71 Manufacturer / Bapobunx: DELPHARM ORLEANS/ HEALOAPM OPAEAH :
EFRM-0003531 rov2 - Address / Anpeca: § avenue de Concyr, ORLEANS CEDEX 2, 43071, France/ 5 apesuo ne Koweip, OPJAEAH CEAEKC 2, 45071, Gpanuis

Manufacturing authorization number / Homep aiernsit s sapobiavol alisuii 2023_257 1 2
@' Phone/Tesredor: +33(0) 2 38 69 81 00 Fax/Make: +33 02 38 633629 :
DimE R A QUALITY CERTIFICATE / CEPTH®IRAT HKOCTI
Product Name / Hassa npoaykry: MICROLAX® / MIKPOJIAKC®
Product Code / Ko npoaykry: 9993206 Internai TD 7 Bryrpimuiif nosep: OATT52A
Producing country/ Kpaina-sipoGmx: France/ Opanuix Importing couniry / Kpaina isnoprep: Ukraing / Vipaina
Baich Number / Howep cepii: Al752R Pharmaceutical form/ Jlikaperxa gopyia:  Rectal solution’ Posia peKTansHui
8 6 2024 : ) 5 2027

Manufacturing date / Jlata mipoGunrea: by o year  Expiry date/ Tepmin npunaraocti: et jions?

it sdcan, pix ; aicert, - pix
Released Baich guantity / Paauip Consumer packs/ i
BHAyH(SHOI Cepil: e YHAKOROK ‘Date of batch release®/ 24 6 024
Market Authorization / Peccrpaniiine tocwienis: UANSs636/01/0r 1 Jlama BRAYCKY Cepil®: Gy mondd ye

Ak e, pix

Packaging type size 5 ml rectal solution in tube with universal p;12 tubes with upiversal {ips in the carton pack with marking in Ukrainian !u:_lguage;‘ 10 5 M podunny
7 Posmip ta Tan PERTILHONO B TYDE 3 yHIBEPCLISHNM HAKOHS TS IRON, 110 12 Ty0 3 yHIBSPCATRHHMH HAKOHEURIEKAMIL It KapTOHKI KOpoBiH 3 MapkyBUHAM YKPUIHCEKO50
TIAKYBAHIS MOBOIO

I ml of reclal solution containe: sodium citrate 90 mg; sodinm faurylsulfoacetate 70% 12,9 mg, sorbitol 70% 12.9, liguid crystallixing 893 mg/ 1 s

Strength? Cuaa i POSTY PERIAIARHON MICTHTH: HATPIO wsrvpaty 90 wr, nartpiio naypicymudoarerary 70% 12,9 wr, copSity posnry 70%, wo KpHeranisycrsca 893 mr

Chemical control/ Analysis i . Ref Tech. analysis/ ! Version! ‘Sample status ¢ Cratyc apaska:
Xiviummdi ananis  #Auania o ORAZOIIZ o Texn Anania b TC0134 Bepcin: 2t Accepted/T Ipuitisro
Q.C. comments/ Koxenrapi Biiiiiy kouTpomio Axkocri: N/A / He sactoconyerues

Test/ Tecr Specification / Cuenudixanin ; Resuit/ Pesyariar
Colourless opalescent viscous soiution, containing small air babbles! : g :

Deseription/ Oumse Baakuit onwrecrenmmii GeaGapnnii POSHHE, HIG MICTHES MAICHDK] Pass! Bianoninac
OyALBaIKH HOBITPR

dentification/ Faenvirgiranin
Sodium laurylsulfoacetate/ 1 larpiro

SAYPIICYBG0AIIE AT Positive colour reaction’ [oawisia kobopora peaxtin Pass? Bizanosizac
Sodium citrate! Hatpito wrpar Positive colour reaction? [Mosirusiza xc:tjao_puua peagnis Pass/ Bianoninae
Sorbitol/ Cop8ir Rf-value matches standard/ 3naverns RE pisnobizac CTanapry : Pass/ Bianosinac
Volume of the container content/ Volume not fess than the labelied amount? OF'ex e Mernute sasarenoro o

