i1
EFRM-0005532 rev.2

DELPHARM
Produet Name / Hussa spozysty:

Manufacturer / Bupofnnk: DELPHARM ORLEANS/ ;EI,i’-’jlhﬁ)AP:\:! QOPIEAH

Manufacturing authovization number / Hoxep Ainensit xan sapofiungol gianmng: 2023 257 1.2
Phone/Tenedson: +33 (0) 2 38 69 81 00. Fax/axe: +33 (0)2 38 63 36 29
QUALITY CERTIFICATE / CEPTH®IKAT SIROCTI

MICROLAX® / MIKPOJIAKC®R i

Produet Code / Koz npoaysry: 8997606 | Interal ID/ B'uytpimniﬁ HOMEp:
Producing country?! Kpaiua-supoGrng: France/ ®paniis llmpcming country { Kpaiua isnoprep:
Batch Number / Howvep cepil- Al415R 'Pharmaceuticat form / Jlikapeska dopva:
bx) 5 2024 y = ety :
Manutacturing date / Nata sispobrisrsa: dayt iy sear  Lxpiry date/ Tepmin npiiaTaneri:
ety MitAln DiK
Released Baich quantity / Possip 3 Constimer packs/
BHIYILENOT cepil; THies YRAKOROK Date of bateh release®/ 13
Market Authorization / Peecrpauiiisne nocaizeickng: UA/IS636/0101 M mmmyoky cepii®: i’ﬁi

Packaging type size / Poswip 1a

THE H3K i 3 :
Rl MAPKYBANHAM YKPATHCHKOK MOBOIO

1 mlof rectal solution containe: sodium citrate 90 mg; sodium latirylsulfoacetate 70% 12,9
Strength! Cuaa aif
EpHCTwInsyeTnea 893 mr

Address / Azpeca: 5 avenue de Concyr, ORLEANS CEDEX 2, 43071, France! 5 asemo e Koucip, OPAEAH CEAERC 2, 45071, ®paniu

OAL413C
Ukraine / Yxpaina
Rectal solution Posumi pekraantigt
4 AT
momhl.  yeard
st pix
o 2024
monh’ - yeard
M pik

5 ml yectal solution in tube with universal tip;4 tubes with universal tips in the carton pack with markimg in Ukrainian language/ nio 5 ax
POFTHY pesratsiaro v 1y0i 3 yuinepeansuiny nakoue suKoM; 10 4 Ty6i 3 YHIBEPCATLHHMH HAKOHSUNIIKAMH B Kapronniil xopofui 3

mg, sorbitol 709 12.9, liquid crystallixing $93

mg/ 1 A pO3URIY PEKTATLHOND MICTHTE: Hatpix witpary 90 wr, narpito maypracyandioanerary 70% 12,9 mr, copBiry posunmy 7%, mo

Chemical control/ Analysis Ref. Tech. analysis/ 5 Version/ 31 Sample status / Cratye spasa:
Kisinmsdt anania HAuaniz N Ora2d34260 Crami. Text, Anaiiz 1C-0134 Bepeix; - AcceptedTipuitnsto
Q.C. comuents/ KoyeHtapl BNy RONTPOAK fxocTi: N/A / He muctocosyerses :

Test/ Teer Specification / Cucnudiranis : Result 7 Peavapt

Colourless opalescent viscous solution, conlaining small air bubbles/ : :
Description/ Omie Bwaryii mmm‘cl}cﬂmuii Geadaprumit PO3IH, 1140 SMECTHIB MATOHLK] Pasy’ Binnosizac
Dyaisbamer qonipa
Wdentification/ Inetirudixanin
Sadium laurylsulfoacetate? Harpino ; 2 : :
Aaypracy:andoanear Positive colour reaction’ [Tosnrinna Koasoposa peakitis Pass? Bianoninae
Sodtum citrate/ Harpiio wrpar Pasifive colour reaction’ Tiosnrisia Konbopona peaxis - Pass/ Bianonizae
Sorbitol? Copir Ri-value matches standard’ 3yauerus Rijsinosizae craaapry Pass/ Bianosinac
Volume of the container cantent/ Velume not less than the labelied amount/ Od'eM He MemIte 3a187e10r0 C PaseBi gi
OB'cy syicry Romeiinepy 1A CEiRETIU b ass HUoRI e
pH 6.0-80 6,7
Density/ T'yernna 1,25-1,31 gZeny/ rica? 1,28 glem®/ vies?
Assay/ Kinwiene nuznauenny
Sodium laurylsulfpacelats! Harpin , PR
Anypreeymsponuen 8,4-9,6 mg/ml / mrima | 9.0 mg/ml / srdma
Sosium citrate/ Harpim wrepar 85 - 95 mg/ml / sriya | 91 mg/ml 7 sr/az
Sorbitol? Copbir 580 - 680 mginl / sirfan | . 621 mg/ml £ ardsen
Sorbic Acid’ Kncsiora copbinosa G890 - 1,10 mg/ml 7 srin 0,96 mg/ml / sivivn
Mictobiological
Conteol/ Analysis #/Ananis  Ora2434 Ref Texh. Analysis/ : Version’sy ; Sample status / Crarye apagka:
St M T . TC-0134 b 21 : i

