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Bunrond

HAEFKABHA CJIYXBA 3 TIKAPCHKIX 3ACOBIB
TA KOHTPOIO 3A HAPKOTUKAMM y m. KHEBI

npos. Hanii Csitmausot, 3, 02099, ten. (044) 295-26-85
E-mail: dis.kyiv ‘@dls.gov.ua, Kon €IPTIOY 37079055

BUCHOBOK
Npo AKICTE BBE3€HOro B YKpainy jikapesLKoro 3acody

$9.05.2024 Ne 24278/24/26

JOTECT®

(usitmenysanus nikapebkoro 3acoGy dr ino 3 peecrpauilinuM HOCBIBCHIAM)
TaberTku, BRpUTi 0GononKoro, e 21 Tabaerui B 6mcrep1 3 KAJCHAAPHOI0 HEKAJI010, 1o 1
6Juu_epy y mavui

(tbopma BHITYCKY, JOSYBAHNA, BHI TIAKYBAHHA NIKAPCLKOTo 38¢06y)

Homep pcccmaumnox 0 nocmnwemm UA/4839/01/01 crpox i peccrpaulmioro nocmm{umn ‘HeOOMEXKEHHH

Cepis nixapenkoro 3acoBy Ne KTOPSSI _ KisexicTs Baesenoro nikapcuroro 3ac06y .)040()
BupcBunk baitep AI', HiMeuunna
(Huﬁmcnyuaxum Bupoﬁuuxa HIKAPCLKOTO 32C00Y, KPaiia HOXOMKEHHS)
Beeseno 8 Ykpaiay Tosapuctso 3 0GMeIKeH010" anosmaumucno "Bancp inent. kom:
' 22911794 :

(naiimenysauns ta kol 3a CAPIIOY opuanunoi ocobu abo upiseunte, im's, no Garuxoni
(bisuunol ocoby - manpuenmus, 1T MicHe BGpoOXUBaHHA Ta peecTpauifinuh homep ofSnikosol
KADTRY TUIRTHHKA noaatkis abo cepis Ta 1oMep nacrnopra)

Mperoxon pisyansuoro kentpomo sin 09.05.2024 N 1566/2.

3a pesynbTatamMM  IGDHKABHOTO KOHTPONIO BCTAHOBIEHO, 1O JliKapCbkuil  3aci6 BsBeseno B Ykpafwy 3
AOTPHMAHNAM BUMOT 3aKOHOAABCTBA WOAO 3a6e3neueHns sixocTi Nikgplhkux 3acobin,

Miuxkona XOJIOJEHKO

(nimme) (iniviany ta npissuie)
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batiep Al

LleHtp nocravaHHa Bepnid
Mionnepwrpacce, 178
13353, Bepnin

135
20-03-2024

CropiHka :

CepTudikat aHanisy [ara :

HaiimenysaHHs npoaykTy
Poamip ynakosku
Tun ynaxkosku

MarteniansHuit Homep

KpaiHa npusHadeHHs

PeecTtpauiitHe nocsigyeHHs
Bunyck

BupobHuua niyeHais Ne
YnakoBaHo

B‘le06‘HVI\-Ia niueHsin Ne

Bupobrnero
Bupo6Huya niuensis Ne

YmoBU 36epiraHHs

YM0o8U TpaHCNopTyBaHHA

Cuna gil/ AKTUBHICTb

dopma sunycky

:Nlorect ®

: 1 6nicTep B ynakoBLi

:no 21 Tabnetui B Gnictepi 3 kaneHaapHOIO LWKANow
1 84743941

: Yipaita
1 UA/4859/01/01

: Batiep Al", Mionnepwrpacce, 178,
: 13353 Bepnin, HimeuunHa .
: DE_BE_01_MIA_2022_0003/5373/1-BAYERAG/05-MARKTWARE

