MPUBATHE AKLIOHEPHE TOBAPUCTBO "®ITO®APM"

tOpuanyna agpeca: 02092, m. Kuis, Byn. AnmaTuHcska, 6yamHok 12

TenedoH: (044) 390-52-91

CEPTUDIKAT AKOCTI Ne-135-KI Big 30.08.2024

$-02-KA-01/1

1. HasBa npogykuii EpotoH®
2. Jlikapcbka opma Tabnetku no 100 mr
3. Poamip Ta Tun nakyBaHHs rno 4 Tabnetku y 6nictepi, no 1 6nicTepy 8 nayyi 3 kapToHy. MapkyBaHHsl YKpaIHCbKOK MOBOI
4. Cwvna il / akTyBHICTD 1 TabneTka micTuTs cungeHadiny uuTpaty y Aosax, eksiBaneHTHuX 100 Mr cungeradiny
5. Homep peecTpauiiiHoro nocgigyeHHs UA/4652/01/02 TepmiH Aii HeoBmexeHun
6. Kpaiha-BupobHuk Ykpaina
7. Homep cepii 170824
8. Poawmip cepii 20 530 dacosok
9. Aarta BupobHuUTBa 28.08.2024
10. [lata 3akiHueHHsa TepmiHy npugatHocTi  01.08.2029
11. Aapeca ginbHuli 3 BupobHUUTBA 37500, Montaecoka 06n., M. lly6Hu, Byn. BapsiHkosa, 6y4.16
12, :A""J"'O%F’H’J::‘T‘Z*:” AlnbHIALT 3 MiyeHsis Ha BUPOBHULTBO J3 cepin AB Ne598075 sig 21.01.2014 p, Ne106
13 Appeca pinbHuui ceprudikauii 08303, Kniscbka 0611., M. Bopucnins, Byn. Yymaupka, 6ya. 17
14 Homep niueHsii ginbHuui ceptndikauii  Jligensis sig 15.11.16. (6/n);CepTudbikar ISO 9001:2015 NeHU12/6480
15 PesynbTaTn aHanisis:
Ne HaitMeHyBaHHs nokasHUkKiB Bumoru HTQ B:?g:é’;:;:b
Tabnetku 6inoro konsopy, ABoonyki, wWecturpaHHi (popmu "HEXAGON"), 3
1}0nuc nosHaukoio "®" 3 4Box BokiB.3a 30BHILLHIM BUITISAOM MaIOTb BiANOBIAATM BianoBinae
Bumoram oY+,
2 {lpeHTudikauis
Y®-cnektp NornnHaHHA BUNPoBoBYBaHOrO PO3YMHY, NPUrOTOBNEHOO 33
21 Carsevaciny e e e 8 SGracT s 240 30 SEO M OB | cipnosizac
LOBXUHMN XBUnNi (265+/-2) HM,
2.2{HuTtpatn INpenapar aaec xapakTepHy peakuito (C) Ha uTpaTy. BinnoBigae
3|CepeaHs maca TabneTku 0,6 r+/-5 % 0,600r
He Binblue ABox TabneTok 3 20 MOXYTe BIAXUNATUCS Bif cepeaHbOi Macy
410aHopigHicTL Mack TaBneTku Ginble Hix Ha 5 %. INpu UboMy xoaHa TabneTka He Mae BiXUNSTUCS BIA +2,0%;-1,3%
cepeaHboi Macu Ha 10 %.
5|Po3nanarHsa He Ginble 15 xs. 3xB
6 |CTupaticTb He Ginbwe 1 %. 01%
s 3051 e raainy. wisny e e | signosiac
8|OaHopiaHicTs A030BaHAX OANHULE X\7€<7;Ar§BIAaTM Bumoram tecty JoY*, 2.9.40. Binnosinac
9|Tanek Bmict Tanbky He mae nepesuiyysatyi 3,0 % Big macu TabneTky. 1,8 %
10 [MikpoGionoriuHa yucrora: Ne 81
10.1 nsn?xr;;;:;:gfn?; ??ij,?g;' x KpuTepii npuiinsitHocTi: 1043 KYO/r, 30 KyOIr
10,2 |38rankHe 41Cro ApbKAXKOBiX Ta KpuTepii npuiHaTHocTi: 1072 KYO/r MeHuwe 10 KYO/r

nnicexesnx rpubis (TYMC)

03

E.colistr

HE J1ONYyCKaeTbCA.

He BUABJIEHO

11 |KinbkicHe BU3HauYEHHS:
Cunpexadiny y nepepaxyHky Ha . .

1.1 cepenrio macy TabneTkn Big 0,0950 r 5o 0,1050 r 8 1 TabneTui. 0,1001r
12 |CynposigHi fomiikn He Binbwe 0,2 % okpemoi gomiluky, He Ginbwe 0,5 % Cymu AOMILIOK. BianoBinae
13{YnakoBka 3rinHo MKH po peecTpaliiiHoro noceigueHHs, 3i 3aMmiHamu. sianoeigae
14 |MapkyBaHHst 3rifHO TEKCTY MapKyBaHHs 40 peecTpauiiiHoro NocsigueHHs, 3i aMiHamu. sianoginac

Bucrosok. MepesipeHnii spasok npoaykuii Bignosiaae sumoram MKS go peecTpauiiHoro nocsigyerHs Ne UA/4652/01/02, 3i amiHamu.

3asBa npo ceprudikauio

/MapkyBaHHs) Ta NPOBEAEHO KOHTPOSL 1T SIKOCTI Ha BULLE3a3HaYEHIl AinbHuL ¥ NOBHI
MICLIEBUM PEryNATOPHAM OPraHoM, a TakoX BiAnoBigHO A0 cneyundikauin, Wo mMicTaTb \
nakyBaHHs Ta aHanisis 6yno nepernsiHyTo Ta BCTAHOBNEHO BiaNoBigHICTs GMP.
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