JAEPIKABHA CJIVIKBA 3 JIIKAPCBHKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMH y KHIBCBKIit OBJIACTI

poB. CeitnHyHol Hapnii, 3, M.Kuis, 02099, Tel/pakc: (044) 363-06-50
E-mail; dls.ko@dls.gov.ua, Kog €NIPIIOY 37078774

BUCHOBOK
PO SIKiCTL BBe3eHoro B Yxpainy nikapceskoro 3acody

10.09.2024 Ne 43904/24/10

MOTHJITAC

(HaiiMenyBanHs JKAPCHLKOTo 3aco0y 3rigHo 3 PeecTpaniitnmm TOCBiTTCHHSM)
Kalcyan m aki no 120 Mr; o 10 kancya y GuticTepi; mo 4 Outicrepu B KapTouniii ynakosmi

((opma Bumycky, Al03yBaHHs, BUJI TAKyBaHHS nikapceKoro 3aco0y)
Howmep peectpaniiinoro nocsizuenms UA/16873/01/01 CTPOK Ail peectpaniittoro nocsizuenns 01.0] 2099
Cepis nikapeskoro sacofy Ne 723761B Kinexicts BBesenoro Jikapeskoro 3acody 25020

Bupobuuk Kartanenr ®pance Benaiim CA, Dpanuis

(naitMenyranns BipoGHKa TKaperKore sacoGy, KpaiHa 1oxopxenms)

Bseseno B Vipainy Tosapucrso 3 06meskenoro BiiNOBiganbHicTIO "Ilxkoncon i Tokomcon
Ykpaina", inenr. kon: 35893512

Giznunoi ocobu - niAnpHemus, ii Micie TIPOKHBAHHA Ta PeECTpaiiHuiT HOMep obmikoBoi
KapTKH IIaTHHKA O IaTKIB aGo cepis Ta HoMep Tnacmopra)

Hporokoa sisyansnore koutpomo sin 03.09.2024 N2 2600/1.

3a  pesyneratamu ACPHABHOTO  KOHTpOIMO BCTAHOBJICHO, WO nikapchkuii 3aci6 BResemo B Vkpainy 3
AOTPUMAHHAM suvor 3AKOHOLABCTBA LUOIO 3a0e3nedenns gkocri niKapeeKUX 3acofis,
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rum Quality Certificate / Product Mpogysr: Motiligas 120 mg {Finished product name / Haspa rotogoro npoaykry ;
i Cepragikar sxocri IM()TI’L!GAS /MOTHIITAC
[Strength / Cuna pis: _% 20 mg/ 1 xancyna v
lPhaxmac;;ﬁcal form / Mikapceka dopma:

|Size and package type / Posmip ta tin ynaxosxy: S84 o 4 blisters in the cardboard Packaging / 1o 10 K*.’""'}‘ﬂ y mﬂﬁepitié Gnictepy g
ra;;m_tr:' of manufacture: France / k& Jaika Bu| g;;mc: D i : ki j

{Manufacturing License Number / Homer: MueH3ii Ha py 0BHINTRO: M 20/10]
{Name and address of manufacturer; / Hazpa 1a anpeca BHpo6HuKa: e -
ECalalent France Beinheim SA, France, 74 rue Principale, Beinheim, 67930, France /

:Kmﬁﬂ%ﬂﬁ&!ﬁe& Dpannia, 74 pio npincinans 67930 Benaitm, Gpannis .
léManufacturing date / o 16 S - Customer Batch Number / Howep cepii:
Jlata BrpoGnuuTEa: ™ | .

Y . 3 . : y i ks/

Expiry Date / Tepuin NpPHAATROCTI: 12| 2026 Quantity produced / Posmip cepit: T i
N menth/micaus,

{Date of Batch release® / 15 7 2024 |Registration file nb / Homep PeecTpatiinoro

| ; e r— : UA/16873/01/0]

{Mara srmycky cepif* dav/aens merhieis | vesrde | nocBinuenHs:

;}’,I_‘est ! Teer iecifications and Limits / Cne H Results / PesvaytaTy

i
i‘l. Appearance / Onng An oval capsule with natural transparent shell and oily opalescent fill /
i Oeanbii Kancynu 3 npupoauo npo3opoto obonorkoio Ta MaCIAHHCTHM

| ONARECUCHTHHM BMicTOM
2. Mean fill weight/ Cepeans maca BMICTY 190 mg/mr £10% (108-132 mgivr)
3. Uniformity of mass / Ounnropinsicrs Macy

Number of capsules ot of the limits +10%
of the mean fill weight / Kinkicrs Kaneyn 3a  Not more than 2 capsules/ He 6impme 2 Kancyn
MERaMA +10% Bin cepenubof macy BMicTy
Number of capsules out of the limits +20%
of the mean fill weight / Kinoxicrs Kancyn sa
Mexamu £20% sin cepeantoi macy BMicTy

None out of the limits/ Hi opmoi kancysu

iy TR S Comply/ Bimnosinae
4. Disintegration time / Posnananus Not more than 30 minutes/ He Ginbue 30 xpunuy 7___”__9.@*5,,_9_,3@@%&__%“% e

5. Dimethylpolysiloxane identification / Similar spectrums of the sam
IzenTuoixanis AUMETHIMONICHN0KCana 3paska Ta cranpapry Comply/ Birnosizac

: p — MNWMW._&_—_E&__M__% —
6. Dimethylpolysiloxane assay / Kinekicre

. From 95,0% to 105,0% 100.2%
BH3HAYEHHSK zmuc'mnuomcmroxca}ia Bi}:( 95.0% 1o 105’0% 2419

M‘“‘—‘—JMM“
7. Microbiological quality**/ MikpoGionoriuna 4UCTOTA**

ple and the standard / Ananoriunj CIEKTpH

Total Xcrobic Microbial Count / 3aransya
KUTBKICTS aepoGrmx MIKpOOpraniamis Not more than 10°CFU/g / He 6inpiue 10°KYOrr

{(TAMC)

sy .

|Total Aerobic Yeast and Mould

Count/3aransre uncno RPIKIKOBHX | Not more than 10*CFU/g / He Ginsme 10°KYO/r

TCHABHX rpuGis (TYMC : )
SRHX 0 Lm_._l__.n~.,__w—~___m_ﬁ_ﬁ___ﬁ_u._,,~ ——
E.coli

Absent in 1 g/ Bincytnicrs 5 11

2t | 8 | s MEUN AR Selsoohon AN

day/pens month/ Miea  year/pix

Date***/Jlara*+x




