Axkuionepue Tosapricso "Kuismeanpenapar”
Cepruikar skocti Ne 173091

AMIILHJIIH

Cepist 0099615

tabaetkn 1o 250 Mr

no 10 Tabnerox y 6aicrepi; 2 Gaicrepn B nayui

1 TabneTka MicTHTL: aMIILATIHY TPUTiApaTy B MepepaxyBanHi Ha ammiunin 250
Mr

AT «Kuiemennpenapar», 7/¢. (044) 490-75-22

Cusa nii/ akTHBHICT, NiKapcbKa
thopma Ta po3Mip

Hazea Ta Teneon BHpobHHKa

Ha3ga kpainu/ kpaih npU3HAYEHHS Ykpaiua

ans cepii

PeecTpauiite nocBinyeHH, TEPMiH NeUA/2950/01/01, nic 6e3cTpokoBO
ait

Posmip cepil 12,474  tHec. yn

Jara BupoOHMITBA 03.08.2024

Tepmin npuaaTHOCTI 3.00 p.

MMpuaatHui 10 07.2027

Vmosu 36epiranus B opuriHanbHili ynakosui, npu Temneparypi He puuie 25 °C.

TlibNKLOA 3 BHPOOHHUTBA TBEpAHX (GOPM rOTOBHX JTiKapChKHX 3acobiB
Gera-naKTaMHOro pALy Lexy 3 BUpoOHUuTEa iH'ekuiiuHX GOpM TOTOBHX

nikapebkux 3acobiB
Vkpaina, M. Kuis, Byn. Cakcarancbkoro, 139

BupoOuuda ainbHHLSA

Ajpeca BApOBHHYOT NiNbHHULL

Ajpeca Ta Miclle [1POBElIeHHs Yipaiua, 01032, m. Kuis, Bys. Cakcarancokoro 139, Biaain konTposo skocti

KOHTDOIIO AKOCTI
Jliuen3ia Ha BHPOOHKULTBO

AE Ne295498

CBif0ITBO NPO aTecTauio

Ne507 sin 16.02.2022 p.

Ceprudpixar sinnosinnocri GMP

Ceprudixar signosianocri GMP Ne022/2023/GMP

[TpOKOHTPOLOBAHO BIANOBIAHO 10
BHMOT

M1 J13 go peccrpauifinore nocsiguenns NeUA/2950/01/01, 3mina no MKA
JI3 posnin "Mapkysanus” (Hakas MO3 sin 08.05.2019 Nel 030). (Peayawratu

ananisy napeneni B [lonarky 1)

Jlo3soneno fo peanizauii
«[lM 8 sacBioMylo, 10 HaBeleHa BHLIE IHjopmawin €
(BKIHOMAIONM  MAKYDAlNA TA MapkyBails) Ta TIPOBEAEHO KOHTPOML i SKOCTI HA BHIE3A3HAueHifl AiNbHWHI y nosHill BiAORiAHOCT

pocrosipHoio  Ta  Touxow. Llio cepito  npomykuii  Gymo BUPODACHO

3 BUMOTamu

GMP, BCTaZHOBACHMMM MICLUEBHM PEryiaTOPHMM OpraHoM, a Takok BUNOBIHO 10 criedMikaiuil, 1o MicTsThes Y
RIANOBIIHICTE

peccTpauiiiHoMy  10CLE. BUpOGHHITEA, NaKyBanus Ta auanizis  OyNo  MCPEIHHYTO T  BCTAHOBACHO

GMP»

ITpoToxonn

g

16.08.2024

YrosHOBaeHa 0coba 3 AKOCTI Mapis FTOJTOW A




B ARTERIUM

AxuioHepHe ToBapucTeo "Kuismeanpenapat”

Jlomarok 1 ao Ceprudikary sIKOCTI

Ceprudikar ananizy Ne 172224

AMNinuJIiH

TabaeTkn no 250 mr
no 10 Ta6aerok y Gaicrepi; 2 Gnicrepu B navui
1 TabneTKa MICTHTB: AMMNINAJIIHY TPUIiAPATY B nepepaxyBanHi Ha aMmiunia 250 mr

