T

HAEPYUIIKCIIYKBA
AEPIKABHA CIIVIKBA 3 JIIKAPCHKHAX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH ¥ KUIBCBKII OBJACTI

npocnexT Banepis JloGanoscskoro, 51, M, Kuis, 03110, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.cov.ua. Kon €IPTIOY 37078774

BHCHOBOK
npo SIKiCTH BBe3eHOro B YKpainy JHKAPCHKOro 3acoby

05.07.2021 Ne 19357/21/10

INEHECTEP®

(naliMeHyBanHs Aikapchkoro 3acoBy 3rimno 3 peecrpauiinum NOCBIANERHAM)
TabaeTku, BKpHTi 060/10HK010, 10 5 Mr Ne 30 (15x2): o 15 raduerox y 6aicrepi; mo 2
Ouierepu y kaprouniit kopoGui

(thopma sunycky, nosysamus, s NAKYBaHHS TiKapcsKoro 3acoly)
Homep peectpauiiinoro nocsinuesns UA/6000/01/01 cTpok Aif peectpauiiinoro nocsiguenns 19.08.2021
Cepin nikapcskoro 3acofy Ne 3470920 Kinskicts s8e3enoro nikapeskoro saco6y 3840

Bupobnni TOB "3enrina", Yecnka PecryGika

(Halimenypauus BupoGHIKa nixapcekoro 3acoBy, kpaina TOXO/KCHHS)

Baeseno s Vipainy Tosapucrso 3 o6mesxenorn Bignosinansmicrio "CAHO®I-ABEHTIC
YKPAIHA", izenr. con: 35648623

(waiimMenysanus ta koa 3a €PIIOY 10puaHiHoT 0¢84 abo npissuiLe, iM'y, 10 6aTbROR] (hizmyunol
0cobH - mianpuesmus, i Micue NpOXKHBAHES Ta peccTpallifingif noMep o6aikonol kapTkK rnaTiHka
noxavkis ado cepis ta Homep nacnopra)

Iporokon sisyasnuore konrpomo six 14.04.2021 N 1169/13,

Jlaboparophuit ananiz sxocTi NiKapCLKoro 3acoly 3aifcHeHMi:

M "Llenrpansua nmaGopaTopis 3 axanisy sxocti JIKapCeLKHUX 3aco6iB I MeaugHof IpoAyKIT"
(m.Kuis, Byn.Kysapsascexa 10r)

(naliMenyRanua Ta MicuesHaxoker g naGopatopii, uo nposena saGoparopuuii aHasis akocri)

Bucrosox mozno akocri nikapeskoro sacoby, Biaanmit naboparopieio sin 11.06.2021 No 1339

Pesynsratu naGoparoproro aHaNi3y ZKOCTI NiKapehKoro 3aco0y 32 MepeBipeHUMH [1OKA3HHKAMH BIIIOBIZAIOTE
BHMOraM METOIB KOHTPOJIO HKOCT] {ananiTHyHO-HOpMaTHBHOT MOKYyMeHTaui’).
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Ceprudikar cepii Bupoouuka Ne 0623

Haszea npenapamy:
Honxep npodyxmy:
Cepis No:
Hozyveans:

3470920
SMmr

Hirapcorka gopaa:

Pozmip ynaxoeru:
Tun ynarxosxu:

Menecrep®
11007117_0050

TabneTkH, BKpUTI 0B0NOHKOI0

30 TabneTok, BKpUTHX 0GONOHKOIO
B bmicrepi 2x15

LIMS HV cepii: 1627436
HV spaska: 5413980
LIMS MZP cepii: 1593758
MZP spazra: 5399449

o _ 24 812
Bunywena xinericme. VIIAKOBOK
Kpaina-ivnopmep: Ykpaina

Hama eupobnuymea: 22.09.2020
Tepmyin npudamuocmi: 31.08.2023
Cneyugpixayin: PNY 400365/15-01
Hoxep Peecmpayiinozo

D CCEHPAIIIOZO ) A16000/01/01
noceiouens:

Bunpotyeanns Pesynvmamu Buvoeu cneyugpirayii
3osuimuiit Buris Binnosinae Aosti kpyrai asoonykni Tabnerkn, BrpuTi
30BHILIHII BUPIAD odononkolo, aiametpom 7.1 Mwm
Cepenus maca | tadnerku, BKPHUTOT 0,134 r 0,127r-0.141 r

O00/IOHKO

Posnananus (6e3 anckis)

Lnenrngikauin
Dinacrepun (BEPX)

Dinacrepua (Yd-gioaunii CHEKTp)

bapeunku o6ononku

- TiO: (06ononka)

- Fe'' (06ono1ka) B
Kinbkicne Buznavenns (inactepuny B |
Tabnerui, BKPHTIH N1iIBKOBOIO 0GONOHKOIO
Oanopianicrs 10305anmx OAHHHLL

Meron npamoro BuzHaten

Posunuenns
Pozunuenns

- BiZlOMI Jomilky inaueinyansHo
- HEBINOMI IOMiLIKHK iumBinyanbio
- CyMa JOMIllIOK

