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cropiHka 1 32

Homep matepiany: 60000000114338

Haasa: NAMIKTAN, TabneTkw, LWo Avcneprytorben, no 5 Mr Ne30 y chnakoni

Homep peecrpauifinore noceiguenns: UA/0452/01/01

BupoGHuk: fenchapm Moakades C.A.,189, By ploHBanbackia, 60-322 MNoskans, Mosblya
Homep BupoBHWYoT niuexsl: 100/0002/15

Cuna giifagruenicT!

AlI04a PEUCBUHA. RAMOTPUANH;

1 TabrieTra MicTUTE NAaMOTPUIKIHY 5 Mr

Liuat 3acsinuyio, Wwo HaseqeHa Bulle IHehopmallis € AoCTOBIPHOIO Ta To4YHot. Lo cepiio
APOAYITY By 10 BUroTOBAEHO/BMPOBNEHO, BAIOYAIMY ETANM NaKyBaHHS/MapKyBaHHS Ta
KOHTPOMIO AKOCTI, Ha 3a3HaYeHili(-ux) BULLE cXBaneHii{-nx) BUpoBHWuIN AINbHULI{-5X) ¥
nosHilt sianoBigHOCTI BUMOTram HanekHoT BupoBHKIOT npakTrk (GMP), BcTaHosneHUM
MICLIEBUM PerynaTopHIM opraHoMm, Ta cnewudikaLtiam ¥ peecTpauliiHomMy noceigyeHHi
kpalHu-iMnoprepa. Mpotokonu 06pebku, NakysanHs Ta ananiay cepil 6ynu nepesipeHi Ta
au3HaHi TarMmy, Lo BiANoBigaloTL BUMOram GMP.

el GUES Tepmin npuaaThocTi: 09/2027
NaTa supoGuuurea: 02/09/2024 Poawmip cepii (ynakosox): 701
Onuc Creyudiikanin Peaynbraty
Onuc bini abo Gini 3 BigTiHKOM ABOORYKNI TABNETKW Bifnosinae
nogoseHol hopmii 3 kogom GS CL2 3 ogroro Goxy Ta
Undbpolo 5 Ha iHWiit cropoui. Tabnetkw maioTh 3anax
yopHoi cvopofviu. Ha noeepxHi Tabnetok
DONYCKAEThCH MapMypoBicTb
laeHTHikaUlR AiloY0T peYoBUHY: Burpumye sunpoBysaHHn Binnosisae
JNlamorpugnwn (TLUX) N
lasHTURIKaUIA Allo4oT pedoRIHY: Butpumye sunpoByeatna Bignosinae
Namorpugnmn Yo
abo
JNamorpumrun BEPX
QOHopiaHICTL A030BAHUX OANHULIb Bigneoeinas sumoram €@ Bignoeinac
PosnapaHHn Bignosinae sumoram €4, He Ginble 3 X8, 3
Po34uHeHHR Blgnoeigae eumoram ¢, CLUA, Q=75 aa 30 xB. 101
OaHopigricTs auenepcil Blanorinae sumoram € Binnosinae
KinbkicHe BuaHa4eHHA NamMoTPUAKNHY 5,11
MEeToAOM YO 4,75 ~ 5,25 mrifrabnevky
abo
KinsiicHe BU3HAYSHKA NAMOTPUSKUHY
meTogom BERPX 4,75 — 5,25 mritaBnerry
KinbKicre BU3HaYeHHS NamMOTPULNIMRY 102,3
meTogom Yd 95,0% - 105,0% sig sansneHoi 403K
abo
KinbxicHe BU3HAYSRHS HaMOTPUAMMHY
meroacm BEPX 85,0% - 105,0% Bin sansneHol no3u
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laenTithikaLis AONOMDIEMX pe4oBKH * MosuTueHo lapanTosaHo
Kanbuilo xapborary

