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JTEPXKABHA CJIYXBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTUKAMMHM Y KHIBCBKIN OBJACTI

npoB. Ceitmmynoi Hapil, 3, m.Kuig, 02099, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog CIPIIOY 37078774

BUCHOBOK

PO SIKICTh BBE3€HOro B YKpaiHy JIiKapchbKoro 3acody

18.12.2023 Ne 61096/23/10

MIKPOJIAKC®

(HaltMEHYBaHHs JIIKapChKOro 3ac00y 3TiHO 3 PeECTpPALiHHAM [TOCBiTYEHHAM)
PO3'IHH PEKTAILHHH; 110 3 MJI PO3YHHY PEKTATLHOr0 B TY0i 3 YKOPOUEHHM HAKOHEYHHKOM:;

110 4 Ty0H 3 YKOPOYEHUMH HAKOHETHUKAMH B KAPTOHHIM KopoOui
(popma Bumycky, 103yBaHHS, BUJ] TAKYBAHHS JiKAPCHKOTO 3aco0y)

Homep peecrpauiiinoro nocsimuenss UA/15636/01/01 crpox nii peectpauiiitoro nocsimsenns 01.01.2099

Cepis nikapcekoro 3acofy Ne Y3185R KinekicTe BBE3eHOIO Jikapcekoro 3acoby 32400

BupoGuuk UEJIbBOAPM OPJIEAH, ®panmis

(HaliMEHYBaHHA BUPOOHMKA IIKAPCEKOr0 3ac00y, KpaiHa MOXO0KeHHS)

Beeseno B Vkpainy TosapucTBO 3 00MexKEHOI0 BiAMOBIIAILHICTIO " I:xxoHCcoH i /IZKoHCOH
YkpaiHa'', izenr. xon: 35893512

(HalimMeHyBanHs Ta ko1 3a €[IPTIOY 1opuauunoi 0co6u abo MPi3BUILE, iM's, TI0 6ATBKOBI ¢izuunol
0co0H - MiANPHEMIIA, 1T Micle TTPOKUBAHHS Ta peecTpallifHui HoMep 00NiKOBOT KaPTKH IIaTHHUKA
MoAarkis abo cepist Ta HOMep macrmopTa)

IIporoxon Bisyansnoro koutposo Bix 18.12.2023 Ne 3906/3.

3a pe3yibTaTaMM [ePXKaBHOIO KOHTPONK) BCTAHOBICHO, IO NIKApCEKuii  3aci0 BBeseHo B Vkpainy 3

AOTPHMAHHAM BUMOT 3aKOHOAABCTBA 00 3a0€3MeUeHHs TKOCTI JIIKapChKUX 3ac00iB.

Bitaniit BOHAAPEH }\O

O T

(iuiliany Ta npi3syiLe)




11 Manufacturer / Bupoduux: DELPHARM ORLEANS/ AEJILMAPM OPJIEAH ‘j
EFRM-00053331ev2 - A qdress / Anpeca: 5 avenue de Concyr, ORLEANS CEDEX 2, 45071, France/ 5 apeiio e Koneip, OPJIEAH CEJIEKC 2, 45071, ®pannin

'\ Manufacturing authorization number / Hosyep ninensi ;s supotunvol alisuwui: 2023 257 1 2
Phone/Tenedon: +33 (0) 2 38 69 81 00 Fax/Daxc: +33 (0)2 38 63 36 29
DELPHARM QUALITY CERTIFICATE / CEPTH®IKRAT SIKOCTI

Product Name / Hassa npoaykry: MICROLAX® / MIKPOJIAKC®
Product Code / Kot sipoaykry: 4107001 Intermal 1D 7 Buyrpimmili nosep: OY3185A
Producing country/ Kpaina-supoGuunx: France/ Mpanuis Importing country / Kpaiua iMnoprep: Ukraine / Ykpaina
Baich Number / Honmep cepit: Y31835R Pharmaceutical form 7 Jlixapceka Qopya: Rectal solution/ Posusn pexranshsii

| 4 10 2023 ) _ ) 9 2026
Manufacturing date / Jlama supoOnmiirsa: day/ ol year! Expiry date/ TepMin upsinathocri: monl!  year/

AeHL Micens nix MiCHIE Pk
Released Batch quantity / Possip 10374 Consumer packs/
BHITYLIIEHOT Cepii: + YNaKOBOK Date of batch release®/ 17 10 2023
» ' 3 ] Ths

Market Authonization / Peccrpanifine nocsinueus: UA/IS636/01/0] /1478 BHRYCKY Cepil®: 4 moalil  yead

Acth uicdis. pix
5 ml rectal solution in tube with shortened tip;4 tubes with shortened tips in the carton pack with marking in Ukrainian language/ no 5 yn
PO3UHHY PEKTANBHOTO B TYD1 3 YKOPOUEHIM HAKOHEHHHKOM; HO 4 TyGH 3 yKOPOUSHIMH HAKOHEUHIKAMI B XKapTOnHIIT kopobiu 3
MApPKYBANIAM YKPAIHCLKOI0 MOBOIO
I mlof reclal solution containe: sodium citrate 90 mg; sodium laurylsulfoacetate 70% 12,9 mg, sorbitol 70% 12.9, liquid crystallixing §93

Packaging type size / Poamip ta
THI HARYBANHA.

