Appeca 02093, ™. Kuis, Byn. Bopucninbcoka, 13
_ ~ Ten./Oakc: (+38044) 566-68-78 MpuitmanbHa
H (+38044)207-73-41 Biggin KOHTPOIO AKOCTI
(+38044)207-73-04 YnoeHosaxeHa ocoba 3 AKOCTI W

(+38044)207-73-27 YnoBHOBaxeHa ocoba 3 dapmakoHarnsgy

Ceprudikar akocri / Ceptudikat aHanisy N 170000016126

1. HaiimeHyBaHHA NpoAyKuii: KAPLIO-[AP®

(nasBa, cuna piifakTMBHiCTb, Nikapcbka Gopma Ta 1 Ta6rneTka MICTUTb aLeTUNCANILMNOBOT KUCNOTH 150 mr;

PO3MIp YNakoBKM (iAEHTUUHO A0 TEKCTY Ha TabneTku, BKPUTI NNiBkoBo 06ONOHKOW0, Mo 150 mr; no 100 TabneTtoky
ynakosui rotosoi npoayKuii)) KOHTelHepi; Mo 1 KOHTeNHepPY B nauLyi 3 MapKyBaHHAM YKpaiHCbKOIO MOBOKO
2. Homep cepii: 1ER10125

3. Posmip cepii: 5,040 TV

4. KpaiHa-BMpO6HUK: YKpaiHa

5. HaiimeHyBaHHA KpaiHu | KpaiH Npu3HaueHHA YkpaiHa

ans cepii:

6. Homep peecTpaliliHoro noceipueHHA: UA/18901/01/02 [lie no 11.08.2026

7. Darta BupoGHuUTBa: 01.2025

8. DaTa 3aKiHUeHHA TepMiHy nNpUAATHOCTI 01.2027

(micaup i pix, nicnAa AKOro J13 He 3aCTOCOBYETHCA).

9. Hazsa, appeca Ta Homepn niyensii Bcix BupoGreHo, BKNovatoun yraKoBKy/MapKyBaHHA Ta KOHTPO/b akocti Ha MpAT
AinbHULB BUPOGHMLUTBA i KOHTpONIO AKOCTI; «QapmaueBTUUHA dipma  «[JapHuua»  3a appecoio: M Kuis, Byn.
Ceprndikaru BignosigHocti GMP BCiX Bopucninbcbka, 13; niyeHsia AB Ne598086; ceigouTBo PO arecTtauito
AiNbHULDb: naboparopiin BKA N2 128; ceptudikat GMP Ne 072/2023; Ne 067/2024/GMP
10. AHani3 BUKOHaHWIA 3rigHO: MKA N3 go peectpaujiiiHoro nocsiaueHHs NeUA/18901/01/02 sig 11.08.2021

Ne 1725, 3i 3miHamun

PesynbTaTti aHanisy:

Ne i, HalimeHyBaHHsA MOKa3HUKa Bumoru HopMaTUsHoI [OKYyMeHTaUjl Pesynbrar aHanisy

1 Onuc Tabnetkn Kpyrnoi opmi 3 ABOOTYKNOI0 MOBEPXHE!O, BKPUTI Bignosigae
nnigkosoto 060noHKoto Binoro abo maike 6inoro Konbopy

2 IneHTudikauia A OuiHI0I0Tb XpoMmaTorpamu, opepxaHi y po3aini "Kinbkicre Bipnosipae

su3HaueHHs". Ha xpomaTorpami Bunpo6oByBaHOro pO3UUHY Yac
YTPUMYBaHHA OCHOBHOTO Mika Ma€ BinoBifaTH Yacy yTpuMyBaHHA
OCHOBHOrO MiKa Ha XPOMATOrpami PO3UMHY NOPIBHAHHA

3 lpeHTudikauia B CnexmpansHa o6racme: gig 250 HM RO 350 um. Makcumym Bignoginae
NOZIUHAHHS © 33 [LOBXUHN XBUJli 276 Hm
4 lneHTudikauia C Peaxuis (a) Ha caniuunatu Bianosipa€e
5 OfHOPIAHICTL BO30BaHUX OQUHULL Bignosinae sumoram [OY, 2.9.40.MpuiimanbHe 41cno AV < 15,0 % Bignosigae
6 PosnapaHHa He 6inbwe 15 x8 4 xe.
7 Po3unHeHHA Bignoeinae sumoram JOY, 2.9.3 npu Q=80 % 3a 15 x8 Bignosina€
8 CynpoBifHi AomilKn Nomiwkn C - He Binblue 0,5 % 0,3%
(pOHHME
9 Cynpo%a;iaﬁi LOMILLKUA "4',," Jomitwky D - He Binbwe 0,4 % 0,0 %
<«
“~

