Appeca 02093, ™. Kuig, Byn. bopucninbCbka, 13

T T Ten./®akc: (+38044)566-68-78 [lpunmansHa

OV D e L L (438044)207-73-41 Bigain kokTpomo Akocti _

B (+38044)207-73-04 YnosHoBaxeHa ocoba 3 AKoCT ; ]
(+38044)207-73-27 YnosHosaxeHa ocoba 3 dapmakoHarnsay 0 | -

Ceptudikar akocri / Ceptudikar ananisy N2 170000038151

1. HanmMmeHyBaHHA npoayKuii: MEPIHOOMPEC®

(Ha3Ba, cuna aiifakTUBHICTD, fiikapcbka popma ta 1 Tabnetka MICTUTD 4 MIr NepuHZoNpUNY TpeT-oyTunamidy, Wo BiAnosigae 3

PO3MIp YNakoBKu (ifeHTUYHO [O TEKCTY Ha ,338 Mr nepuHaONPUNY;

ynaKoBLi roToBOT NPOAYKLIT)) Tabnetku no 4 mr; no 10 TabneTok y KOHTyleM YapyHKOBIl ynakosLi; no 3
KOHTYPHiI YapyHKOBI yNakoBKu B Naulli 3 MapKyBaHHAM YKPalHCbKOK MOBOK)

2. Homep cepii: RL20826
3. Poamip cepil: 14,167 TYN
4. KpaiHa-BUpoOHUK: __ YKpaiHa

5. HaimeHyBaHHA KpaiHu | KpalH npusHaveHHA YKpaiHa
AnAa cepit:

6. Homep peecTpayiliHoro NOCBigYeHHA: UA/16982/01/02

7. Bata Bupo6HuLTBa: 08.2026

8. [laTa 3aKiHYeHHA TepMiHY npngaTHocTi 08.2029

(micaub i pik, nicnsa Akoro J13 He 3aCTOCOBYETLCA):

9. Hazea, aapeca Ta HomMepw niLeHsin BCiX BUpOBNeHo, BK/TIOYalOUY. YNaKoBKY/MapKyBaHHSA Ta KOHTPOSb AKOCTI Ha ﬁp’AT'
BiNbHULB BUPOGHULITBA | KOHTPONIO AKOCTI; «OapmauestuuHa ¢ipma  «JapHuua»  3a  aapecolo: M Kuie,  BYy”.
Ceptudikaru signosigHocti GMP Bcix bopucninbcbka, 13; niueHsia AB N°598086; csigourso npo arecrauito
RiNbHULD: na6oparopiit BKS Ne 128; ceptudikat GMP N2 099/2025/GMP

10. AHanis BUKOHaHWU 3rigHo: © MK N3 go peecrpauiiHoro nocsiguenHa NeUA/16982/01/02 sig 1 1.05.2023
Ne879 |

PesynbraTin aHanisy:

Ne n.n. HalimeHyBaHHA NokKasHUKa Bumoru HopmaTKUBHO! JOKyMeHTauil Pesynbrar aHanisy

1 Onuc TabneTku 6inoro abo MaKe 6iNoro Konbopy, naockouuniHapuyHoi  Bianosigae
dopmu, 3 GacKo | PUCKOK |

2 |neHTdikauia A 1Y-cneKTp cyxoro 3anuLLKy MaE BiANoBigaT! CNekTpy cTanpaapTHoro  Bignosigae
3paska nepungonpuny Tper-éytunaminy (EP CRS) abo
nepuHgonpuny Tper-6ytunaminy (GC3 AdY), abo nepuHgonpuny
epbyminy (BP CRS a6o USP RS)

3 [neHTudikaLis B ‘Ha xpomartorpamax BunpoOoByBaHOro po3vNHY | po3UnHY Bignosigae
NOPIBHAHHA, ofiepXaHux B po3gini "KinbkicHe sU3HayeHHs", Yacu
YTPUMYBaHHA OCHOBHUX NiKIB MaloTb cniBnagati

4 OpHOpiAgHICTL O30BaHUX ofnHKLs  Bignosinae sumoram JOY, 2.9.40. NpurimanbHe yucno Bigriosigae
AV < 1'5,0 %

5 PoanagaHHsA He 6inbwe 15 x8 5 xB.

6 CynposigHi AOMiLLIKY - Jomiwku B - He Ginbwe 1,5 %. 0,0%

U CynposiaHi AOMiLLIKA [omiwku F - ve 6inble 1,5 % R 0,0 %
<] Cynpeginni gomiwkn 7. Homiwku C - He 6inbwe 0,6 -

