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JEPKJIIKCIIYKBA
AEPKABHA CJIYXKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO
3A HAPKOTUKAMM Y XAPKIBCHKIN OBJIACTI

By ['pomanstaebka, 25, M. Xapkis, 61057, Ten/paxc: (057) 731-50-68,
e-mail: dls.kh@dls.gov.ua, https://www.dls.gov.ua, Kox €JIPTIOY 36985153

BUCHOBOK
Npo SIKICTh BBE3eHOro B YKpaiHy JlikapchbKoro 3acody

17.08.2023 . Ne 41821/23/20

TTAHOITAJT 40

(HafiMeHyBaHHs Nikapcbkoro 3acofy 3rifHo 3 peecTpauiiHUM NOCBiAYEHHAM)
TabJIeTKH, BKPHTI 000/I0HK010, KHIIKOBOPO34HHHI, 110 40 mr; mo 10 TabieTok y OJicTepi; mo 3
OsicTepu B navni

(dopma Buncky, 103yBaHHS, BUI NIaKyBaHHs JiKapchbKoTo 3acoby)

Howmep peecrpauifinoro nocsinuenns UA/2628/01/01 crpox aii peectpauiiinoro nocsimsenns 01.01.2099

Cepis nikapcpkoro 3acoby Ne 20904 KinbkicTs BBe3eHoro dikapebkoro 3acoby 18896 yr.
Bupo6Huk ®naminro ®apmacerotukanc Jita., [nais
(naliMenyBaHHA BUPOBGHMKA IKapChbKoro 3acofy, kpaiHa NoXoHKeHHS )
Beeseto B Vipainy ToBapucTBo 3 06mesxkenol0 BixnosinaabuicTio "EBiTac”, iggur. kon:
37657870

(HafimeryBanss Ta Koz 3a CAPTIOY opuanunoi oco6u aGo mpissuLLe, iM's, 10 6aTbkoBi Bizutii0i
0cobu - nianpuemus, ii Micue NpoXuUBaHHS Ta peecTpauiinuii HoMep 061iKOBOT KAPTKH MIATHHKA
noznartkis abo cepis Ta HoMep nacnopra)

IpoTokon BisyansHoro kourposmio Bix 28.07.2023 N 618/0/01.21-23/1.

JlaGopatopHuit anani3 AKOCTi ikapcbKoro 3aco0y 3aificHeHHil:

Jlabopatopis dapmakoneitnoro anamisy JIIT "VkpaiHchbkull HayKoBHi hapMaKonelHUI LeHTp
AKOCTI JIIKApChKMX 3aco6iB" (M.XapkiB, ByJl. ACTpoHOMiuHa, 33)

(HalfiMenyBaHHs Ta Miclie3HAXOMKeHHs 1a6opatopii, 1o nposena NabopaTopHKA aHANI3 SKOCTI)

BHCHOBOK 110110 AKOCTi Jikapchkoro 3acoGy, BumaHuit ntaGoparopieio Bin 16.08.2023 Ne 482/51023

PesynbraTn 1a6opaTopHOro aHali3y SKOCTi JikapchKoro 3acoby 3a NepeBipeHUMHM NoKasHUKamMHi BIAMOBIIaI0TH
BUMOTaM METOIIB KOHTPOIO SKOCTi (aHATITHIHO-HOPMATHBHOT JOKYMEHTALLT).

3a  pesyibTaTaMun  IEPKABHOTO KOHTPOJIO BCTAHOBNIEHO, IO JHKAPChKMH 3aci6  BBe3eHO

AOTPHMAHHSAM BUMOT 3aKOHOJABCTBA LUOI0 3a6€3N1CUEHHS SKOCTI JiKapcbKUX 3ac006iB.
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 enexmponna adpeca: ekaterinad@u

- 8, nepexnaday Kpasuyx Kamepuna %
; nepexnadom 3 anzniticokol Ha yrpal

¢ Ilepexnal GUKORAHUY 3 GHERIUCBKOT i YRPAIHCOEY MOgY.

Hanomun 40,
TabaerkH, BKPHTI oGoronkolo, KumKkosopo3unani, mo 40 mr, Ne 30 (10x3) y Gaicrepax
1 Tabnerka MictHTh: ITaHTONPA30Iy HATPIIO MIBTOPABOAHOrO SKBIBANIGHTHO MaHTONpazony 40,00 mr.
BupoGneno; ®naminro Gapmacerotuanc Jita., nin Ne KD-492, KD-353, E-28, Ommn. ®aep Bpireiin, M.LJ.C.,
Tanomxa, Paiton Paiiran, Maxapamorpa, IH-410208, 1uaia ama Ananta Menikeap JIta., Bennka Bpuranis, BUCHOBOK
GMP Ne011/2023/C-34.

