AEPKABHA CJIIYIKBA 3 JIIKAPCI)KI:_IX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KUiBCBKIN OBJIACTI

rpoB. CBiTinuyHoT Hanif, 3, M.KwuiB, 02099, ten/baxc: (044) 363-06-50
E-mail; dls.ko@dls.gov.ua, Kox CPIIOY 37078774

BUCHOBOK
Npo AKICTb BBE3E€HOI'0 B YKpainy Jikapcbkoro 3ac00y

27.11.2023 Ne 58247/23/10

OPAKCHUIIAPHH®

(HalMeHYBaHHS JiKapChKOro 3ac00y 3riJHO 3 peecrpariinmum IIOCBIAYEHHAM)

Po3uMH aas iH'ekuii, 9500 MO anTH-Xa/mi1; no 0,3 ma (2850 MO AHTH-XAa) Y nonepeJHbo
3aNIOBHEHOMY IMNPHIY; 1O 2 IO pAH B 0jicrepi; mo 5 6J1iCTeEiB Y KapToHHIi Kopoomi _

(bopma Bunycky, mosysauns, pun TIaKyBaHHS JIKAPCLKOTO 3ac00y)

Homep peectpaniitnoro nocsigyenns UA/2970/01/01 CTPOK Ail peectpauiitnoro nocsiguenns 01.01.2099

Cepis nikapebioro sacoby Ne 8418B Kinbkicts BBe3eHOro ikaperkoro saco6y 3329
Bupo6uuxk Acner Horep Tam ne Bonnesins, DpaH1iis
(HaliMeHyBaHHs BUPOGHHKA JIIKapChKOro 3acofy, KpaiHa moxoKeHHs)
BBe3seHo B Vipainy ChisibHe yKpaiHChKO-eCTOHChKE NIINPUEMCTBO Y Gopmi TOBAPHCTBA
3 00MexKeHOI0 BiamoBinaabHicTIO "Onrima-®apwm, JTA", inenr. xon:
2164}%28

(HaliMeHyBaHHA Ta kox 3a €JIPIIOY XopuAnIHOT 0coOH abo npissuiLe, iM'S, 0 GATLKOB] (piznunof
0Co0H - mianpueMIl, i Mice ITPOYKHUBAHHSA Ta peecTpalliifiHuii HOMep 00/1iIKOBOT KAPTKM MAaTHUKA
IOAATKIB 260 cepist Ta HoMep ITacropTa)

IIporoxou Bisyamsnoro xonrposmo six 22.11.2023 No 3736/1.

38 PESyNbTATAMH  JEPKABHOIO KOHTPOJIO ~ BCTAHOBJIGHO, IO JHKAPCHKHY 3aci6  BBe3eHO B YKpaiHy 3
AOTPHMAHHAM sumor 3AKOHONABCTBA LIIOA0 3a0e3neuetts IKOCT] JIKapPCLKUX 3aco6iB.
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BHKOHAHO KOMNAHIE:

Acnen Hotep [Jam ne Bonpesinb,

1, pio e n'Abbae

76960 Hotep am ne boxgesinb

dpaHyif

Ten: (33) 2 35 14 34 00, ®akc: (33) 2 35 14 34 26

Kpaiia BupobHuk:
DpaHuis

“Ceprudikar AKkocTi

==

' [lara cepTudikata Koa npenpary/Cepis
23-Cepnus-2023 801160/84188B
| Npeamer/para 3aMOBIEHHS

HE CTOCYETHCA

[penmer/aarTa NocTaBku

- | He cToCyeTheA

NpenMer/nara 3aMoBNeHH:

He CTOCYETHCS

- Homep 3amoBHUKa CTp

_HE CTOCYETbCA 132

ipenapar: GPAKCUMAPUH® 0,3 M1 Y IOMEPERHBO SATIOBHEHVX WMPVLIAX Ne10, HX, YKPAIHA
Kop npenapary: 801160

Jlikapcbka hopma:  Posumnk ans in'ekuin, 9500 MO axTu-Xa/mn -
Poawmip/Bua ynakosku: 0,3 MN (2850 MO antu-Xa ) Y MOMNEPEQHBO SATNOBHEHWUX WIMPULIAX Ne10
Cuna aiil aktMBHICTL: TMn po3urHy MicTuTe 9500 MO axTr-Xa/Mn Hagponapnt KanbLnym;

1 winpuuy (0,3mn) mictutk 2850 MO anT-Xa HagponapuH KansLny M

3anBa Ans perynaTopHUX opraxis.

