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Address / Aapeca: 5 avenue de Concyr, ORLEANS CEDEX 2, 45071, France/ S asenso ae Korcip, OPJIEAH CEAEKC 2, 45071, Opanuin

Manufacturing authorization number / Homep ainensii Aas snpoGunvol abisuuwui: M 19/224
Phone/Teaedon: <33 (0) 2 38 69 81 00 Fax/akc: +33 (0)2 3863 36 29

DELPHARM

QUALITY CERTIFICATE / CEPTHOIKAT AKOCTI

Product Name / Hasna npojiykry: MICROLAX® / MIKPOJIAKC®
Product Code / Koa nposyxry: 8997604 Internal 1D / Buyrpiiuniit Homep: 0Y2513C
Producing country/ Kpaina-supoSunk: France/ ®panuis Importing country / Kpaina isnoprep: Ukraine / Yxpaina
Batch Number / Homep cepii: Y2513R Pharmaceutical form / Jlikapcbka popma:  Rectal solution/ Posuun pexrasuuii

24 7 2023 6 2026
Manufacturing date / Tata upoGHuiTea; day? — gear? Expiry date/ TepMin npuaarHocTi: wonly  yead

aen wicaus vix Micsts  pix
Released Batch quantity / Posmip 60752 Consumer packs/
BHAYWIEHOT Cepii: YTaKOBOK Date of batch release®/ 4 g8 2023
Market Authorization / Pecerpaniftne nocsiauenna: UA/S636:01/01  Aata rmyexy cepii®: day! wonty year/

neHs MiCRD, pix

Packaging type size / Posmip ra
THH RAKYBAHHY

5 ml rectal solution in tube with universal tip;4 tubes with universal tips in the carton pack with marking in Ukrainian language/ 1o 5 s
PO3YHHY PEKTAILHOTO B Ty0i 3 YHIBEPCATHUHM HAKOHEHHHKOM; RO 4 TyOH 3 YHIBEPCRALHIMH HAKOHEMHUKAMH B KAPTOHHIH KOpoBii 3
MAPKYBAHHAM YKPATHCHKOW MOBOIO

1 ml of rectal solution containe: sodium citrate 90 mg; sodium laurylsulfoacetate 70% 12,9 mg, sorbitol 70% 12.9, liquid crystallixing 893

Strength?! Cuaa aii

kpucrasisyerscs 893 mr

mg/ | M pO3uHHY PEKTAIBHOIO MICTHTS. HATPIt0 HITpaty 90 Mr, RaTpilo aaypiicyisgoanerary 70% 12,9 mr, copbity pozunny 70%, o

Chemical control/
XiMiunnit anaaiz

Analysis
#/Awaniz Ne

Q.C. comments/ Komerrapi Bi;L101y KOHTPOIIO AKOCTI:

Test/ Tecy

ORA2314888

Version/
Bepein:

Ref. Tech. analysis/
Crana Texu. Auanis TC-0134
N/A / He sacrocosyernen

Specification / Cnenndiranis

20

Sample status / Craryc 3paska;
Accepted TIpuitngro

Result / Peavasiar

Colourless opalescent viscous solution, containing small air bubbles/

Description/ Onuc Braxuit onasecuentunit 6e3bapsrnit po3uns, 11O MICTHTS MATEHEKI Pass/ Binnosizae
Oysn0auikH HOBITPA

Identification/ Inenrndixauin

Sodium laurylsulfoacetate/ Harpiio . ) . ) )

naypiLicyb(oanerar Positive colour reaction’ [1030THRHA K0160pORa peaKkitis Pass’ Bitnosiiac

Sodium citrate/ Hatpito usrpar
Sorbitol/ Copbir

Volume of the container content/
Of’em Buicty xouveifnepy

pH

Density/ I'ycruna

Assay/ Kiznkicre BHIMAMCHEN
Sodium laurylsulfoacetate/ Harpivo

Positive colour reaction/ ITosuTHBHA KOABOPORE peaKitis
Rf-value matches standard/ 3nauenns Rf sianosizae cransapry

Volume not less than the labelled amount/ O'em He Meture 3asRIEROTO
Ha CTUKeTIH

6,0-8,0
1,25-131 g/em?/ riem?

8,4-9,6 mg/ml / Mmrivi

Pass’ Bianosiaac
Pass/ Bianosiaac

Pass/ Bianosizac
6.7

1,29 glem/ rien®

9,0 mg/ml / mr/va

naypuacyabdoauerar i

Sosium citrate/ Harpiio unrpar 85 - 95 mg/ml / Mr/na Yxpama» 91 mg/ml / ap/a

SorbitoV Copbit 580 - 680 mg/ml / Mrina laenTudixauidinwa 619 mg/ml / Mrims

Sorbic Acid/ Kueaora copbinosa 0,90 - 1,10 mg/ml / mr/act 0,98 mg/ml / Mrima
Microbiological

Control/ Analysis #/Ananis  Ora2314 Ref. Texh. Analysis/ TC-0134 Sample status / Crarye spaska:
Mikpobioaoriunuii  Ne 889  Cranx Texy. Auanis AcceptedTIpuitnsro
KOHTPOIb