10 CynboaiAHH mRﬁZHKO i~ Byab-AKoi iHwol pOMilKu- He Binblue 0,.2% Bipnogigae

o apiaHHa -
11 CyrposinnPASHRBKRHA - Cyma iHwux AoMiwoK (kpiv Aomiwok C i D) - He Ginbiwe 0,5 % 0,0 %

e ggprioy/inH - <
12 MiKpi)p'ioanmg Ladidra > KpuTepii npuitHATHOCTI: 3aranbHe 4ncio aepobHuX Bignosipnae

N a\° mikpoopraHizmis - 103 KYOIT. 3aranbhe 4icio APDKIKOBUX
“Cano y p? nnicenesux rpubis - 102 KYO/r. BigcyTHiCTb Escherichia colis 1 ¢
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NpoposxenHa Ceprudikar axocti / Ceprudikar ananizy Ne 170000016126 I” |I"““I||”I”I||I“""H"mm"" I'I

13 KinbkicHe BU3HaYeHHA He MeHwe 142,5 i He 6inbwe 157,5 mr aueTuncaniuyunosol 148,4 mr/tab
KUCNOTU, B NepepaxyHKy Ha cepefHio Macy Tabnetku
14 Ynakoska BignosigHo go MKA 13 Bignosinae
15 MapkyBaHHa BignosigHo 1o 3aTBEPAXKEHOrO TEKCTY MapKyBaHHs Bignosipae
11. Komenrapi: bes komenTapie
12. YmoBu 36epiraHus: B opuriHanbHiit ynakoeui npu Temnepatypi He Bue 25°C. 36epirati 8 HefoCTynHoMy ans
aitTen micui.

13. 3anBa npo ceprudikauito: Lum nigreepaxyto, Wo BCi BUPoBHMYI cTafil AnA i€l cepii roTosoi npoaykuii 6ynu nposegeHi
B MOBHil1 BIANOBIAHOCTI 3 BUMOTramMU, BCTaHOBAEHUMU B YUHHOMY KepisHuuTei no GMP,
3aTBepaKeHoMy MiHiCTepCTBOM OXOPOHU 380POB'A YKpaiHu, | 3 BUMOramu peectpauiitHoro
[OCbE KpalHW Mpu3HaYeHHnA

Cepia po3BoneHa go peanizauii / BigsantaxkenHns 3 05.02.2025

3aTBepaxyio
MB: Hazapexko M.B.

Mocapa: YnoBHoBaxeHa ocoba

NignncaHo enexkTpoHHum nignucom: 05.02.2025 16:10
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HasapeHrko
MapianHa
BikTopisHa
€PNOY/INH
00481212

> o flokymeHT nignucaHo y cepeici BuacHo (nouartok)
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LoKyMeHT nignucaHo y cepeici BuacHo (npojoBXeHHs)
00481212_20250205_Certificate_170000016126.pdf

Homep fokymeHTy: 170000016126

JloKyMeHT BignpasneHo: 16:12 05.02.2025

BianpaBHUK AOKYMEHTY

ENneKTpoHHUM nignuc

16:12 05.02.2025

€0PMOY/INH: 00481212

tOp. Hassa: MPUBATHE AKLIOHEPHE TOBAPUCTBO GAPMALIEBTUYHA GIPMA LAPHULIA
CTapLUMit iIHCMEKTOP-yNoBHOBaXeHa ocoba: HasapeHko MapiaHHa BikTopiBHa

Yac nepesipku KEM/ELM: 16:12 05.02.2025

CraTyc nepesipku cepTudikary: Ceptudikar aie

Cepiithuit Homep: 2DBD5940D955E12A040000007D810000BA2DADO0

Tun nignucy: keanidbikosaHui

Tun cepTudikaty: kBanipikoaHui
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