JEPYKABHA CJIYIKEA 3 JIIKAPCBKHIX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH
Y JHITPONETPOBCBHKIV OBJIACTI

Huinpo, mn.CoGopha,4, k. 601-605, 49005, Ten. (066)3454171
E-mail; dls.dp@dls.gov.ua, Kog €EPIIOY 37070665

BUCHOBOK
11po AKICTH BBE3eHOTO B YKpaiHy JlikapchKoro 3acoby
13.02.2024 Ne 5934/24/0411
JAYCITATAJITH®

(HaliMeHyBaHHA NiKApCEKOTO 3acoby 3riAHO 3 peecTpanifHUM NOCBIXYEHHAM)
KancyJu nposionrosauol ail, Teepai, 200 mr, no 15 kancya y 6aicrepi; no 2 GJicrepu B
KapToHHIH kopoOui

(dopma BHNYCKY, J03YBaHHA, BHA NAKYBAHHA NIKAPCEKOro 3acoy)

Howmep peectpauiiioro nocizuenns UA/8813/02/01 crpox aif peectpauiiinoro nocsizuenna 01.01.2099

Cepis mikapchkoro 3acoby Ne 725683 Kinekicre Baesenoro nikapeskoro saco6y 22100
BHPOGHHK Maiinan Jla6oparopis CAC, ®panuis
{natiMeryEaHin BUPOGHHKA JiKapCbKOre 3acoby, KpaiHa MOXOIKEHHA)
BeeseHo B YkpalHy Tosapucrso 3 06Mexkenolo Binnosinansnictio "bBaJM", izent. koa:
31816235

(natimeHypannd Ta kox 3a CJIPIIOY opuamdnol oco6u abo npiseming, im's, no 6arexkosi
disnanol ocobu - nianpuemud, If Micue npoxHBaHHA Ta peecTpauifnui Homep obmikosoi
KapTKH TUIATHHKA noAaTkis abo cepis Ta HOMEp nacnopra)

TpoTtoxon BisyansHoro kontpoao sia 12,02.2024 X 07-01/286/18.

3a pesynbTaTaMH JepXKaBHOTO KOHTPOMIO BCTAHOBIEHO, mo JikapcbkdH 3aci6 BBeseHo B VYkpaiHy 3
JAOTPHMAHHSAM BEMOr 3aKOHOIABCTBA LIOAO 3a0e3neueHHs SKOCTi NikapchbKux 3acobiB.

B. 0. navansHEKa [lepaxaBHo]l cayx0n 3
JiKapchKHX 3aC00iB Ta KOHTPOJTO 32
HapKOTHKaMH y JIHINpQUEIROBCHKI i
obnacti :

Mapis BPE3ILIBKA

(iniuiany Ta npizsunie}

Hixitiuesa Oxcana +38(066)345-41-71



Mylan Laborataries SAS/ Mainan NaGopa am
Route de Bellewlle, Ueu d]t Malliard 01400 Slatlllon-

-Cha
ugnap. [8 400 u.Ia‘runm

Cenrtificate of analysis/ Ceptuchikar ananisy
Duspatalin 200mg 2x15 caps ua — Material 400540745- Batc
Customer material 1055924
Qycnaranin 200 mr 2x15 kanc UA - Marepiarn 400540745 - Cepin '7’5333 ________ :

30,CURRENT  EFFECTIVE
Pagelvr. |1
Benbeins, fl 0 A
-(ianapon, Gparuis
s

MaTepian samosHuka 1055924

1, | Name of product/ Haasa npogykry DUSPATALINGYOYCNATANILG
Country of the manufacturer/ Kpaina eupoBrimk France/OpaHuin
Registration certificate numbar in Ukraine/ Homep UA/BS13/02/01

peecTpauiinorg nocsifueHHa B Ykpaiqi

4 Strength/ Cuna aji 200 mg mabeavarine hydrochloride’
i 200 mr mebesepuHy NopoXnopway
5 Pharmaceutical form/ INikapceka dhopma Prolonged release capsulas, hard 200 mg / Kancynu

nponcHrosaxol gif, Teepdi no 200 Mr

Size and type of the package/ Poamip i Tun
€. YTAROBKM

15 capsules in blister; per 2 blisters in carton box/ 15
kancyn B Gnictepi; no 2 Bnicrepu B KAPTOHHIRA
ynakoswui

