JEPAKABHA CJIYIKBA 3 .HH{APCLKI;IX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBKIH OBJIACTI

Tipos. Caitanynoi Hapdl, 3, m.Kuis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BUCHOBOK
Nnpo AKicTh BBe3enoro B Ykpainy mikapcbKoro 3acody
21.02.2024 Ne 6216/24/10

JYCIIATAJITH®

A5

(HaiiMenyBaHiT TiKApCEKOTO 32c00y 3riAHo 3 peecTpaniiiiuM NOCBITIEHAM)
Tal1eTKH, BKPHTI o0010HK010, 0 135 Mr; o 15 Tabnerok y O.xicrepi; mo 1 daicrepy y
KapTOHHI KopoOIi

(bopMa BHIYCKY, MO3YBAHHS, BY} HaKYBAHHA MKapcskoro 3acofy)

Howmep peecrpanitinoro nocsingenns UA/8813/01/07 crpox aif pecctpaniiimoro nocsizuerns 01.01.2099

Cepis nixapcrkoro 3acoby Ne 724553 Kinpkicts BBE3eHOTO Nikapeskoro-sacofy 4000 -
Bupobuuk Maiinan Jlaboparopiz CAC, CDpaHHm
(iratimenyBannsa BHPOGHMKA NiKapekKoro sacoby, Kpaina noxo,nacemm)
Beeseno B YRpainy Cuisbae yKpaiHCLKO0-eCTOHCEKE MignpHeMeTBo ¥ fopmi TOBAPUCTBA
3 oOmexenoro Bianopinansuictio "OntiMa-®apy, JITI", inenr. kox:
21642228

(uafimenysanus Ta kox 3a EPTIOY ropuanunoi ocobir abo npilsuue, iM'a, e Gatexosi dizmuHol
ocabn - nignpuemud, 1l Miclle TPOKMBANEA Ta peecTpallifiuui HoMep ofmikoBol KAPTKH NNATHHKA
noAaTkiB abo cepis Ta HOMep macnopTay

Uporokon pisyansuoro rourpoesno Bix 21.02.2024 Ne 0127712,

Ja pesyusraTaMH IEPKABHOIO KOHIPONIO BCTAHOBASHO, INe JMHKAPCRKMA 3acid 'BBe3eno B Vipaiay 3
JOTPHMAHHSAM suUMOr 3AKOHOAARCTBA, LIONO 3afeanedents sKoCTi MiKapchrKuX 3acoBis,

A KJIIOEBA

“(iniginnm T npaniie)
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Mylan Laboratories SAS/ Mainan Nabopatopis CAC

Route de Belleville,. Lieu dit Maillard, 61400, Chatillon-

sur-Chalaronne, France /Pyt ne
01400, WatnioH-Crop-LlanapoH, ®panuis

Menap,

Certificate of analysis/ Ceprudikar ananisy _ ;
Duspatalin 135 mg 1x15 tab UA — Material 400540757 — Batch 72455 :
Customer material 1094830

%z

EFFECTIVE
Page/cT. |1

1.0, CURRENT

Benbsins, fbito ai

____________

1, | Name of product/ Hasea npoaykry

DUSPATALIN®/AYCMATANH®

2. Country of the manufacturer/ Kpaina BUPOBHMK

France/ ¢paHuis

3 Registration certificate number in Ukraine/ Homep
) PEECTPAUIMHOIO NOCBIAYEHHS B YKpaiHi

UA/8813/01/01

4, Strength/ Cuna gji

135 mg mebeverine hydrochloride/
135 Mr meSesepuHy rigpoxnopuay

5, Pharmaceutical form/ Nikapceka dopma

Coated tablets 135mg / TabneTkw, BKPUTI 060NOHKOID,
no 135 mr

6 Size and type of the package/ Poamip i Tun

15 tablets in blister; per 1 blister in carton box/ 15
TabneTtok y Gnictepi; no 1 Gnicrepy B KAPTOHHI

npuaaTHOCT

YraKOBKM ynaKoBLji
+ | Batch number/ Homep cepif J24583 ~ "7

*__| Batch size / Poamip cepii 40500 |~ Y packs/yn.
g | Date of manufacture/ lara BpoGHuuTBa 307720237777 7]

~ | Date of batch release / flaTa Bunycky cepii (20M172028 T
9 Expiry date/ [Jata sakiHueHHs TepMiHy J0i06/2036. 777" !

