JTEPXABHA CJYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHiBCHKINA OBJIACTI

npocnekT Banepis Jlo6anoscwkoro, 51, M. Kuis, 03110, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €JIPIIOY 37078774

BHCHOBOK
NPo AKICTH BBE3EHOr0 B YKPaiHy JikapcbKoro 3acofy

14.08.2023 Ne 37956/23/10

MIKPOJAKC®

(HaiiMeHyBaHHA JIikapCcbKOro 3acofy 3riHO 3 peecTpanifHUM MOCBINYEHHAM)
PO3YHH PEKTAJIbLHHMH; M0 5 MJI PO34YHHY peKTaIbHOro B Ty0i 3 yHiBepcaabHUM
HAKOHEeYHHKOM; 10 12 Ty 3 yHiBepcalbHUMH HAKOHEYHMKAMH B KapTOHHi# Kopooui;

(dopMa BUNyCKy, 1O3yBaHHS, BHJ NAaKyBaHHA Jikapcbkoro 3acoby)
Homep peecrpauiiinoro nocsinuenns UA/15636/01/01 crpox aii peectpauiiitoro nocsinuenns 01.01.2099
Cepis mikapcokoro 3aco6y Ne Y2012R KinbkicTs BBe3eHOro nikapcrkoro 3acoby 34812

Bupo6uuk JEJIbBOAPM OPJIEAH, ®panuis

(HafiMeHYBaHHs BHPOOHUKA JIiIKapChKOTo 3aco0y, KpaiHa HOXOKEHHS)

Bseseno B Yxpainy ToBapucrBo 3 06MexeHo00 BinnoBiganabHicTIo " J[30HCOH i [2KOHCOH
Ykpaina', inenr. kon: 35893512

(naiiMenyBaHHA Ta koA 3a €JIPTIOV ropuanyHoi ocobu abo mpi3pHile, iM's, MO 6aTbkoBI (Gi3HuHOT
0co6H - mianpHemils, ii Miclle MPOXUBAHHS Ta peecTpalifHHA HoMep 06ITiKOBOT KApTKH MIAaTHHKA
nojartkis abo cepis Ta HOMep Macnopra)

Mporoxon Bisyansuoro xourponio sin 04.08.2023 Ne 2400/2.

3a pesyapTaTaAMM JEPHKABHOIO KOHTPOIIO BCTAHOBIEHO, IO JlKapchkuii 3aci6 BBeseHo B VYkpaiHy 3

JAOTPHMAHHSAM BUMOT 3aKOHOIABCTBA 11010 3a6e31eueH s AKOCTi 1iKAapChKUX 3ac006iB.

Koripora J1.B.
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171 Manufacturer / Bupofunx: DELPHARM ORLEANS/ IEJIb®APM OPJAFAI
TV-TMP-01504sev.6 - Address / Aapeca: § avenne de Concyr, ORLEANS CEDEX 2, 45071, France/ 5 asemso ;e Koucip, OPAEAH CEAEKC 2, 45071, ®panuis

Manufacturing authorization number / Howep sinensii 1as snpoSungol aitenmni: M 19/224
Phone/Tenedon: +33 (0)2 38 69 81 00 Fax/Paxc: +33 (0)2 38 63 36 29

eRLPMARM QUALITY CERTIFICATE / CEPTHOIKAT IKOCTI
Product Name / Haisa npoayxry: MICROLAXE®  MIKPOJIAKCE®
Product Code / Koa npoaykry: 9993204 tntemal 1D 7 Bryrpimmiit nomep: 0Y2012A
Producing country! Kpaina-supobrnx: France/ dpanuis Imponting country / Kpaiua iMnoprep: Ukraine / Yrpaina
Batch Number / Homep cepii Y2012R Pharmaceutical form / Jlikapceka ¢opma:  Rectal solution/ Poswun pexraasuuii

) 1 6 2023 ) 3 2026
Manufacturing date / fata pupoSumierna: day? po— year  EXpiry date/ Tepuin npiaarnoctic monthd year’

aemn MU pix sticRis IR

Released Batch quantity / Poasmip ARTS Consumer packs’
BHITYLILENOI Cepii: ® YHAKOBOK Date of batch release*/ 13 6 2023
Market Authorization / Peccpattiiftie nocai;iaenus UA/15636:01/01  Hlata BRDYCKY cepii®: oy’ mosh’ yoa/

aeHb sioun  pik
Packaging type size 5 mlrectal solution in tube with universal tip;12 tubes with universal tips in the carton pack with marking in Ukrainian language/ no 5 act posusny

{ Posmip 1a TR PEKTLILHONO B 1y01 3 YHIBEPCRIBHUM HAKOHSHMIKOM, 110 12 T¥0 3 YHIBEPCAILHIMM HAKOHSHHHKAMH B KAPTOHHIR KOPOOUI 3 MAPKYBAHHAM YKPATHCHKOIO
DAKYBAHNA. MOBOID

. . . 1 mlof rectal solution containe: sodium citrate 90 mg; sodium laurylsutfoacetate 70% 12,9 mg, sorbitol 70% 12.9, liquid crystallixing 893 mg/ | ma
Strengthy Cwta Al po34upy pexrannnoro sictirms: Hatpito nitpary 90 mr, natpito saypiicyasdoanerary 70% 12,9 mr, copBity posunuy 70%, 1o KpHctanisycteen 8§93 Mr

