. AEPKABHA CJIYVXKBA 3 JIIKAPCEKHX 3ACOBIB TA KOHTPO.IIO 3A
£ o HAPKOTUKAMM Y KHiBCHKII OBJIACTI

npoB. Ceitnuunoi Hapnii, 3, m.Kuis, 02099, ten/

hakc: (044) 363-06-50
E-mail: dis.

ko@dls.gov.ua, Kog €JIPTIOY 37078774

BUCHOBOK

IIPO SAKICTH BBE3EHOIO B YKpainy JikapcbKoro 3aco0y
8:18.12.2023

Ne 62648/23/10

TEBAJIOP-TEBA BEH3MIAMIH

(HaliMenyBanHs i KapChKOro 3aco0y 3rifHO 3 PeecTpamiitiiM MoCBigen Iy M)
CIPEH IS POTOBOT IOPOKHUHN, 1,5 mr/ma, mo 30 mu CLPEIO LIST POTOBOI MOPOKHUHH Y
(di1akoHi 3 MexaniyauM PO3IHIIOBAYEM TA KOBHAYKOM, IKHIi 3aXHUIIA€ PO3NUJIBAY; 1o 1

diakony y xomnuexTi 3 AVIIKATOPOM 1St POTOBOI INOPOKHMHH Y KAPTOHHI KOpooui

(hopma Bumycky, AO3YBaHHs, BUA TAKYBAHHS TIKAPCEKOTO 3acofy)

Homep peectpaniiinoro nocsinuenns UA/19327/01 /01 etpox nii peecrpauitinoro mocsinuerms 22.04.2027

Cepist nikapeskoro 3aco6y Ne 230002

KinekicTs BBe3eHOrO0 Nikapchkoro 3acoby 64312
Bupoduuk

Jlaboparopiym Canitatic, C.JI ., Icnanis

(HatiMeHyBaHus BHPOGHUIcA JIKapChKOTO 3aco0y, Kpaitia noxXo/xeHHs )
Beeseno B Vkpainy

ToBapucrBo 3 06Mesken o010 BiAnoBizaneHicto "Tega Ykpaiua", igenr.
xon: 34770471

(HalimenyBaung Ta kox 3a EPTIOY 1opuamunoi 0ocodu abo Npi3BULIE, iIM'9, 0 6aTEKOB] dizuunol
0Co0H - miAnpUeMLS, 1T Micre MPOXKHUBAHHA Ta peecTpauilinuii HOMep 06TiKkoBO] KapPTKH IJIAaTHHKA
NOAATKIB a6o cepist Ta HoMep acnopTa)

IIpoTokon Bisyansnoro kourpomo six 14.12.2023 Ne 4008/5.

3a pesynbratamuy ACPKABHOTO  KOHTPOJIIO
AOTPHMAHHAM BUMOT 3aKOHONR

BCTAHOBJICHO, IO JiKapchbkHil 3aci6

BBC3€HO B VYKkpaiHy 3
4BCTBA WOI0 3a0e3MeYeHHS IKOCTi JIIKapChKHUX 3acobiB.

Birami BOHIIAPEHKO

(iniwianu Ta npisBHiLe)
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CEPTU®IKAT BIANOBIAHOCT! /C7

CoC/41000150/230002/01

A

"Hasaa NPOAYKTY

BEH3WAAMIH 1,5 mr/mn 30 mn TEBAJIOP-TEBA o

Popma Bunycky / aosyraHHs

Cripen ans potoeol NOPOXKHWUHW, BeHanpaminy rigpoxnopuay 1,5 mr/mn

“ ' Posmip nakysaHHs

30 Mni cnpeto Ans poToBoi MOPOXKHWHK ¥ (PRakoHi 3 MexaHiuHUM
PO3NMUIMIOBAYEM Ta KOBNAYKOM, AKUIA 3aXULLLAE posnunioBay, 1 onakoH 3
annikaTopom Ans poToBoi NOPOXHWHU

‘Homep cepii roTororo
- |.IPOAYKTY
~|.Homep ceptudikata aHaniay

““I'Homep knieHTa

41000150 BunylieHa kinbkicte 64312
230002 TepMmiH npugatHocTi  09-2026

CoA/41000150/230002/01 KpaiHa npusHayeHHa  YkpalHa

Hasea Ta agpeca BUPOBHMKa
Ad|

NA
Bupobruunia
AOKYMeHT/Bepcis PF/31000118/03 flata BupoGhuuTea  08-09-2023
3aMOBEHHA Ha
BUPOBHULITED OF3938 Homep cepi Gam«;y 230006
Homep cepii Ad| 220731

LUEHTABP ®APMACKLIOTUKANC MNaT. T

Fnot Ne 75, 76 ta 76/1. Yixnoni MIAC, Ambemac (B).
PainoH Tar-421501

Maxapauwtpa, lHaisn

YMaKoBKy

'padivki maTepiann

HokyMeHT/Bepcia nepsuHHoT Rata nakysaHns y
JaKos PA/31000119/05 nepBMHHy ynakosry  21-09-2023
- Homep cepii
SaMOBNEHHS Ha Leli OA3962 HanisroToBoro 230008
YrakoBky

NPOLYKTY
PosMmip cepii 66.666
HlokymeHnT/Bepcist BTOpUHHOI Aara nakyeavnsy =
yraKoBKm PA/41000150/01 STOPUHHY yaKoBky 10-10-2023
3aMOBNeHHs Ha BTOPUHHY OA3987