V.04

10. | Name, address and manufacturing license Mylan Laboratories SAS, Route de Belleville, Lieu dit
numbers for all sites responsible for Maillard, 01400, Chatillon-sur-Chalaronne, France /
manufacturing process and quality control/ MaiinaH Nabopatopia CAC, PyT ae Benbsinb, Ibiio ai
HaaBa, anpeca Ta Homepu niLeHsii Ha Menap, 01400, LWammidon-ciop-tllanapon, ®panyis
BUPOBHULITBO ANA BCIX BUPOBHWKIE,

BiANOBIganbHMX 33 BUPOGHMYMIA NpoLec i | Manufacturing Authorization (Niuensist va
KOHTROMb AKOCT . BupoBHiyTeo) 2022 204 1 2
11. | Resuilts of analysis/ PeayneTatn ananisy See table below/ Qve. Tabnuuio Hwkve
Results of analysis/ PesynbTaTtn aHanisy
Parameter tested Acceptance limits Results
_Koutponnoesanui napamerp OfNyCTUMI Mexi Peaynbrtaru
Appearance/ 30BHiLUHIA BUrNsA A round, white, sugar-coated Complies /
tablet with a diameter of about. Bignoginae
11 mm and a weight of about
420 mg. / Kpyrna Gina exputa
LyKpoBoK 06oNoHKOW TabneTka
HigMeTpom nNpubnuaHo 11 MM |
Macow Npubnuado 420 mr.
Identification / loeHudikauin
- Retention time (HPLC) / Yac yTtpumysaHhs Complies / Bignosigae Complies /
(BEPX) Bignosigae
- UV spectrum/ Yo chexrp Complies./ Bianosigae Complies /
Bignosigae

Purity / CynyTHi gomiwxu

Degradation products (HPLC) / MpoaykTy poanagy

(BEPX)

- Veratric acid/ Bepatpoea kmcroTa 20,1%! N

- Unspecified, each / HeineHTudikopanuii, koxen | < 0,1%! <o T

- Sum/Cyma BT < 1,0% ol
Content / KinbxicHe Bu3HaueHHs , P

-~ mebeverine hydrochloride ) 5 128,3 ~ 141,7 mygttablet / i A

mebesepuHy riapoxnopud & \\ 128,3-—141,7 mr/tabnetky SRR S B L e

n/¥9/<?0;r 05007 ¢ L‘/% _

HA AAD: 01-Sep-16

Effective Date (EST) : ga-peb20ms

Print Date (EST) : 93-Dec-2023

Printed by : UariinéoEa Araujo
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Mylan Laboratories SAS/ MaiinaH JlaGopaTopis CAC P agme/or. |2
Route de Belleville, Lieu dit Mailtard, 01400, Chatillon-

sur-Chalaronne, France /PyT ae benbsine, fibio ull

T

Menap, 01400, WaTunon-Clop-LLanapoH, ®paHLis

Certificate of analysis/ Ceptudikar ananizy e —— ,
Duspatalin 135 mg 1x15 tab UA — Material 400540757 - Batch 7245% :
Customer material 1094830 o mm—
Aycnaranin 135 Mr 1x15 TaGnetkn UA - MaTepian 400540757 - Cepis 724553

Mavepian 3amoBHMKka 1094830 Tttt

Uniformity of mass Ph.Eur. 2.9.5/ OaHopigHicTs mach

€ep. ®apm. 295 Complies®/ Bignosigae 2 Complies /
Bignoeigae

Average tablet weight (n=20) / CepeaHs maca TabneTkn | 285 — 315 mg?/ mr3 @004 T

(n=20)

Weighing / 3paxyBanHs L

Dissolution (USP<711>, app. 2, in water at 75 rpm) / Q =70 % after 60 min Complies /