: baviep AlI', Mionnepwrpacce, 178,
. 13353 BepniH, HimeuuuHa
: DE_BE_01_MIA_2022_0003/5373/1-BAYERAG/05-MARKTWARE

: batiep Bavimap 'm6X i Ko. KI™

: JobepaittepwTpacce 20

: 99427 Baimap, Himeyuuna
:DE_TH_O1H_MIA_2023_0003/24-2525.02-001

: He Binbiue + 253#
12-25°C/ 36-77°F

: eTuHinectpagion 0.020 wr Ta rectoneH 0.075 mr

: TabneTku, BKpUTI 0BOMOHKO0
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Baiep Al

LieHTp nocTavaHHs bepriH
Mionnepwrtpacce, 178
13353, BepniH

CepTudikaT aHanisy

CropiHka: 235
Nara: 20-03-2024

Matepian: 84743941 NorecT®, TabneTky, BKpUTi 060N0HKO, B 6nicTepi 1x21 UA
Cepis: KTOP5S1 KpaiHa: Ykpaina
Nata BupobHULTBA: 10-01-2024
lMNpuaatHui Jo: 31-01-2027
MaTepian: 84193364 IM-MELIANE SCT WHITE
Cepisi: WEX3RH IHCTPYKLia No kKoHTpomo: P.5.2.01 - _
KoHTponeHa naptis: 890001106208 Cneuudikatlis: P.5.1.01-_
KoHTpone KpuTepiit NpUARHATHOCTI OSAM,\;I;;&H PesynbsTar
LOKyMeHTU BUMYyCKY IHCTpyKLUis: signosigae
007493582-02
Cneuudpikauisi:
007494014-02
MosHayeHHs EE=etuninecrpagion
GD=recroaeH -
Onuc: hopma BUNYCKY TabneTky, BKpUTI
obonoHko BianoBiaae
Onuc: dopma Kpyrni Bignosigae
Onuc: konip Ginui Bignosigae
laeHTudikauis EE BETLWX, netekuis 1 KoMirpauis: NopiBHSIHHA -
cnekTpis pemicii
lneHTudikauis GD BETLLX, aetexyis 1 KoMirpaulis: nopiBHAHHSA -
CnekTpiB peMicii
lneHTUdikauis EE BETWX, petekuis 2 KoMirpauisi: NopiBHAHHSA BignoBinae
dnyopecueHuil
lnenTudikauist GD BETLUX, getekuis 2 KoMirpauis: nopiBHAHHS Binoginae
dhnyopecueHuii
loeHTUdikauis EE BEPX MopisHsATY Bianosigae
XpomaTtorpamu po3HuHy
3paska i eTanoHHOoro
PO3UMHY LLOL0
BianoBigHOCTI NikiB
iHAMBIQyankHO Ans
KOXHOT Nikapcbkol
PEUoBUHU
lneHTudikauis GD BEPX MopiBHATH Bignosigae
XpomarorpamMu posuuHy
3paska i eTanoHHOro
PO3YMHY WOoJo
BignosiaHOCTI MikiB
iHOvBigyansHo AnA
KOXHOT flikapchKoT
pPeyoBUHM

File: CoA UKR Logest KTOPBS1 . pdl
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Baliep Al

LleHTp nocravanHs beprni ) . CropiHka: 335

Mionnepiutpacce, 178 CeptudikaT aHanisy Nara: 20-03-2024

13353, bepnin

Marepian: 84743941 NorecT®, rabnertkn, BkpUTi ob6onoxHko, B bnictepi 1x21 UA

Cepis: KTOP5S1 KpaiHa: Ykpaina

Lara supobHuuTBa: 10-01-2024

MpupathHuid po: 31-01-2027

MaTepian: 84193364 IM-MELIANE SCT WHITE

Cepis: WEX3RH IHCTpyKLia no koHTpomno: P.5.2.01 - _

KoHTponsHa naptis: 890001106208 Creundikauis: ‘P.51.01-_

. . .| OauHuus :

