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



JIEPYKABHA CJIVIKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KHIBCHKIU OBJIACTI

npos. Ceitanusol Hanif, 3, . Kuis, 02099, ten/Qakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPIIOY 37078774

BHCHOBOK
Npo SIKICTH BBE3eHOTO B YKPAIHY JIKAPCHKOTO 3aco0y

03.10.2024 Ne 48756/24/10

JYCIIATAITH®

(mafiMeHyBaHHs Mixapepkore 3acody arigHo 3 peecTpaLliiiHim TOCE] A4S HHAM)
KAHCY/JH TpoJIoHrosaHoi aii, Teepai mo 200 mr, no 15 kaneya 'y Gaictepi; mo 2 GuicrepH B
rapronniii Kopoodui

(opma BURYCKY, AOIYBABH, B DAKYEIHHA nikapeskoro sacody)

Honep peccrpauiitioro nocsinuenns UA/8813/02/01 crpox aii peectpauiiitoro nocsiguenns 01.01.2099

Cepis nikapcnkoro 3aco6y Ne 727231 KinbxicTs BEc3enoro aikapesxoro sacoby 1000
BupoBHuk Maitnan Jaboparopiz CAC, ®Opanuis
{nafiMenyBarni BPOBHHKA AIKAPCHKOIO 3acofy, Kpaisa NOXOMKCHHY
Baeseno B Yipainy CriabHe ykpaiHchKo-ecTOHCHKE MANPHEMCTBO Y hOpMi TOBAPHCTEA
3 oGMexen00 Bignopizansuicto "Onrima-®apm, JITI", igenr. xon:
21642228

(Haiimenyaaams Ta Koz 33 CIPIIOY ropnamuol ocobit aBo npissnine, iM's, 110 SaTekoBL dizndio
0CeBH - mifnpHeMI, 7T MiCIle IPOKKBALIIA Ta pecoTpalsiitHui HoMep 06niKkoBO] KAPTKH MAATHHKA
nogaTKis abo cepiz TA HOMEP MACNopTa)

TpoTokona sisyaxsioro xonrpome sin 30.09.2024 Ne 2897/6.

3a  pesyabTaTami  EPKABHOrO KOHTPOMO BCTAHOBACHO, 1O nikapcbiuil  3aciG BBelcHO B YKpailmy 3

AOTPHMAHHSIM BHMOT 30KOHOAABCTEA HIOXO rabesnevenns AKocTi MKApCLIX 3acobis.

% - @J/ Bixtop CTEGKIBCHKUA

L SeHEd %
“g_// {minney (inigiany Ta npiguite)

RINKOH7, 4
-.s.‘b“““ WARM "o

rap,

eon 0o %
LA 3
3 . " =




(AN

ROGBRMING993856 | 3.0, CURRENT Kffpetived
Mylan Laboratories SAS/ Maitnan flaopatopiz CAC Pouo 1
Route de Belleviile, Lieu dit Maillard, 01400, Chatilion-
sur-Chalaronne, France /Py ne BbanbBins, J1uio A
Menap, 01400, Watuiton-crop-Lanapon, Gparuis
Certificate of analysis/ CeptudixaT aHaniay £ ;
Duspatalin 200mg 2x15 caps ua — Material 400540745- Batch el W
Customer material 1055924 L T——— ;
Aycnartanin 200 mr 2x15 kanc UA - Marepian 400540745 - Cepin 72721 -
Matepian 3amosHuka 1055924 &,
1. Name of product! Hazsa NpoaykTy DUSPATALIN®/OYCNATANH® E
2. Country of the manufacturer/ KpaiHa BrpoBHuk France/®panyis ;_E
3 Registratiphn cer‘tificate; number in Uk[ailne/ Homep UA/8813/02/01 E:
PEECTPALINHOTO NOCBIYEHHA B Yipaiki o
4 Strength/ Cuna aii 200 mg mebeverine hydrochiorides =
: 200 mr mebesepury rigpoxnopuay &
5 Pharmaceutical form/ Nikapcbka copma Prolonged release capsules, hard 200 mg / Kancynu f
) nposoHrosarol ail, Teepai no 200 mr S
Size and type of the package/ Poamip i Tun 15 capsules in blister; per 2 blisters in carton box/ 15 §
B. YNAKOBKW ®ancyn s GnicTepi; no 2 Gnictepu B KapTOHHIN §
YNakoBLi
7 Batch number/ Homep cepii
) Batch size / Poamip cepii
3 Date of manufactures fata BUPOBHKLTRA
) Date of batch release / Jata BUITYCKy cepii
9 Expiry date/ Qara sakirueHus TEPMIHy
) nplgarHocTi -
10. | Name, address and manufacturing license Mylan Laboratories SAS, Raoute de Belleville, Lieu dit =
numbers for all sites responsible for Maillard, 01400, Chatillon-sur-Chalaronne, France / ';'n
manufacturing process and quality control/ Malinan NabopaTtopia CAC, PyT ae benbbine, Nbito gi 2
Hassa, afpeca ta nomepu niuensii Ha Merap, 01400, Waruiion-clop-lWanapon, Gpanis b
BUPCOHMLTBO ANS BCIX BUPOGHMKIB, T
BIAANOBIAANLHUX 38 BUPOGHMU fipoyec | Manufacturing Autherization (Miuedsis Ha o
KOHTPAnb axocTi BUpOGHULUTEO) 2022 294 1 2 2
11. | Results of analysis/ Peaynstatn ananisy Sea table below/ Qua. TaGnuuio Hiskue g
Results of analysis/ PeaynsTtarn adaniay b=
[ Parameter tested Acceptance fimits Results —‘ =
KoHTPONLOBaHKMA NapaMeTp Honyctumi mexi Peaynbratu
Appearance/ 30BHiLUHIR BUFIAA Opague white, hard gelatin Complies /