Jomiwkn D - He binswe 0,

10 "Cynp 031.’1"«! AO }&l w 1 :i ] - Lomiwku E ~ He binbe 0, I

0,0%

<H&@§%&ﬁﬁ

9 '-Cynjgomnm 1]0%! K, - 0,0 %

11 -Cynp&amm ,qomu.uv;m 5 Byab-aKoi iHIIOT AOMILIKA = HGE
L f.;:*;’;’%

Bifnosinac
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12 CynposigHi LOMILIKN Cyma . gomiwok (kpim gomiwok B, C, D, E, F) - He 6inbwe 1,0 % 0,0 %
13 Po3yunHeHHs Binnosigae sumoram AOY 2.9.3 npu Q=85 % 3a 15 x8 Bignogigae
14 MikpobionoriyHa 4ucToTa -~ Kpurepii npuitHATHOCTI: 3aranbHe Yucno aepobHmnx Bianosigae ™

MikpoopraHismis - 10° KYO/r. 3aranbHe uncro ppismkosux i .
- : nniceHesux rpubis - 102 KYO/r. BigcytHicte Escherichia colis 1 r
15 KinbKicHe BU3HaYeHH#A He meHwe 3,8 mr i He Ginble 4,2 Mr nepuHgonpuiy Tpet- 3,9 mriTab

byTunamiHy 8 Tabnerui

16 YrnakoBKa o BignosigHo go MKA N3 Bignosinae

17 MapkyBaHHA ~ BianoBigHO A0 3aTBEPPKEHOTO TEKCTY MapKyBaHHA Bignoginac

11. KomeHTapi: *NepiognuHictb KOHTPONo B KOXHiN 10 cepil

12. Ymosum 36epiranHa: B opuriHanbHii yrakosili npy Temnepatypi He Bulle 25°C. 36epiratt B HEQOCTYNHOMY 4N
niten micu,i.

13. 3asBa npo ceptudikauito: Lium NigTBepaxylo, WO BCi BUPOBHUYI cTaaii ans i€l cepii rotooi npoaykuii 6ynu nposegeHi
B NOBHIW BIANOBIAHOCTI 3 BUMOFaMK, BCTaHOBAEHMU B UNHHOMY KepiBHUUTBI no GMP,
3aTBeppXKeHoMy MiHicTepcTeom oXopoHUM 300Pp0oB'A YKpaiHu, i 3 BUMoramu peecrtpauinioro
[OCbE KpalHKY NpKr3HavyeHHs

Cepis go3BsosieHa o peanizadii / sBigBaHTaxeHHs 3 25.08.2026

3aTBepaXKylo
Mib: KopoTkoea O.I.

Mocana: YroBHoBakeHa ocoba

[MignucaHo enektTpoHHKUM Nigrincom: 25.08.2026  09:02
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&/ [DokymenT nignucaHo y cepsici BuacHo (risuarow)
 00481212_20260825_Certificate_1700000385157.pdf:

LTop. 282



JoKyMeHT nignucaHo y cepeici ByacHo (NpogoBXKeHHs)
00481212_20260825_Certificate_170000038151.pdf
Homep gokymeHTy: 170000038151

JoKyMeHT BignpasneHo: 09:04 25.08.2026
BianpaBHUK AOKYMEHTY

EnekTpoHHun nignuc

09:04 25.08.2026

eAPMOY/INH: 00481212 |

[Op. Haspa: [TPUBATHE AKLIIOHEPHE TOBAPUCTBO ®APMALIEBTUYHA GIPMA OAPHULUSA
CTapLUWit IHCNeKTop-ynoBHOBaXeHa 0c06a; KopoTkosa OKkcaHa eopriieHa |

Yac nepesipku KEMN/ELM: 09:04 25.08.2026

CtaTtyc nepeBipku cepTugikaTty. CepTudikar gie

CepiitHuit Homep: 2DBD5940D955E12A0400000097150000C1152600

Tun nignucy: ksanibikoBaHUM

Tun ceptudikary: kBanipikosaHui




