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JNEPKABHA CJYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTUKAMM Y KUIBCBLKIN OBJIACTI

npos. Ceitmrunoi Hapnii, 3, m.Kuig, 02099, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog € IPTIOV 37078774

BUCHOBOK
NPo SIKICTHL BBE3€HOr0 B YKpaiHy JIiKapchKOro 3acody

15.02.2024 Ne 4699/24/10

MIKPOJIAKC®

(HaMEHYBaHHA JTIKapChKOro 3aco0y 3TiAHO 3 peecTpaliiHiM MOCBII4YEHHAM)
PO3"IHH PEKTaJbHHH; M0 S MJI PO3YMHY PeKTaJbHOro B Ty0i 3 yHiBepcaJILHUM
HAKOHEYHUKOM; 1o 12 TYO 3 YHiBEpCAJIbHUMH HAKOHEYHHUKAMH B KApPTOHHIH Kopooui

(bopma BunycKy, 103yBaHHA, BHA NAKyBaHH:A JIKapChKOro 3acoby)
Howmep peectpauiiinoro mocsimuerns UA/15636/01/01 crpox aii peectpaniitroro mocsizuenns 01.01.2099

Cepis nikapcpkoro sacofy Ne Y3801R KinekicTs BBe3eHOTO JiKapcrkoro 3acoby 34272

BrpoGuuk HEJIbOAPM OPJIEAH, Dpanuis

(HaAMEHYBaHHA BHPOOHMKA JIiIKapchKoro 3acoby, kpaina MOXOJIPKEHHS )

Beeseno B Ykpainy ToBapuCTBO 3 00MeEXKEHOI0 BIANOBIIANLHICTIO " IaxoHCOH i /I2K0oHCOH
Ykpaina'", inent. kox: 35893512

(HafimenyBanHa Ta ko1 3a EJIPTIOY roprauvHOT 0cobu abo Tpi3BHILILE, IM'S, 10 6aTHEKOBI (i3UYHOT
0coOH - mAnpremils, ii Miciie TPOXKKMBAaHHA Ta peecTpalifHUH HOMep 06TiIKOBOT KapTKH TJIaTHUKA
MOAATKiB abo cepid Ta HOMep TacrnopTa)

lIporoxos Bisyansnoro kourpo.mio sin 12.02.2024 Ne 0017/1.

3a pesynpTaTamMy JepKaBHOIO KOHTPOMKO BCTAHOBJIEHO, IO MKapchKuH  3aci6 BBeseHo B Ykpainy 3
AOTPHMAHHAM BUMOT 3aKOHO2BCTBA TO/0 3a6e

SHHS SKOCTI JIIKapCHKUX 3aco0iB.

20> *

/ k 7 \ie\'”?ﬁ‘:‘ :
B. 9; im{@n‘bmtjafim hiB\

Har‘a’lﬂﬂj{ :{aia!qc:g? iﬂgemﬂt{? ‘B YKpainy Ipuna Hlanamait
¥

LI

ﬁmapc;mmx 3ac06m Fad -

R

(nﬁc‘mm (u: @m&&fﬁwnuro mirrpmm) {inlgao 1o npieie)




171 Manufacturer / Bupofunx: DELPHARM ORLEANS/ JIEJIHh®APM OPJEAH ;;:7
EERM-0005531 rev.t - Address / Aapeea: S avenue de Coneyr, ORLEANS CEDEX 2, 45071, France/ 5 aneuio e Koneip, OPJIEAI CEAEKC 2, 45071, M panuis

Manufacturing authorization number / Homep ninensii st supoSunvof aiisnuni 2023 257 1 2
@ Phone/Texedon: +33 (0) 2 38 69 81 00 Fax/dakc: +33 (0)2 38 63 36 29

