AxuionepHe ToBapucrso "KuiBmennpenapar”

Ceprudixkar sikocti Ne 165939

MeTonpoJion

Cepis

0093872

Cuna nil/ akTHBHICTh, JiKapchka
dbopma ta poamip

Tabnerky no 50 Mr

no 10 Tabnerok y Gnicrepi; 1o 3 Guiicrepyu B navui

1 Tabnerka MICTHTL: METOTIPONONY TapTparty, y nepepaxysanti na 100%
pedoBuHy - 50 mr

Hazsa ta tenedon BupoOHuKa

AT «Kuismennpenapat», T/¢. (044) 490-75-22

Hazpa xpaluu/ kpal npusHadeHHs
IUtst cepit

Ykpaita

Peecrpatifine nocsigueHHs, TepmiH
i

NeUA/2548/01/02, nic 6e3cTpokoBo

Posmip cepii 21,923 rHe.yn
Jlata BUpoOHHLITBA 03.06.2024
Tepmin nipuaarsocti 500  p.
Mpunaraunit 1o 05.2029

VYMoBH 30epiranus

B opurinaneHiit ynakosLi, npu temrepatypi He Buie 25 °C.

Bupobuuua JinbHuLS

Jinsunus Nel uexy 3 BUpoOHULTBA TBEPANX (HOPM TOTOBHX JiKAPChKHUX
3aco0iB, JinbHuus No2 nexy 3 BUpoOHMUTBA TBEPAUX (HOPM rOTOBHX
JIiIKapChKHUX 3ac00iB

Anpeca BUpoOHUUOT JIiAbHULI

VYkpaina, M. Kuis, Byj. Cakcarancbkoro, 139

AJpeca Ta Miclie MPOBEICHHS
KOHTPOJIIO SIKOCTI

VYpaina, 01032, M. KuiB, Bys1. Cakcarancekoro 139, Biggin koHTponto skocTi

JlineHsist Ha BHPOOHULITBO

AE Ne295498

CaizouTBo npo arecratito

Ne507 Bix 16.02.2022 p.

Ceprudikar Binnosinnocri GMP

Ceprudixar Bianosignocti GMP Ne030/2023/GMP

FpoKxoHTPOILOBAHO BIANOBIAHO 1O MKSI JI3 no peectpauniitnoro noceiguenns NeUA/2548/01/02, smina no MKS
BHUMOT JI3 posnin "Mapxysanus", 3mina 1o MK5 JI3 posuin "MapxyBauus" (Hakas
MO3 Big 26.04.2019 Ne978). (Pesynvratyu ananisy naseneti B Jlogarky 1)

JlosBoJjieno so peanizauil
«ldum s 3acBiagyilo, LIO HaBeAeHa Bulle iH(opMauis €
(BKNIOYAIOUM TIAKYBAaHHS Ta MapKYBAaHHA) T4 IPOBEJCHO KOHTPONb 11 AKOCTI Ha BUILE3a3HAYeHil MIMBHMLI Yy TOBHIH BiANOBiAHOCTI

JOCTOBipHOIWO Ta TouHotlo. Lo cepito npoayxuii 6yno  BHpoGieHO
3 BUMOTaMH GMP, BCTaHOBNEHUMM MICLEBHM PCTYJATOPHMM OPraHOM, a TakoK BIiAmoBiAHO a0 creuudikauiil, wo MicTaATbea Y
peectpauilinomy  jocee.  Tlporokos  BHUPOGHMUTBA, MaKyBaHHA Ta aHai3iB  Oylo  [EperisHyTo BIANOBIAHICTh

GMP»

: s

’ VM EHTIB
YHOBHOBaXKEHa 0c06a 3 IKOCTI // FEHRO T
19.06.2024 '




AXTERIUM

AxuioHepHe ToBapucTeo "Kuismeanpenapar”

Honarok 1 no Ceprudikary sikocti
Cepruoikar ananizy Ne 165163

MeTomnposo

Tabserkn no SO mr
no 10 raGnerox y Gaicrepi; no 3 6aicrepu B navui
1 TaGierKa MICTHTL: METONPOJIOY TAPTPATY, y nepepaxyBanHi Ha 100% peuosuny - 50 mr

Cepis 0093872

Kin-rs B cepii 21,923 TuHe. yn

Jara BupoOHuirea 03.06.2024

Jlara Bujaui =R 19.06.2024

AHaJli3 BUKOHAHO Y BiNOBITHOCTI 3 MK JI3 ne peecrpauniiinoro nocsiguenust NeUA/2548/01/02, 3mina go MK JI3 posain
"Mapkysauna", 3mina g0 MKSI JI3 po3nin "Mapxysauna" (saxaz MO3 sig 26.04.2019
Ne978).