Mikpodionoriuna uncrora

4 XBWIMHU

Binnosigae

Bianosinae

Binnosinae
Binnosinae
5.18 mr

B innoginae
: _.97%__.......
0.06%

0.05%
0.11%

He &inbiu nixk 30 xaunun

Hac yTpuMaHHs i noma ocHOBHOTO Niky Ha
XPOMATOTpaMi BHNPoGOBYBAHOID PO3titHy
MOBUHHAI BIAMORINATH wacy yTpuMars i
TUTOLIL OCHOBHOTO MiKa Ha XpoMaTorpami
PO3YHHY IOPIBHIHHS

CnekTp nornuuanus 0CHOBHOTO niky
dinacrepuny na Xpomarorpami
BHIPOOOBYRAHOTO PO3YMHY MOBHHEH
BIIIIOBINATH CMIEKTPY MOMMMHAHHS OCHORHONO
niky ¢inacrepuay Ha XpoMaTorpami postuiy
NOPIBHAHHS

Konbopora peaxiyis

Konboposa peakuis
4,75 Mr— 5,25 mr

[punitmansue uncno AV < 15,0

Q=70% ein 3asrneHoT KinbkoCT
32 30 xBuman

Cxeaneno Vnosnosaicencio ocodoro TOB «3emmisan

}11\4\6 Maryiek [Jakulb Matusi \}
17-05-2021 Mliannc/

Bunyuero 18.02.2021

Miamie/

Cropinka 232
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Ceprudikar cepii Bupoouuka Ne 0623

Hassa npenapamy: Menecrep® LIMS HV cepii: 1627436
Hoxep npooyxmy: 11007117_0050 HV spazka. 5413980
Cepis No: 3470920 LIMS MZP cepii: 1593758
Hosysani: Smr MZP spaska: 5399449
Jixapcvka dhopma: TabNEeTKH, BKPUTI 060NOHKOIO Bunywena kinexicme: ;‘Z'»Jilsi?\ OBOK
Posyip ynaxoeru: 30 Tabnerok, BKpUTHX 000J0HKOIO Kpaiua-ivnopmep: VYkpaina
Tun ynarosku: B BricTepi 2x15
Hama eupoénpmea: 22.09.2020
Tepiin npudamnocmi: 31.08.2023
Creyucbirayis: PNY 400365/15-01
Ho.uc"p Peccmpayitinozo UA/6000/01/01
noceiovens.:
Mikpobionoriuna uncrora Gesroanora
JiKapCBKOro 3acaly /Ul NIePOPaAIbHORO
3aCTOCYBAHHS:
- 3araJibHa KinbKicTh aepoGHUX ‘ 0 KYO/r He 6inbw nix 103 KYO/r
MiKpoopratiamis ‘
- 3araibHa KiMbKICTE APUKIKOBUX | i 0 KYO/r He Ginbur visk 102 KYOQ//r
MHCHABAX rpubin (
- Bincyrnicrs Escherichia coli _ Bianosinae Bigcyrnicrs (B 1 1)

BHCHOBOK: Bianosiaac cnenudikamism.,

Ly 3aTRepazKyIO, WO HABENEHA inopmarlis € JOCTORIPHOIO Ta TOUHOLG. Lito cepito mposykuii Gy/10 BUrOTORICHO, BRIIOUIHO
NIaKyBaHHA/MapKy BaHHSA Ta KOHTPOJIb SIKOCTI, Ha BHLIE3a3HAYEH] i BHPOOHUYI QinaHui (-1X) y NOBHIA BiANOBINHOCT] BHMOraM
GMP, BuUMOraM 3aTBepIMKCHHM NOKANEHHM PETYNATOPHUM OpraHOM, a TakoxK Yy BianoeigHocTi J10 cneundikauiin o
Peectpauiiinoro nocsimuenns, uo mictaThes B peectpauifinomy nocke KpainH-imnoptepa. ITpoTokonn BHpoSHUUTRAE,
MAKyBAHHA Ta A0CHI/REHHS GyIIN Meper/snyTi Ta BiANOBixaoT, BuMoram GMP.

BHITYCK JO3BOJEHO
Aapeca BupodHNUTBA Ta KOHTPOJIK AKOCTI:
TOB «3enrisay (npencraruuk AT «3entizan 3 01.01 .2009) Ten: +420 267 241 111
¥ kabenornu 130, 102 37 [para 10, Honui Mexonynu, Yecrka Pecniybnika Daxkc: +420 267 243 627

Bupo6riraa ninensia Ne 25473/2/INS/98 (octanns 3mina sukls2603 89/2020)
Ceprudixatn GMP No sukls 254516/2017, 342333/2018, 352900/2018, 244450/2019, 955631//2019

:.réd*ré.f;;)mm.‘;}ﬁroslf“r};sa:)f(:euoro ocoboro TOB «3enmisar sy Maryiuex [Jakub Matusik] MEYATKA
; 17-05-2021 e
Miamme/ | Cropinka 232 . Posnpykosano: 17.05.2021
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