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llepexnad suxonanuii 3 aH2ailCLKOI HA YKPATHCHKY MOGY.

'PUITDJIIO,

tadaerkn Ne 200 (4x50) y crpunax

1 TaGnerka mictuts: [MTapaueramoiy 500,00 mr, Kodeiuy 30 mr, eninedpuny riapoxiaopuny 10 mr, Xnopdenipaminy manear 2 Mmr
Bupo6aeno: Aprypa ®apmacerorikans [1st. Jlta., min 03/CT/AP/2016/F/R, 1505 Tloprist Poyn, Lpi Citi CE3,
Cerapeny Mannan, paion Hitrop-517 588, wrat Anaxpa [lpanewn, [nnis ans Ananra Menikeap Jlta., Benuka
Bpuranis, sucHoBok GMP Ne071/2022/GMP
Cepist Ne G2308

Jara BupoOuuursa: 07/2023
3eiT: No: B/230807

Per. cB-Bo Ne Ne UA/6965/01/01
Tepmin npupatHocTi: 06/2026
O6csr maprii: 4000 ynakoBok.

No. [Moxaszuux Bumoru PesyabTat
1 Onuc TabneTku moBuHHI OyTH 6ijoro ado Maiike Bignosinae
61110r0 KONBOPY, KPYTJIUMHU, TUTOCKMMH 3
JIiHi€I0 po37IOMY Ta (packor0 Ha OJHI CTOPOHI.
2 Cepeanst Mmaca TabJeTOK 600,0 Mr (570,0 mr - 630,0 Mr) 602,85 mr
3 Binxuienust Bin cepeanbol +5.0% Min:-1,19% Max:+1,36%
MacH
+ [nenTudirkauis BDXX - uac yrpuMaHHs MiKy Ha
-napayemamon XpoMarorpami A0CiIKYBAHOTO 3pa3Kka Bianosinae
-xnopgenipamin maneam Bi/LMOBIa€ yacy yTpUMaHHS MKy Bianosinae
-penineppuny 2iopoxnopud CTaHIapTHUX PEUOBUH. Bianosinae
-koghein Binmosinae
-Hampilo memunnapaben Binnosinae
-nampiio nponinnapaben Bignosinae
5 KinbkicHe BU3HAYCHHS Bumyck TepMiH NpUAATHOCTI
- napayemamon 95.0 - 105.0% 90.0 — 110.0% 98,36%
- xnopghenipamin maneam 95.0 - 105.0% 90.0 - 110.0% 99,01%
- Qenineppuny 2iopoxnopuo 95.0 — 105.0% 90.0 - 110.0% 98,10%
- Koghein 6e3600HuUl 95.0 - 105.0% 90.0 - 110.0% 98,06%
- Hampiio memunnapaben 90.0 — 110.0% 90.0 - 110.0% 98,56%
- Hampiio nponinnapaten 90.0 — 110.0% 90.0 — 110.0% 99,10%
6 OaHopigHicTh 1030BAHHX
OAHHHIDb
- napayemamon [ToBuHen BinnosinaTh Bumoram EP 2.9.40 Binnosinae
- Koghein Oe3go0HUI [MoBuHeH BinnosizaTh Bumoram EP 2.9.40 Binmnosinae
y - Qenineppun 2iopoxnopud [TosuneH Bianosinatu BuMoram EP 2.9.40 Binamosinae
- xnopgenipamin maneam [ToBuHeH Bixnosinati BumMoram EP 2.9.40 Bignosinae
7 Pacnajgaemoctb He 6inbiue 30 XBunH 4 xusnn 10 cek
8 Crupanust He Ginbiue 1.0% 0,70%
9 Po3unHeHHs
-napayemamon He menmr 70% (Q) Ha npoTssi 45 XB. Min97,17%;Max97,68%:;Cp97,38%
-Xn0pghenipamin maneam He menin 70% (Q) Ha npoTsi3i 45 XB. Min96,12%;Max97,18%;Cp96,6%
-henineppuny 2iopoxnopuo He menmm 70% (Q) Ha npoTs3i 45 XB. Min 97,57%;Max 98,70%;Cp98,23%
-Koein be3goonu He menm 70% (Q) Ha npoTsi3i 45 XB. Min93,16%;Max 95,52%;Cp 94.37%
10 TecTH HA YHCTOTY
Busnauenns 4-aminogenona Yu He Giabuie Hix 0,1% 0,002%
11 Mikpo6iosioriuna 4ynueToTa 3aranbHe uKcio aepoOHUX Mikpoopradizmis | 10 KYO/r
(TAMC) - ne 6imsure 10° KVO/T.
3arajabHe YUCII0 JPiXNHKOBUX i TUTICEHEBUX 0 KYO/r
rpu6is (TYMC) - He Ginbime 102 KYO/T.
BincyrtHicTb Escherichia coli B 1 T npenapaty. | Bigcyrhe
12 YnakoBKa ITo 4 TabneTku y cTpHIii 3 amoMiHieBoi ¢obru; no 1 crpurny B KoHBepTi; 110 50 KOHBEPTIB Y
KapTOHHiN KOpoOLi. IHCTPYKIis A8 MEAMYHOIO 3aCTOCYBAHHS 101a€ThCS.