Ne | HaitmeHyBaHHS NOKa3HHUKA Bumory MIGI/AH Pesynerar ananisy BHCHOBOK
1 | Onue TaGneTku kpyrnoi Gopmu 3 MIOCKOIO Biagnosinae Bianosinae

oBepxHelo, 6inoro abo 6Ginoro 3
KPeMOBUM BiATIHKOM KOJIbOPY, 3 ABOMA
NEPHEeHANKY IS PHO-TIEpeCide HUMHU
pUCKaMH i (packoro.

2 | Inenrugixanis A. YO-cniexrp Binnosinae Binnosinae
B. BEPX Bianosinae Bianosinae

3 | OnHopiaHiCTh A030BAHUX OAHHHULID [TpuiiManbHe YMCI0 NOBUHHE BiANOBIAATH Binnosigae Biariosinae
BHMOTaM, 3a3Ha4eHum B JIOY, 2.9.40 [AV=3 4/

4 | Posunnenns penapar nOBMHEH BUTPUMYBATH BUMOI'H Binrosinae Bianosiaae
JADY, 2.9.3 npu peryiaMeHTOBaAHOMY /98-100%/

CTYNEH] PO3UHHEHHS METOTIPOJIONY

taptpary (Q) 75 %, Bix BMiCTY,
3a3HaueHoOMY y nyHkTi "1 Tabnetka

MICTHTDY.
5 | Cynposinsi AOMIilIKH Bynp-sika nowmiuika - He Ginbwe 0,3 % Biarnosigae Binnosigae
Cyma nominiok - e 6inbie 0,5 % Bianosinae Binnosijlae
6 | Mikpo6ionoriyna 4icToTa Kpurepii npuitnatHocri: 3aranste 4o Binnosinae Bianosiaae
aepobuux mikpooprauizmis (TAMC) - /<100 KYO/
[000KYOsB 1T
Kputepii npuitastHocri: 3aransHe yucio Bimnosinae Bianosinae
IpixmKoBux i nuiceHeBux rpubis (TYMC) /<50 KYO/
-100KYOsB1r
Bincyrnicts Escherichiacolis I Biarnosigae Biznosinae
7 | KinbxicHe Bu3HaueHHs Buict meTanposopiy Tapraiy B OZIHIH 50,1 Binnosinae

tabaerui Mae GyTH Bin 47,5 mMr 10 52,5 mr,
y mepepaxyBaHHi Ha CEPEAHIO Macy
TabaeTKu

8 | Mapkysanus 3rigno 3 MK JI3 ' Bignopigae __1-— Bigosizae




AXTERIUM

AkuioHepHe TosapucTso "Kuismeanpenapar"

Honatox 1 no Ceprudixary sxocri
Ceprudixat ananizy Ne 165163

MeTtonpoJioa
Ne | Haiimenysanus nokassnuka Bumoru MKSI/AH/T Pesynsrar ananisy Bucnosok
9 | Vnaxoska 3rigso 3 MK JI3 Binmnosigae Bianosinae
Tepamin npunarsocri: 5.00 poxis 4 [Tpunaruuii go: 31.05.2029
YMoBH 30epiraHus: B opurinanehiit ynaxosui, npu remmeparypi ne snme 25 °C.
BucHosku: Bixnopinac sumoram MKS JI3 o peectpauiiinoro nocsinuenns NeUA/2548/01/02, smina no MKSL
JI3 posnin "Mapkysaunus", smina 1o MKSI JI3 posain 'f/_MapKyBamm" (1#aka3 MO3 Big 26.04.2019
Ne978). :
Hauanshuk BKSI (= Quis UUKOJIOBELb
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TOKYMEHTIB
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