Chemical control/ Analysis ) Ref. Tech. analysis/ Version/ Sample status / Craryc spaska:
Xintiunuit apans 2iAmaais No  ORAZIN2A Cogyg Texn Anasis TC-0134 Bepcis: 19 AcceptedTIputiusro
Q.C. comments’ KoMenrapi syiLy KOMIPOIIO AKOCTL N/A / He sactoconyetcs
Test/ Tecr Specification / Cuenndixauin Result / Pesyapyar
Colourless apalescent viscous solution, containing small air bubbles’
Description/ Ounc Bsaxnit onaisecuentinit 6e30apauii po3umh, 1o MICTITE MAUICHBKI Pass¢ Bianosiiae

ByAL0ALIRH 1OBITPR

Identification/ Inenrndiranis
Sodium laurylsulfoacetate/ Harpiio

naypaicyasdoanerar Positive colour reaction’ [logsinana koasopona peakiis Pass’ Bianosinac
Sodium citrate/ Harpito uwrpar Positive colour reaction/ [Tosmmisia KoAs0poBa peakuis Pass’ Bianositae
Sorbitol’ Copbit Rf-value matches standard/ 3navenns Rf izinosiziae cranapry Pass’ Bianosizac
Velume of the container content/ Volume niot fess than the labelled amount’ O8'cx He metitie 3anBieHoOro s T2 v
O6'em Buicry owveiinepy HA eTHRETU Pass’ Bianoviztac
pH 6,0-8,0 6,7

Density/ Fycrnua 1,25-1,31 glem¥ r/em? 1,28 gienys renm?

Assay/ Kiqekicne swnavenns

Sodium laurylsulfoacetate’ Harpiro

8,4-9,6 mg/ml / Mr/va 9.1 mg/ml 7 si/ma

Aaypuicyabboaiterat ,  VkpaiHa»
i ixauiHWi
Sosium citrate/ Hatpito wirpar 85 - 95 mg/mi/ Mrima 3 \mammwaum:i? 91 mg/ml / Mirma
Sorbitol? Copbir S80 - 680 mg/ml / mp/sa g 623 mg/ml 7 Mriva
Sorbic Acid/ Kucaora coplinosa 0,90 - 1,10 mg’mi / mr/Ma 1,0 mg/m!l / Mr/mn
Microbiological
Control/ Analysis #/Ananis  ORA23] Ref. Texh. Analysis/ TC-0134 Version'B 19 Sample status 7 Crarye spaska:
Mixpobioaoriuumnii  Ne 1125 Cran. Texs. Anaus i epeis Accepted Tlpudinsro
KOWIPO1b
QC comments/ Koventapi BLLHAY KOHTPOMO SKOCTI N/A 7 He 3acrocoBycTies
Test/ Tecr Specification / Cnenndivanis Rexult / Pesvabiat
Microhial contamonation / MirpoGna Rowravinanis
Total acrobic microbial count!’ 3araneHa KUILKICTS OCEU/ml e 6i — Pass’ Bi o
acpoSHBK Mikpooprasisvin (TAMS) not more 10°CFU/mt ne Guasine HPRYOA 4 ass/ Bianopiaac
Total yeasts and moulds count’ 3araibna KiisKicis
d not more HPCFU/mE e Siastie 10°KY O/ Pass’ Bianosizac

APIRKOBAX Ta IicHgsux (pudin (TYMS)
Comments / Kovenyapi:

* 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 /J{ata nunyexy cepii - 1ata koo ana cepis Oyaa cepridikosan 5 nonsil BitosianocTi 10 Buvor HBIT va savsepiokena
Vroprosaxe o (CoBMO HLAXOM CISRTPOHHOIO DLINCY B BUHIOBANKIH KOMITIOTCPHIT CHCTOME BHPODHIOL Al LI

** Actual date when paper copy of centificate was printed and manually signed by Qualified Person in accordance with the GDocP Jlara, xoan nanepona sepcis ceprindisary
Oyna pospykosana Ta piznucana Ynosnosaxenowe Ocodoio y sianosianoct 30 sivor Hanewnol pakmaxy Jlokymentysanns

CONCLUSION: Accepted / BHCHOBOK: Bianositac

This batch was released by the Qualified Person / Lla napris Gyvaa sunyiena P BACHELER ]
Vnosuoaxenoio Ocodaro: (Name of Qualificd Person 7 Iw's Y, BT* QREHOT &(}5‘)}31‘ ITIB
We hereby certify that the above information on English language is authentic and accurate 7 L Mut 3acai14yenmo, nio Haneaena suuff opléu m‘\m\u:uﬁtbxmo M

AOCTOBIPHOW | TOUHMG, " g’g M b
This batch of product has been manufactured, including packagingTabelling and quality control at the above mentioned site(s) in full cfy ianceEn e O

the Jocal Regalatory Authority and with the specifications in the Marketing Authorization of the importing country, The batch processi @ cRaging and analysisy
reviewed and found to be in comphiance with GMP ¢ Llio cepiio npo:aykry Gy10 Bupo0aehO, RRTIGUA0UI HAKYBIHHA MIAPRYBIHHA T2 NPOREARHYROHLPOAD T
HHIHRIABHAMCHI AiABINHU Y NOBHIT BIANOBLIHOCTI 3 Binvorasst GMP, BCTRHORTIOHIN MICIIZBHM PSIVISTOPHHM OPIAHOM, & TAKKK BIINOBIRLC ¢ i
PEIYAATOPHOIO OPLany 1y BLUIOBIHOCTT 3 CHEIMGIRAMIEIO JO PECCTPATIHOTO CHIA0N n::{hm-i.\umprepa [pororo:1i BHpOOHHHTBEA, IAK

BCTAHORICHO BLAIOBIAHICTE GMP. %
- Bacverefre h Ao |1t

Qualified Person Name’ Im'n Y opsosamenoi Ocolu Signature’ Hiznue Date** jlara®*
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