NEPHABHA CJIVKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIXO 3A
HAPKOTHKAMH ¥ KHIBCBKIA OBJIACTI

npoB. CEITAHYHOL Hapii, 3, m.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kog €JIPTIOV 37078774

BHCHOBOK
npo AKicTh BBe3eHOro B YKpainy aikapcbkoro 3acody

08.04.2024 Ne-15720/24/10

TJIMEPAHOBI CYIO3UTOPI TVITIHK JUISI MAJIOKIB

{nafiMCHYBAHHA NIKAPCHKOTO 30006y 3MiTHO 3 peccTPAIiiHAM OCB IS AM)
cymnoznTopii pexTanbui no 0,6 r no 5 cyno3uTopiie y cTpuii, o 1 crpuny y KapToHaii
Kopo0ui :

{(popMa BIITYCKY, Z03YBAHNA, BILA IAKYBAHHS MKAPCHKOro 3acoby)

Homep peectpauiiinoro nocsimenns UA/18738/02/01 erpox aii peectpauiiinoro nocsimaennn 11.05.2026

Cepix nikapcrkoro sacofy Ne 3040923 KisnskicTs BBe3eHOrO Nikapeskoro 3acofy 8012
Bupobuuk E.L 3APBIC eng Ko., JIT1, I'penis
(saiiMenyBaHs BupobHuKa TKapebKoIro 3aco0y, kpaina NOXOMRERHT)
Beesero B Ykpainy CninsHe yKpaiHCHhK0-eCTOHCBKE MIANPHEMCTBO Y hopMi TOBapHCTBA
3 oOmexenoro signosizansuicTo 'Onrima~-®apm, JITA", inenr. kon:
21642228

(naiivenyBannd Ta Koj 3a EOPTICY 1opuangsei ocobi abo npissHine, iM'a, N0 GaTnxoai QisHaHOT
ocobn - nignpieMus, i Micue TPOKUBAHIA T2 peec’rpauumm: HOMeD OBNKOBOT KAPTKI MNIATHHER
nonartkia afo cepid Ta HOMEp NacnopTa}

Ilporokon sisyansioro kenrpoio six 08.04.2024 N 0798/2.

32 pe3ynbTETAMH JIEPKABHOTO KOHIDOMIO EBCTAHOBISHO, IMID nikapcekuit  3aci6  BBe3eso. B YxpaiHy 3
ZOTPHMAHHSAM BuMOT 31KOHO/ABCTEA INOAO 3abe3neteuns AKOCTI MiKapceKuX 3acobis.

Bixrop CTE®KIBCHKVH

(ininiani Ta-npizenuie)




BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTH®IKAT SIKOCTI CEPIT JATKAPCBKOT'O 3ACORY

Ne 212

[ Name of product/Hazea ripoyxry
(strength, dosage form, package size and
type / posyeamms, mikapcska dopuma,
PO3MIP 1 T yHaKonKu)

GLYCERIN SUPPOSITORIES GLYCIK FOR |
BABIES, rectal Suppositories, 0.6 g 5
suppositories in a strip, 1 strip in a carton pack
with the labelling made in Ukrainian. /

I'THIHEPHHOBI CYIIO3UTOPI T JHIMK I8
MAJIKOKIB, CynosuTopii pexransai no 0,6 r, o
S CYHOZMTOPiE y cTpmum; mo | CIPHILY B
KapTOHHIH xopobui 3 MapKyBaHEIM
YKPATHCEKOIO MOBOIO.

Active substance / giroya PEeY0BHHA

0,6 g of glycerine / rainepus 0,6 1

posMip cepii

Manufacturing country /  xpaina- Greece / I'peutisn
BHpoOHHK

MA number / Homep PII NeUA/18738/02/01
Batch number and size / Homep Ta i 3040923

8052 packs / ynmaxosok

Date of manufacture / JTata BUpoBHMITEA

09.2023

Expiry Date / Crpox npunatioct

09.2028

Name, address and license number of
manufacturing site / Hasga, agpeca |
HOMep JineHsii BupoSumdo] Bimband