Strength/ Cuzia jui mg/ 1 Mt po3yiHy PCRTAILHOLO MICTHTE: HATPito uTpaty 90 Mr, Harpiio naypiscyandoanetaty 70% 12,9 s, copSity posunny 70%, uio
Kpucranizyerscs 893 mr
Chemical control/ Analysis . Ref. Tech. analysis/ i Version/ Sample status / Craryc 3paska:
Ximiunudi apana BAmanis Ne  ORAZI1IINZ Cranz. Texn. Ananis e Bepcis: el Accepted/ Ipuitiito
Q.C. comments/ Koyerrapi ity KOHTPOIO AKOCTI: N/A / He 3acrocosyeTses
Test/ Tecr Specification / Coenndixanis Result / Pesvastar

Colourless opalescent viscous solution, containing small air bubbles/
Deseription/ One Bazkuli onanecuenrnuii OGesbapruuil po3uun, 1o MICTHTH MATEHBKI Pass/ Bignosiac
OynsBailky nositps

Identification/ Lientudirvauis
Sodium laurylsulfoacetate/ Harpito

ﬂﬂ}’p“:lC}rﬂb{b{}aumT P{}Siii\"ﬂ .E{)iﬂur rﬂﬂ{:ﬁﬂﬂ" n(}fﬂ ITHBAHA Eﬂ:ll':ﬂpt‘lﬁa [k':ﬂi{]li}{ PE_SS;! BE}I[‘I{}BE;’[HE
Sodium citrate/ Hatpizo urpat Positive colour reaction/ TTosirtisaa Kos0poBa peaxiiis Pass/ Bizmosinac
Sorbitol/ Copbir Rf-value matches standard/ 3uasenna Rf signosinae cranpapry Pass/ Bijnonijac
Volume of the container content/ Volume not less than the labelled amount/ O6'em He Menie 3a381eHOTO Bass) Blionimse
pH 6,0-8,0 6,7

Density/ I'veruna 1,25-1,31 g/lem? ricn? 1,28 g/em’/ rica?

Assay/ Kiruricne susuayennsn
Sodium laurylsulfoacetate/ Harpiio

9.0 me/ml / Mriya
Jlaypsicyasdoanerar

8,4-9,6 mg/ml / Mr/an

Sosium citrate/ Hatpiro wrpar 85 - 95 mg/ml/ mr/vn 91 mg/ml/ s’y
Sorbitol/ Copbir 580 - 680 mg/ml 7 ar/mn 623 mg/ml / mriva
Sorbic Acid/ Knenora copbinona 0,90 - 1,10 mg/ml/ mr/an 0,98 mg/ml / mr/>n
Microbiological
Control/ Analysis #/Anamis  ORA231 Ref. Texh. Analysis/ TC.0134 Sample status / Craryc spaska;
MikpoGiomnorivmmit  Ne 9319  Craun. Texw. Ananis ) Accepted/TIpuiingro
KOHTPOI D
QC comments/ Kosenrapi si;ainy KONTPOIO SKOCT: N/A / He 3acrocosycrnes

Test/ Tecx Specification / Crenndixanin Result / Peavabiar

Microbial contamonation / MixpoGua rontayinanis
Total acrobic microbial count/3aransna KiabkicTh
aepodumnx Mikpooprasismin (TAMC)

Total yeasts and moulds count/3araieua xiapKicTh
APIKIGROBHX Ta reicHasnx 1pidin (TYMC)

not more 10*CFU/m/ ne 6iasie 10°KYO/ Pass/ Bizinonijaac

not more 102CFU/ml ne 6isie 102 KYOA

Comments / Komenrapi:
¥ Date of batch release is a date when specific batch was certified in full compliance with the GMP requirements and electy]
validated computerized system of production site /flara BHITYCKY Cepil - Iata K04 21ana cepis oyna cepritdikopana B Os;
YnosHosakenoio Ocoboio NEMX0M eIeKTPOHHOTO NiATHCY I BT IoBaNI N ROMIIoTepHiil cueremi supobHuol alpim,

lilicd Person at
f : ﬁ \GA [G A araepmxena

** Actual date when paper copy of certilicate was printed and manually signed by Qualified Person in accordance with th \; =l Tl i i ceprudixary
Gyaa posapykosaua Ta yiamicana YnosHosamenoio Ocoboio y sianosiasocti 1o smvor Hatexnoi Hpaxrakn Jlokymenty ‘{(’ :

CONCLUSION: Accepted / BUHCHOBOK: Bimonigac

This batch was released by the Qualified Person / 11s naprig Oyia sanyineua :

Ynostonraxkenoio Ocoboto: ' —~ e
{Name 0f Qualificd Person / I Yriosaosaaenol Ocodn)

We hereby certily that the above information on English language is authentic and accurate / Ll st sacminyeno, 1o Hase/ena suine indopyMaitii anraiiicskoio MoBoIo ¢

AQCTOBIPHOKO { TOUHOID,

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 /110 Ccepito NpoAyKTy Gy:10 BHPOG/CHO, BRAIOUAIOYH HAKYBARHA/MAPKY BANNA T4 NPOBE/ICHO KOHTPOIh 1 AKOCTI Ha
BHUE3asHAYenIil b Y noBAii BUOBIANOCT 3 BiMOraMi GMP, RCIANORICHIN MiCHeRIN PErYJIATOPHHM OPraton, a TAKeK BILHOBIANO JI0 cnetdikalii Micuesoro
PETYAATOPHOIO Oprany | y BIANOBIAHOCTI 3i cnemrikanicio 1o peceTpaitiiinero ceijlolrsa xpainu-ismoprepa. TTporoxoiis BHPODHKIITRA, NAKYBAHHA TA RHATIZIB NCPRIIAHYTO Ta

BCTAHOWISHO BinnoBianicrs GMP. .
(- BAcHELense | s A AL 42| w23

Qualified Person Name/ In's Vnosnonassenoi Ocobn ' Sign:im/re.*fﬁ; 10 | Date**/Jlara**
( 2 y = /
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