Batch number/ Homep cepht

__4a.|.-xa-~-«-‘,~

7- | Batch size / Po3amip cepit 33'!& L pack s!yn
8 Date of manufacture/ Dara supoGruurea v

| Dale of baich release / flata Bunycky cepil Daafeg '
9 Expiry date/ [aYa sakinueHHA TepmiHy SonIReds -

NPUABTHACTI

10. | Name, address ard manufacturing license
mumnbers for all sites responsible for
manufaciuring process and quality control/
Halea, agpaca Ta HOMEBPY NiLeH3if Ha
BMpoGHULTBE ANA BCiX BUROGHUKIR,
BignosiganLHUX 33 BupobHWYMA Npavec |
KOHTPONbL SKOCTi

Mylan Laboratories SAS, Route de Belleville, Lieu dit
Maillard, 01400, Chatillon-sur-Chalaronne, France /
Matinan NaBoparopia CAC, Pyt e Benusink, fluio A
Menap, 01400, WaTtwon-ciop-LLanapod, Gparuis

Manutacturing Authorization (Mliuenais Ha
BHMpoBHMUTEO) 2022 294 1 2

11. | Resulis of analysis/ Peaynutar ananiay

See lable below/ [vse. TaGNILK HIMS

Results of analysis/ PeaynnraTtn akaniay

Parameter tested A ts Resulis
KoHtponbosanni napamerp Honyctvmi mexi Peayneratm
Appearance/ 3oBHILLHIA BHrARA Opaque white, hard gelatin | Complies /
capsule of size n°1 with relevant | Bignobinae
imprints 245, containing a white
lo off-white granular material./
Henpoaopi 8int, Teapal
HeNATUHOBI KaNcynW DOIMIDOM
Ne 1 3 BiANOBIAHUM
MapKYBIAHHAM 245, 0 MICTATL
HynRT 8ig Sinoro Qo maike
Identification / |gerTuchikayin
Retention time (HPLC) / Complies /
{BEPX} Bianoeigace
- UV spectrum / Y& cnextp Complies /
Bignosigzae
Purity / CytiyThi doMmilku
Degradation praeducts (HPLC} / Apoay
@EPXy N g s s
-~ Veratric acid/ Bepatposa knueno 0.1 .
Unspecilled, each / Heinentuchixopas: o
Sum / Cyma o :
Content f KinokicHe BHsHaVBHHS
mebeverine hydrochlaride {(HPLC} / 180 - 210 mg/capsules / qeg T
‘mebesepuny rinpoxnopuay (BEPX) MEKANCYNY ) N
Uniformity of mass, Ph. Eur. 29.5 / Complies / Bitnosigae Complies /
QpHopigHicTs Mack, €9 2.95 Bianosinae

V.05 ED: 18-Jan-23

HA AAD: 30-lun-17

Effective Date (EST) : og_3avidass

Print Date (EST) : 88-Nov-2023

Printed by : Caksie©RirMoanjoot



EFFECTIYE

ROGN0050390861 3.0, CURRENT
Mylan Laboratories SAS/ Mavinan flaGopatopia CAC Poreion |2
Route de Belleville, Lieu dit Maillard, 01400, Chatillon-
sur-Chalaronne, Fra fe Beribgins, fibko g
Menap, 01400, LaTuuon-Cop-IUanapox, GpaHuin
Certificate of analysis/ Ceptudpixar awanisy  ------ e ,
Duspatalin 200mg 2x15 caps ua — Material 400540745 Batch f’?s,s_’? _________ ;
Customer material 1055924 = . .o.o.-
Lycnaranis 200 Mr 2x15 xanc UA - Matepian 400540745 - Cepla 72%83
MaTepian 3amoBHuka 1055924
Mean weight of 30 capsules / + 2% of calculated capsule Complies /
CepenHa mMaca 30 kancyn weight? / £ 2% sia Bianosinae
PO3PAXOBAHOL MACK xancynu?
Individual weight of 30 capsules/ + 4% of calculated capsule Complies /
InavBinyansHa maca 30 kancyn weight? / £ 4% sia Bignosinae
pO3pax0BAHOI MaCcK Kancynw?
Dissolution? {USP<724> apparatus 1) / Compiies /
PosunHeHRA® (DCLUA <724>, anapat 1) Bianosinae
in 1.5 hours / uepea 1.5 roauuu Q=10 - 30%'
in 3 hours / vepes J roguxu Q=25 - 50%'
in 6 hours / uepe3 6 roAuH Q=55 - 80%'
in 12 hours / vepea 12 ronM Q=75%"
Microbiological Quality* , Ph.Eur. 5.1.4/ Not lestad / He
MixpoBilanoriuHa unetoTtat , €9 5,1.4: 18CTYBANOLH
o
TAMC, Ph.Eur, 2.6.12/ € 2.6.12 $10° CFU/g / S10°KYO/r A, .
TYMC, Ph.Eur. 2.6.12/ €0 2.6.12 $102 GFU/Q / 107 KYOIr a i ;
Escherichia coli, Ph.Eur. 2.6.13/ €D 2.6.13 Absent/g / BincyTHalr [] Absenig / Biacymaic