capsule of size rn°1 with relevant Binnosinae
imprints 248, containing a white
to off-white granular material ./

Henposzopi Bini, TBepai
KENATUHOBI Kancyni posmipom
Ne 1 3 BiANOBIAHKM

MapPKYBaHHAM 245, Wwo MicTaTe
rpanynat eig Bincro go maixe
Binoro konbopy.

Identification / laenTudikavis P
- Retention time (HPLC) / Yac yTpuMysanHs | Complies / Bignosinae Complies / g
(BEPX) Bianosinas kS
- UVspectrum / YO cnekrp Compiies / Binnoeigae Compilies / Lf)
Bignoeinae =
Purity / CynyThi aomitkm g
Degradation products (HPLC) / NMpoayxty posnagy -
(BEPX) =
- Veratric acid/ Bepatposa kucrnora = 0,1%! 2
- Unspecified, each f Helpentudikosanni, koxen | £ 0,2%! =
- _ Sum/Cyma < 1,0%" =
Content / KinbkicHe BU3HaMenHA
- mebeverine hydrochloride (HPLC)/ 120 — 210 mg/capsules /
mebesepuny rigpoxnopuay (BEPX) Mr/kancyny
Uniformity of mass, Ph. Eur. 2.9.5 / Complies / Bipnosinae Complies /
OarHopigHicTs mack, €9 2.9.5 Bianoeinae
|
V.05 ED: 18-Jan-23 BA AAD: 30-Jun-17

Ly qu 4901
1009 24 H




ROABNIOG0038F561 3.0, CURRENT Rifpetived

Mylan Laboratories SAS/ Malinan flabopatopia CAC Pagelen. |2
Route de Belleville, Lieu dit Maillard, 01400, Chatillon-

sur-Chalaronne, France /Pyt ae befkgink, Jlbho af

Menap, 01400, WatuioH-ciop-LikanapoH, @paHuin

Certificate of analysis/ CeptudikaT ananisy e —
Duspatalin 200mg 2x15 caps ua ~ Material 400540745 Batch ;727231
Customer material 1055924 ...

Aycnatanin 200 mr 2x15 kanc UA - MaTepian 400540745 - Cepin i

Marepian samoBHuka 1055924

Mean weight of 30 capsules / + 2% of calculated capsule Complies /
CepeaHa maca 30 kancyn weight?/ + 2% sig Binnosinac
PO3PAX08aHoT MacK Kancynn?
Individual weight of 30 capsules/ + 4% of calculated capsule Complies /
IHAvBigyaneHa maca 30 kancyn weight? / + 4% Big Binnosinae
po3paxoBaHor Mack Kkancynu?
Dissolution® (USP<724> apparatus 1) / Complies /
PosuuHerHa® (DCLA <724>, anapaT 1) Binnosigae
in 1.5 hours / yepes 1,5 roguHu Q=10 - 30%1
in 3 hours / 4epes 3 roanHmM Q=25 - 50%"
in 6 hours / vepes 6 reawH Q=55 - 80%!
in 12 hours / vepes 12 rogun Q=75%"
Microbiological Quality* , Ph.Eur. 5.1.4/ Not tested / He
Mixpobicnoriuda yncteta?t , €¢ 5.1.4: TecTysanock
or
TAMC, Ph.Eur. 26,12/ E¢ 2.6.12 <10%CFU/g / <10° KYOIr (]
TYMC, Ph.Eur. 26.12/Ed 2512 =107 CFU/g / 102 KYOir (1 Tt
Escherichia coli, Ph.Eur. 2.6,13/ € 2.6.13 Absent/g / BincyTHsiit (] Absentig / Bincysir

