicrio "OIEJLIA
XEJICKEA YKPAIHA", inenr. xox: 43726391

(naitMenyBanHs Ta koA 3a €[IPTIOY ropuanunoi oco6u aGo npissuiue, iM's, 1o GaTbkoBi (isnuHoT
ocobu - mianpueMus, ii MicLe NPoXKBaHHS Ta peecTpaLlifiHNit HomMep 061iK0BOT KapTkH MIaTHHKaA
noaatkis abo cepis Ta HOMep nacropTa)

TpoToxon Bisyansnoro konrpomo sig 23.11.2023 Ne 3715/2.

3a pesyabTaTaMu  EpH@BHOTO KOHTPOJNIO BCTAHOBIEHO, LIO JKapchkuit 3aciG BeeseHo B YkpaiHy 3

AOTPHMAHHSM BrMOT 3aKOHOABCTBRA 11010 3a0€3NIeHeHHs AKOCT] JikapchKuX 3acobiB.

Bitaniit ISOI:“I}IAPE‘%*[IKO
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Bupobunua ginbuuug Opigxeo

CEPTU®IKAT CEPIi BUPOBHUKA (cepis 31200)

Enrepoxepmina® dopre, cycneHsis opaibHa

1 HaiimenyBaHHa npoaykuii EHTEPOXEPMIHA® ®OPTE
2 AxTHBHUM iHrpeAicHT Bacillus clausii
3 JepixaBa-imnoprep Yxpaina
4 Homep Peecrpaniiinoro Hoceigyenusn UA/15608/01/01
5 Cuna aii / AkTuBHIiCTD 4 minbapau
6 Jlikapcbka popma Cycnensis opaibHa
7 Po3Mmip Ta THN NaKyBaHHA Ne 10: o 5 Ma1 y dsakoHi, no 10 gpakoHiB, 3'e4Hanux Mix c06010
noJlieTHIEK0BOI0 TEPEMUYKOI0, y KaceTi; o 1 kaceTi B KapTOHHiH kopobui.
8 KinbkicTh ynakoBox 76224.000
9, MapTin / Homep cepii Ius. goaatox: cepTudikar ananisy (cepis 31200)
10 JaTta BUpOGHMITBA JuB. foaaTok: cepTHdikaT ananisy
11 JlaTa 3akiguenns Tepminy npuaaTtHocri | [[uB. foAarok: ceprudikat ananisy
12 HaliMeHyBaHHA, MiClle3HAXO0PKEHHHA Onenna Xenckea Itani C.p.a.
ALILHULE 3 BUPOGHUNTE Bbane Eypona, 11 - 21040 Opinxbo (VA), Itania
13 Homep ninensii BUpo6Huka Decree N.aAMM7/2022 Big 11.01.2022
14 Pe3yabTaTH NPOBEJEHHA aHAMI3Y JMB. joaaToK
15 KomenTapi / PeMapku H/3
16 3asBa npo ceprudikanirwo JlanuM 3acBifuylo, WO HaBejeHa Buule iHdopMauia € TOYHOW Ta

npocrosipHoio. Cepisa 6ysa BUpo6yieHa, BKI0YAOYH NAKYBaHHA Ta KOHTPOJb
AKOCTi Ha BHINE 3a3HaueHikt BMpo6HMuit AineHuuUi y BigmosignocTi 3
npasuiamu GMP, 3 goTpuManHsaM micuesoro Perynstoproro OpraHy Ta
suMor cneuudikauii go Peectpauiiinoro Ilocsiguenns xpainu-imnoprepa.
MpoTOKONHM BHPOGHMUTBA, NaKyBaHHA Ta aHajli3iB Gyau NepernsHyTi Ta

BCTaHOBJIEHO BigmoBigHicTs GMP,

[Hata Pimenus: 27.10.2023

YnoeHoBaxeHa Ocoba
Baavsmep Minano [Walter Milano]
/nidnuc/

J03BOJIEHO




Onenna Xenckea Itani C.p..
Brsane Eypona, 11

21040 Opixxpo (VA)

Ten.: +3902.96.10.1

daxkc: +39 02.96.73.05.35

ApTHKYJ1 3aMOBHHKa:

JlaTa BUTOTOBJIEHHA!

