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Quality Certificate 7\ Product / Tipopyer: Motilegas 120 mg Finished product name / Haasa roTonoro opoiyicry

Ceprudrixar gxocri MOTILIGAS / Mﬁm!‘&ﬂ_
Strength / Crung i 1 soft capsule contains simeticone 120 my/ 1 waicyna miixe MicTaTs cumeTukony 120 Mr
Fharmaceutical form / Jiixsponxa dopsa; Soft capsules of 120 mg’ Kancyna sExi no 120 wr this ;
Size and package type / Poswip Ta T ynaxosia: i: pc;;::::;s };?Bzil:[l;sier. 2 blisters in the cardboard packaging / no 10 xancyn y Snicrepi; 1o 2 Gaivrepu 5
Countiy of manutacture: France / Kpaina sapoOrax: drpagmia
Manufacturing License Mumber / Hoxep ninensii va supoGuuurso: M 20/101

Mane and address of manufactarer: / Hasss 1 uapeca supoGunsa: !

Catalent France Beinheim SA, France, 74 rue Principals, Beinheim, 67930, France
Karanent Gpasce Benaiin CA, Dpanmis, 74 o npitcinans 67930 Bensiis, Gpanuiy

;ﬁ;ﬁmﬁ;ﬁ: __.‘i:m, g L m?r'/&iq Customer Batch Number / Homep cepii: : 7237578
i ; ! B ; : " i - jconsusner packs/
Eixpity Date / Tepuin npuzanoeri: mw:i“ fﬁ Quantity produced / Posuip cepif; 47310 : S
Date of Batch release® / 6 : 2 2024 (Registration Hle nb / Homep peecrpauifinoro BA/EET0L01
Jiora prmycxy cepiit dndne (oot (T | DOCHIINCHIN :
Test { Teer |Specifications and Limits / Cneundixanl va mexl : Resules / Ptsyal_mam
1, Appearance / Onwic An oval capsule with natural transparent shell and ofly upalescent fill /
CBANBET XENCYIH 3 HPEPOIHO NPOIOPOLS OBONOKKOIC Ta MACHADHETHM Comply/ Bizaosinae
! CHANCCISHTHMM BMICTOM
2. Mean {ill weight/ Cepenng Maca micry | 120 mg/r 2 10% (108-132 mgha) | 121 mghur

3. Uniformity of mass / Qanopinnicrs smacu

Mumber of capsules out of the limits £10% |Not more than 2 capsules/ 1le Ginpe 2 KANEY
of the mean filt weight / Kinexitr, kancys sa Comply/ Binnosiaag
mencamn =10% pin copezmsol Mack BricTy

Number of capsules out of the limits £20% {None out of the limits/ H; oasol KANCYIH

of the meza fill weight / Kiinkicrs Rancyn 3a Comply/ Bimmorigae
Mewans 220% sin cepemubol MacH amicry H :

4. Disintegration time / Posnamosg Not more than 30 minutes/ He Biaswse 30 xpumus Comply/ Biznoninge
3. Dimethylpolysitoxane idenfification / | Similar spectrums of the samiple and the Sfandard 7 Awaioras; CHERTpH i Comply/ Bisnosinae

InenTndiRanis AMMETIUMOTICHIORCANE | 3pasKa T4 CTANEEPTY

6. Dimethylpolysifoxane assay / Kimsricne [From 93,0% to 105,09 98 3%
BHIIANCHEA AHMeTBATORICIIDRCana :|Bia 95,0% no 105,0% e

7. Microbiological quatity**/ MixpoSionoriuna wwerora®*

Total Aerobic Microbial Count/ 3aramesa | Not more than lU‘CFUfg! He Gimane 10°KOEr

KEBKICTS 22p0GHHX MiKpoOpranianis Comply/ Bimmosinae
{TAMC) H : .

Tetal Acrebic Yeast and Mouid Not more than 10°CFU/g / He Gimeure J0KOEr i Fid

Connd/3arannue MHeno APHKORIX 1 i Comply/ Bianesiac
ayionamx rpptis (TYMC) ;
Cucoli it ! Bi i i
E.coli Absentin } g/ Bincyrnicre s 11 Comply/ Blanosins

Comments/Komenvaph:

* Dale of bateh relgase is & date when specific batch was sertified in full compliance with the GMP requitements and electronically signed for approval by Qualified
Person at validated computerized syster of production site /flara BHEYCKY CePif - jura komi mana cepis Oyna cepradixosasa B nosHid sirnopigrecTi 80 piMor HBI ta
SATBEpIEEHE Y 210 Oe0oi0 MUIAXOM ERSKIPARAOTO TAMICY ¥ Eanifonanill kommsoTepril i BrpoGasot i i

#*This test is performed on every 10th batch, but at least once per year/ BanpoGynanis Npopolsss A8 Koxmol 107 cepii, ane ne Mesuie, Bl | LA Ba K,

¥ 1T date, next to handwritten signature shows actual date when paper copy of certificate was printed and manually signed by Qualified Person in accordance with

Hanexaiol Tiparraxn JIokyMenvsanng.

GDocP /llata Binst pyusoro nignmcy - mara, xomm nAnepon Repein cepridixaTy Oyna posaApyKoBaHa Ta nimucan YIOBPHOBAREHOK 0c06010 Y BINOBI ZHOCT 10 BIMOT :

ertificatio tement / 3anna npe cepradinanin:

at the above information is authentic and accurate, This bateh of product has been manufactured, inchuding packaging/iabelling sud quality control at
the shove mentioned site(s) in full compliance with the GMP requirernents of the local Regulatory Authorizy and with the specifications in the Marketing Authorization of
the importing country, The bateb processing, packaging and analysis records were revigwed and found to be in compliance with GMP,

1THM o 3acBinwyI0, 150 HABCACKHA BHWE iBQOpMANis € zocrasipuo | Tonxow. Lo cepiio npomykTy Gyno Brpobliero (BRIICHAKEN TAKYRAHY/MAPKYBANRT) TR
TIPABBACHD KON(PCAk B AX0cT] #a Blessnauen it inspuul y nosnill Bim0siH0CTI 3 puvoraxE GMP, BCTAROBICHRN MiCHeHI PETYASTOPIMM DPraHoM, 3 TAX0E
BIANOEIAHO 0 oreumdixanill micuesoro peryaTopHoTo opraiy i y siznosiasocti 3l onenudiranicio Ao pecerpanilinoro caifonrea Kpaiuy-iMnoprepa. [ipotoxons

BRPOGHENTEA, NUKyPHINS T8 AHANGS TEPLIANYTO T8 5CTAN0RIERD suurosiimicrs GMP,

y s Lo NEUMER Sekorlion i

s wicny

Date*** / Nara*** Name of Qualified Person / In’s Vnossopakenoi OcoGn : Signature / Tlinnme

=