- » : i : Pass/ Bianosinae
Oyt puicry wonreiinepy Ha eTHKend g ]
pH 6,0-8,0 67
Density/ I'yeruua 1,25-1,31 giem?/ riow? 1,28 glem?/ riess
Assay/ Kimsxicue suanagciiy
Sodium laurylsulfoacetate! Hatpito 8,4-9,6 mg/ml / mrhwn : 3 H}KOHCOH 8.1 mg/ml/ sriva
AaypisicyasoaneTar b i . 5 5

s . ‘ Ykpaina»
Sosium citrate/ Harpiio wrpar 83 - 95 mg/ml / yrfun L |nerTaiKauiiHwh 01 mg/mi £ Mr/va
Serbito¥ Copbir 380 680 mg/ml / mrima 628 me/ml / mp/sa
Sorbic Acid’ Kneaora copinonn 0,90 - 1,10 mg/m} / srina 1,0 mg/ml / sriva
Microbiological
Control/ Analysis #/Ananis  ORA243 Ref Texh Analysis! TC-0134 Version/H 21 Sample status / Craryc spassa:
Mikpodioaoriummii  Ne 5143 Crana Texn. Anatiz A epeis AcceptedT Ipuitunro
KORTPOAD i
QC comments? Kowenreapi BULLNY ROIOPOI0 $KOCTI: N/A { He sacrocosyerhes i

Test/ Teer Specification lEC!ICIinK‘J!;iW : : Result / Pesvanaar

Microbial comtamonation / Mikpobna Ronvastivanis :
Total werobic microbial count3araisua xiavkicrs :

5 ¢ i & 10 Ixes 5/ Biz i
aepabiinx sikpoopramizsis (FAMC) not more 1PCEU/ml/ e Sianme 10°KY O/ Pass/ Biznosiaae
‘Total yeasts and moulds count/3araiena kiaskicrs : £ ; B

¥ not more 10*CFU/ml/ e Giantoe 10°KYOA Pass/ Biznosinae

APUEHAOBIX T8 TIHCHABIX rpnbin (TYMC)
Comments / Kovenrapi: i
* 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 /flara BHIYCKY Cepii - AaTa Koitn Aana cepin Gy:r cepinirosana v noeiisl Binosiasect 4o sintor HBIT 1a 3arsepskena
Yrnosnosmsenon Ocobow0 Lrsxos CACKTPORKOIO HIANHCY B BATLIO8AHTT ROMIIOTEpIiii cacTemi BipobHIMOT AL,

** Actual date when paper copy of cerlificate was printed and manually signed by Qualified Person in accordance with the GDocP/ Jlaa, ko rranepons sepeix ceprinpixary
GyAR PORIPYROBINA 19 TIANHCARE Y IIOBHOBIACHOI0 OCeobomo y sizmosimocTi o sivor Hatestol paxsiky Roxysenrysanis

CONCLUSION: Accepted / BHCHOBOK: Bianosizac
This batch was released by the Qualified Person L1z napria Syna sunymiena ; M, Lebel

Yunoniosakenan Ocobow: Nume of (hialified Person 7 b's Yiomnonusiesol Ceodin

We hereby certify that the above information on English fanguage is authentic and accurate 7 Ll s FICBIALYEND, 110 HABSACHS BILE IHQOPMALES AHrTIcHKOIO MOBOIo €
JOCTOBIPHOIO | TOMEOI0. |

This batch of product has been manufaciared, inctuding packaging/labelling and quality control a1 the above mentioned site(s) in full compliance with the GMP requirements of
the Jocal Regulatory Authority and with the specifications in the Marketing Authorization of the imparting countsy. The batoh processing, packaging and analysis records were
reviewed and found to be in compliance with GMP / I cepiio nposyery Gy:to supabaeno, skmonaomm FUKYBIHHA/MEDRYBAITNA T4 1IPOBEIENO KOHTPOIR T AKOCTE 1
BlHiesasnateniit aiasum y nosnii BIANOBIANOCTI 3 Bivoramit GMP, sCragomienin sicienin PRIVAATODITHM OPFAHOM, 3 TAKOE BIATONIAHO A0 cnemin]iraniii Micnesoro
PETYIATOPROTO OPrany 1 ¥ sianonianoeTi 3i caemsndixamicso o peccTpantiltioro eniaoirsa kpaia-is noprepa. ITporokozs supodumiTss, ARKYBATHA TA AHATIZNB NCPEIIIAHYTO Ta
BCLAHOBACHO Bianoriuticrs GMP,

(EAEL 24 1IN 2024

P i
Qualified Person Name’ Iy V. nosnoppxenel Ocobn ik "TSigmf!ia're}ﬂi;mnc Date**/jlata*®

v 111 bp u6.08 2y (P




