Appeca 02093, m. Kuis, 8yn. Bopucninbcbka, 13

Ten./®akc: (+38044)566-68-78 MpwitmanbHa
n n p H u u g (+38044)207-73-41 Bipain KOHTpONio AKOCTI

(+38044)207-73-04 YnosHoBaxeHa ocoba 3 AKOCTI

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

CepTudikar aKocti / CepTudikar aHanisy N2 170000008416

1. HalimeHyBaHHA NpoAyKLUii: ONYKOHA30N-AAPHALA

(Ha3Ba, cuna Aii/akTUBHICTb, NiKapcbKa dopma Ta 1 kancyna MiCTUTb dnykonasony 150 mr;

PO3MIp yNakoBkM (iAEHTUYHO A0 TEKCTY Ha kancynu no 150 mr; no 1 kancyni 'y KOHTYPHill UapyHKOBIi yNakoBLi; no 3 [
ynaKoBLji rotoBol npoaykuir)) KOHTYPHi UapyHKOBI YMaKOBKA Y nauli 3 MapKyBaHHAM YKPaTHCbKOK MOBOIO

2. Homep cepit: NP20624

3. Posmip cepii: 85,840 TYI

4. KpaiHa-BWpO6GHNMK: YkpaiHa

5. HalimeHyBaHHA KpaiHy / KpaiH Npu3HaYueHHA YKkpaiHa

AanA cepii:
6. Homep peecTpaLiiHOro NocBif4eHHA: NeUA/1153/01/03
7. Data empo6HuYTBa: 06.2024
8. [laTa 3aKiH4eHHs TepMiHy NpUAATHOCTI 06.2027
(micaup i pik, nicna akoro J13 He 3aCTOCOBYETbCA):
9. Hasea, agpeca Ta Homepw niueHsii BCiX BMPOBNEHO, BKIKOYaloun yNakoBKy/MapKyBaHHA Ta KOHTPO/b akocTi Ha MNpAT
AinbHULb BUPO6HMLTBA | KOHTPOAIO AKocTi; «®apmauesTnyHa dipma  «[apHuua» 32 appecoio: M KuiB, By
Ceptudikatn signosigHocti GMP Bcix Bopwcninbcbka, 13; niueHsia AB Ne598086; csigouTeo Npo aTecralilo
[iNbHULb: na6opatopiin BKA Ne 128; ceptudikat GMP N2 072/2023/GMP
10. AHanis BNKOHaHWIA 3rigHO: MKS 13 go peecTpauiitHoro nocsifueHHs NeUA/1153/01/03 sin 04.04.2019
Ne728, 3i 3amiHamun
[
PesynbTaTh aHanisy:
N2 n.n. HalmeHyBaHHA NOKa3HWKa BuMoOrn HOPMaTNBHOI poKymeHTauii PesynbTat aHanisy
1 Onumc TBepai KenaTUHOBI Kancynu 3 KOprycom Ta Kpwieukoto 6inoro Bipnosipae
Konbopy. BmicT Kancynu - NOPOWoK 6inoro abo Maitxe 6inoro
KONbopY
2 lnenTndikalia A Ha xpomaTorpami po3uvHy NopisHAHHA (a), opepxaniit B po3pini Bianosinae
«CynpoBiAHI AOMIWKMWY», Yac yTpUMyBaHHA OCHOBHOIO Nika Ma€
CcniBNagaT 3 YacoM YTPUMYBaHHA Nika ¢pNyKoHa3ony Ha
XpOMaTOrpami po3unHy NOPiBHAHHA (b)
3 lpeHTnikauia B Y@-cnekTp NOrMMHaHHA BUNpo6oBYBaHOTO PO3UUHY, Bignosiga€
NPUroTOBAHOTO, AK OMWCAHO B po3paini "KinbkicHe BU3HaueHHA", B
o6nacTi sig 220 Hm Ao 300 HM NOBUHEH MaTK MaKCUMyMK 32
[OBXVHN XBUNb (228£2) HM Ta (271£2) HM Ta MiHIMYM NOTNHAHKA
33 fOBKNHM xBuNi (24912) HM
4 OAHOPIQHICTb A030BaHWUX OANHWLD Bignosinae sumoram AOY, 2.9.40 Bignosinae
5 PosnapaHHs He 6inbwe 30 xB 3 gUCcKamun 11 x8.
6 CynpoBiaHi AOMILLKK [lomiwkn A - He Ginbwe 1,0 % 0,1 %
7 Cynposinngq,uiwmi DoMiwku B - He Ginbwe 0,3 % 0,0 %
* ny
2 2
8 Cyng_é%inni JIOMILLKKN e Byab-AKOI iHLIOI AOMILIKN — HE 6inbwe 0,2 % Bignoeinae
b HasapeHko - L
9 CyﬁpoaigHinﬁﬁl“a = Cyma Bcix aomiwok - He Ginbwe 2,0 % 0,2 %
s BikTopiBHa =
10 PoiﬁwueﬁﬂPﬂOWIﬂH o Binnosigae sumoram A®Y, 2.9.3 npn Q = 75 % 3a 45 x8 Bignogigae
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NpoposxenHa Ceprudikar Akocti / Ceprudikar aHanisy N2 170000008416 I” mllllllI|||IIII|I||II"|I"I“"Iu“l I"