KoHTpornb Kputepiit npuiHATHOCTI BUMipY Pesynbtar

PosuyunenHs EE BEPX, 30 xB., cTagis 1, )

OKpeMi 3HavyeHHs MiH. 80 % 939597 9594 95

PosuuHenHs EE BEPX, 30 xB., cTagia 1,

cepeiHe 3HadeHHsA MiH. 80 % 95

PosyurenHsa EE BEPX, 30 xB., cTagis 2,

OKpeMi 3HadyeHHs MiH. 60 % -

PosunnerHs EEBEPX, 30 xB., cTagis 2, :

CEpPEAHE 3HEYEHHS - ~ MiH. 75 % -

PosuunenHs EE BEPX, 30 xB., cTtagis 3,

OKPEeMi 3HaueHHs ~|min. 50 % -

PosuuHerHs EE BEPX, 30 xs., cTagia 3,

oKkpewmi 3HaueHHd Makc. 2 o< Q —15% m

PoaunHeHHA EE BEPX, 30 xé., cTagisa 3,

cepegHe sHadeHHA MiH. 75 % -

PosuunenHs GD BEPX, 30 xs., cTagis 1, :

OKpEMi 3HAaYEeHH$ MiH. 80 % 98 99 100 99 97 100

PozunHedns GD BEPX, 30 xB., cTagis 1,

cepe/iHe 3HaYeHHs MiH. 80 % 99

PosuynneHHsa GD BEPX, 30 xs., cTagis 2,

OKpeMi 3Ha4eHHs MiH. 60 % ---

PcaynHenus GD BEPX, 30 xB., cTtagis 2,

cepeHe 3HavYeHHs MiH. 75 % -

Posyunennss GD BEPX, 30 xs., cTagis 3,

OKpeMi 3HaYeHHs MiH. 50 % -

Posuyunenna GD BEPX, 30 xs., cTagisa 3,

okpeMi 3HayeHHs Makc. 2 0a.s Q- 15% .

PosunHenHst GD BEPX, 30 xs., cragis 3,

cepeaHe 3HaveHHs MiH. 75 % -

APSYS S
f —Q(ai




baliep Al

LleHTp noctauaHHs bepnin
MionnepwTpacce, 178
13353, bepniH

CropiHka: 435

CepTudpikat aHanisy Nata: 20-03-2024

Marepian: 84743941

TNorect®, TabneTku, BKpUTi o6ornoHkoto, B bnictepi 1x21 UA

KTOP5S1
10-01-2024
31-01-2027

Cepis:
[ata supoGHUUYTBA:
(pugaTHui oo:

KpaiHa: YkpaiHa

84193364
WEX3RH
890001106208

Marepian:
Cepis:
KoHTponkHa naprisi:

IM-MELIANE SCT WHITE

IHCTPYKLUis no koHTponio: P.5.2.01 - _
Cneundikauis: P.5.1.01-_

KoHTponb

OnuHuus

Kputepih NpuAHATHOCTI BUMipY

PesynbTar

OaHopigHicTb fo30BaHKUX oaMHUUbL EE
BEPX, cTagis 1, okpeMi 3Ha4yeHHs

OaHopigHicTe fo3oBaHux oauHuubs EE
BEPX, cTagia 1, kpuTepit NpURHATHOCTI

OaHopigHicTL fo3oBaHNX oguHNLbL EE
BEPX, cTagia 2, okpeMi 3Ha4eHHs

OfHopigHicTe go3oBaHUX oauHuub EE
BEPX, ctagis 2, kpuTepih NpURHATHOCTI

OpaHopigHicTs go3oBaHnX 0AMHULB GD
BEPX, cTagis 1, okpeMi 3Ha4eHHsn

OpaHopigHicTb fo3oBaHux oguHuys GD
BEPX, cTagis 1, kpuTepin NpUAHATHOCTI

OpHopigHicTb fosoBaHux oaunnuys GD
BEPX, cTagia 2, okpeMi 3HayeHHs

OpaHopigHicTb f030BaHUX oAuHuLbL GD
BEPX, cTagis 2, kpuTepit NpURHATHOCTI

KinbkicHe Bu3aHaveHHss EE BEPX
KinbkicHe BuaHaveHhsa GD BEPX

3aranbHe Y1CIio aepobHUX MIKPOOpraHiamie
(TAMC) :