Cepis 0099615

Kin-ts B cepii 12,474 Tac. yn

Rara supoGHHITBA 03.08.2024

Jara Bupaui 16.08.2024

AHaJli3 BHKOHAHO y BIAMOBIIHOCTI 3 MKH JI3 o peccrpauiiinoro nocsinuenns NeUA/2950/01/01, smina xo MK JI3 posain

"Mapkysanua" (Haka3 MO3 sin 08.05.2019 Ne1030).

Ne | HaiiMeHyBaHiis MOKa3HHKa Bumors MKS/AH]] Pe3syssrar ananisy BucHoBok

1 | Omue ‘Tabnerku Ginoro abo maibke binoro Binnosinae Bianosinae
KONBOPY, Kpyraoi GOpMH 3 INOCKOK
NOBEPXHEIO, 3 (ACKOK 1 PHCKOIO.

2 | Luenrudikauis ) A. THIX. Bianosixac Bianosigae

B. pu jonasaxHi 10 NOPOIIKY PO3TEPTHX Bimnosinae Bianosinae
TabNETOK CyMillli MiJIHO-TAPTPATHOIO
possuny P i Boau P 3’asaserses
(ionerope 3a6apBneHHA.

3 | OnHopimHicTb A030BAHHX OLHHHLIb TpuiiManbHe YUCIO MaE BiANOBIAATH Bianoeinae Binnosinae
suMoram 1Y, 2.9.40. IAV=46/

4 | Po3untenus, % Tlpenapar Mae BATPUMYBATH BUMOTH Bianosinae Bimnosizae
JDY, 2.9.3 npu pernamMeHTOBaHOMY /86-97%/
CTyneHi posunHenHs amuitmniny (Q) 75
%.

5 | CeitnonornmHaiodi aoMimks, % OnTHuna rycTHHa BANpoGoBYBAHOTO 0,2 Bimnosinae

po3umHY 33 AOBKUHM XBui 320 HM Mae
GyTH He Ginbiue 0,3.

6 | MikpoGioaoriyna YHeToTa JaranbHe YHCIO acpOGHHX Binnosinae Binmosinac
mikpooprauiami (TAMC) ne Ginbuse 1000 /<200 KYO/
KYOsBIr
3aranbHe YHCIO APDKIKOBHX i TUTICEHEBHMX Bignosinae Bignosinae
rpubis (TYMC) xe Ginbie 100 KYO B 1 1. /<20 KYO/
Bincynicts Escherichiacolis | r. Bianosinae Binnosinae
7 | KinbkicHe BU3HAYEHHS Bwict ammiupniny y omHil Tabnerui mae 2516 Bianosinae

6yTy Big 237,5 Mr no 262,5 Mr, y
nepepaxyBaHHi Ha CEPEAHIO Macy
tabnerky.

8 | MapkyBanus 3rigso MKA J13 Bianosiaae Bignosinae




@ ARTERIUM

AxuioHepHe ToapucTeo "Kuismeanpenapat”

Honatox 1 no Ceprudikary sxkocti
Ceprudikar ananizy Ne 172224

AMNinuJIiH
Ne | HaiimeHyBaHHS NOKa3HHKa Bumorun MKS/AH]T Pesynyrar aHanisy BucHoBOK
9 | VYnakosxa 3riaso MKA JI3 Bianosinae Binmoeinae
Tepmin npuaarnocti: 3.00 pokis MMpuparuuii go: 31.07.2027
YmoBu 30epiraHHs: B opurinansniii ynakosui, nps Temnepatypi ne sume 25 °C.
BucHosxu: Binnosizae sumoram MK JI3 a0 pecerpauiiinoro nocsinuenns NeUA/2950/01/01, 3mina po MKS

Hauansuk BKS ~ 7 C T xOnis UAKOJIOBELID

Crinoyray
po aTeCrayig
Ne 507