" Percentage of the label claim of Mebeverine Hydrochloride. / Bincorok sig 3asenenoro BMICTY MebebepuHy
rinpoxnepuay.
* Dependent on the Mebeverine Hydrochioride content of the basic granuiar material {305-343 mg). The test is
carried out as in-process centrol during capsule filing. / 3anexuTs Bin smicTy veGesepuHy rigpoxnopuay B

Ga3osomMy rpaHyrsaTi (305-343 mr)

3an0BHEHHS Kancyn,
* Acceptance level L1 and L2. This test can be performed on the Mebeverine Hydrochloride basic granular
material. / PigeHs ponyctumux mex L1 L2. Npu BUMYCKY TECT MOXe NPOBOAMTUCH Ha GA3GBOMY paHynsTi
mebesepuHy rinpoxnapugy,
A Test frequency — 1 batch out of 5. / YacToTa TecTysaHHa — 1 cepis 3 5.

. TecT nposoAnTLCA NMPWU KOHTPOMI B nNpoleci BMPCGHYUTEA nig vac

12. | Comments/ KomeHTapi Destination countries; Ukraine
Kpainu-imnoprepu: Yxpaina
13. | Certification statement/ | hereby certify that the above information is authentic and accurate.
3asBa npo ceprudikaiiio This batch of product has been manufactured {including
packaging/labeling and guality contrcl} at the above mentioned
site(s) in fuil 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 MATEEPMKYIO, 10 BULLEBUKNALEHA
iHGEOpMALA € aBTeHTHMYHOK | BipHoHD. Lo cepio npenapary
supobneHo  (BrAoMalcUM NakyBaHHA/MAPKYBAHHA Ta  KOHTPOMb
AKOCTI) BUILERKA3EHUM  BUPOBHWUKOM y MoBHIk BianosigHocTi 3
BuMoramy  GMP  nokankHoro  perynsiTopHoro opraHy i a
JatBepixeHuMu  cneundpixauiamn - 3rigHo 3 PeccTpauiiiHum
NocBig4eHHaM KpatHu-imicpTepa. JokymeHTauio wopao
BUPOBCHWLTEA cepll, RakyBaHHA | TecTyBaHug nepesipeHo, |
BCTaHOBNEHO 1 BiAgNOBIgHICTL BUMoram GMP.
14. | Name and position & title of parson "Lalrianne JOMAIN
authorizing the batch release/ Iv's Qualified person? YnosHosaxeHa ocoba
Ta nocana ocobu, BiANOBInansHOT
3a BUNYycK cepit
15. | Signature of person authorizing the I K
batch release/ Nignuc ocobn, ! M549335 i
BiANOBigANLHOT 3a BrNycK cepii T e e
16. | Date of signature/ larta nignucy 101.08.2024 E
V.05 ED: 18-Jan-23 HA AAD: 30-Jun-17

Effective Date (EST) : 03-Juis2Ba34

Print Date (EST) : 0f-Aug-2024

Printed by : Marine Rativeau




JTEPKABHA CJIVKBA 3 JIKAPCHKHAX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH ¥V KHIBCBKII OBJIACTI

npos. Ceitnmynol Haaii, 3, m.Kuis, 02099, Ten/akc: (044) 363-06-50
E-mail; dls.ko@dls.gov.ua, Kog €[APIIOY 37078774

BHCHOBOK
npo AKiCTH BBe3eHoro B YKpainy iKapchbKoro 3acody

30.10.2024 Ne 55037/24/10

AYCHATAJIIH®
{HaliMeHYBaHHT NiKAPCHKOTO 30¢00y 3rinue 3 PEECTPALHIFNM N0CBiAHeHHAM)
Kancyau npoJgoHroBayoi aii, Teepai no 200 mr, mo 15 kancys y Guaicrepi; no 2 daicrepu B
KapToHHil Kopodui
(hopMa BHITyCKY, AC3YBANES, BIJA TaKYBAHS NKAPCHKOTO 3acofy)

Homep peectpanitinoro rocimuerns UA/8813/02/01 crpox aii peectpauiiinoro nocsindenns 01.01.2099

Cepin nikapcbkoro 3acofy Ne 727742 KinpxicTs Bezexoro mikapcekoro 3acoby 1400
BupobHuk Maiinan Jaboparopiz CAC, ®panis
(HafiMedyzaniu BUPOGHIEKa JTikapckkoro 3acofy, kpaiHa TOXOKEHHA}
BaeseHo B Yrpaiiy CriisHe yKpalHehbKo-eCTOHCHKE HiIMPHEMCTBO Y $OPMi TOBAPHCTBA
1 oGMeskenoIo Binmosinaapnicrio "OnriMa-Papm, JITH", ineur. xoa:
21642228

(nafiMenysanns Ta kox 3a €PTIOY opuguasof ocoGu afo nipiseuule, im's, no Garbrosi dizminol
ocou - miznpreMns, T Micne Hpo:KUBaHHA Ta peecTpaifiunil Bomep 06aiK0BOT KAPTKH HIATHHEA
1018TKIB a0 cepid Ta HOMep NacnopTa)

NpoTokoa Bi3yaThHOTo KOHTPOIO Bil 25.10.2024 N 3267/7.

