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Quality Certificate / Product / [Tpogykt: |Motiligas 120 mg Finished product name / Ha3sa rorosoro npoxyxry
CeprudiraT sxocri MOTILIGAS /MOTHJITAC

j[Sirength / Cuna pif: |1 soft capsule contains simeticone 120 mg/ 1 xancyna m'ska MICTHTE CMeTHKOHY 120 Mr

Pharmaceutical form / Jlikapcska hopma: __{Soft capsules of 120 my/ kamcvis Mxi 10 120 Mr

10 capsules in the blister; 2 blisters in the cardboard packaging / no 10 kancyn y 6nictepi; no 2 Gnicrepu B
KapToOHHIA ynakosLi

Country of manufacture: France / Kpaina supoGumk: ®panis

Marnufactuning License Number / Homep niuensii Ha Bapo6uurso; M 20/101

Name and address of manufacturer: / Hazpa ta anpeca BHpOORKKA:

Catalent France Beinheim SA, France, 74 rue Pri ncipale, Beinheim, 67930, France /
Karanent ©pance benatim CA, Ppanuis, 74 pio npincinans 67930 Benaiim, ®pantia

Size and package type / Posmip Ta THR ynakosxu:

Manufacturing date / TS s [ 2003 . N i
i b ey monthymicans Ivearore | Customer Batch Number / Homep cepii: 583332B
: . : x 4 2026 : . : e {consumer packs/ ‘
Expiry Date / Tepmin npuaataocri: e S Quantity produced / Poswmip cepii: | ) 22.3 15  Bnasonsx
Date of Batch release* / § 28 4 2023 |Registration file nb / Homep peectpaniiizoro
h . . . ; ‘UA/16873/01/01
HETEBHHHCKY C«Epil dl'ﬂ’fﬂ#h-lb monthfmicaue fﬂirfplrt nﬂﬂﬁlﬂqeﬂlm_ g
Test / Tecr .|Specifications and Limits / Cnemmpiscaniy ta mesxi Results / Peayabrarn
1. Appearance / Onuc | An oval capsule with natural transparent shell and oily opalescent fili /
OBanbHi Kancyny 3 NpUpoaHO NPO30POI0 0B0NOHKOIO T4 MACISHACTUM Comply/ Bignosinae
- _ ONANIECUEHTHHM BMICTOM ‘ SR
2. Mean fill weight/ Cepenns maca smicty | 120 mg/mr £10% (108-132 mg/mr) 120 mg/mr

3. Uniformity of mass / Q:unopiinicTs Mach n e i _,
Number of capsules out of the limits £10% |Not more than 2 capsules/ He 6ineiue 2 xancyn 5
of the mean fill weight / KinbkicTs xancyn 3a Comply/ Bianosinae

et .

mexamu +10% sin cepennsoi Macu BMicTy
Number of capsules out of the limits £20% | None out of the limits/ Hi OAHOI Kancynu N
ofthe mean fill weight / KinbkicTh xancyn 3a Comply/ Bignosinae
mexamu =20% Bij CEpeaHBOT MaCH BMICTY - - " e

{4, Disintegration time / Posnaganns Not more than 30 minutes/ He Gizbie 30 xamms - Comply/ Bigmosinac
5. Dimethylpolysiloxane identification / Similar spectrums of the sample and the standard / Aranoriuni CNEKTPH | Comply/ Bianosinae

Inenrndixauis quMeTHaAnoNicHiIOKcana 3pa3Ka Ta CTaHAapTy 5

e

6. Dimelﬁ}flpolysil-ﬁx&ne assay / Kizbkicie |From 95,0% to 105,0% 99,08
BH3IHAYCHHA IHMETHANOIICHIOKCAHA Bia 95,0% no 105,0% 9,0%

Z Miﬂrqbiolngiéal quality**/ Mikpobionoriuna YUCTOTA™** | -
Total Aerobic Microbial Count / 3aranera |Not more than 10°CFU/g / He dinewe 10°KOL/r

| KUIbKICTH aePOGHAX MIKPOOPIaHi3MiB Not tested**/ Tect He nposoansca**
(TAMC) ]

“Total Aerobic .‘i’east and Mould Not more than 10*CFU/g / He Sinbiue 103KOR/T
Count/3arankHe unco ApixpxoBuX |
NNCHABNX rpudis (TYMCQC)

E.coli o Absent in | g/ BiacyrnicteB I 1

ATTETVE—

T a— TR

Not tested**/ Tecr we nposoauscs**

i

Not tested**/ Tect He nporoauscs*™

S T N e

v " 4 et e AL .
* Date of batch release is a date when specific batch was certified in full compliance with the GMP requirements and electronically signed for approval by Qualified Person
‘at validated computerized system of production site /Ilara BUITyCKy cepii - nata Kou gana cepis Gyna cepTudikOBaHa B NIOBHIHA BiAMOBiAROCTI 10 BuMor HBIT ta
‘3aTBepiKena YioBBosakenoo OcoGoro WNAXOM CRCKTPOHHOIO NIANKCY B BANiNOBAHIH KOMITIOTEPHIii CHCTEMi RHPOGHKYOT AiNEHMLY, )

**This fest is performed on every 10th batch, but at least once per year/ BunpoGysanns npoBoasts a1 koskuoi 10 cepii, ate e MecHe, i | cepis Ha pik.