Kopobka: 20600138/01
ETukeTtka: 21400243/01
IHCTpYKLUiA: 20700089/01

BiaxunenHs wopao cepii (Homep, craTtyc): NA

/61 Ceit. A /5/5'—-4%? 70 8f L &w




R CEPTUOIKAT BIAMOBIGHOCTI
sanftatis.s CoC/41000150/230002/01

boerrena

(") S3apeectposata ToprisensHa Ha3sa: Tesanop-Tepa
KomeHTapi Bensupamin, cnpeit 4nst poToBOI NOPOXHNHY, 1,5 mr/mn

Homep PI Ykpainu: UA/19327/01/01

= o i um s 3acBigYylo, WO Bei Mpouecy BWPOOHULTBA L€l cepii rotooro NpoAYyKTY Bynu BUKOHaHI Y MOBHIk
- BIAMOBIGHOCTI i3 BUMOramv GMP EU Ta BianoBiaHUMK 3akoHO4aBYMMM akTamu TEPUTOPIT KiHUEeBOoro
NpU3HaYeHHn Ta BIANOBIAHO O BUMOr PeecTpauiiiHoro NocsigyeHHs (MoceifyeHn) KpaiHu {kpaiH)
__.NMPU3HaYeHHA.

~'NpoTokonu BUpoBHULTEA CEpil, NaKyBaHHsi Ta KOHTPOMIO AKOCTI BYnM NepesipeHi Ta BUaHaH] TaKuMm, Lo
-BlAnoBigaloTe GMP.

-Cepist BunyuwleHa.

. YnoBHoBaxeHa ocoba: Dra. Itziar Echevarria Lopez PhD

NABOPATOPIYM CAHITATIC C..
BupobHuk:
[N.T. Anaga

C/Meorapgo Aa Binyi, 11 ENeKTpOHHMIA nignuc:
01510 MiHbsiHO (Anasa) Icnauis ECHEVARRIA LOPEZ ICIAR —~
Homep BUpoGHMHOT niyensii- 4163E ;12326.;43;0. 10/27/2023

Homep cepTtudikaty GMP: ES/046HVI/20 10:51:11 AM

Hata sunycky: 27/10/2023
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e CEPTUSDIKAT AHATII3Y
San ot CoA/41000150/230002/01

big tewpals

BEH3WAAMIH 1,5 mr/mn 30 M

HA3BA NPOOYKTY: KOOoBUWiA HOMEP: 41000150

TEBANOP-TEBA

HOMEP CEPIi: 230002 KINLKICTb: 64312 Of.(*)
OATA BUPOBHULTBA:  08-09-2023 TEPMIH NPUAATHOCTI: 09-2026
BUFNPOBYBAHHS CMNELUDIKALIA PE3YNbTAT

‘3OBHILLIHIN BArNAg

[p0o30opuii BeabapsHuit posunH 3i
CMaKoM Ta 3anaxoM BULLHI

[Mpoaopwnii Besbapernil po3unH 3i
CMaKOM Ta 3anaxom BULIHI

[ pH

| TigPoOXnoPuay

CREKTPOM CTaHAapPTY

6.0+1.0 6.3
BEPX: Hac yTpumysanhs cnisnagae 2 | BEPX: Hac yTpumyeaHHs cniBnagae
IﬂEHTMd)II{AL[lﬂ HacoM yTpUMYBaHHA CTaH[apTy 3 HAaCoM yTpPUMYBAHHA cTaHRapTy
BEH3MAAMIHY . _
YO®: YO cnektp cnisnagae 3 Yo Y®: YO cnektp cninapae 3 Yo

CNEKTPOM CTaHAapTy

[ KINBKICAE BUBHAYERRS
BEH3NIAMIHY
MOPOXNOPULY (BEPX)

95.0-105.0 %

98.8 %

IAEHTNGIKALST
METWUNMAPABEHY

BEPX: Yac yrpumysaHna cnisnapae 3
HacoM yTPUMYBaHHA CTaHAapTY

Y®: YO cnektp cniznafae 3 Yo
CAEKTPOM cTaHaapTy

BEPX: Yac yTpumyeana cnienagae
3 HaCOM YTPUMYBAHHA CTaHAapTy

Y®: YO cnexrp crienagac 3 Yo
CNeKTPOM cTaHgapTy

KINTbKICHE BU3HAYEHHA
METUNMAPABEHY (BEPX)

90.0 - 110.0 %

100.3 %

CYMNPOBIAHI AOMILLKHA

~  Howmituka B £ 0.50 %

- Qkxpemi Heaidomi domitiky < 0.2
%

- Cyma domitiok < 1.0 %

Homiwxa B: 0.02 %

Okpemi Heaidomi domitury: 0.16
%

Cyma domiwox: 0.23 %

(20.0 - 110.0) % 97 .6 %
BMICT ETAHONY

72.9 - 89.1 mr/mn 791 mr/mn
O,D,HOF’I,EIHICTb OB EMY = 30 Mmn 31 mMn

MIKPOBIOOrNA

- TAMC < 100 ryo/z
- TYMC <10 kyo/a
- 8. aureus: sidcymuicme/s

- P. aeruginosa: eidcymuicms/z

TAMC < 10 kyo/z
TYMC < 10 kyo/z
S. aureus: eifcymricms/e

P. aeruginosa: sidcymsicme/s

OAHOPIOHICTb JO30BAHNX
OAVHULIb

AV nns 10 oguanue < L1, Akulo AV
Ana 10 ogunnue > L1: AV ang 30
o4uHuue S L1 ta xopneH
IHAMBIAYaNbHMA BMICT He NoBUHEH
By MeHwuM 3a (1 — |2 x 0.01)M i
Oinblmm 3a (1 + L2 x 0.01)M, npwu
Usomy L1=15.0, a L2=25.0

KOMEHTAPI: (*) + 45 oguHunue apxiBHUX 3paakis
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3aTBEP/KEHHO BIRAINOM KOHTPOMIO SKOCTI:
Ana San Vicente Berryeta
Harta: 24-10-2023