3a  pesynbTATAMM  JIEPHKABHOrO KOHTPOIEO BCTAHOBNEHO, IO mixapcukuil  3aci6 BRezero B YrpalHy 3
JOTPHMAHHSIM 50T 3KOHOJABCTRA OO 3a5e3MeUeHNA AKOCT MiIKAPCLKUX 3ac00iB.

% . @.j/ Bixtop CTE®KIBCHKHIA

s z R .
HTpOMO) —..;6 TRVAer (isinis Ta npizpuue)
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REC-004019779 2.0, CURRENT Approved
FORM-000389561 3.0, CURRENT Effective
Mylan Laboratories SAS/ Maiinan JiaGopatopia CAC Pageier. |1

Route de Belleville, Lieu dit Maillard, 01400, Chatillon-
sur-Chalaronne, France /PYT ge berbaink, fisio gi
Menap, 01400, WaTuion-ciop-lilanapod, GpaHuis

Certificate of analysis/ CepTtuddikar aHanisy pessssmunacan ;
Duspatalin 200mg 2x15 caps ua — Material 400540745 Batch /#77%2 i
Customer material 1055924 R GEELEEET :
Aycnatanis 200 mr 2x15 xanc UA - Marepian 400540745 - Cepin /%74 ;
Matepian 3aMmoBHMKa 1055924

1. | Name of product/ Hassa npoaykTy DUSPATALIN®/OYCMATANIH®
2. Country of the manufacturer/ Kpaina supotHuk France/®paHuia
3 Registratipun certiﬂcate_*. number in Ukr“ai.nel Homep UA/8813/02/01
peecTpauiiiHoro noceigueHHs B YkpaiHi
4 Strength/ Cuna aii 200 mg mebeverine hydrochloride/
) 200 Mr mebesepuHy riapoXnopuay
5 Pharmaceutical form/ likapcexa dopma Prolonged release capsules, hard 200 mg / Kancynu
) nponoHroeaxol gil, Teepdi no 200 mr
Size and type of the package/ Poamip | TUn 15 capsules in blister; per 2 blisters in carton box/ 15
6. { ynakoBKu kancyn B Bnictepi; no 2 6nicTepyn B KAPTOHHIK
YNaKoBLi
7 | Batch number/ Homep cepil FerTAz '
" | Batch size / Po3mip cepii J4881_ 5 packsivn.
g. | Date of manufacture/ fata eupobmrea bireidoas
* | Date of batch release / aTa sunycky cepii ‘2810812024 t
9 Expiry date/ [lata sakiHUeHHs TEpMiny Bgiigae " T
‘| npupathocTi
10. | Name, address and manufacturing license Mylan Laboratories SAS, Route de Belleville, Lieu dit
numbers for all sites responsible for Maillard, 01400, Chatilfon-sur-Chalaronne, France /
manufacturing process and quality control/ Maiinas NaGopaTtopiz CAC, PyT ge Benwaine, fleio gi
Hasea, agpeca Ta HoMepK NiLeH3id Ha Menap, 01400, LLiaTnidon-ctop-LlanapoH, $paHuis
BupoBHULUTEO ANA BeiX BUpoBHUKIB,
BianosipanLHKX 3a BUPOBHUYWA NPoLeC i Manufacturing Authorization (NiueHsis Ha
KOMTPONb AKOCTI BuUpoBHMUTR) 2022 294 1. 2
11. | Results of analysis/ PesynsTati aHanisy See table below/ [vs. TaBnuLyo HwkYe
Results of analysis/ Peaynbratu aHanisy
Parameter tested Acceptance limils ' Results
KoHTponbopatnia napaMeTp Honyctumi mexi PesynsTatm
Appearance/ 3oBHIWHIK BUrNag, Opaque white, hard gelatin | Complies /

capsule of size n°1 with relevant | Bignosigae
imprints 245, containing a white
to off-white granular material./

Henpoasopi Bini, TBepai
KenaTuHOBI Kancynu po3Mipom
Ne 1 3 slAnoBIgHMM

MapKyBaHHAM 245, Wo MicTATb
rpaHynaT eig Ginoro fo maiwe
Binaro Konsopy.

identification / IneHTudbikauin

-  Retention time (HPLC) / Yac yTpumysawus | Complies / Bianosigae Complies /
(BEPX} Bigncsigae

