Appeca 02093, M. Kuig, Byn. Bopucninbcbka, 13

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

(+38044)207-73-41 Biggin KoHTpoOMo SKOCTI

(+38044)207-73-04 YnoeHoBaxeHa ocoba 3 sKOCT b

(+38044)207-73-27 YnoBHoBaxeHa ocoba 3 dapmakoHarnsagy

Ceprtudikar akocri / Ceprudikar ananisy N2 170000011271

1. HalimeHyBaHHA NpoayKuii: PEOLAP®

(Ha3Ba, cuna pilfakTUBHICTb, Nikapcbka dopma Ta 1 MA p-Hy MicTUTb copbitony 60,0Mmr, HaTpilo (S)-nakTaty po3unHy (y nep.
po3Mip yrakoBKM (iGeHTUYHO A0 TEKCTY Ha Ha 100% p-Hy) 19,0mr, HaTpito xnopugy 6,0mr, KanbLito Xxnopuay aurigpaty
YNaKoBLji roToBol NpoaykKLii)) (y

rep. Ha Kanbuito xnopug) 0,1mr, kanito xnopugy 0,3mr, martito xnopugy
rekcarigparty (nep.Ha MarHito xnopug) 0,2mr
po3unH Ana iHdysiii no 200 mn y dnakoHax 3 MapKyBaHHAM YKPaiHCbKOO

MOBOO
2, Homep cepit: 1TN10924
3. Posmip cepii: 55,800 TYI
4. KpaiHa-Bmpo6HuK: YKpaiHa

5. HalimeHyBaHHA KpaiHu / KpaiH npusHaveHHsa YKpaiHa

Ana cepii:

6. Homep peecTpauiiiHoro noceigueHHs: UA/19444/01/01 Lie no 28.05.2027

7. JaTta BUpO6GHNLTEA: 09.2024

8. daTta 3aKiHYeHHA TepMiHy npugaTHocTi 09.2026

(micaup i pik, nicns Akoro J13 He 3acTOCOBYETLCA):

9. HasBa, agpeca Ta Homepu niueHsin Beix BUPO6/EHO, BKIIOYAlOUM yNakoBKy/MapKyBaHHA Ta KOHTponb AKocTi Ha MpAT
HAiNbHULb BUPOGHULTBA | KOHTPOJIIO AKOCTI; «®apmauesTuyHa  dipma  «[apHuua» 3a  agpecow: M Kuis, Byn.
CepTudikatu BignosigHocti GMP Bcix Bopucninbebka, 13; niuensia AB Ne598086; ceimoutso npo aTecTauiio
AinbHULb: nabopatopirt BKA N 128; ceptudikat GMP Ne 066/2024/GMP

10. AHani3 BUKOHaHui1 3rigHo: MKA N3 po peectpauiiHoro noceigueHHa NeUA/19444/01/01 sig 28.05.2022

Ne 895, 3i smiHamun

PesynbtaTtn aHanisy:

Ne n.n. HalimeHyBaHHA NOKasHUKa Bumorun HopmaTuBHOI AOKYMeHTauii PesynbTar aHanisy
1 Onuc [posopa 6e3b6apBHa pifnHa Bignosinae
2 lneHTudikauis A Ha cnekTpax BUNpo6oByBaHOro po3uiiHy, OfepKaHuX Y posaini Bignosinae

o1

“KinbkicHe BUsHaueHHs. Hatpii. Kaniit. Maruin", maotb
CrocTepiraTuca MakcUumMyMu iHTEHCUBHOCTI eMmicil 33 HacTynHUX
[OBXVH XBUNb: 589,68 HM - ona Hatpito, 766,5 HM - Ana Kanito,
279,6 HM — gnis marHiwo
3 lneHTnoikauis B Ha cnektpax Bunpo6oByBaHoOro posurHy, ofepKaHux y posaini Bignoginae
"KinbKicHe Bu3HaueHHA. KanbUiit", mae crioctepiratuca Makcumym
iHTeHcUBHOCTI emicil 3a goBXuHU Xeuni 396,8 Hm

4 IneHTudikayia C Peakuia Ha HaTpin Binnosigae
5 lneHTudikauis D Peakuisi Ha Kanin Bianogigae
6 lneHTndiKauiaeE 1 g PeakLia Ha marHin Binnoginae
@g%ﬂ% ’?i?
% %,
T me”ixmbma}‘%%igg*:apeﬁxe {; Peakuin Ha Kanbiiin Bignoginae
R . el
8 InengcbiK %?%g;iz - Peakuia (a) Ha xnopugn Binnosinae
e : % 1 & :::
9 Inemw¢ir%%5ﬁ€}ﬂ§m i . Ha xpomatorpamax BUnpo60osyBaHOro PO3UKHY Ta PO3UUHY Bignogigae
‘s 0481212 = NMOPIBHAHHA, ofilepxaHux y posaini "KinbkicHe BU3HaueHHs.
'f?,;, ‘;;é“ Jlakratn", vacy yTpumyBaHHa nika nakraty mMaloTb cnisnagaru
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10 laeHTudikauia |