TR AR. QUALITY CERTIFICATE / CEPTH®IKAT SIKOCTI
Product Name / Haspa npojgyxry: MICROLAX® / MIKPOJIAKC®
Product Code / Koa npoaykry: 9993204 Intemnal 1D / Buyrpitunii vosep: OY3801A
Producing country/ Kpaina-supofini: France/ pannis Importing country / Kpaina iMnoprep: Ukraine / Yxpaina
Baich Number / Homep cepit: Y380IR Pharmaceutical form / Jlikapeeka dopma:  Rectal solutiony Posunn pexrassinii
16 11 2023 ‘ . 10 2026
Manufacturing date / Jlara sipoGraurraa; day? month year/ Expiry date/ Tepyin npujarioct:: montld  year/
ACHE Micsuk Dix Michi  pik
Released Batch quantity / Poswip 34368 Consumer packs/ |
BHIIYIISHO] cepii: YHaKOBOK Date of batch release/ 28 11 2023
Market Authorization / Peectpauiiine nocsizuesnss: UA/15636/01/01  Hata Bunyeky cepii®: day/ month/  year/

ACHE uicaik  pik
Packaging type size 5 mi rectal solution in tube with universal tip;12 tubes with universal tips in the carton pack with marking in Ukrainian language/ no 5 su posuuny
/ Po3sip 1a Tun PEKTIWILHOTO B TyGI 3 YHIBEPCATIBHIM HAKOHSUHIKOM; 110 12 TYD 3 YHIBEPCATLHIDGH HAKONCHHHKAMI B Kaproiiit kopobui 3 MAPKYBAHIAM YKPATHCHKOIO
NAKYBAHHS! MOBOIO

I ml of rectai solution containe: sodium citrate 90 mg; sodium laurylsuifoacetate 70% 12,9 mg, sorbitol 70% 12.9, liquid crystallixing 893 mg/ 1 M

y ' i et g : ; 4 2
Strength/ Ciaa aii POSHIHY PERTIILIOTO MICTHTE: HATPIO 1WHTpaTy 90 M, Hatpilo aayphacyasdoateraty 70% 12,9 mr, copbity poaunsy 70%, 1o kpueTaniayerncs 893 wr

(Chemical control/ Analysis Ref. Tech. analysis/ . Version/ Sample status / Craryc spaska:
Xizviunnii ananis #f/Anams Ne ORAZ2322332 Crang, Texn. Ananiz iC-0134 Bepein: 21 Accepted/] Ipuiinaro
Q.C. comments/ Kosewrapi Bianizy KOHTPOIHO AKOCTI: N/A / He zacrocosyerpes

Test / Tecr Specification / Cucundiraiis Result / Pesvastar

Colourless opalescent viscous solution, containing small air bubbles/
Deseription/ Qe Blazxult onanecuentinii Ge30apBHyit pO3YNH, IO MICTHTS MATENbK Pass/ Bixnosinac
Oyasbaniku nosiTps

Identification/ Licurndinanis
Sodium laurylsulfoacetate/ Harpito

AaypIICyLpoaneTaT Positive colour reaction/ [To3uTHBHA KO160pOBA peakiis Pass/ Bianosizac
Sodium citrate/ Hatpito mrpar Positive colour reaction/ [Tosirusna xoabopoBa peaxuin Pass/ Bianosinac
Sorbitol/ Copbir Ri=value matches standard/ 3navenus R piznnonijgac crapjapiy Pass/ Binnosizac
Volume of the contajner content/ Volume not less than the labelled amount! Of'cr e senue saspietoro Pasel Bintioni:
O6'cy ByicTy Routeiinepy 1A eTHKETI AR B HOBAE
pli 6,0-8,0 6.7
Density/ 'yerina 1,25-1,31 g/em? r/ead 1,29 glem?/ r/es?
Assay/ Kinkicne smanavenns
Sodium laurylsulfoacetate/ Hatpiio OHCOH
_ 2 g P 8,4-9,6 mg/ml / ar/vn H}K . 9,2 mg/ml/ e/
aaypsicyiandoanerar YKpalﬂa}}
; . ) = T ixaUiiHui
Sosium citrate/ Hatpiio nprpar 85 - 95 mg/ml / Mi/aa '“f:;"éb.;gaglém 4 21 mg/ml / mr/sin
Sorbitol/ Copbirt 580 - 680 mg/m! 7 Mr/zun 623 mg/mi/ str/va
Sorbic Acid’ Kucnora copbinona 0,90 - 1,10 mg/ml / mr/va 101 mg/ml / sr/mn
Microbiological
Control/ Analysis #/Ananis  ORA232 Ref. Texh. Analysis/ SEt 2o Version/BB Sample status / Cratyc spaska:
Jon - S j [C-0134 : 21 i o
Mixpobioaoriunmit  Ne 2332 Crann Texu. Ananis epeis Accepted/TIpniinsto
KOHTPOIh
QC comments/ Komentapi sizainy konrpomo skocti: N/A / He sacrocosyerbes ;
Test/ Teer Specification / Cnenndixanin Result / PeavawTar
Microbial contamonation / MikpoGua xontasdnauis
Total acrobic microbial count’ 3araisna kinexicrs ] . i ; :
" ’ not more 10°CFU/MV ne Sianime 10°KYO/ Mz Pass/ Bianopijac