- UV spectrum / YO cnekTp Complies / Bignoeigae Complies /
Bignosigae

Purity / CynyTHi gomiLLxu
Degradation products (HPLC) / MpogykTv posnagy

(BEPXy b .
- Veratric acid/ BepaTpoea kucnota £ 0,1%" b :
- Unspecified, each / HeigeHTudbikopanuii, koxeHn | = 0,2%! ol !
- Sum/Cyma : £1,0%! D '

Content / KinbkicHe BU3HAYeHHA
- mebeverine hydrochloride (HPLC)/ 190 — 210 mg/capsules / 07 T )

mefenepuHy riapoxnopugy (BEPX) Mr/kancyny

Uniformity of mass, Ph. Eur. 2.9.5/ Complies / Bignosipae Complies /

OaHopigHicT Macu, €4 2.9.5 Bignosinae

V.05 ED: 18-Jan-23 HA AAD: 30-Jun-17

~

Print Date (EST) : 29-Aung-2024 Effective Date (EST) : p4-Jul-2023
Print Date (EST) : 13-Sep-2024 Effective Date (EST) : 10-Sep-2024

Sabine Laurent

Printed by :
Printed by : Marie Hosta




REC-004019779 2.0, CURRENT Approved
FORM-000389561 3.0, CURRENT Effective

Mylan Laboratories SAS/ Malinan NaGopaTopia CAC Page/er. |2

Route de Beflevilte, Lieu dit Maillard, 01400, Chatilion-

sur-Chalaronne, France /Pyt ge Beassins, fIsio A

Menap, 01400, Waruiion-crop-LLianapoH, ¢panuis

Certificate of analysis/ CepTudikar aHanisy e i — "
Duspatalin 200mg 2x15 caps ua ~- Material 400540745~ Batch 727742 ‘

Customer material 1055924

Aycnatanix 200 mr 2x15 kanc UA - Marepian 400540745 - Cepin 5?27742

Marepian 3amoBHKKka 1055924

o

Mean weight of 30 capsules / % 2% of calculated capsule Complies /

CepeagHa maca 30 kancyn weight?/ + 2% Bia Bignosigae
po3paxoeaHol Macy kancynu?

Individual weight of 30 capsules/ t 4% of calculated capsule Complies /

IHAnBiAYankHa Maca 30 kancyn weight? / £ 4% Big Bignosigae
po3paxcBaHoi MacK Kancynv?

Dissolution? (USP<724> apparatus 1) / Complies /

PosunHenns® (PCLLA <724>, anapar 1) Bianosigae

in 1.5 hours / uepea 1,5 roguau Q=10 - 30%"
1in 3 hours / yepes 3 roanHK Q=25 - 50%'
in 6 hours / Yepes 6 roguy Q=55 - 80%!
in 12 hours / yepea 12 roguH Q=75%"
Microbiological Quality? , Ph.Eur. 5.1.4 / Not tested / He
MikpobicnorivHa yucrorat , €d 5.1.4: TECTyBanacs
ar
TAMC, Ph.Eur. 2.6.12/ €6 2.6.12 5102 CFU/g / $103 KYOIr i d
TYMC, Ph.Eur, 2.6.12/ €D 2.6.12 =102 CFU/g / £102KYOQ/r ] e :
Escherichia coli, Ph.Eur. 2.6.13/ €D 2.6.13 Absent/g / BigcyTHs/r ] Absentg /Biacymiir

! Percentage of the label claim of Mebevering H

ydrochleride. / BipcoTok sig 3assreHoro smicty meGepepuHy

riapoxnopuay.
2 Dependent on the Mebeverine Hydrochloride content of the basic granular material (305-343 mgq). The test is
carried out as in-process control during capsule filling. / 3anexuTs Big BmicTy MeGemepuHy rigpoxnopuay 8
GasoBoMy rpaHynati (305-343 wmr), TecT nposoauThcA npw KoHTpeni B npouect sMpofHULTBA Nig yac
32N0BHEHHSA Kancyn.

¢ Acceptance level L1 and L2. This test can be

performed on the Mebeverine Hydrochloride basic granular

material. / Piens gonyctumunx mMex L1 i L2. Mpu sunycky TecT Moxe NpOBOAYTMCA Ha BasoBomMy rpaHynsTi
mebGesepuHy rigpoxnopuay.
4 Test frequency ~ 1 batch out of 5, / YacTora TecrysanHs — 1 cepis 3 5.

12.

Comments/ Komenrapi

Destination countries: Ukraine
KpaiHu-imnoprepu; YkpaiHa

13.

