OAPMAK

Ten. (044) 496-87-87, Ten./paxc (044) 239-19-38, Ten./dakc (044)49689-42, Ten, (044) 485-26-57 (yinogobogo

Ceptudikar sakocri N2 040000116767

ARERRI

Enem® PiHo, cnpeii HasanbHuij, Po3uuH, no 10 mn y ¢pnakoHi, no 1 ¢dnakoHy y nauui

Homep cepii:

Kinbkictb npoayxuii:

[lara Bupo6HuLyTBa: 07.2024

1M MPEMAPATY MICTUTb OEHINEGPUHY 2,5 MI, IUMETUHLEHY MATEATY 0,25 MT
120724
79.893 Tuc.ynax.

Kpaina oTpumysay: YKpaiva

UA/14054/01/01

Ne Peectp. nocsigueHHsn:

TepmiH aii peecTp. nocsiguenHn:  HeobMeXeHUI

AHani3 BUKOHaHuUi no: MKA 113 go PN UA/14054/01/01, smitm sig 01.10.2021 p.

HaiimeHyBaHHA nokasHukie

Bumoru AHf(cneyudikauyir)

PezynbTaru BunpobyeaHs

Onuc

InenTudikauin

AvmMeTuHLeHy manear

deninedpur

BeH3anKoHito Xnopug

MposopicTb

KonbopogicTs

pH

lMpo3sopa 6e36apsHa abo 3nerka XOBTYBaTa pignHa

3i cnabkum 3anaxom nagaHau

Ha xpomatorpamax Bunpo6osysaHoro PO3UuHY,
ofepxaHux npu BunpobysaHHi "KinbkicHe
BU3HaYeHHA. [umeTuHgeHy maneat", yac
YTPUMYBaHHA NiKy AUMETUHAEHY ManeaTy Mae
CMiBNajaTy 3 4acom yTpUMyBaHHs niky
AVMETUHLEHY Maneaty Ha XpOMaTorpamax po3unHy
NOPIBHAHHA 3 TOYHicTIO £2%

Ha xpomatorpamax sunpo6osysaHoro PO3umHy,
ofepXaHux npn BunpobyeaHHi "KinbkicHe
BU3HaueHHA. OeHinedpuH”, yac yTpyMysakHs niky
deHinedpuHy Mae cnienagaTi 3 yacom YTPUMYBaHHS
niky derinedpuHy Ha xpomatorpamax poO3uuHy
NOPIBHAHHSA 3 TouHicTIO £2%

Ha xpomatorpamax sunpo6osysaroro PO34KHY,
ofepxaHux Npu BunpobysaHHi «KinbkicHe
BU3HaueHHA. beH3aKoHio xnopugy, Yacu
yTpumyBaHHs nikie C12 i C14 6eH3ankoHio
XNopUAly MatoTb CriBNajaTh 3 Yacamu yTpUMyBaHHS
nikie C12 i C14 6ensankoHilo xnopuay Ha
XpomaTtorpamax pPo3unHy nopiBHAHHA 3 TOUHicTIO +2%
Mae 6yTu ripozopum

Npenapat mae 6yt 6e3bapeHum abo 3abapBneHHs
npenapaty mMae 6yTu iHTeHCUBHILLKUM 3a eTanoH Y6
(Ha momeHT Bunycky). Mpenapat mae 6yTu
6esbapeHum abo 3a6apereHHn npenapaty mMa€ 6yTu
IHTeHCUBHIWMM 3a eTanoH GY4

Big 6,3 no 6,7

Bianosigae

Bignosigae

Bignoeigae

Bignosigae

Bignosigae

Bignosigae
6,5
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Ten. (044) 496-87-87, Ten./pakc (044) 239-19-38, Ten./pakc (044)49689-42, Ten, (044) 485-26-57 (uinogo6oeo)

