JEPKABHA CJIVIKBA 3 JHKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMN Y KHIBCBKIH OBJIACTI

npos. Cainuunof Haii, 3, m.Kuis, 02099, ten/paxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BHCHOBOK
Npo AKiCTH BBE3EHOro B YKpainy JiKapcsKoro 3acody

06.05.2025 Ne 20956/25/10

JPHUIITAH®
{uafiMeHYBAHHA Aikapchkoro 3aceby riZHO 3 peccTpaniiiHims HoCeiAIeHHM)
tabaerkn o 5 mr; no 15 Tabaerox y 6aicrepi, mo 2 Guicrepu B xapronuii Kopodui
{(hopma BHNYCKY, JO3YBAHHA, BH NAKyBAKHA JIKAPCRROTO 3ac0by)

Homep pecctpauiitaoro nocsimsensst UA/6730/01/01 crpox aii peecrpanifinoro nocsizuenns 01.01.2099
Cepis nikapesxoro 3acoby Ne 37390 KinsicTs BBE3€6HOTO AiKapcbkoro sacoby 324

Bupoburk Actpea ®onTeH, PpaHing

(mafiMerysaHEs BUPOOHHEEA MEapcbKoro 3acoby, kpaina IoXoMKeRHs)

Baesexno B Yrpainy CiuinnHe YKpaiHChbKo-eCTOHChLKe mianpueMerso y dopmi ToBapicTea

3 o6mexkenor0 BignoeigansuicTio " Onrima-Oapm, JITIY, izenr. ko
21642228

(saiimenysanns ta kof 3a €IAPTIOY ropumuyioi ocofn aGo npisenme, iN'A, 1o 6aTLKOBI (iziremol
ocob - rignpuemus, 1Y Micue MpoxKHsaHyA Ta peecrpatiiinuil nomep. oBNIKOBOT KAPTKY NAATHHEA
nonaTkis afo cepis Ta HOMeEp NAcnopTa)

[IpoToxon eisyansuoro kourpems six 05.05.2025 Ao 1361/5.

3a  pesyneTaTaMH  ICPMKABHOTO  KOHTPOAK  BCTAHOBREHO, HI0 migapeskuft  3acid  BBescHO B VEpaiwy 3

JOTPHMAHHEAM BHMOT 3aKOHOARBCIBA [IOAO aafesneyeHH SKOCTI JIiKapChKHX 3acobiB.
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Certificate of analysis/ Ceprudikar aHanisy

1. | Name of product/ Haasa npogykry DRIPTANE® / APUNTAH®
2. | Country of the manufacturer/ Kpaita supoBHuk France /®paruin

3. | Registration certificate number in Ukraine/ Homep | UA/6730/01/01
peeCTpauifHoro RoceigyeHHa B Yrpaiui

4, | Strength/ Cuna ajt 5 mg oxybutynin hydrochloride / 5 MF okeUBYTUHIHY
rispoxnopuiy
5. | Pharmaceutical form/ Jlikapceka thopma Tablets 5 mg /TaBneTkv no 5 mr
6. | Size and type of the package/ Poamip i Tun 15 tablets per blister; 2 blisters in carton box / 15
YIAKOBKW TaGneTok y Gnictepl; 2 BnicTepu ¥ kapToHHii kopobui
7. | Batch number/ Homep cepii 37390
Batch size / Poawmip cepii 6972 packsiyr.
8. | Date of manufacture/ flata BupoBHULTEA 02/2025 (MMIYYYY)
Batch Release date / [lata eunycxy cepit 31/03/2025 (DD/MMIYYYY)
9. | Expiry date/ flaTa sakiHueHHs Tepmity
NpYAaTHOCTI (01/2028 (MM/YYYY)
10. | Name, address and manufacturing license Astrea Fontaine,
numbers for batch release site/ Hasea, agpecata | Rue Des Pres Potets, Fontaine Les Dijon, 21121,
HoMep MiLleHsiT BUPOGHWHOro MalifaH uka, France/ Actpea ®oHTeH,
BIANOBIAANLHAD 32 BUNYCK cepii Pio Le MNpe [Mote, PoHTen Jle Oibxon, 21121, dpaHiia
Manufacturing Autharization (lliuensis Ha
BupoBHuuTe} 2022 075 1 2 4 7
11. | Results of analysis/ PeaynsTartn aHaniay See fable below/ Qus. Tabnuo Hkye
Results of analysis/ PesynwTatu ananizy
Parameter tested Acceptance limifs Results
KouTponposanui mapaMeTp Donyerumi mexi Pesynbraru
Appearance/ 30BHiLUHIA BUrNsA Round white, biconvex tablets with a Complies / Bignosigae

score mark on one side /
Kpyrni Bini proonykni TaBneTky, Wo
AiNATLCA, 3 HACIHKOIO 3 oHOTO Boky