MixpoGiozorimmii M 261 Crom Texn Apania epein AcceptedTIpritngro
KOHTPOS D
QC comments’ KomenTapi nizuiiiy Koutposm akoeri: N/A { He sactoconyersen

Test/ Teer

Specification !;C[mmghixnuiu

Result/ Pesviantar

Microbial contamenation / MikpoSua konrasinatin
Tatal agrobic microbial count3aratnua sinskicts CCFG/ il e i ! 1OV O

i - iy . more L/ e Binstite At
aepatHinK sikpoopraini (TAMC) notmore LFCFU/m) ne Ginsute 10°KYOMa
Total yeasts and moulds count3arwmia kiabkicrs SCFUMIY 166 it 1TKYOR
APTRIHROBHX T3 tricuasix rpidin (TYMC) A% mare 1 CEL ke Sl | il
Comments / Kostenrapi:
* Date of batch release is a date when specific batch was cestified in full compliance with the
validated computerized system of production site /Jlat
Ynossonazenolo OcoBoio MAXOM enexTponziore TECY B BATA0BAN KoM ITITepHifi cHeTeMT BHpOBHIHOT fininsui,

** Actual date when paper copy of certificate was printed and manually signed by Quals’ﬁed Person it accordance with the GDacP?
Gy peaapykonana Ta nizmicana Y nosnosakenon Ocodolo ¥ BiAROBROCT A0 sinsor Hatewsor Tiparuxa JJoKysemynass

CONCLUSION: Accepted / BHCHOBOK: Bixnosinae
This batch was released by the Qualified Peson/ Ig Haprin Oysa mmyruess
Yrennosazencio Oeobow; |

“Paiss? Biuoniae

Pass! Bianosinae

GMP requirements und electronically signed for approval by Qualified Person at
A BAHYCKY CEPil - AATA KO A1t cepin Gy cepraikonaya 8 BosRill nizgosianocTi 4o sior I ta satne

pipkena

Hata, Rosis paucpona nepcis cepriixaty

M,Lebel

(Name of Qualified Person / Iu'a Ynosnoxwsenol (eoli}

We hereby certify that the above information on English language is

AOCTORIPHOO | TOUHIO,

“This batch of product has been manufactured, including packaging/labelling

Authentic and accurate / Lmv Mg 3acoizayeso, 10 naneagin paite iihopsanis aicLRO0 AOBOIO €

and quality control ot the above mentioned site(s) in full compliance with the GMP requirements of

the local Regulatory Authority and with the specilications in the Marketing Authorization of the imporling country. The batch processing: packaging and analysis records were

reviewed and found to be in compliance with GMP
BIesaIAe il ainpuuni ¥ nosuiil sianosingoeri 3

Lt cepio mpoaykry Gy:10 nupofreno, Bl uaiown TAKYBAHHAMAPRYBAIA 12 (POBCALHO KOITPOTH 1T nkoct 1ia
minsorasti GMP, seTasoBIHN MicHeREM PLIYIIATOPILIM OPIaHON, 8 TRKOX BIAROBIAHO Ao cneruiikaniil scucsors

PEIYARTOPHOTO Oprawy iy sianosizuoct 3i cacumbixanic 1o peccipatifinoro eaifotia kpafms-iMnoprepa, Tiporokoan supuSuinss, nakysanss 14 anarisis HEPRLIAHYTO Ta

BCTAHORACHO BLATOBIARICTS GMP,

LEGEL 7).

Qual ified Person Name

e/ In's Viosuonarenol Ocobu

B
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InenTHdiKauikui
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