¥ aAPHUUS

Appeca 02093, m. Kuis, Byn. Bopwucninbcbka, 13
Ten./®akc: (+38044)566-68-78 MMpwuiamanbHa
(+38044)207-73-41 Bigain KoHTponw AKOCTI
(+38044)207-73-04 YnosHoBaxeHa ocoba 3 AkocTi

(+38044)207-73-27 YnosHoBaxeHa ocoba 3 ¢apmakoHarnagy

Ceptudikar akocri / Ceprudikar ananisy N2 170000012075

1. HaiimeHyBaHHA npoaykKuii:

MNPEFABANIH-AAPHULIA

(Ha3Ba, cuna fii/akTuBHICTb, Nikapcbka dopma Ta 1 kKancyna MmicTutb nperabaniny 75 mr;

PO3Mip ynakoBku (iBeHTUYHO JO TEKCTY Ha

ynakoBLji roToBOI NpoAayKLii))

2. Homep cepii:
3. Poamip cepii:

4. KpaiHa-Bupo6HuMK:

Kancynu no 75 mr; no 7 Kancyn y KOHTYpPHI 4apyHKOBIN ynakosui;
no 3 KOHTYPHI YapyHKOBI YNakoBKK Y NayLli 3 MapKyBaHHAM YKpPaiHCbKOIO
MOBOIO

DL100924
18,728 TYN

YKkpaiHa

5. HalimeHyBaHHA KpaiHu / KpaiH npu3HaYeHHA YKpaiHa

Ana cepii:

6. Homep peecTpayifiHOro nocBig4YeHHA: NeUA/16414/01/01

7. Data eupo6bHuuTBa: 09.2024

8. [ata 3akiH4eHHA TepMiHy NnpuAaTHOCTI 09.2027

(micAub i pik, nicna Akoro J13 He 3aCTOCOBYETLCA):

9. HasBa, agpeca Ta Homepwu niyeHsin Bcix BUPOBNEHO, BKIOYAIOUM YNaKOBKY/MapKyBaHHA Ta KOHTPonb AKOCTi Ha [pAT
AinbHUUbL BUPpOGHNLTBA | KOHTPONIO AKOCTI; «@apmauestnyHa dipma «[lapHuua» 33 agpecow. M Kuis, Byn.

Ceptudikatu signosignocti GMP Bcix

AinbHUUb:

10. AHanis BUKOHaHWI 3rigHo:

PesynbraTv aHanisy:

Bopucninbcebka, 13; niyensia AB Ne598086; ceigoutBo npo arecTauilo
nabopartopin BKA N2 128; ceprudikat GMP Ne 072/2023/GMP

MKA N3 po peectpayiiHoro noceigueHHa NeUA/16414/01/01 sip 05.08.2022
Ne1421, 3i amiHamu '

N? n.n. HaimeHyBaHHA NOKasHWKa Bumoru HopmaTUMBHOI fOKyMeHTauil PesynbTar aHanisy
1 Onumc Teepai enaTMHOBI Kancynu 3 KpuwwKotw i kopnycom Ginoro abo Bipnogigae
Maiixe 6inoro konbopy, AKi MicTATL nopowok 6inoro abo manxe
6inoro Konsopy
2 laeHTudikauia A Ha xpomarorpamax Bunpo6oBYBaHOTO PO3UYMHY | PO3YMHY Bipnoeinae
NOPIBHAHHA, OAepXaHux B po3aini "KinbkicHe Bu3HaveHHA", yacu
YTPUMyBaHHA nika nperabaniHy MaioTb cnisnagatm
3 lpeHTudikauin B Konboposa peakuia Bignoeipae
4 OpaHopiaHicTb 4o30BaHMX oAWMHWUL  Bignosigae sumoram AQY, 2.9.40. Mpuimanbxe uncno Bignosigae
AV <150 %
5 CynposigHi AOMILKK MNperabaniny naktamy - He Ginbwe 0,2 % 0,0 %
6 CynposiaHi AOMiWKK Byab-aKol iHWoI aomiwkm — He Ginbwe 0,2 % Bianosipae
7 CynpoBiaHi AOMilKK Cyma pomiwok - He Ginbwe 0,5 % 0,0 %
8 Po3unHeHHA Bignosinae sumoram DY, 2.9.3 npu Q=80 % 3a 15 x8 Bianosinae
pponnnE
9 MiqugétBnoriuHa qucmfﬂo‘, KpWTepii NPUAHATHOCTI: 3aranbHe Yncno aepobHmX Bianosinae

~  Kopotkosa
10 KinbkicHe 9.’388&1?9
- eopriiBHa
1 YnmoaEOPTIOY/INH
“ 00481212

12 Mapky/abﬁ‘;m R

C
2
CaHO y B“

/
! A
Frpgant

mikpoopraHiamis - 10° KYO/r. 3aranbHe 4yncno ApisaKosmx i
nniceHesux rpubis - 102 KYO/r. BigcytHicte Escherichia colis 1 ¢

He meHwe 71,25 mr i He Ginbwe 78,75 Mr‘nperaﬁaniny, y 78,44 mr/kanc
nepepaxyHKy Ha CepeaHi0 Macy BMICTY Kancynu

BignosigHo go MKA N3 Bignosigae
BignosigHo A0 3aTBEPKEHOro TeKCTY MapKyBaHHA Binnosigae
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NpopoexenHa Ceprudikar akocti / Ceprudikar aHanisy N2 170000012075 I” ‘Illll,l”l”l”l”llIlllml Imlll"l Iu

11. Komenrapi: bes komeHTapis
12. YmoBu 36epiranHs: B opuriHanbHii ynakoBui npu Temnepatypi He Buwe 25°C. 36epirati B HeQOCTyNHOMY Ans
fiTen micui.

13. 3anBa npo ceptudikauiro: Lum nigreepaxyio, Wwo sci BMpobHUYi cTagii 4na uiel cepii roToeol npoaykuii 6ynu nposeaeHi
B MOBHiiA BIANOBIAHOCTI 3 BUMOramMu, BCTAaHOBNEHWMM B YUHHOMY KepisHuuTei no GMP,
3aTeepAkeHoMy MiHicTepcTBOM OXOPOHM 300poB’A YKpaiHw, i 3 BUMoramv peectpauinHoro
AOCBE KpalHWM NpU3HaYeHHA

Cepina gossoneHa Ao peanisauyii / BigsanTaxeHHs 3 22.10.2024

3aTBepaxyio
MI6: Kopotkoea O.I.

Mocapa: YnosHoBaxeHa ocoba

MignucaHo enekTpoHHUM nignucom: 22.10.2024 12:16
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[oKyMeHT nignucaHo y cepsici ByacHo (npopoBXeHHA)
00481212_20241022_Certificate_170000012075.pdf
Homep fokymeHTy: 170000012075

JlokyMeHT BignpasneHo: 12:21 22.10.2024

BnacHUK JOKYMEHTY

EneKTpoHHU# nignuc

12:2122.10.2024

€0PMoOY/INH: 00481212

I0p. HasBa: MPUBATHE AKLIIOHEPHE TOBAPUCTBO ®APMALIEBTUHHA ®IPMA JAPHMLUA
CTapLuwit iHcneKTop-ynoBHoBaXeHa ocoba: KopoTkosa OkcaHa leopriisHa

Yac nepesipku KEM/ELM: 12:21 22.10.2024

CraTyc nepeBipku cepTudikaTty: CepTudikar aie

CepiiHuit Homep: 32BA6ADAB780FF45040000009715000005D010100

Tun nignucy. keaniikoBaHWi