Cepin Ne 20904 ' Per. cB-Bo Ne UA/2628/01/01
Jara BupobuuuTea: 05/2023 Tepmin mpuaaTHocTi: 04/2026
3bitT: Ne: TAL23FP0351 Kinsxicts naprii: 18896 yn ¢
Poamip maprii: 600000 TaGreTok ‘
No. IMokasHHRK ' Bumoru PesyapTat
1 Onuc HKoeri kpyrai gpoonykni TabNeTky Y KMIIKOBOPOITHHHIN Bignoeigae
OGOJIOHIT.
2 | ImenTHdixanis
- RANMORPA3ZON Yac yrpuMyBaHHA OCHOBHOTO HiKy Ha XpoMaTorpami Bimnosiaae
BUTIPOGOBYBAHOTO PO3IYMEY MA€ CIIBIAfATH 3 TACOM
| yrpuMyBaHHA OCHOBHOTO MiKY HA XPOMATOrpaMi cTaHAApTHOTO
POSHMHY.
3 Cepeans maca Tabnerox | 211,00 Mr+7,5% 208,8 mr
(195, 175 mr — 226,825 mr)

4 OanopigHicTs Macu V signosigHocti 3 Esp.®. 2.9.5 Binnoeinae
Tafaerok

5 KinbkicHe pH3HAYEHAN Hpu eunycy: Ha mepmin npuoamnocmi:

| naxronpazony 38,0 - 42,0 mr/Tabn. (95 % | 36,0 — 44,0 Mr/rabn. (90,0 % — 39,3 mrfradm,
— 105 % gig HOMiHAABHOT 110,0 % Big HOMiHANRHOT (98,3 %)
KiBKOCTI) KiNlbKOCTI)
6 - | MikpoGiomoriuna B npemaparti nomyckaeTecs:
YHCTOTA JaransHe THCH0 aepodHHX Mikpoopranismis (TAMC) - ge <100 KYO/r
o D © | Gineme 10 KYO/T
. 3araneHe MHCIO ApDKIKOBEX i miicenesux rpubis (TYMC) - me | <10 KYO/r
6impme 10= KVO/r.
. L L Bmcy’rmc’rh Escherichia coli B 1 r ipenapary. Bincyrhe
7 PO3UHHEHHS KwucmoTha ctagin;: ve Giaswe 10 % Bifl HOMiHansHOT KiMkkocTi 38 | B cepennsoMy 0%
120 xB
Byci)epﬂa crrams[ He MoHe 75 % Bu.'[ HoMiHanbHOf Kinbkocti 3a | B cepenabomy 96%
I0xs

8 Cynposinui gomimkr, . | Jomimen D i'F: ve 6imeme 0,5 % He susasneso
TanTonpasony noMimka A: He Ginbme 0,5 % 0,00004%
TTauTonpasony gomimka B: ve 6ineme 0,3 % He pusasnexro
TuauBigyansHol foMiluky; He Gimsire 0,2 % He Buspnexo

, Cyma nomimtok: He 6ineine 1,0 % 0,00004%

9 3annmkosi KinmbkoeTi Izonponasxo: He Siteme 5000 ppm 263,046 ppm
opraHiyHux Meranerxnopan: #e Sitbme 600 ppm ' He pusarneno
PO3UHHHHKIB o ‘

10 | ¥YnakoBka, MapKyBaHHS Bignosigzo xo MK, TTo 10 Tabnerox nomimatoTs B Gnictep. Ilo 3 Gnictepa pasoM 3

iscTpyKItieio YTIAKORYIOTh B TgYKY.

Ymoen 36eplranm|
30epiratn npu TeMnepaTypi He ane 30" C B opm‘mam:mi& ynakosii. 30epiraT y HSAOCTYIHOM
" I{nM 3acBiTUYEThes, 10 HABSACHA HIDKUE inqmpmaum € .uoc’rompuom i Tounom. o cep c' i / HrOTOBJIEHO

;

. (BKTIOYAKMH YIAKOBKY | MADKYBAHHS) i IPOBEAEH0 KOHTPOTL AKOCT] Ha BUIesrazanyf Ain i, B innoriamocTi 3
* BUMoramMu cnenugikaidl, o MicTaTeCA B peecmpamﬁﬂomy AOCHE, ' \
| YIpoToKOH BHPOOKMIITEA, YIIAKOBKH i AHANIIB HepeBipeno i BCTAHOBJIEHO BiIIOBIAME
. BACHOBOK: IIPENNAPAT BIJIITOBLAA€E CTAH,I[APTAM MKHI.

. Iiarorysap Sandeep Bhawar Ynosaosaxennii Dr. 4
igmge =~ . . . s ‘ HMigoue
‘ Officer-QC . ) ‘Head-Quality _
" Hara 25/05/2023 Hara _27/05/2023 |
YNOBHOBAKEHA OCOBA
T08 "E31TAC"
TYPEHKO A€,
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