IaeHTUthikaUia AonoMiItMX peyosirH ! MosnuTuexo FapanTtoBaHo
MapoKcuNponyNUenionoan

lnenTudikalin gonomiiHux pevosuy ! MNosuTBHO FapaHToBaHo
ANIOMiHII0 MarHilo cunikaty

laeHTUdhikaLiA gonamikeux pevosud MoauTueHOD l"apanToBaHo
Harpito xpaxmanbroikonsaTy

lneHTHthikayisn AonoMiHNY peyosuH * MNoauTueHO FapauToBaHO
MNosigory K30

lperTndikauist FoNoOMIKHUX pe4oBMH ! MosuTueHo apaHTOBaHO
CaxapwHaty Harpio

laeHTHhikauin AonomikHUX pevoBuH ! MosuTkBHO lapaHToBaHo
ApOMaTH3aTOPY YOPHOCMOPOAWHOBOMO

502.009/ AP 0551

[neHTHdiKaLUia AoNoMBKHUX pevoBuH MesuTueHo lapaHToBaHO
Maruilo creapary

Mikpobicnoriyxa wucrorTa? He Binbue 1000 KYOfr FapaxToBgaHO
3araneHa KinbIGCTb MUTTEIRATHUX BePoBHNX

MIKPOOPraHismis

MixpobionoriyHa unctora? He Ginble 100 KYOfr "apaHTOBEHO
CymapHre 1ucno gpbigis 1a rpubis

Mikpobionoriuna wicToTa? Bincytie ir lapaHToBaHo

Escherichia coli

' PerynapHi BunpoGyBaHHa He NPOBOAATLCA

* Perynapht euipobys anka Ke NPOROAATECA. BunpobysaHHsa npOSOARTHCA HE MEHWE HEK Ha OAHIN cepil 8 pis.

Kpaixa, ara imnoprye:

Dara nignucanua ceprudikary

Ykpaina

YnosHosaneHa ocoba
(lignuc

Im'st Anna Nowaczyk
Hara sunycry 21.10.2024

). o

Osoba Wylowalifilcowann/
Qualifi

Ann

o

Person

2%, 102024

waczyl




HEPIKABHA CIIYIKEA 3 JIKAPCHKIX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMH Y KUIBCBKII OBJIACTI

npos, Caithruuol Hapit, 3, m.Kuiz, 02099, Ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €IPTIOY 37078774

BUCHOBOK
npo AKICTH BBE3EHOr0 B YKpainy Jlikapcbkoro 3acofy

05.12.2024 Ne 62480/24/10

JIAMIKTAJ

(HakiMeryBaBHs mikapenkoro JacoBy 3riHO 3 peecTpatiiinnM noceinUeinm)
TABJICTKH, {0 JHCIIEPTYIOTH S, 110 5 mr; 110 30 Tabueroxr y duiaxoni; mmo 1 (pJrakony B
KapToHHI Kopodui

(thopaa Bumycky, nozysatkg, BHA DAKyBaHHY JnKapcLioro sacofy)
Howmep peectpaniitnoro mocsinuenns UA/0452/01/01 erpox aif peecrpanitinoro nocsigwenns 01.01.2099
Cepisn nixapcsxoro sacofy Ne CCI4 Kinskicrrs BRe3eHoro mikapcskoro sacoby 701

BrpoGuik Hendapu [Tosnans C.A., ITonsima

{naitmenynanig BHPOGHHKA NiKapCHEOrO 3acoby, kpaina IoxoHeHHn)

Boeseno » Vipariy Torapuerro 3 o6Mexenoro BigmorinanericTIo "Caakco CriTi aiin
®apmacsroticanae Yrpaiua', igenr. xon: 35619519

(Haiivenysannn Ta koa 32 CLPTIOY sopuanuiot 0cobH abo Rpi3nmme, 1m's, 10 GaThOBI Pr3itiHaL
ocofi - mixnpreMus, it Micue NpomHBanL 14 peeccrpauiftuuil HoxMep 0BMKORCL KAPTKY IIATHHKA
nopatkis abo cepis Ta tomep nacropra)

IMporoxesn sisyansioro kourpono six 02.12.2024 N 3758/1.

3a pesynbTaTaMH AEpIKABHOTO KOHTPOMIO BCTaHOBJIGHO, 110 JNikapehkuii 3aciG Beeseno B  Vkpainy 3
HOTPHMAHMSIM BHMOr 3aKOHOJABCTBA LOAC 3a6€3NeUeHHs AKOCTE NixapenKXHX 3acobis,
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