O6'em BMiCTY ynakoBKu He menwe 10 mn Bignosigae

CynpoeigHi gomiwkn

Aomituku 1 He 6inbwe 1,0 % (Ha momeHT BuUnycky). He
6inblwe 2,5 % 0,0 % (<MKB)
HOMILIKY 2 He 6inbwe 2,0 % (Ha momenT BUNYycKy). He
6inbwe 3,5 % 0,0 % (<MKB)
ByAb-AKOI iHWOf JOMilLKY He 6inbwe 0,2 % (Ha momenT BUNycKy). He
6inbwe 0,5 % 0,0 % (<MB)
Cyma AOMIlLIOK AUMeTHHARHY He 6inbwe 3,0 % (Ha momenT aunycky). He
6inblue 7,0 % 0,0 % (<MKB)
Mikpo6ionoriuna yucrora
3aranbHe uncno aepobHux Kpurepiit npuiiatHocti 100 KYO/mn
MikpoopraHismis (TAMC) * *
3aranbHe YuCno APIKEKOBUX Ta Kpurepiit npuitnatrocti 10 KYO/mn
nnicHasux rpn6is (TYMC) * *
Staphylococcus aureus * BincytHictb B 1 ma *
Pseudomonas aeruginosa * BiacyTHicte B 1 mMn *

KinbkicHe BUsHayeHHsn

AnUMeTUHAEeHY ManeaT Bin 0,238 mr 5o 0,263 Mr s 1 mn npenapaty (Ha

MOMEHT BuUnycky). Big 0,225 mr go 0,263 mr & 1

Mn npenaparty 0,251 mrimn
deHinedpun Bin 2,38 Mr 510 2,63 mr 8 1 mn npenapary 2,54 wmr/mn
beHsankoHiio xnopug Big 0,090 mr 5o 0,110 Mr & 1 mn npenapary 0,105 mrimn

Ynakoska Mae signosigatu sumoram Bignosigae
MapkyBaHs Mae Bignosigatv Bumoram Bignosigae
Tepmin npugaThocri: 2 pokn Ho 07.2026

Ymogu 36epiraHns; 36epiraTut B opuriHanbHin YNakosyi Npu TeMnepatypi He Bule 25° C
KomeHTapi:

*Ha nigcrasi epiofiMYHOro KoHTpoSIO. MNpote mu NiATBEPAKYEMO BigNOBIgHICTL AaHol cepii sBumoram HJj

3asea npo ceprudikauyio:

LUum a sacsiguyio, wo BUlljeBKasaHa iHpopMaLlis € AOCTOBIPHOI | TouHolo. Lito cepilo npopykuii 6yno BUpobaeHo (BKNouatoun
YNaKoBKY/MapKyBaHH:) Ta NPOBeAEHNIA KOHTPOMD ii AKOCTI Ha HUKUYEBKA3aHIN AiNbHULi B NOBHIl BigNoBigHOCTI Ao BUMOF GMP,
BCTAHOBNEHNX MICLIEBUM PETYAATOPHUM OPraHom, a Takox y BignoBigHoCTi i3 cneuundikauiamu, aki 3HaXOAATLCA y peecTpallitiHomy
BOCLE/TOProBoi NiLieHsii, Npotokonun Bupo6HuLTEa, NaKyBaHH#A Ta aHanisie 6ynu repesipeni Ta BcraHoBNEHa signosigHicte GMP.

Hossonewno go peanizauii / go BigBaHTaxkeHHs

YnosHosaxeHa 0coba - HauanbHuk sigginy BCraBI Nantyx 10.M. 31.07.2024
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Bupo6huvua AinbHnys:
YKPATHA, 04080 m. Knis-80, Byn.Kupuniscoka, 74; Nivensin ua BUPOGHUUTBO AE Ne 637430 Bin 07.04.2015; GMP

051/2024/GMP sig 29.05.2024; GMP/EAEU/KZ/81—O1-2024 Big 15.12.2023; GMP_UZ-08:2023 Bin 30.11.202;
UP/1 -530-10/21-03/13 Bif 28.10.2021

KouTponb akocri ta BuAava fossony Ha peanisauiro:
YKPAIHA, 04080 wm. Kuis-80, Byn.Kupuniscebka, 74; CBiBoyTBo Npo atecrauiio Ne 390 Bi4 22.01.2019
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