JlaTa noBTOpHOrO aHanisy:
3aMOBJIeHHs npoLecy
Bepcis:

Homep Macrep-cepTudikary:

CeprudikaTt aHasrisy

ORI_6624258
EHTEPOXXEPMIHA, 4 minpsapau no 10 ¢praxonis, Ykpaina
EHTEPOXKEPMIHA ®OPTE,
4 minpapau no 10 ¢poaxonis,
Yxpaina

17.16.2023 00:00:00.00
30.09.2025 00:00:00.00

Cepist Ne:

[pupgaTauit go:
Poamip cepii:

HoMep KOHTPOJILHOTO METOAY:

4 Peecrpauiiinnit Homep AP:
ORI_OR763152 Bepcia ceprudikary ananisy:

(JTororum: CAHO®I)

Bupo6ruya ainbHULA:
Opimxbo

31200

30.09.2025 00:00:00.00
76224.000
ORI_OR763152A1
CO-OPE-0004962 c.e.

4

Pudamnin 50 Mxr/ma

Crpentominuny cynbdar 500 Mxr/mn

HajliMeHyBaHHA NOKAa3HUKIB Cneyudikanii Fesp iR
BHNPOGYBaHb
XapakTepUCTUKU:
| - 3oBmimuii Buraaz: Binysara, onanecuenTHa pignHa (BisyanbHo) Bianosigae
InenTudikanis:
- Bioximiuni xapaxTepuctuky: Bianosigae (BHyTpinHsa MeToAHKa) Bignosigae
- XapakTepuCTHKM pocTy: Bignosigae (BHyTpiusa MeToAHKa) Bignosigae
pH 6,5 - 8,5 (EBp. Papm.) 7,9
CepegHiii 06'em 5,0 - 5,3 Mg (EBp. Papm.) 5,1 mn
OZHOpiAHICTb 06'eMy Bignosinae (Epp. Papm.) Bignosinae
Bunpo6yBaHHA Ha YUCTOTY
- Inwi xurTe3paTHi aepobHi Mikpoopranismu Bignosizae
Bigcyrnicts/10 Ma (BHyTpimHa MeTOAUKA)
- Escherichia coli Ta iHwi rpam-HeratuBHi 6akTepii: Bignosigae
BigcyTHicTs/10 M1 (BHYTpilHa MeTOAKKA)
- Salmonella: BigcyTHictb/10 Myt (BHYTpillHA METOAHKA) Bignoeinae
- Staphylococcus aureus: Binosixae
BigcyTHicTb/10 Ma (BHYTpimHA MeTOAMKA)
- lpinaxosi Ta nuicusaBi rpubu: . .
BiApCYTHiCTb/lﬂ M1 (BHy’x‘giumﬂ METOJAHKA) Bimnosinac
:}ixgszzz;gzb Ao Bignosigae (BHyTpillHa MeTOAHMKA) Bignosigae
Kinbkicuuii BmicT criop 32- 4,§ Minbapaa 4,1 minbapaa
(cropy Ha QJy1akoH) (BHYTpIilIHA METOAHKA)
KoHTpOAb ynakoBKH Bianosigae Binnosinae
* AHTUOIOTHKH, 11O TECTYBANUCH:
Xnopamdenikon 50 MKr/ma
Terpauuxainy rigpoxnopug 50 Mxr/ma

Cepis Gyna BuMpo6seHa y BignosigHocri 3 mpasuaamu cGMP i Bignosisae cnmenudixaniam go Bignosignoro Peecrpauiiinoro

NOCBIJYEHHSA.

3anucy o0 BUPOGHHULTEA cepil, MaKyBaHHs Ta KOHTPOJIO AKoCTi 6ynu nepesipeni Ha BignosignicTs npasunam cGMP.

PIIIEHHS mwopo CEPIY

PimeHns
[Jara pimieHHsA

Oco6a, mo npuiHaANa pilexHa:

BunyumeHo
27.10.2023 18:50:49.00
Minano Banbrep [Milano Walter]

(Menemxep 3 3a6e3neueHHs TKOCTI Ta 3aCTyNHHK YIOBHOBaXeHOi 0co6 1)

Ileit cepTHdikaT MiCTHTL eleKTPOHH M nignuc 3 BanigosaHoi cucremu LIMS
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