Identification of axybutynin Retention time of the principal peak | Complies / Bignosinae
hydrochloride (HPLC, Eur.Ph. 2.2.29)/ identical to that of the reference

lnenTudikaLlia okeuByTUHIHY standard /

rinpoxnopuay (BEPX, € 2,2.29) Yac yTpumyeaHHA OCHOBHOG nika

BUMpoByBaHoro poauvHy Bsigrnosinae
yacy YTPUMYBaHHSA Mika eTanoHHoro

cTaHaapTy
Average mass of tablets (weighing)/ 174,0 — 182,0 mg / mr 178,6
Cepeas maca Tabnetox (3s2KyBaHHA)
Mass uniformity (Eur.Ph. 2.9.5)/ Complies with the requirements of | Complies / Binnosigas
OaHopigHicTe macy (€9 2.9.5) Eur. Phi{tx 7,5%) / Bignosinae
BUMoram €ep. Papm. (= 7,5%)
Hardness, Eur.Ph. 2.9.8/ 40 - 90 N/H 60
Teepaicte. €¢ 2.9.8
Disintegration time (Eur.Ph. 2.9.1)/ NMT 10 minutes / He Ginbiue 10 4
Yac poanagaHus (€9 2.9.1) XBWNVH

Assay, Average content oxybutynin
hydrochloride (HPLC, Eur.Ph. 2.2.29)/ 4,75 — 5,25 mg/ tablet (5,00 mg + 5%) 4,95
KinkkicHe BUSHaYeHHs1, cepenHii emict | /

OKCHBYTUHIHY rigpoxnopuny (BEPX, €& | 4,75~ 5,25 mr/ TabrieTky (5,00 Mr +

2.2.29) 5%)

Microbial contamination?/

MikpobionoriuHa ynctora’ Eur.Ph./ €4 Not tested/ He Tecrysanocs
8. .6. =10% g/

e Dlap Bals s} 82“: g, ; Not tested/ He TecTyBamochk
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Bacleria/ Bakrepii Absent in 1g/ BiacytHa B 11 Not tested/ He TECTYBAJIOCE
Fungi/ M'pubu ;
E. coli

! tested on every 5™ batch / TectyeTbes Ha koXHIl G- cepii

12, | Comments/ KomeHrapi Destination countries; Ukraine
Kpainu-imnoprepu: Ykpaita
13, [ Cerlification statement/ | hereby certify that the above information is authentic
Jassa npo ceprudikallio and accurate. This batch of product has been

manufactured, including packaging/ labeling and
quality control at the above mentioned site(s) in full
compliance with the GMP requirements of the local
Regulatory Authority and with the specifications in the
Marketing Authorization of the importing country. The
batch processing, packaging and analysis records
were reviewed and found to be in compliance with
GMP./ Lium rmigTBepaxylo, WO BULIEBAKNAAEHA
iHchopmaLlisn € aBTenTudHOK | BipHOW. Lo cepiio
npenaparty BupoBneHo (BrrirOYa0um
YNaKoBKY/MapKyBaHHsA Ta KOHTRONb AKOCTI)
BALEeBKa3aHWM BUPoBHUKOM ¥ NORHIA BignosiaHocTi 3
aumaramun GMP nokansHoro perynsitopHoro oprasy i
3 3aTeepAXeHUMM  cneyndikauiamu  3rigHe 3
PeecTpauiitium  nocslgueHuam KpailHu-imriopTepa.
JokymeHTauiio wono BUPOBHUUTEA cepil, ynakosku i
TecTyBakHA  nepeeipeno, i BCTaHOBREHO 11
BIANOBIAHICTL BUMOran GMP,

14. | Name and positionititle of person authorizing the RU NG
batch release/ IM'st Ta nocana ocoby, QualPﬁ"e;rpersog NOBHOBaxeHa ocaba 3 AKoCTi

BiAnoBinanLHOi 3a BANYCK cepii

15. | Signature of person authorizing the batch release/ %"
Tianuc ocobu, signosifantHoT aa Bunyck cepil :

16. | Date of signature/ [lara nignucy

(DD/MMIYYYY) A7fo 41202 S

V.1
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