MikpobionoriyHa 4ncToTa

KinbKicHe BU3HaYeHHA

YnakoBKa

MapkyBaHHA

3aranbHe Yncno aepobHux MikpoopraHismis He Binbiwe 1000 KYOIT.

3aranbHe YMCNO [PIKIKOBMX | NniceHesux rpnbis He Binbie 100
KYO/r. BincyTHicte Escherichia colis 1 1

He meHwe 142,5 mr i He Ginbwe 157,5 mr dnykoHasony B kancyni,
8 nNepepaxyHKy Ha CepefHio Macy BMICTY Kancynm

BipnosigHo ao MKA N3

BianosigHO A0 3aTBEPAMKEHOro TEKCTY MapKyBaHHA

Bignosipnae *

151,4 mr/kanc

Bianoeipae

Bignoeinae

11. KomeHTapi:

12. Ymoswm 36epiraHHa;

13. 3anBa npo cepTndikauiio:

* MepiofMuHICTE KOHTPONIO B KOXHINA 10 cepii

B opuriHanbHii ynakoBui Npy Temnepatypi He Bulye 25°C. 36epiratv B HeQOCTYNHOMY ANA

AiTel micui.
Lium nigTeepmaxyio, Wo BCi BMpoGHuuYi cTagii ana uiei cepil roTosoi npogykuii 6ynn nposeaeHi

B NOBHIl BiANOBIAHOCTI 3 BUMOraMmn, BCTaHOBNEHUMMW B YHNHHOMY kepisHuuTei no GMP,
3aTBepAKeHoMy MiHICTepCTBOM OXOPOHU 370poB’A YKpaiHu, i 3 BUMOramMi peecTpauitHoro

AOCbE KpalHW NpU3HaYeHHA

Cepia no3soneHa Ao peanisayii / BigBaHTaXKeHHA 3 10.07.2024

Ni6: HasapeHko M.B.

3aTBepaxylo

MNocapa: CTapiumin iHCNekTop - yNnoBHOBaXeHa 0coba

Nignvcaro enekTpoHHum nignucom: 10.07.2024 11:09
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[LokyMeHT nignucaHo y cepsici BuacHo (novarok)
00481212_20240710_Certificate_170000008416.pdf
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[IOKYMEHT nignucaHo y cepsici ByacHo (npoAoBXKeHHA)
00481212_20240710_Certificate_170000008416.pdf

[JokyMeHT signpasnero: 11:12 10.07.2024

BnacHWK JOKYMEHTY

ENeKTpOHHWA nignuc

11:1210.07.2024

€/1PNOY/INH: 00481212

IOp. HasBa: MPUBATHE AKLIIOHEPHE TOBAPUCTBO GAPMALIEBTUYHA ©IPMA JAPHULIA
CcTapLumit iHCNeKTop-ynoBHOBaXeHa ocoba: HazapeHko MapiaHHa BikTopiBHa

Yac nepeeipkn KEM/ELN: 11:12 10.07.2024

CraTyc nepesipku cepTudikaty: CepTudikat aie

Cepiituit Homep: 32BA6ADA8B780FF45040000007D81000041CC0O100

Tun nignucy: KBanigikoBaHui