E.I ZARBIS & Co., LP

Thivon 35, Megara Attiki, 19100, Greece /
E.L 3APBIC eng Ko., JAI

Tison 35, Merapa ATTixi, 19100, Ipenisn

Manufacturing license Ne 0000000063/20/1 /
Jlinenzis gya BHPOGHEHITEO Ne 0000000063/20/1
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IndicatorMToxazgnx Speciﬁcationaneunq;ixauin Result/Pesyrnrar
Appearance/ Onne Yellow to brownish-yellow, torpedo Complies / Bimmosigae
shaped, odourless suppositories /
Cynosutopii  Big  osToOro hils)
KOPHYHEBO-XKOBTOTO KOIBOpY,
Topuenonomionol  dopmm,  Ges
3aIaxy
Average weight/ 0,85 g:5%/0,85r+5% 0.85g/085r
Cepeans maca
pH/ pH 4,5-6,0 5,4
Disintegration/ Not more than 60 min / ne 6insme 28min/28 x8
Posnanamas Hix 60 xB
Strip air-tightness / Should be air-tight / Tlosumen 6yta | Complies / Bigrosinae
Iepmerugnicts TePMETHUHEM
Glycerine Complies / Bimosinae Complies / Bigmosinae
identification C/
Inentudivania
rainepamy C
Glycerine Complies / Bignorinae Complies / Bignoginae
identification D /
Inenradixania
riiinepary D
Glycerine assay / 66.5% - 73.5% 70.7 %
Kinnxicne 0.57-0.63 g/suppository / 0,57-0,63 0.60g/supp / 0,60 r/
BH3HAYECHHS I/CyIIO3HTODIH. oyl
Finepuny
Microbiological
purity/
Mikpo6ionorizaa
YHCTOTAY
Total aerobic
microbial count
(FAMC) / 3aransna
KinbKicTh aepobaux
Mikpoopramizmis
(TAMC) Not more than 10° cfu/g / He Simpiue | 240 cfu/g / 240 KVO/r
10° KYOrr
Total yeasts/moulds
count (FYMC) /
3arajisna KinpkicTs
ApLxKoBnx j
fdiceHeBHX TpaGIB Not more than 102 cfu/g / He 6imsme | <10 cfu/g <10 KYO/r
TYMC) 102 KYO/r

*- perform control for every tenth batch and at least once 2 year according to ICH Q6A / KOHTpOJIE
HIPOBOMMTRCA Ha KOXHiH 10-i cepif Ta momaivenme | pas xa pix, srigso ICH Q6A.

** - perform the test in the process of production control / BHUPOGYBAHHA IPOBOMATECS B IPOLIEC]
BHDOOHAIOTO KOHTPOIO.
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The batch meets the requirements of QCM for MA Ne UA/18738/02/01 / Cepia Binnorigae
BuMoram MEST no PIT Ne UA/18738/02/01.

The packing, labeling and expiry date correspond to the requirements of QCM / VYraxoeka,
MApKYBAFHHs TA TEDMIH HPANATHOCT] BiAMOBIRAIOTE Byvoray MICS,

Storage: Do not store at temperafure above 25°C. Keep out of reach of children. / 30epirata
TIpx Temiepatypi He smine 25 °C. 36epiratu Y HEOOCTYTIHOMY Jasg miteH micid.

I hereby certify that the above information is authentic and accurate. This baich of product
has been manufactured, including packing/ labeling and quality contrel at the sbove
mentioned site in full compliance with the EU GMP requirements assigned by the local
health authority and also in accordance with specification of registration decumentation
atfirmed in Ukraine for mvestigational medicinal product. The batch processing, packaging
and analysis records were reviewed and found to be in compliance with GMP requirements
and were signed by the responsible persons of the above mentioned manufacturer, / Ifam 5
MIATREPIKYIO, 1O HABEHEHa BUIle indbopmaniz ¢ HOCTOBIPHOK Ta TogHOw. Llx cepia
HpOMyKIii Oyna BHTOTOBNCHE, BKTOYAIOYH AaKyBaHHd, MapKyBaHHA Ta IDOBEICHRS
KOHTPOMEO 1I AKOCTi Ha 3azHaueniii BUPOOHMUIH AimsHLl v moREIH Bimmomimocti 3
suvoramu GMP, ReTAHOBNeHHMY MicriermHM PETYILATOPHHM OPraHoM, a TaKoX BifmoBimHo
o cuelmdikalii, Mo MicTITECH B peecTpaniiftHoMy Jocke, 32TBEp/KEHOMY B Ypaini g
AOCHIDKYBAHOTO  JiKapCEKOro sacoly. TIIporoxonm BUPOOHHIITBA, TNaKyBauus Ta
IDOBCNCHEA aHanisie OyMH mepesipeni, BcTamORIeHO BiMmnoBinHicTs BuMoray GMP Ta
T/NIHCAHG BIANOBIRAME UMY OcOBany BHPOOHHKA,

Issued by/Brpano:
Qua}jﬁ}e:{i Person/ YnosHorakena ocoda:
g AT [, /f-‘:.f;r.f,;_fvéa

ooyt -0 ""-"*W.a»cm"?-ii‘f ;

Date/ Nara: 03/10/2023
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