Certification statement/
3anea npo ceprugbikadliio

I hereby certify that the above information is authentic and aceurate. ‘

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 [ocal
Regulatory Autherity and with the specifications in the Marketing
Authorization of the importing country. The batch processing,
packaging and analysis records wers reviewed and found to be in
compliance with GMP. / Llum MIATEEPIKYIO, WO BULLERUKNaAEHa
iHchopMauia e asTeHTWWHOlO | mipHoio. Lo cepilc npenapary
BUPOONEHO  (BKAKMAIOUM NakyBAHHA/MApKYBAHHA Ta KOHTPOIb
AKOCT) BULIEBKA3IAHUM BUDOGHUKOM Y ROBHIAW sianosigHocti 3

Bamoramy  GMP  nokansHoro perynsiTopHoro  opraWy | 3
3ateepiKeHUMU  cneumdikauisiMie - srigho 3 PeecTpaliitHum
noceigHeHHam kpaiHU-iMnopTepa. HokymeHTauiio woAac

BUPODHMLTBa cepil, nakyeaHHA | TecTyBaHMR nepesipeHo, i
BCTAHOBIEHO Tl BIANOBIAHICTE BMoram GMP.,

14.

Name and position & title of person
authorizing the batch release/ tm'a
Ta nocaRa ocobw, aignosigansHol
3a Bunyck cepil

[

15. | Signature of person authorizing the |7 2> ot
batch release/ Mignnc ocoby, 4 :
BiANOBIAANSLHOT 33 BUTIYCK CEPIT «=f " < = - = = - - - sorrio-e- '
16. | Date of signature/ [laTa nianucy ) I
'J‘Q’Q‘ﬂ ‘29‘24_ -

V.05 ED: 18-Jan-23 HA AAD: 30-Jun-17

Effective Date (EST) : g4.Jul-2023

Print Date (EST) : 29-Aug-2024

Printed by : Sabine Laurent

Effective Date (EST) ¢ 10-Sep-2024

Print Date (EST) : 13-Sep-2024

Printed by : Marie Hosta




JEPKABHA CJIYKBA 3 JIKAPCbKHMX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMH ¥V KMIBCBKIN OBJIACTI

nipos. Ceitnuuroi Haii, 3, M.Kuis, 02099, Ten/daxc: (044) 576-40-41
E-mail; dls.ko@dls.gov.ua, Kog €/IPIIOY 37078774

BUCHOBOK
Npo AKicTh BBe3eHOr0 B YKPAiHy JiKapchKoro 3acoby

03.01.2025 Ne 69852/25/10

AYCIHATAJIH®
(naiiMenyBaHHA HKAPCEKOTO 3acofy 3rifHO 3 PEECTPALIHHIM HOCBITIEHHAM)
Kancyan npojonrosasoi Aii, Teepai no 200 mr, no 135 kancya 'y Oxicrepi; no 2 6aicrepn B
xapToHHiil Kopooui
((hOpMa BUIYCKY, NIO3YBAHILT, BUI MAKyBaHHA JiKAPCEKOro 3acoby)

Homep peectpamiittoro nocsirenns UA/8813/02/01 crpox aii pecerpaiiinoro noceizienus 01.01.2099

Cepin mixapckkoro sacofy Ne 728528 Kinpkicts BBC3cHOro Aikapeskoro sacoby 38598
BrpoGuux Maitnan Jlaboparopiz CAC, ®panLin
{uaiiMenysanss pupoGuEKa sixapeskoro sacefy, kpaina roxommenun)
Bae3eo B Vkpainy CrninpHe YKPAHCLKO-¢CTOHCKE MANPHEMCTBO Y GopMi ToBapHCTEA
3 e6Mekenox0 Bianopizaaswicrio "Onrima-®apm, JITA", izent. woa:
21642228

(Bafimerysauna Ta kog 33 EAPTIOY topunuszoi ocobu abo npissnue, in's, o GatoroBi GisuHOl
ocofin - mianpreMas, 1i Miciie IpoXURANNA T peecTpauiiinuii HoMep o0mikoB0i KAPTIA MAATHITKR
nogaTkiB alo cepid Ta HOMEP TACMOPTA)

Ilpotoxon sisyanbiore xowrpomo sin 30.12.2024 N 4192/1.

32 pesympTATAMH JEPAKABHOTO KOHIPOAK BCTAHOBJIEHO, 10O mkapcekdit 3aci6 BBeseno B YEpaiHy 3
ROTpHMaHHﬂM BHMOL 3AKOHOZABCTEA Moo 3abeanetdesHa AKOCT] JIKAPCERUX 3aco0iB.