LIuM 51 NiATBEPAXYIO, WO HaBedeHa BulUe iHOpMAaLis € CNpaBXHbO | TouHow0. LA cepia npenapaty Oyna
BUFOTOBIEHE, B TOMY YMCNI ynakosaHa/ MapkoBaHa | nepesipeHa B MeXax NPOLIERYpY KOHTPOTIo KOCTI, Ha
3a3HaqeHiil BuLle BUpoBHIMIA AiNbHUL, Y NOBHIN BIANOBIAHOCTI 4O BUMON CTOCOBHO HanexHoT BUPOBHUYOJ
npakTukn (GMP), BCTaHOBREHNX MICUEBUM PErynaTopHUM OPFraHOM, @ TaKOX Y NOBHIW BignosigHocTi Ao
cneundikauii, nepeabadennx y peecTpauliiioMy noceigueHHi kpalHu-imnoprepa/danni ai cneuundikaliamu
Ha NpoayKLio, nepepbGadeHnMn AR AOCTIAKYBaHUX NiKapChKUX 3acobis. [lokyMeHTauis CTocoBHO 0DPoOKM,

naKyBaHHs | aHanisy cepil 6yna nepesipera, i Oyno BCTaHOBNEHO, WO BOHA BinnoBinae BuMOram BigHOCHO
HanexHo! BupoGruyol npakrkn (GMP).

Homep peecrpalliitioro noceiguents: UA2870/01/01 - HeobmexeHun

Haaga, agpeca, HoMep AiueHsil ANA BCIX BUPOBHUYMX LiNbHUUD T2 AINbHULL 3 KOHTPOSI AKOCTI:

Acnen Hotep [lam e bowaesin,

1, po fe n'AbBae, 76960 Hotep [lam ae borgesinb, SpabLis

Homep nitersii Ha supobruurso: M 20/124

Mapris/cepin: 84188 Poamip cepii: 10 068 ynaxkoBok

Tepmin npuaatHocri (no) : 02/2026 | [ara supobuuurea ; 15-02-2023
BunpoGyBaHHA ' Kpurepin npuaarHocTl PesynsraTit
30BHILUHIM BUINAL - T Lnpuu, AKMi MICTHTL NPO30PWiA aBo anerka  Bignosiaac

onanecueHTHud, BesBapenuit abo caitno
HOBTUA POIUMH, NPaKTUUHO HE MICTUTD

BUAUMUX HacTOK
IaeHTUiKayin Haponaputa Kanbuis ?
A: anTu-hakTopHa Xa akTUBHICTb Bignosigae
B: pigHOWeHHA aHTU-Xa / aktv [la Bignosinae
C: peakuif Ha Kaneuii Bianoeigae
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BukonaHo komnawicio:

Acnet Hotep [lam e boHpestrib,

76960 Horep [lam ae Bonpesins

Opanyis o
Ten: (33) 2 35 14 34 00, dakc: (33) 235 14 3426

| Ceprudikar akocri

Kop npenapary /Cepisi/lata ceptudpikata ~ crop
801160 / 8418B / 23-Cepnus-2023 232

—— D R R i

~ EmnpobyBaHHA |
Kpurepin npuaaTHoOCTI Pesynsrari

30BHILHIA  BAMSA  posdwry  — He Oinbll IHTEHCWBHO ONanecLEHTHWA, WX Bianosinac

[po3opiCTh NOPIBHANBHKA po3vuH |

3oBHILHIK BUINS A posundy — Konip He Ginbw iHTeHCMBHO 3abapBnexuyt, Hix Binnosinae
| NOPIBHANBHUA PO3UNH Y5

O6'eM, WO BUTATAETHCS — 0.30 - 0.33 Mnfwnpuy Bignosigae

BusHaueHHs pH 50-75 6.8

CTepunbHicTL | Bignosinae Bignosinae

KinskicrHe Bu3HaYeHHSA

AHTHaKTop-Xa akruesicTs 8550 - 10450 MO/Mn 0451

BigHOWEHHS aHTU-XalaHTy la 2.5-4.0 3.0

BakvepianbHi eHgoTokeuHn Mexaniydi < 0.01 MO/MO AXa < 0.01

YACTKK

Yacrkm 2 10MKM | He Binblue Hix 6000 yacTor/wnpuiy 10

YacTku = 25MKM ~ ne Ginblwe Hix 600 yacTok/wnpul 0

YnoBHoBaXeHoIo 0coGoto Biaainy sabesneverHn akocTi
Ma3ani 3emix: -
23-08-2023