3aranbHe YNCro LphKDPKOBUX Ta
nniceHesux rpudis (TYMC)

Mikpo6ionoriuHa uuctora Escherichia coli

100.7 98.3 98.3 98.8 97.8

% 100.2 97.998.4 87.2 100.0

mMakc. 15.0 % 2.8

%

%

makc. 15.0

100.4 97.9 97.8 98.6 98.8

% 100.0 97.4 ©8.0 97.4 99.5

Maxc. 15.0 % 2.6

%

mMakc. 15.0 %

95.0 - 105.0 %
95.0 -105.0 %

makc. 2000 KYO/r

KYO/r

Makc. 200

BigcyTHicTbB1 T

e CoA_UKR Logest KTORPSST odi




Barnep Al

LienTp noctauyaHHs Bepniu . . CropiHka: 535
Mionnepwrpacce, 178 CepTudpikar aHanisy Nata: 20-03-2024

13353, bepnin

Matepian: 84743941 forect®, TabneTku, BkpuTi obornoHkolo, B Grictepi 1x21 UA
Cepis: KTOP5S1 KpaiHa: Ykpaina

Hara BupobHuuTEa: 10-01-2024

MpuaaTHui go: 31-01-2027

*) TecT NpoBOAUTLCS HA OCHOBI BUBipkoBoro KOHTponw. TuM He MeHLe, My MATBEPIKYEMO BiANOBIOHICTL AaHoi
cepii HasBHUM cTaHgapTam. -

Po3amip cepii: 50400 ynakosok

Uum s sacsinuyio, wo HaeeaewHa BUlle iHpopmallia € [OCTOBIPHOW Ta TOYHOMW. Uto cepito npoayxuii 6yno
BUpobneHo, Bknoyaroum NakyBaHHs/MapKyBalHs Ta nposefeHo KOHTPOIb i SIKOCTI Ha BULLLe3asHadeHii AinbHUL y
MOBHI# BiANOBIAHOCTI 3 BUMOramu GMP, BcTaHoBneHUMY MicLeBuMm PerynatopHum opraHom, a Takox BignosigHo oo
creuudikauyiit, wo micTaTbes y peecTpauiitHomy gocke. TMpoTokonu BUPOBHUUTBA, nakyBaHHs Ta aHanisis 6yno
NEpernsaHyTo Ta BCTaHOBNEHO BignosiaHicTs GMP.,

Cepist 6Gyna npotecTosaHa 3rigHo cneumdikauii i fossoneHa go peanizatii,

lanuit Ceptudikat saxocTi By cTBOpPEHUI 3aKpUTOlD EIIEKTPOHHOK cucTeMoto oBpobKU flaHux, came TOMY
3aTBEPAXYETHCS €NeKTPOHHUM nianucom. Ocobu, Wo MaoTh npaso Ha nignuc : Madeleine Blumenberg, Caroline
Frenzel, lvonne Koppelmann, Dr. Caroline Morvan, Elisabeth Schmuck, Dr. Ferdinand Westhoff

EnexTpoHHuiA nignuc: ’ T Dr. Caroline Morvan (SGMUI)

ynosHosaxeHa ocoba 3rigHo [upekTusn 2001/83/EC
Oatalvac: 2024-03-19 06:15:19 p.m. CET (UTC + 1 hour )
IHCheKkuinHui noT: ’ 040002761391

Fiter CoA_UKR Logest KTORSS1 paf