Bixtop CTE®KIBCbKHUY

{iniuiann Ta.npizsuine}




Mylan Laboratories SAS/ Maitnad NaGopaTopiz CAC

Route de Belleville, Liet dit M

Page/ct. |1
aillard, 01400, Chatillon-

sur-Chalaronne, France /PyT fe benbsinb, /1610 ai
Menap, 01400, WaTkioH-clop-LUanapoH, ®paHuia

Certificate of analysis/ CepTudikat ananisy .
Duspatalin 200mg 2x15 caps ua — Material 400540745— Batch 1728528 .
Customer material 1055924

Oycnatanin 200 mr 2x15 kanc UA

- MaTepian 400540745 - Cepis 728528

Marepian 3amoBHuKka 1055924

1. | Name of product/ Hasea npogykry

DUSPATALIN®/OYCMNATANIH®

b3 Country of the manufacturer/ Kpaina supobruk France/®paHuis
Registration certificate number in Ukraine/ Homep
3. peecTpaUiliioro noceigueHHs B Yrpaini uAlsa13/02/01
4 Strength/ Cuna ail 200 mg mebeverine hydrochleride/
) 200 mr mebesepuHy rigpoxnopuay
5 Pharmaceutical form/ Nlikapceka dhopma Prolonged release capsules, hard 200 mg / Kancynu

npongHrosaHoi afi, Teepai no 200 mr

Size and type of the package/ Poamip | Tun
6. | ynaKoBku

15 capsules in blister; per 2 blisters in carton box/ 15
xancyn g Gnictepi; no 2 &nicTepu B KAPTOHHIR
YaKOBL

npuaaTHoeT

7 Batch number/ Homep cepit Ja8s2e '

" | Batch size / Posmip cepii 160,300 packsfyn.
g, | Date of manufacture/ ata supoBHuLrea 01072024 " "

" | Date of batch release / Jata sunycky cepii 1230912024 !
9 Expiry date/ [lata zakiHveHHsa Tepminy P11 R

10. | Name, address and manufacturing license
numbers for all siles responsible for
manufacturing process and quality control/
Hasea, agpeca Ta HoMepK fileHsii Ha
BUPOBHNULTBO ANA BGIX BUPOBHUKIB,
BignNoBigankHMX 3a BUPOBHWYMIA Npouec i
KOHTPOMbL SKOCTI

Mylan Laboratories SAS, Route de Belleville, Lieu dit
Maillard, 01400, Chatillon-sur-Chalaronne, France /
Maiinan Naboparopis CAC, Pyt ge Benbeine, [Tbiio ai
Menap, 01400, Watuiion-ciop-WanapoH, dpanuis

Manufacturing Authorization (NigeHsia Ha
BWpoBHULUTEO) 2022 294 1 2

11. | Results of analysis/ Pesynbtatn ananisy

See table below/ Ane. TaBauuo Hx4e

Results of analysis/ P

e3ynLTaTu aHanisy

Parameter tested Acceptance limits Results
KouTponkoranuii napameTp HonyeTrmi mexi PesyneTaTu
Appearance/ 30BHiLUHIi BUrNag, Opaque white, hard gelatin | Complies /
capsule of size n°1 with relevant | Binnoeigae
imprints 245, containing a white
to off-white granular material./
Henposopi Bini, TeepA
HEenarTnHoBi Kancynw po3mMipom
Ne 1 3 BiBNOBigHUM
MapKyBaHHAM 245, Lo MICTATB
rpalynaTt Big Ginoro Ao maixe
Ginoro Konecpy.
ldentification / laeHTudhikaLis
- Retention time (HPLC) / Yac ytpumyeanbs | Complies / Binnogigas Complies /
{BEPX) Bignosinae
- UV spectrum / Yo cnekrp Complies / Bignoeigae Complies /
Binnosigas
Purity f CynyTHi gomiluxm
Degradation products (HPLC)/ Npogykiu posnagy
BEPX) )
- Veratric acid/ Beparpora kucrota $0,1%" N n
- Unspecified, each / Heinentucbikopanuis, koxeH | < 0,2%! S :
- Sum/Cyma <1,0%! SO :
Content / KinokicHe BuaHaveHHn
- mebeverine hydrochloride (HPLC) / 190 — 210 mg/capsules / e T \
meBesepuHy rigpoxnopugy {(BEPX) Mr/kancyny
Uniformity of mass, Ph. Eur, 2.9.5/ Complies / Bianosigae Complies /
OaHopigHicTe mack, €& 2.9.5 Bianoeigae

V.05 EN: 18-Tan-23

HA AAD: 30-Tuin-17

Q’D»oo«J 1564 180 w\/ﬁ

Effective Date (EST) : p4-Jul-2023

Print Date (EST) : 23-Sep-2024

Printed by : Sabine Laurent




Mylan Laboratories SAS/ Maiinay JlaGopaTopis CAC
Route de Belleville, Lieu dit Maillard, 01400, Chatillon-
sur-Chalaronne, France /PyT ae Belbsins, JIbio ai
Menap, 01400, 1UaTuiou-clop-anapoH, OpaHyia