QC comments/ KoMerrapi Bijli:y KONIPOMO AKOCTI:

Test/ Teer

N/A 7 He 3acTocoBycrscs

Specification { Cueundikauia

Result / Pesyapray

Microbial contamonation / MixpoGua rosravinamis
Total acrobic microbial count’ 3arasibna KiaskicTs
aepobHuX Mikpoopranismin (TAMS)

Total yeasts and moulds count/ 3arasbHa KIAbKICTh
APLRIDKOBHX Ta maickssux rpubis (TYMS)

not more 10°CFU/MV ne 6ibise 10°KYO/Ma Pass/ Bistnorizac

not more 10°CFU/ml! we 6iasme 103KYOMa Pass’ Biasnosizac

Comments / Kosenrapi:

* 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 /Hara Bunycky cepii - 1ata KoM faHa cepis 6yaa cepridikosana 8 HoHiH BiToBiaxocT! 10 savor HBIT 1a satsepixena
Ynoniosakenor Ocofo HLTAX0M SICKIPOHHOTO NNHCY B BATHIOBANIN KOMI'IOTEPHIH cHCTeMI BRPOBHNYOT Al ILHUIL

** Actual date when paper copy of certificate was printed and manually signed by Qualified Person in accordance with the GDocP/ Jlara, koan naneposa sepeia ceprudikary
Gyaa po3apykosasa Ta nianucana Ynostonwkenoio QOcoboto y sianosizsoct ne siuvor Hasexnol [paxraxy Jloxymentysanis

CONCILUSION: Accepted / BACHOBOK: Bianosinac
“This batch was released by the Qualtified Person / 115 napris 6y.a siyvinena
Ynoshosaxenoio Ocodoro:

EDAURE
{Namie of Qualified Person / tm's Yoortnosakenol Ocobu)
We hereby certify that the above information on English language is authentic and accurate / L{iy M# 3acBLAHy€MO, 110 HaBeAeHa BHINE IMGOPMAILIA aHTAIICHKOI0 MOBOI €
ZOCTOBIPHOKY 1 TOYHOK.

This batch of product has been manufactured, including packaging/labelling and quality control at the above mentioned site(s) in full compliance ywi MP requirements of

Ta BCTaosieHo siamrosianicts GMP.

:}A—\J‘\;\ D/mt

Qualified Person Name/ Iv's Ynosuosaxenol Ocobu

o~y - 3
dIBa \\.V,f\/




JEPXKABHA CJIYKXBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBHKIN OBJIACTI

npos. Ceitninuroi Hanil, 3, M.Kuie, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kon €IPIIOY 37078774

BHUCHOBOK
NPO AKICTHL BBE3EHOr0 B YKPAaiHy JiKapCchbKOro 3acody

21.09.2023 Ne 45784/23/10

MIKPOJAKC®

(nafiMeHyBaHHs JlikapcbKoro 3aco0y 3rifiHo 3 peecTpauiliHUM MOCBIAYEHHAM)
PO3YHMH PeKTANLHHUI; 10 S MJ1 PO3YHHY PeKTaJbHOrO B Ty0i 3 YHiBepcaJIbHUM
HAKOHEYHMKOM; 110 4 TY0H 3 YHiBepcaJbHUMH HAKOHEYHHKAMH B KapTOHHi# Kopooui
(dopma BUIyCKY, DO3yBaHHs, BHJ| TaKyBaHHs JIIKapchKoro 3acofy)

Homep peecrpauiiinoro nocsigyenns UA/15636/01/01 crpox uii peecrpauiiinoro nocsinuenns 01.01.2099
Cepis nikapcbkoro 3acoby Ne Y2513R KinbkicTs BBe3eHOTO0 Jikapcrkoro 3acoby 60696

Bupo6uuk JAEJIb®APM OPJIEAH, ®panuis

(HaliMeHyBaHHs BUpOOHHKA JliKapchKOro 3aco0y, KpaiHa MOXOKEeHHs )

Bseseto B Yxpainy ToBapucTBo 3 00MexeHoI0 BianoBigaabHicTIO " »0HCOH i [5k0OHCOH

Ykpaina', inent. kon: 35893512
(naiiMeHyBaHHA Ta ko 3a €[IPTIOY opuauuHoi oco6u abo mpi3sHe, iM's, MO 6aTbKOBI Pi3HUHOT

0coOH - minmpueMus, ii Miclie TPOKUBAHHS Ta peecTpalidHHi HoMep 00iKOBOI KapTKH IUIaTHHKA
nopatkie abo cepis Ta HOMep NacnopTa)

MpoToxon BisyansHoro koutpomio Bin 18.09.2023 Ne 2907/1.

3a pe3syabTaTaMH AEPKABHOTO KOHTPOJIO BCTAaHOBJIEHO, 1IN0 JIKApChbKUH 3aci6 BBe3eHO B YKpaiHy 3

JOTPHMAHHAM BHMOT 33KOHOJABCTBA OO0 3a6e3MeueHHs SKOCTi J1iKapChKHX 3aC00iB.
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