aepoduux mikpoopranisyis (TAMS)

Total yeasts and moulds count’ 3aransna xiaskicrs pMHA

APPRIZKOBUX TA TUTICHABHX IPHOIB { TYMS)

not more 10°CFU/MmI/ ne 6iapine 102K Y040

g % i »
Comments / Komenrapi:
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* Date of batch release is a date when specilic batch was certified in full compliance with the GMP requirements and electf] zﬂ Aignadyfor approy Wi hed Person at

validated computerized system of production site /Jlata BHITYCKY Cepii - Jata KOH Jlana cepis Gyaa cepridikosana B 1nos) j | gui;t::{}c%‘% Hﬁ N Hiljaisepiukena
- L i "o L] ] o o L . ® ‘

Yiostionamenow Ocoboio LBIXOM €1eKTPORHOTQ HIBICY B BANI0BAHIE KOMITIOTepHHT creremi pupobunuoi miasnnmg, i ¥
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** Actual date when paper copy of certificate was printed and manually signed by Qualified Person in accordance with the k!’-‘ ek lax ,isirﬁu
Oyila posapykoBana Ta nijumcana Yaosiosakenoo Ocoboio y BiAnoBigHocti jto sinior Hanexuor Tpakrisn Hoxventy Keh ‘.9

CONCLUSION: Accepted / BUCHOBOK: Biamonizae \, . .

This batch was released by the Qualified Person / Llx mapris Oyna sunvuena T }31'5 M

Ynosuosaxenow QOcoboto

cepriikary

g O

- ® o .
(Name of Qualified Person / In'n YiOMom &eHoi Ocotin)
We hereby centify that the above information on English language is authentic and accurate 7 Liny sy SACBIAMYEMO, TI0 HARE/CHA Biine THGOPMALIA AHEIICLEMIG MOBOIO €
AIOCTOBIPHOKO | TOMHOIO.

This batch of product has been manufactured, including 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 /1 Lo CEPIO TIPOAYKTY Oyiio BHPOOICHE, BHOYAIOTH HAKYBAHHAMAPKY BAHHA T2 MPOBEACHO KOHTPOIb 1 AKOCTI 1A
BHIHC3A3IACHl ALHIG Y noRnii BijnosignocT! 3 Bintorany GM P, BCTAHOBIAGHHM MICHEBHM PEIYASTOPHIM OPIAHOM, 8 TAKOK RIANOBIHO 0 crieipupikaiiii Miciuenoro
PEIY-IATOPHOTG Opraty 1y BIANCBIINOCTI 3i crieundikaiclo 10 peecTpaliiioro ceinorsa kpains-imnoprepa. IIpoToro:n pupoSHInIRg, HAKYBatiss 1a anaisig HEPETARBYTO 1a
BCTAHOBICHO BLAnOBIAHICH: GMP.
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Qualified Person Name/ Ivf's Viosnonzikenoi Ocobs Signature’ [iznne l Date**/Jlarat**
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