(+38044)207-73-04 YnoBHoBaxeHa ocoba 3 AkocTi
(+38044)207-73-27 YnoeHoBaxeHa ocoba 3 dapmakoHarnagy

Appeca 02093, m. Kuis, Byn. bBopucninbcbka, 13
Ten./®Qakc: (+38044)566-68-78 [puAmManbHa
n Q p H u u g (+38044)207-73-41 Bipgin KOHTPONIO AKOCTI

Ceptudikar akocri / Ceptudikar ananisy N2 170000012582

1. HaiimeHyBaHHA npoayKuii: EKCIE®

(Ha3Ba, cyna Aii/akTMBHICTb, Nikapcbka dopma Ta  Tabnetku, BKpUTI NniBKkoBok o6onoHkoto, no 90 mr,

po3Mip YNakoBKkK (iA€HTUYHO [0 TEKCTY Ha no 10 TabneTok B KOHTYPHIi YapyHKOBIW ynakosLi,

ynakoeui rotosol npoaykuii)) no 1 KOHTYpPHI YapyHKOBI/ ynakoBUi B nayyi

2. Homep cepii: 1LG11024

3. PosMmip cepii: 7,466 TYN

4. KpaiHa-BUpoOGHUK: Ykpaina

5. HaiimeHyBaHHA Kpainm / Kpaid npusHaveHHa YKpaiHa

ANA cepii:

6. Homep peecTpauiiiHoro noceigyeHHA: UA/19245/01/02 [ie go 16.08.2027

7. Data Bupo6HMYTBa: 10.2024

8. MlaTa 3akiHYeHHA TepMiHy NnpuaaTHOCTI 10.2026

(micaup i pik, nicna akoro J13 He 3aCTOCOBYETLCA):

9. Haszgea, agpeca Ta Homepu nilueHsin Bcix BMpo6neHo, BKNIOYAOUM YNaKkoBKy/MapKyBaHHA Ta KOHTPONb AKOCTI Ha MpAT
AinbHULb BUpO6GHWLUTBA | KOHTPOMIO AKOCTI; «®apmaueeTuyHa dipma  «[apHuuya» 32  agpecow. M Kuig, Byn.
Ceprtudikatm signosigHocri GMP Bcix Bopucninbcbka, 13; niyensia AB Ne598086; ceigoutBo npo atectauil
AiNbHWALb: na6opartopii BKA N2 128; ceptudikat GMP Ne 072/2023/GMP

10. AHaniz BUKOHaHWM 3rigHo: MKA N3 go peectpayinHoro noceigyeHHs NeUA/19245/01/02 sip 16.08.2022

Ne 1467, 3i 3miHamum

PesynbtaTth aHanisy:

N2 n.n. HaimeHyBaHHA NOKa3sHUKa Bumoru HopMaTMBHOI AOKYMeHTaLii PesynbTaT aHanisy

1 Onuc TabneTku Kpyrnoi ¢opmmu 3 ABOONYKNOK NOBEPXHE, BKPUTI Bignosipae
nniekoeoio o6onoHkolo binoro abo maiixe Ginoro konsopy

2 lpenTudikayia A YnbTpadionetoBuit cnekTp NornuHaHHA BunpobosysaHoro posunHy Bignosinae

B obnacti 8ig 210 Hm A0 400 HM NOBUHEH MaTW MAaKCUMYM 32
poexnHM xBuni 233 Hm abo Ha xpomatorpamax sunpobosyBaHoro
PO34MHY | PO3YMHY NOPIBHAHHA, OfepxaHux B po3Aini "KinekicHe
BU3HaueHHA. MeTop II", yacu yTpUMaHHA Nika eTopUKOKCMbY MaioTb

cnienagati
3 |peHTndikauia B AkicHa peakuia Binnosinae
4 OpHopiaHICTL Ao30BaHMX oanHUUL  Bignosigae sumoram ADY, 2.9.40. NpuimansHe uncno AV < 15,0 % Bignosinae
5 CynpoBigHi AOMiLIKu Byab-akoi gomiwku - He Ginbwe 0,1 % Bignosigae
6 CynpogigHi foMilWKK Cyma foMilWoK - He Ginble 0,3 % 0,0%
7 I"oaqMHEHHﬂ Bignosigae sumoram AQY, 2.9.3 npn Q=80 % 3a 15 x8 Bignosigae
8 MiKpoGionqg;wagT_a KpwTepii NpUAHATHOCTI: 3aranbHe 44cno aepobHux Binnosigae
et 4, MikpoopraHiamis - 10° KYO/r. 3aranbHe Y4cno ApiKaKoBux i
T & A .
” G nniceHesux rpubis - 102 KYO/r. BiacytHicte Escherichia colis 11
9 KinekicHe éﬂi@&m@ﬁﬁo % He meHwe 85,5 mr i He Binblwe 94,5 mr eTopukokcuby B Tabnetui, B 89,6 mr/tab
= MapiaﬁHa = nepepaxyHKy Ha CepefHio Macy TabneTku
10 Ynakoska DIKTOPiBHa - BignosigHo no MKA N3 : Bignosigae
e egrnoy/inH =
- -~
11 MapK&EaHHQO'q'S‘I 212 u BianosigHo A0 3aTBEPAKEHOrO TEKCTY MapKyBaHHA Binnosipae
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MNpopoexenHa Ceprudikar akocti / Ceprudikar aHanisy Ne 170000012582 |” l"lllll"l”l"l"ll|||||||||I||"||l||I||

11. KomeHTapi: Bes KomeHTapis
12. YmoBu 36epiraHHa:; B opuriHanbHin ynakoBLi npv Temnepatypi He suie 25°C. 36epirat B HEROCTYNHOMY ANA
[iTen micui.

13. 3anBa npo cepTudikayi: Lium nigTeepaxyio, Wo Bci BUpobHMYi cTaail AnA Uiel cepii roTosoi NpoayKuil 6ynu nposefeHi
B MOBHii1 BiANOBIAHOCTI 3 BMMOramm, BCTAHOBNEHUMU B YMHHOMY KepisHuuTei no GMP,
3aTBepAxeHoMy MiHicTepcTBOM OXOpOHW 3A0POB'A YKpaiHW, i 3 BUMOrammn peecTpauiiHoro
[OCBE KPaiHW NpU3HaYeHHA

Cepin gosBoneHa go peanizauyii / eigeantaxenHs s 05.11.2024

3aTBepaXKy
MIB: Hazaperko M.B.

MNocapa: YnosHoBaxeHa ocoba

MignucaHo enektpoHHUM nignucom: 05.11.2024  14:26
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[LokyMeHT nignucaHo y cepeici ByacHo (NpogoBKeHHs)
00481212_20241105_Certificate_170000012582.pdf |
Homep pokymeHTy: 170000012582

[okymeHT BignpasneHo: 14:30 05.11.2024

BianpaBHUK AOKYMEHTY

EnekTpoHHUI Nignuc

14:30 05.11.2024

€4PNOY/IMH: 00481212

lOp. Hasea: MPUBATHE AKLIIOHEPHE TOBAPUCTBO ®APMALIEBTUYHA ®IPMA JAPHULIA
cTapLuuil iHCNeKTop-ynoBHoBaXeHa ocoba: HasapeHko MapiaHHa BikTopiBHa

Yac nepegipky KEM/EUM: 14:30 05.11.2024

Cratyc nepesipku cepTudikaTty: Ceptudikar aie

CepiiiHuit Homep: 32BA6ADAB780FF45040000007D81000041CC0100

Tun nignucy: KBanidikoBaHUM




