Astrea Fontaine, .

Rue Des Pres Potets, Fontaine Les Dijon, 21121, France/ oo
Acrpea QoHTeH, ) :
P fe lNpe Flote, Ponten fe flixon, 21121, Ppanyia

Certificate of analysis/ Ceprudpikar aHanisy

1. Name of product/ Haasa nponyxry DRIPTANE® / IPUNTAH®
2. Country of the manufacturer/ KpaiHa supoSuk France /®paHuin
3. Registration certificate number in Ukraine/ Homep | UA/G730/01/01
bEECTRaWiRHOro nocsiqyeHnn B Yipaini
4, Strength/ Cuna pii 5 mg oxybutynin hydrechloride / 5 mMr oxonyTuHiny
rigpexnopuiy
5. Pharmaceutical form/ Nlikapcska opma Tablets 5 mg /Tabnetk no 5 mr
6. Size and type of the package/ Poamip i Tun 30 tablets per Dlister; 1 biister in carton box / 30
YNaKOBKH rabnetck y Bnicrepi; 1 Gnictep y KapToHHIA kopobui
7 Batch number/ Homep cepit 35642
Batch size / Posmip cepii 8331 packsfyn,
8. Date of manufacture/ fara eupoBruyrea 01.2024
Batch Release date / flara sunyexy cepii 02.04.2024
9. | Expiry date/ ata sakiHueHHs Tepminy 12.2026
NPUAATHOCTI
10. | Name, address and manufacturing license Astrea Fontaine,
numbers for batch release site/ Hassa, agpeca Ta | Rue Des Pres Potets, Fontaine Les Dijen, 21121,
HoMmep nileHsii BrpoBHnYoro MakiaHyuka, France/ AcTpea ®onTeH,
BIANOBILANLHOIC 38 BUYCK cepil Pie [ie lNpe Nate, dowten Jle Oixon, 21121, ®paHLis
Manufacturing Authorization (JTiyeHsist va
BnpabHiTeo) 2022_075_1_2 4 7
1t. | Results of analysis/ Peaynuratu ananisy See table below/ [11e. Tabrnuio Hwkqe
Results of analysis/ Pesynwtatu ananizy
Parameter tested Acceptance limits Results
KoHtponbosanuih napamertp Honycrumi mexd Pesynuratu
Appearance/ 3opHilWHIN Burnag Reund white, hiconvex tablets with a score | Complies /
mark on one side / Binnosinae

Kpyrni Bini peoonykrii TabreTky, 140
AINATHCS, 3 HACIHKOW 3 CAHOIE Boky

tdentification of oxybutynin hydrochloride Retention time of the principal peak identical | Complies /
(HPLC, Eur Ph, 2.2.20)/ to that of the reference standard / Binnosinae
laeHTuchikaLia okemBYTURIRY rigpoxnopugy HYac  yTpumyBaHus OCHGBHOMO nika
{BEPX, £% 2.2.29) BANPOOYBAHOrO pOsYMMy BiANOBIZae dacy

_ YTPuMyBAHHA N1iKa €TanoHHOre cTaHgepTy
Average mass of tablets (weighing)/ 174,0 - 182,0 mg / mr 178,2
Cepearna maca TabneTtok (38akyBaHHs) _
Mass uriformity (Eur.Ph. 2.9.8Y/ Complies with the requirements of Eur. | Complies/
QanopigHicTs macy (€D 2 9.5) Ph.(+ 7.56%) / Binnosinae sumoram Eep. | Bignoeinae

Papm. (+ 7,5%)

Hardness, Eur.Ph. 2,9,8/ 40 - 90 N/H 62
Teepaicts, €0 298 _
Disintegration time (Eur.Ph. 2.9.1Y/ NMT 10 minutes / He Ginbwe 10 xaunvH 5

Hac posnaaadHsa (€¢ 2.9.1)

Assay, Average content oxybutynin

hydrochloride (HPLC, Eur.Ph. 2.2.29) 4,75 - 5,25 mg/ tablet (5,00 mg + 5%, / 5,13

Kinokicke BusHaseHHs, cepeanid Bmict 4,75 ~ 5,25 mrf Tabnetky (5,00 mr & 5%)

OKCUBYTUHIHY rigpoxnopuay (BEPX, &d

2.2.29)

Microbial contamination’/ MikpoBionariuna Tested/recTyBanock

yuctota' Eur.Ph/ € 2.6.12, 2.6.13

Bacteria/ Bakrepil =10%g/r 20

Fungi/ Tpubu 103 gl 20

E. coli Absentin 1g/ BigeytHs B 1r Complies /
Binnosinae

! tested on every 5" batch / Tectyerbcs na ko 5-i cepii

V.03 HA AAD: 25-Feb-2023
ED: Implementation during period from 25-Feb-2023 to 24-Aug-2023 (simultaneously with implementation of new
artworks as per LCR-18824-2022-DEV!)
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12. | Comments/ KomeunTapi Destination countries: Ukraine
Kpaikn-imnopTepy: Yepaia
13. | Cerlification statement/ | hereby certify that the above information is authentic
3anea npo ceprudiradin and accurate. This batch of product has been

manufactured, including packaging/ labeling and
quality eontrol at the above mentioned site(s) in fuill
compliance with the GMP requirements of the local
Regufatory Authority -and with the specifications in the
Marketing Authorization of the importing country. The
batch processing, packaging and analysis records
weare reviewed and found to be in compliance with
GMP./ Lum nigTeepmpiyi, 1o  BuLeBWKnageHa
iHGhopMalin € asTeHTudHolo | sipHol. Uw cepio
npenapary BupobneHe (BRAMIOYEIOUK
YOaKosiy/Mapky BaHHe Ta KOHTpOMb A40CT)
BULLEBKAZAHUM BUPODHUIKOM Yy NOBHIA BignoBiarocT 3
Bumoramn GMP 11oKansHOro perynsTopHOrG opray i
3 ZaTBepaMeHuMKM  credwdikauiaMmy  arigHo 3
PeecTpauitmnm  noceigueHHaM  xpaiku-imnoprepa.
HokymenTsnio Wono awpoBHULTEa cepil, ynakosku i
TeCTYBaHHA  nepesipeHo, | BCTaHOBAEHO i
BianosinHicTe BMoram GMP.

14. | Name and position/title of person authorizing the . OUANDMS
batch release/ IM's Ta nocaaa ocobu, Qualified persan / YnoeHosaxeHa ocoba 3 #kQCTi

BIZNOBIgANLHOT 38 BANYCK cepil

15. | Signature of person authorizing the batch release/ g
Mignue ocabu, sianosigansHol sa Bunyck cepii W

16. | Date of signature/ [lara nigsmcy 02.04.2024
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