Ymosu 36epiranns: 36epirati B OpHriHaibHil ynakoBLi B HEIOCTYTHOMY JUIS iTelt MicLli, npu TemnepaTypi He Buile 25°C.
L{um 3acBinuyeTnes, 110 HaBejeHa HIzKYe iHdopMalis € J0cToBipHOM i TouHOI0. {10 cepito npoayKuii 6y/10 BUTOTOBJIEHO
(BKJTIOYAIOYH YIIAKOBKY | MAaPKYBaHHs) i MPOBefeHO KOHTPO.Ib IKOCTi HA BHLUE3raJaHui AISHUI B MOBHIll BiAMOBiAHOCTI 3
BHMoramu creundikauii, 0 MiCTATbCS B peecTpaliiiHOMY JI0ChE.
[poTokonn BHPOOHHITBA, YIAKOBKH i aHANI3iB nepesipeno i BeTaHoB/IeHO BiNoBiaHicTs BuMoram MK,
BUCHOBOK: INPEIMAPAT BIAMOBIJA€ CTAHIAPTAM MKK.
YnoBHoBazeHa ocoba S.Mahendran

Ananis P.Nataraj

YNOBHOBAKEHA 0COBA

AHaJIITI i, S Head-Quality ITignuc P B
Hata 03/ TOB “EBITAC’ Jlata 07/08/2023 /jy // }//
ﬂaTdB‘U'PS l‘(ﬁ §3 INOHA BENIKAHIHA / ¢ 74

A, nepexnadau Kpasuyx Kamepuna Onexcandpiena (Ouniom npo nepeniozomoexy cepis JJCK Ne 258742, euoanuii 21.06. 201 4, adpecd peecmpazﬂz:
Vipaina, m. Xapris, 61098, syn. [Tonmascoxuii LLnsx, 6y0. 148/2, ke.17; enekmponna adpeca: ekaterinad@ukr.net;, menedron: +38(050)99%1 <42- 84)
3aC6I0UYI0, U0 Yeil OOKYMEHM € O0CMOBGIPHUM | MOYHUM NEPeKNadoM 3 AH2AliCbKOl Ha YKpAlHCbKy MOGY OPMZZHaJleOZO ()QKyMeH /
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JNEPXJTIKCITYXBA
JTEPKABHA CJYXKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPO.TIO

3A HAPKOTHKAMH Y XAPKIBCBHKIHN OBJIACTI

ByJ1. ['pomansHcbka, 25, M. Xapkis, 61057, Ten/dakc: (057) 731-50-68,
e-mail: dls.kh@dls.gov.ua, https://www.dls.gov.ua, Kox €JIPTIOY 36985153

BUCHOBOK"
Npo SAKiCTh BBe3eHOro B YKpaiHy JikapcbKoro 3aco0dy

30.11.2023 Ne 61563/23/20

I'PUIIDJIIO

(HaliMeHYBaHHS NiKapchKoro 3acoly 3riHO 3 peecTpauifHUM MOCBiAYEHHAM)
1o 4 TadyeTku y crpuni; no 1 crpuny y koHBepTi; no S0 KoHBepTiB y KapTOHHIH KopoOui

(dopma BuIycKy, 103yBaHHS, BU/ NaKyBaHHS Jikapcbkoro 3acoby)
.

Howmep peectpauiitaoro nocsimuenna UA/6965/01/01 crpok aii peectpauiiinoro nocsimaenns 01.01.2099

Cepis nikapcskoro 3acoby Ne G2308 KinbkicTs BBE3€HOrO Jikapcskoro 3acoby 3864 yt.
Bupo6HHK Aprypa ®apmacerotikans [1st. JIta., Ingis
(HalfMeHyBaHHA BUpoOHHKa Jlikapcbkoro 3acoby, kpaiHa MOXOKEHH)
Bseseno B Vipainy ToBapucTBO 3 00MexkeHO0 BixnosinaabnicTio ""EBiTac'", inent. xoa:
37657870

L

(naitmenyBanHs Ta kox 3a CAPTIOY wopuanunoi ocobu abo npiseuiue, iM's, no 6arbkoBi GisHaHOT
ocobu - mianpuemuy, 1i Micue NpoXHBaHHS Ta peccTpalliitHuii Homep 06/1ikoBOT KapTKH MJaTHHKA
noaatki abo cepis Ta HoMep nacnopra)

Ipotokon BisyansHoro koutpowo Bin 12.10.2023 Ne 886/0/01.21-23/5.

JlaGopartopHuit aHali3 AKOCTI JiiKapcbKOTO 3aco0y 3milCHEHHIA:

JlabopaTopis 3 koHTpOMO AKocTi Mikapebkux 3acodie TOB "JJOBPOBY T-JIIKMJIAB" (M. Kuis,
Bys1. HoBropozn-CiBepcbka, 6ya.3, HEXHUTIIOBI TpUMiLICHHS 92)

(HaliMeHyBaHHS Ta MicLie3HaX0oIKeHHs naboparopii, Lo npoBena 1abopaTopHUH aHai3 SKOCTi)
BHCHOBOK 00 SKOCTi Jikapchkoro 3aco6y, Bunanuii na6opartopiero in 28.11.2023 Ne 279-23

Pe3ynbraTi 1aGOpaTOPHOTO aHaNi3y AKOCTi JiKapChKOro 3acoly 3a nepesipeHMMH MokasHHKamMu BIATIOBiA210TH
BHUMOTaM METOJIB KOHTPOJIIO AKOCTi (aHaJIiTHMHO-HOPMATUBHOI JOKYMEHTALLIT).

3a pesynpTaTaMM JepXaBHOTO KOHTPOJIIO BCTAaHOBJEHO, MO Jikapchkuil 3aci6 BBe3eHo B YkpaiHy 3

a moo 3abe3nevyeHHs SKOCTI JIIKapCchbKHX 3aco0iB.

/ I[Tomopoxua JLM.
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