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NMPUBATHE AKUIOHEPHE TOBAPUCTBO "®ITODAPM"

HOpuanuua agpeca: 02092, m. Knis, Byn. AnmMaTtuHcbka, ByanHoK 12

TenecdpoH: (044) 390-52-91

CEPTU®DIKAT AKOCTI Ne 117-KIN Big 02.08.2024

®-02-KA-01/1

. Hassa npogykui Epoton®

. Nikapcbka hopma Tabnetku no 100 mr

. Poawmip Ta Tun nakyBaHHs no 1 Tabnetyi y 6nictepi, no 1 6nictepy 8 nauli 3 kapTory. MapkyBaHHA YKpaiHCEKOK0 MOBOID
. Cwna gii / akTuBRICTbL 1 TabneTka micTuTb cungeHadiny uuTpaty y 4o3sax, eksisanenTHux 100 mr cungeradiny

. Homep peecrpaLliifHoro nocsiguexHs UA/4652/01/02 Tepmin aii HeoBmexeHni

. Kpaina-supoBHuk Ykpaida

. Homep cepii 120724

. Poawmip cepii 21 560 dacosok

. NaTa BupobHuuTBa 31.07.2024

. Hara sakiHieHHs Tepminy npuaatHocTi  01.07.2029

. Anpeca ainbHuui 3 BUpoBHuUTBa

37500, MonTaecoka 0611., M. Jly6Hu, Byn. Bapsinkosa, 6yg.16

Homep niueHsii ginbHudi 3

' BupobHuLTBa

-
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NiueHxsia Ha BupoBrHulTBO N3 cepin AB Ne598075 sig 21.01.2014 p, Ne106

Azpeca ginbHuli cepTudikaui

08303, Kuiscoka 0bn., M. Bopucnine, Byn. Yymaubka, 6ya. 17

14 Homep nivensii ginbHuui ceptudikauii  Jliyenais sig 15.11.16. (6/n);CepTudcikar ISO 9001:2015 NeHU12/6480
15 PesynbTaTy aHanisis:
. . Pesynbtatn
Ne HaiimeHyBaHHS nokasHukis Bumorn HTQ Bungo6yBaHb
Tabnetxu Ginoro konbopy, Asoonykni, WecturpanHi (popmu "HEXAGON"),3
1]0nuc nosHaykow "®" 3 4Box BokiB. 3a 30BHILUHIM BUFNALOM MaloTb BiAMNOBIAATH BignoBinae
' BuMOram JoY*.
2{laexTtudikanina
Y®-crexTp nornuHaHHa BUNPoBOBYBAHOIO po3ynHY, NPUrOTOBIIEHOTO 3a
5 . posainom "KinbkicHe BusHaveHHs", B o6nacti sig 240 HM 8o 320 HM NOBUHEH . .
2.1|Cunaeriacpiny uupar MaTu MakCUmym NormnvHaHHs 3a 4OBXNHY XBUNi (290+/-2) HM | MiHiMyM 3a Blanosinae
LOBXUHN XBWUII (265+/-2) Hm.
2.2 UuTtpaTn Mpenapar gae xapakrepHy peakuiio (C) Ha LuTpaTH. Bianoesigae
3|CepeaHs maca Tabrietku 0,61 +/-5% 0,601 r

OaHopiaHicTb macu TabneTtok

He Binble aBOX TabneTtok 3 20 MOXYTb BiAXUNSTUCS BIg cepegHboi macu
Binbuwe Hix Ha 5 %. Mpu ubomy xogHa TabreTka He Mae BiAXUNISTMCS Big
cepefiHboi macy Ha 10 %.

+1,7%;-15%

nniceHesux rpudis (TYMC)

5|PosnagaHHs He Binbwe 15 xa. 2 xB
6 |CrupaHicTb He 6inbwe 1 %. 0,2 %
Bianosinae HacTyriHomy 3a 45 xB; CTagis 1. KoxHa 3 6 TabrneTok BUBINBHSE . .
7 |PosuuHeHts He meHwe 80 % cungeHadiny, Big BMICTY, 3a3HaueHoro y posgini "Cknaa”. BiAnosinae
8 |OpnHopigHicTe 4030BaAHNX OANHULL XCSJ/B:!A?EBIAEITM Bumoram Tecty GV, 2.9.40. BianoBinae
9{Tanbk BwmicT Taneky He mae nepesuiysath 3,0 % Big Macu TabneTky. 1,8 %
10 |MikpoBionoriuHa uucTora: Ne 60
3aranbHe uncno agpoBHUX N iAA
0.1 mikpoopratiamis (TAMC) kpuTepii npunHaTHocTi: 1043 KYO/r. 30 KYOIr
10,2 [38ranbHe YMCNO AphIIKOBUX Ta KpuTepii npuiiHaTHocTi: 1042 KYOIr MeHwe 10 KYO/r

0.3

E.colis1r

He A 0MyCcKaeTbhea.

He BUABNeHo

11

KinbkicHe Bu3HayeHHs:

1.1

Cunpenadiny y nepepaxyHky Ha

Cepeatio Macy TabneTku Big 0,0950 r 80 0,1050 r 8 1 TabneTwj. 0,1022r
12|CynposigHi gomiwku He GinbLie 0,2 % okpemaol fomilku, He Ginbwe 0,5 % cymut AOMILLOK. BiAnoBinae
13|Ynakoska 3rigHo MKA go peecTpaLlitHoro nocBigyeHHs, 3i aMiHam, Bignosinae
14 {MapkyBaHHA 3rifHO TEKCTY MapKyBaHHS 40 PEECTPALilHOrO NOCBIAYEHHS, 31 aMiHaMY. BianoBinae

Bucrosok. MepesipeHuit spasok npoaykuii Bignosigae sumoram MK 40 peecTpauitHoro noceiguexHs Ne UA/4652/O1/02 3i amiHamu. Z{Sc o ST
)2;

3asBa npo cepTudikadjio

Uunm 51 3acsinuyio, wo HasefeHa BULLE iHOPMALS € 0CTOBIPHOK Ta TOUHOIO. Ut cepi
/MapkyBaHHsi) Ta NPOBEAEHO KOHTPONb 1 AKOCTI Ha BULLE3a3HAEHIN AiNbHUL Yy NOBHI
MICLIEBAM PEryNATOPHIM OPraHoM, a TakoX BiANOBIAHO 40 creudikaliit, Wo micTaTbAR
naKysaHHs Ta aHaniaie 6yno nepernsHyTo Ta BCTAHOBMEHO Bi4NOoBIAHICTE GMP.

2 cepniHst 2024 p.
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2 cepnHs 2024 p. VnoaHoaax(eHa Roba
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