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Ceptudikar akocti N° 040000117194

Kopcap® AM, Tabnetku, BKpUTi NNiBKOBOIO o6onoukoto, 10 mr/160 mr, no 10 1abnertoKy
6nicrepi, no 3 Gnicrepu y nauui
{1abneTka MicTuTb amnoauniny becunaty (y nepepaxysaHHi Ha 100% 6e3BOAHY peuoBuHy) — 13,88 mr, wo

exsiBaneHTHO amsoauniry — 10 mr; BancapTany (y nepepaxyBaHHi Ha 100% 6Geasopry peuosury) — 160 mr

Homep cepil: 50824 KpaiHa oTpumyBay. Ykpaina
KinbkicTs NpoayKyin: 8.463 Tuc.ynak. Ne PeecTp. NOCBIAHEHHA: UA/16392/01/02
JlaTa BupobHULTBa: 08.2024 TepMin Ail peecTp. NOCBIAHEHHA: HeoBMeKeHW

AHania BUKOHaHWi Mo MK 113 go PM NeUA/16392/01/02, 3mitw 8if 30.10.2023 p.

HaliMeHyBaHHSA NOKA3HUKIB Bumorn AH[A{cneyndirauii) PeaynbraTn BunpobysaHb

Onuc TabneTkn Kpyrnoi gopmn 3 ABOONYKNOO
NoBepxHelo, 3 PUCKOIK0 3 OLHIET CTOPOHN, BKPUTI

[MiBKOBOI OGOMOHKOI0, CBITAIO-KOBTOrO KOLOPY 3

KOpWYHEBNM BIfTIHKOM Bianosipae
lnenTudikauis
aMNoaunTin Ha xpomaTorpami BUnpo6oBysaHoro posynHy (b),
oTpuMaHilt B posaini "KinbkicHe BU3HaueHHsA",
Yac yTpPUMyBaHHA rika amMAoAMMIHY Ma€ crisnaaaty
3 UaCOM YTPUMYBaHHA Nika amnoauniHy Ha
XpoMaTorpami Po3unHY NOPIBHAHHA (b) 3 TOuHICTIO
+2% Bignosinae
BancaptaH Ha xpomaTorpami Bunpo6oBsyBaHoro posunty (b),
oTpumaHini B pozaini "Kinbkiche BU3HaueHHA",
yac yTpUMyBaHHA Mika BancapTaHy Mae cnisnapgaTu
3 4acoM YTPUMyBaHHA Nika BasicapTaHy Ha
XpOMaTorpami po3UuHY NopiBHAHHA (b) 3 TouHiICTIO
+2 % Bignosigae
CepepiHa maca Big 0,333 r 0o 0,367 r (0,350 r £ 5 %) 0,350 r
CynpogsigHi AOMILKK
amnoguniny fomiwka D He 6inbie 0,5 % 0,5 %
gancapTaHy Aomilika B He 6inbwe 0,2 % 0,0 % (<MKB)
6y Ab-KOT [LOMILLKY He 6inbwe 0,2 % 0,0 % (<MKB)
cyma AOMIWOK He 6inbuwe 2,0 % 0,5 %
PozunMHeHHA
amnoannin He merwe 75 % (Q) 3a 30 xB 99 %
BancapTaH He merwe 75 % (Q) 3a 30 xe 90 %
OfHOPIAHICTL A030BAHNX Mae BUTPUMYBaTU BUMOTY
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OAVHNUb Bigpnosinae

Mikpo6ionoriuna uncrora

3aranbHe Y1CNo aepoBHNX Kputepit npuitHatHocti 1000 KYO/r

mikpoopraxiamis (TAMC) 0 (menwe 100)

3aranbHe YUCno apiKAKOBUX Ta Kputepii npuiHatHocti 100 KYO/r

nnicHasux rpu6is (TYMC) 0 (meHwe 10)
Escherichia coli BiacytHicte B 1 BincyThi

KinbkicHe BusHavuenus

amnoauniy Big 9,5 mr go 10,5 mr 8 ogHii Tabnetwi 10,0 mr/Ta6

BancapTaH Big 152,0 mr go 168,0 mr B ogHil Tabnetui 163,7 mritab
YnakoBka Mae sianosigatu Bumoram Binnosipnae
MapkyBaHHs Mae Bignosinatu sumoram Bignosigae
TepmiH npugaTHocTi: 2 pokn o 08.2026

Ymosu 36epiranna:  36epiraTi B opuriHanbHii ynakosui npu Temneparypi He aue 25 °C

Komenrapi:

3asea npo ceprudikauiio:

Uum A 3aceiguyio, wo Buweskazada iHpopMaLin € AOCTOBIPHOW | TouHOIWO. Lo cepito npogyxuii 6yno BUPOBReHo (BKMOYaOUU
YnakoBKy/MapKysaHHs) Ta npoeeaeHuil KOHTPOTL 1T AKOCTI Ha HUKUEBKa3aHiil GinbHWLI B NOBRIl BignosiaHocTi go sumor GMP,
BCTAHOBAEHUX MICLLEBUM PEryNaTOPHUM OpraHoM, a Takox y BignosigHocTi i3 cneuudikauismm, ski 3HaxomATbCA Y peecTpaliiHomy
Rocbe/Toprosoi niyeHsit. MpoTokonu BUPOBHULTBA, NaKkyBaHHA Ta aHanisia 6ynu nepesipeHi Ta BCTaHORMEHa BianoBiaHicTb GMP.

fozeoneHo ao peanizayii / Ao sigeaHTameHHs

YnosHoBaxeHa ocoba — MNposigHuli iHxeHep BCTaBIl ApemeHko B.B. 10.09.2024

Bupo6Huya ginbunysa:
YKPAIHA, 04080 m. Knie-80, syn. Kupuniscoka, 74; Niuensis Ha BupobHuUTBO AE N2 637430 8ig 07.04.2015:

CepTudikat GMP Ne045/2022/GMP sig 25.08.2022: GMP_UZ-08:2023 eig 30.11.2023; UP/1-530-10/21-03/13 BiA
28.10.2021; GMP/EAEU/KZ/81-01-24 8ig 15.12.2023

KoHTponb skocri Ta Bugaua [03BONY Ha peanizauito:

YKPAIHA, 04080 m. Kuie-80, Byn. Kupunigcoka, 74; Csinourso npo arecrayito Ne 390 sig 22.01.2019
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