A

k.

***The date, next to handwritten signature shows actual date when paper copy of certificate was printed and manually signed by Qualified Person in aceordance with
GDocP /[lara Gins pyunoro nianucy - aata, KOIU naneposa Bepcis ceptudixaty Oyna po3apyxosaHa Ta mianucana YoBHOBAKEHOIO 0c0B0I0 ¥ BIANOBIAHOCTI A0 BUMOI
Hanexnoi Mpaxtrku Jloksmen veanus, o | — | - :
Certification statement / 3aapa npe cepruthixauiw: '

e ichisviain R Y

We hereby certify that the above information is authentic and accurate. This batch of prd.&uct has been manufacta.:re&; éﬂci’uding packaging/labelling 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.
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fl];m.a 51 3ACBINUYH0, 110 HaBeaeua BHLIe indopMaLis € LOCTOBIPHOIO | TOURO0. 1110 cepito npomykty 6y10 BUpd6AEHD (BRMOUAIOUY NaKyBaHHs/MAPKYRaHHA) Ta NPOBEREHO
KOHTPONIL 1T AKOCTI HA BHILE3A3HAYUCHI T AINLHUI Y MOBHIH BIANOBINHOCTI 3 BAMOIaMK GMP, BCTABOBIEHHM MICUEBHM PErYAATOPHHM OPraHOM, a Tako BIANOBIAHO 70
crienudixauiii MiCLEBOr0 peryI4TOPHOTo OpraHy i ¥ BIANOBINHOCTI 3i cnienudikaitieio 1o peecTpaniiinore csiaouTsa kpaiHu-iMnoprepa. [poToxony supoGHULTE],
MaKYBAHHA Ta AHANI3IB NEPErISHYTO Ta BCTAHOBISHO BiNNOBiAHiCTL GMP.
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Date®**/ lara*** ——-.. Name of Qualified Person / Im’s Ynosnosaskenoi Ocobu Signature / flimmc
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JAEPKABHA CJIYKBA 3 JJIKAPCBKHUX 3ACOBIB TA KOHTPO.TIO 3A
HAPKOTUKAMMU Y KHIBCBHKIN OBJIACTI

mpoB. CeiTanunoi Hagii, 3, M.Kuis, 02099, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €PIIOY 37078774

BUCHOBOK
PO SIKICTH BBE3€HOI'0 B YKPAiHy JiKapCchKOT0 32c06y

23.09.2023 Ne 46656/23/10

MOTHJITAC

(HaHMeHyBaHHs NIKapChKOTro 3ac00Y 3rHO 3 peecTpalliiHIM MOCBi AUCHHSM)

Kancyau M siki no 120 mr; mo 10 kancya y OaicTepi; mo 2 GaicTepu B KapTOHHIl ynakoBui
(opma BuIYCKY, O3YBAHHS, BUJT MAKYBAHHS NiKAPCHKOTO 3aco0y)

Howmep peecrpauiiinoro nocsinuenns UA/16873/01/01 crpox aii peecrpaniiizoro mocsinuenns 03.08.2024
Cepis nikapcekoro 3acoby Ne 583332B KinexicTs BBE3eHOTO Jikapebkoro 3acody 21960

Bupobuuk Karanent ®pance benaiim CA, Opaniis

(HaliMeHyBaHHS BHPOGHUKA MTKapCHKOTO 3ac00y, Kpaila MOXOKEHHS)

Bseseno B Yxpainy ToBapucrBo 3 00MexkeHO00 BimoBinaabHicTIO " JIZKOHCOH i JI5KOHCOH
YHER'I'HQ", izent. kog: 35893512

(HafiMeHyBaHHs Ta koj 3a CIPTIOVY ropuantHoi 0cobn abo MPI3BHILE, 1IM'A, IO DaTbKOBI (PiI3HUHOT
OCOOH - MIANPHEMILS, Ti MICLIE MPOXHBAHHS TA peecTpaniifiHiil HoMep 0OMIKOBOT KAPTKH MIATHHKA
MOAATKIB abo cepis Ta HOMeEp macropTa)

IIpoTokoa Bisyansuoroe xourposo Bin 22.09.2023 Ne 2969/2.

3a pesyiapbTaTaMH  JEPIKABHOTO KOMTPOJIO BCTAHOBIENO, IO JUKapchKuii  3aci6  BBeseno B Ykpainy 3

AOTPHUMAHHAM BUMOT 3aKOHO/aBCTBA 111010 3a6e31eueHHs SKOCTI JKApCBKHX 3aCc00iB.
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