" Parcentage of the Jabel claim of Mebeverine Hydrochloride. / BincoTok 8ia sanrBrieHoro aMicTy meGeBopHHy

rinpoxnopuay.

? Dependent on the Mebeverine Hydrochloride content of the basic granular material {305-343 mg). The test is
carried out as in-process conirol during capsule filling. / 3anexurs Big BMICTY MeGesepuHy riapoxnopudy B
Gasopomy rpaHynATi {305-343 wmr). Tect nposogwTSCA NpW koHTponi B npoueci BupobHAUTBa nig wac

3ANOBHeHHA KANCYA.

3 Acceptance level L1 and L2, This test can be performed on the Mebeverine Hydrochloride basic granular
material. / Piserb aonyctumnx mex L1 i L2. Mpu Bunycky TecT moxe NPoBoguties wa BasosoMy rpaMynati

mebapapyHy NAPOXNODHAY.

¢+ Tast frequency — 1 balch out of 5. / MacToTa TecTyeaunn — 1 cepin a 5,

12. | Comments/ KomeHTapi

Destination countries: Ukraine
Kpaism-imnoprapy: YrpaiHa

13. | Centification statement/
3anea npo cepTudikaujio

/| packaging! ani

|sBmoramn _ GHMPR /nokanbhoro  perynatopHoro  oprady 1 3
JsaThepaxeniy /eneuvdikauiame

Lt S " i
y GHAak 7 KpaTHU-iMNopTepa.
%m{ cepil, naxyBanus |

| heraby cerlify that the above information is authentic and accurate.
This batch of product has been manufactured (including
ackagin ling and qualily control) at the above mentioned
T rnpliance with the GMP requirements of the locat
B ry-Anthiity and with the spacifications in the Marketing
uthiorization “ajs the importing country. The balch processing,
J5is records were reviewed and found to be in
if GMP. / Lum NiATBEP/PKYIO, WO BULLEBWKNAASH]

apignTaHol | BipHow. Lho cepio npenapaTy
FOMM  MAKYBAHHA/MAPKYBEHHA T8 KOHTPONL
i BupoBHWMKOM ¥ MOBHIA BianomigHocTi 2

- o

8k
BMILIERKI2AH

arigio 3 Peectpauifvum

NokymexTauii LLOg0
TecTyBaHHA nepesipeHo, |
BCTAHOBNEHA 1T BignoBigHicTs Bumoram GMP.

14. | Name and position & tille of person
authorizing the batch release/ im'aA
Ta nocapa ocoby, RignosinanoHoi
38 BUNYCK cepil

(BERT ELRICK
Gualified persan / YnoerosaxeHa ocoba

15, | Signalure of person autharizing the
batch relaase/ Mignuc ocobu,
BignosiganLHoi 33 Brnyck capit

'

i Bl D)

IEIMI(&R-MSM D D033 11 '
17 R IR0 90

16. | Date of signature/ BaTta nianucy

V.05

ED: 18-Jan-23

HA AAD: 30-Jun-17

Print Date (EST) : 88-Nov-2023 Effective Date (EST) : gy-Jidk 20033

Printed by ; CakohadBirAdanjot



REINIR0S03ISEAG6| 3.0, CURRENT EFFECTIVE

Document Name : FORM-000388561
Title : Bilingua! CoA Template 400540745_Duspatalin 200mg 2x15caps UA
Version : 3.0, CURRENT

Status ; Effective

Electronic Signature

Remi Chauvin2 28-Jun-2023 Manager Approval
14:18:03

Celine Reynaud 30-Jun-2023 Final QA Approval
02:45:32

WCHOM 2

e

P

nad N
TOKYMEHTIB N

Effective Date (EST) : ga_3h 20023

Print Date (EST) : 08-Nov-2023

Printed by : RaletiadixirAlavioot
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