Certificate of analysis/ Ceprutdpikar ananizy

Page/crT.

|2

Duspatalin 200mg 2x15 caps ua — Material 400540745— Batch 728528 :

Customer material 1055924

fycnaTanin 200 mr 2x15 kanc UA - Matepian 400540745 - Cepis 1.723523
MaTepian samoBHUKa 1055924

Mean weight of 30 capsules / * 2% of calculated capsule Complies /
Cepegus maca 30 kancyn weight?/ + 2% Big Bignoeigae
pO3paxoBaHOT Mack Kancynu?
Individual weight of 30 capsules/ + 4% of calculated capsule Complies /
iHAMBIZyansHa maca 30 kancyn weight2 / + 4% sin Bignoeinae
po3paxcBaHol Macu Kancynm?
Dissolution® {USP<724> apparatus 1) / Complies /
Pogunnennn® (PCLIA <724>, anapar 1) Binnoeinae
in 1.5 hours / yepez 1,5 roguun Q=10 - 30%"
in 3 hours / uepes 3 roauHW Q=25 - 50%*1
in 6 hours / Yepea 6 roguH Q=55 - 80%?
in 12 hours / yepes 12 roguH Q=75%"
Microbiological Quality* , Ph.Eur. 5.1.4 / Mot tested / He
MikpoBionoriusa Ynctora? , €d 5.1.4: TeCTYBanach
or
TAMC, Ph.Eur. 2.6.12/€d 2.6.12 =103CFU/g / =103 KYOIr | 2
TYMC, Ph.Eur. 2.6.12/ €d 2.6.12 =102 CFU/g / <102 KYO/r B e ;
Escherichia coli, Ph.Eur. 2.6.13/ €0 2.6.13 Absent/g / BigcyThsa/r [ 1 Absentig / Biacyrssir

! Percentage of the label claim of Mebeverine Hydrochloride. / Bincotok Big 3asBneHoro BMIcTy mebesepuHy

rigpoxnopuay.

2 Dependent on the Mebeverine Hydrochloride content of the basic granular material (305-343 mg). The test is
carried out as in-process control during capsule filling. / 3anexuTs Big BMiCTY meBesepuny rigpoxnopugy B
GasoBoMy rpanynati (305-343 wmr). TecT NpOBOAMTLCA NMPU KOHTponi B npoueci eupobHuUTBa nig vac

3allOBHEHHA Kancyn.

® Acceptance level L1 and L2. This test can be performed on the Mebeverine Hydrochloride basic granular
material. / PigeHb gonyctumux mex L1 i L2. Mpu BUnycky TecT moxe nposoaWTVCA Ha BazoBomMy rpPaHYnsTi

mebesepuny rinpoxnopuay.

4 Test frequency — 1 batch out of 5. / YacTora TecTyBaHHs — 1 cepis 3 5.

12, | Comments/ KomeHTapi

Destination countries: Ukraine
KpaiHu-imnopTepn: Yxpaida

13. | Certification statement/
3anea npo ceprudirallio

I hereby certify that the above information is authentic and accurate,
This batch of product has been manufactured (including
packagingflabeling and quality control) at the above menticned
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. / Llum nigTeepaxyto, WO BULeBVKNageHa
iHpopmauia e aBTeHTWMHOK | BipHow. Lo cepiio npenapary
BUpOBNEHo  (BKMOYAIOMM MAKYBAHHA/MAPKYBAHHA T4 KOHTPONb
AKOCTI) BULUEBKE3AHWM BUPoBHUKOM y NOBHIA BignosipHocTl 3

sumoram  GMP  NOKankHOro  perynsitopHoro  oprady i 3
IaTBepAMeHvMK  cneunddikauiammM  3rigHo 3 PeectpauiitHum
noceigYyeHHam KpaiHu-imropTepa. JoxkymeHTaLlie weno

BUPOOHUUTBA cepii, nakysaHHA | TecTyBasHs nepesipeHo, |
BCTaHOBMEHO |1 BignoBigHicTL BUMoram GMP.

14, | Name and position & title of person
authorizing the batch release/ Im's
Ta nocaga ocobn, BignosigansHoT
38 BUNYCK cepil

15. | Signature of person authorizing the
batch release/ Nignwc ocobu,
sianosifancHol 3a BUNYGK cepil

: Remain Nallet- L
1 M546551 v NN LU T 1
1

16. | Date of signature/ flara nignncy

V.05

EDN: 18-Tan-23

HA AAD: 30-Tun-17

Effective Date (EST) : g4Jul-2023

Print Date (EST) : 23-Sep-2024

Printed by : Sablne Laurent
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