PoaynHHicTs (PCLIA <711>, 1og. 2, Y BO4i npn 75 (USP acceptance table) / Bianosigae

of./xB.) Q=70% 4epez 60 xB. (TaBnuus '

_ _ KpUTepIiB NPUAHATHOCTI PCLLA)

Microbiological Quality? , Ph.Eur. 5.1.4 (non-aqueous Not tested / He

preparations for oral use)/ MikpoGionoriuna uucToTa 2 | Teciysandce

Eep.®apm. 5.1.4 (HeBogHi npoaykTh Ans nepopanbHoro =h

sactocysemms). | o

TAMC, Ph.Eur. 2.6.12 / Eap. ®apm. 2.6.12 <103CFU/g 1 <10°KYOIr I

TYMC, Ph.Eur. 2.6.12 / €ep. ®apwm. 2.6.12 =102CFU/g / s102KYOIr LTy

Escherichia coli, Ph.Eur. 2.6.13/ €sp. ®apm.2.6.13 Absent/g / BigcytHa/r [_] Absentig 7 Bincymhsir

! Percentage of the label claim of Mebeverine Hydrochloride. / BincoTtok Big 3asieneHoro BMICTY meGeBepiHy
rinpoxnopuay.

? Test frequency: every 10th batch or at least once a year. / YacTota TecTyBaHHs - 1 cepis 3 10 abo MiHiMyM
04MH pas Ha pik.

% Performed on tablet cores, as in-process testing during compression. / BunpobyeanHs nposoasaTs Ha sgpax
_TabreTok, nia 4ac KOHTPONK B Npouedi BUpoGHWUTBEA Ha cTagii TabneTysaHHs,

12. | Comments/ KomenTapi Destination countries: Ukraine
KpatHu-imnopTepn: Yrpaina

13. | Certification statement/ | hereby certify that the above information is authentic and accurate,
3anea npo cepTudikaLjio 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 iocal . 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. /
Livm nigreepmxyto, WO BuLeBMKNaaeHa HthOpMAUf € aBTEHTUUHOW |
BipHow. Lo cepiwo npenapaty  eupobnedHo  (BKIIOYaOuK
NakyBaHHA/MapKyBaHHA 7@  KOHTpONb AKOCTI)  BULYEeBKazaHWUM
BUPOBHUKOM Y NOBHIA BigNoBiOHOCTI 3 Bumoramu GMP noKanbHoro-
PETYNATOPHOrC opraHy i 3 3ateepmkeHumn cneuwddikaLjismu 3rigHO 3

PeectpauiitHiM  noceigueHHsm KpaiHu-imrnopTepa.  [okymeHTawio
WoAC BUpOBHWYTBA Cepif, NakyBaHHS | TecTyBaMHs nepeeipeHo, i
L _ BCTAHOBIEHO i BiAnoeigHicTE Bumoram GMP.,
14. | Name and posit_ion & title of "Romain Nallst” =~
person authorizing the batch ot T e
release/ IM's Ta nocana oco6u, Qualified person / ¥YnosHosaxeHa ocoba
_ BiANoBIgansHol 38 BUNycK cepii
15. | Signature of person authorizing JROMaIR ~ 7 " "It mdany
the batch reiease/ IMignnc-ocobu, ' Nallet- W
BIAMOBiAaNbHOT 32 BUNYyCcK cepil  MOAESTL L sesnsannin o LT e

16. | Date of signature/ faTa nignucy

V.04 ED: 12-Feb-21 ST HA AAD: 01-Sep-16

Effective Date (EST) : 93-Dek 2073

Print Date (EST) : #3-Dec-2023

Printed by : MaraittoBta Araujo
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Document Name : FORM-003260011

1.0, CURRENT

Title : Bilingual CoA Template 400540757 _Duspatalin 135mg_1x15 tab UA

Version : 2.0, CURRENT

Status ; Effactive

Electronic Signature

Remi Chauvin2

EFFECTIVE

28-Jun-2023 Manager Approval
14:18:24

Celine Reynaud 30-Jun-2023 Final QA Approval
02:44.56

Print Date (EST) : #3-Dec-2023

Effective Date (EST) : g3_-nebmyms

Printed by : Mar@ittoBta Araujo
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