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BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTH®IKAT SSIKOCTI CEPIi JIKAPCHKOT'O 3ACOREY
Ne 293

| Name of product/Hasea npogyxry

(strength, dosage form, package size and
type / nosysaHms, nikapchka dopma,
| po3Mip i TN yrakorku)

‘GLYCERIN SUPPOSITORIES GLYCIK
‘BABIES,
suppositories in a strip, 1 strip in a carton pack

FOR

rectal suppositories, 0.6 g, 5
with the labelling made in Ukrainian. /

[IIEPUHOBI CYITO3UTOPI TIIIHK 101531

MAJTIOKIB, cynozutopii pekransHi o 0,6 r, mo

5 CYmo3uTOpiiB y crpumi; mo 1 crpumy B
KapTOHHI 1 KOpObITi 3 MapKyBaHHAM
YKPalHCHKOK MOBOIO.

Active substance / gilowa peuoruna

| 0,6 g of glycerine / rminepun 0,6 r

Manufacturing | country /  kpaiHa- | Greece / I'pernis
BUPOOHMK

MA number / Homep PI1 NelJA/18738/02/01
| Batch number and size / Homep Ta 3011021

po3Mip cepii

7801 packs/ 7801 ynaxosox

| Date of manufacture / Jlara BupoGHUIITRA |

10.2021

Expiry Date / Crtpok npuzaTHocTi

10.2026

Name, address and license number of
manufacturing site / Haspa, agpeca i
HOMeED JliLEeH3iT BEpoGHHYOT AijibHMI

E.l. ZARBIS & Co., LP

Thivon 35, Megara Attiki, 19100, Greece /
E.L. 3APBIC enn Ko., JITI

TiBon 35, Merapa Artiki, 19100, I'peuis

Manufacturing license Ne 0000000063/20/1 /|

JlineHzis Ha BupobHHIITEO Ne 0000000063/20/1

GMP certificate / GMP cépmd)'if(a"f

GMP Ne: 56206/28-5-2020




Indicator/IloxazHux

Specification/Cnenngixanis

Result/PesyabTar

Appearance/ Oonc

Yellow to brownish-yellow, torpedo
shaped, odourless suppositories /

Complies / Bignosigae

Total aerobic
microbial count
(TAMC) / 3araasna
KIJIbKICTh aepOOHHX
| MikpoopraHizmis
(TAMC)

Total yeasts/moulds
+ count (TYMC) /
3araasna KinbKicTs
APIKIKOBHX I
IIiCeHeBAX rpubin

(TYMC)

Cymosutopii  Big  koBTOro  j0
- KOPHYHEBO-KOBTOI'O KOJIBOPY,
ToprneaononiéHnoi  dopmu,  Hes
| 3anaxy -
Average weight/ 0,85g+5%/0,85r+5% 0.83g/083r
Cepeans maca |
pH/ pH 4,5-6,0 5,6
Disintegration/ Not more than 60 min / He 6inbize 29 min /29 xB
Posnaganus HIX 60 xB -
Strip air-tightness / Should be air-tight / ITouren GyTu Complies / Bignoeinae
I'epmMeTHynicTL repMETHUYHNM
| cTpUny** - |
Glycerine Complies / Bizmosinac Complies / Bignorinae
identification C /
| InenTHdikauin
rainepuny C N - _
| Glycerine Complies / Binnosiyae Complies / Bignoeinae
identification D /
Inenrndikanis
rainepuny D |
Glycerine assay / 66.5% - 73.5% 68.9 %
Kinkkicue 0.57-0.63 g/suppository / 0,57-0,63 | 0.57 g/supp / 0,57 r/cynn
BH3HAYCHHS T/CYyNO3UTOPIH.
IIinepuHy
Microbiological
purity/
Mixkpooiosoriyaa
YHCTOTA*

Not more than 10° cfu/g / He 6insue | 110 £

10° KYO/r

Not mote than 10 cfu/g/ He 6insme
102 KYO/r

<10 cfu

2

*. perform control for ev-éry tenth batch and at least once a year according to ICH Q6A / KOHTpoﬁE

MPOBONTECA Ha KoxHil 10-H cepif Ta monajimMeHne 1 pas ra pik, 3riguo ICH Q6A.

** - perform the test in the process of
BHPOOHHYOro KOHTPOJIFO,

production control / BUNPOOYBAHHA NIPOBOANTLCS. B IIPOLEc
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The batch meets the requirements of QCM for MA Ne UA/18738/02/01 / Cepis Bignosigae
BumoraMm MK no PIT Ne UA/18738/02/01.

‘The packing, labeling and expiry date correspond to the requirements of QCM / YnakoBka,
MapKyBaHHs Ta TEPMiH NPUJATHOCT] BianoBigaroTs BumoramM MEKSI.

Storage: Do not store at temperature above 25°C. Keep out of reach of children. / 36epiraru
Tipu TeMIepaTypi He Buite 25 °C. 36epirati y HEROCTYITHOMY Ul AiTell Micli.

L'hereby cettify that the above information is authentic and accurate. This batch of product
has been manufactured, including packing/ labeling and quality control at the above
mentioned site in full compliance with the EU GMP requirements assigned by the local
health authority and also in accordance with specification of registration documentation
atfirmed in Ukraine for investigational 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. / I{um g
MiATBEPIKYIO, W10 HaBeAeHa BHMINE iHpopMamia ¢ JIOCTOBIPHOIO Ta TouHOw. [Ia cepis
OpORYKUIl Oyna BUTOTOBICHA, BKMIOYAIOYH NAKYBaHH, MapKyBaHHs Ta IPOBEICHHS
KOHTpO)IO 11 SKOCTI Ha 3a3HadeHidl BMpOOHMYIN mingHOi y NOBHIA BixmoBigHocri 3
Bimoramu GMP, BCTaHOBNEHMME MiCLieBUM perynaTOpHUM OPraHoM, a TAKOXK BIOITOBIAHO
210 cnenudikanii, mo MicTaTbes B PEECTPALIHOMY JOCHE, 3aTBEPDKEHOMY B YKpaini ais
JIOCHIIKYBAHOrO  JIiKAPCHEKOrO  3acoby. [Iporoxonu BrpoGHMLTBA, nakyBaHHs Ta
TPOBENCHHA aHanislB OyNiu mepeBipeHi; BeTaHOBJIEHO BinmoBinmicTs Bumoram GMP Ta
TIMUCAHO BiTIOBINAEHAMMI 0COGaMHU BUPOGHHKA.

Issued -"By/B'H',I['EiH(): )
Qualified Person/ ViosHOBaMeHa 0coba*
‘%{M %nfééq
qemaé@cmm}&ﬁ@ 7

Date/ Jata:  18/11/2021
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