11 lneHTUdIKaLia J

12 laeHTudikauia K

13 Mpo3sopicTb

14 Konboposictb

15 pH

16 06'em, L0 BUTATAETLCA

17 MexaHiuHi BKNtOUeHHA: BUAUMI
YaCTUHKK

18 MexaHiyHi BKoYeHHs: HeBUAUMI
YaCTUHKIY

19 CrepusibHicTb

20 bakrepianbHi eHBOTOKCUHN

21 KinbKicHe BU3HaueHHsA. HaTpii

22 KinbKicHe BM3HaueHHA. Kanil

23 KinbkicHe BU3HaueHHs. MarHii

24 KinbKicHe BU3HauyeHHA. Kanbuin

25 KinbkicHe BM3HaueHHsA. Xnopuau

26 KinbkicHe BU3HaueHHs. JlakTaTu

27 KinbkicHe BusHaueHHA. Copbiton

28 Ynakoeka

29 MapkyBaHHs

MpopoexeHHa CepTudikar akocti / Ceprudikar aHanisy Ne 170000011271 |” “""m“”ml”I”I”l"m"]l"mIIw

PeakKuia Ha nakratu

Ha xpomaTtorpamax BUNpPO6OBYBaHOrO PO3UUHY Ta PO3YUHY
NOpIBHAHHA, ofepKaHuX y po3gini "KinbkicHe BU3HaueHHs,
Copbiton", yacu yTpuMyBaHHa nika copbiTony MaloTb criBnagaTtv
Peakuia Ha cop6iton

Mpenapat mae 6yt Npo3opum

Mpenapar mae 6yt 6e3bapBHUM

Big 6,0 po 7,6

Mpenapat mae Bignosigatu sBumoram OY, 2.9.17

Mpenapat mae Bignosigatn sumoram 4OY, 2.9.20 N

YacTnHoK posmipom = 10 MKM — He 6Ginble 25 B 1 Mn. YacTuHok
posmipom = 25 MKM — He 6Ginblue 3 B 1 mn

Mpenapat mae 6yTu CTepUNbHUM

MeHwe 0,5 MO/mn

He meHwe 258,59 mmons i He BGinbuie 285,81 mmonb B 1 1
npenapary

He meHuwe 3,82 mmonb i He 6inblie 4,22 mmonb B 1 11 npenapary

He meHwe 2,00 mmonb i He binblue 2,21 mmonb B 1 1 npenapaty

He meHwe 0,855 mmonb i He Ginblwe 0,945 mmornb B 1 n npenapary

He meHwe 107,06 mmonb i He 6inblue 118,32 mmonb B8 1 1
npenapary

He meHwe 161,07 mmonb i He 6inblie 178,03 mmonb B 1 11
npenapary

He meHwe 312,84 mmonb i He 6inbwe 345,77 mmonb B 1 11
npenapary

BignoeigHo go MKA 13

BianosigHo Ao 3aTBEpAKEHOro TEKCTY MapKyBaHHA

Bignosinae

Binnosigae

Bianosigae
Bignogigae
Bignosigae

6,4

Bignosinae
Bignosinae
Binnosinae
CrepunbHui
Bignosigae
270,95 mmonb/n
3,91 mmonb/n
2,06 mmonb/n
0,930 mmonb/n
112,25 mmonb/n
172,84 mmonb/n
326,82 mmornb/n
Bignogigae

Binnosinae

11. KomeHTapi:

12. YmoBu 36epiraHHa:

13. 3asaBa npo ceptudikayito;

bes komeHTapis

36epiraty npu Temnepatypi He BuLle 25 °C. He 3amopoxyBsatul, 36epiraTu B HefoCTynHomy
ana giten micui.
Lum nigTeepaxyio, Lo BCi BUPOGHUYI cTagil ana Uiel cepii rotosol npogyKuil 6ynu npoeeaeHi
B NOBHIlA BiAMOBIZHOCTI 3 BUMOraMu, BCTaHOBNEHUMU B YUHHOMY KepisHuUTBI no GMP,
3aTBepaXeHoMy MiHICTepCTBOM OXOPOHM 3A0POB’A YKpaiHu, | 3 BUMOramMun peecTpalliiiHoro
[OCbE KpaiHy Npu3HayeHHs

Cepin nosBoneHa fo peanisauii / igpaHTa)keHHs 3 17.10.2024
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