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BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTUGIKAT SIKOCTI CEPII JIKAPCLKOT'O 3ACOBY
Ne 296

[Name of préduct/HaaBa IPOJAYKTY
| (strength, dosage form, package size and

PO3Mip 1 THIT YIIAKOBKH)

type / Ho3ysaHHs, nixapchka opwma,

JUIL  MAJTIOKIB,

[ GLYCERIN MICRO-ENEMAS GLYCIK FOR |
BABIES, rectal solution, 1.8 /2.5 ml, 2.5 ml in
‘an applicator in a film, 4 applicators in a film .in

a carton pack with the labelling made in
Ukrainian. /
IJIIIEPUHOBI - MIKPOKJII3MHM  T'JIITAK
PO3YHH  pEKTanbHHMA,
1,8 r/2,5 M7, mo 2,5 Mt B annixaropi B miisLi, no
4 amiikatopu B mIBLi B KapToHHiH Kopo6ui 3
MApKyBaHHAM YKPaiHCHKOK MOBOIO.

Active substance / giloya peuoBuna

1.8 g of glycerin / rninepun 1,8 1

Manufacturing  country /  kpaiHa- | Greece / ['pertin
BUPOOHHK
MA number / Homep PI1 NeUA/18738/01/01
Batch number and size / Homep ta | 6601 1021
| po3mip cepii __ | 3266 packs / 3266 ynakoBok
Date of manufacture / [Tara supo6uuntea | 10.2021
| Expiry Date / CTpox mpunarHocti 10.2026

Name, address and license number of
manufacturing site / Hassa, agpeca i
HOMEp JIIEeH31] BHPOOHUYOT dinsHHUILI

E.I. ZARBIS & Co., LP

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

TiBou 35, Merapa Arrixi, 19100, I'peuis

Manufacturing license Ne 0000000063/20/1 /
Jlinensis na BupoGHHITEO N 0000000063/20/1

GMP certificate / GMP cepradixar

GMP Ne 56206/28-5-2020




Indicator/Ilokasuuk

Specification/Cnenndirkania

Result/Pesyabnrar

Appearance / Onne

Colourless or almost colourless clear
liquid / bBesbapBHa afo wMainke
be3bapBHa npo3opa pigu=a

Complies / Bignorinae

Acidity or allkalinity /
Kucjiornicrs ato

Pink colour should appearm when
adding < 0.2 ml 0.1 M NaOH | <0.2ml

0.IM NaOH

/

JYXKHICTB solution / Mae 3’sBnatuca poxese | <0.2m1 0.1M NaOH
3a0apBiICHHS NpU.  JOMABAaHHI He
6inbine Hix 0,2 Ma 0,1 M posuuny
FAPOKCHAY HaTPiro | N

Relative density 1,160 - 1,175 1.168

(20°C) / Bignocua

rycruna (20°C) S |

Average weight / 2,95g-3,13g/2,95r-3,13 1 Complies / Bignosigae

Cepenns maca

Glycerine
identification C /
InenTndikauis
rainepuny C

| Corﬁplies / Bignosinae

Complies / Bignosinae

Glycerine
identification D /
InenTndikanis
rJIinepuny D

'Conllplies / Binnosinae

Compiies / Bignosinae

Glycerine assay /

KinbkicuHe

BH3HAYEHHS
TINEepHHY

1,7-1,9 ¢/2,5ml/ 1,7-1.9 1/2.5 an

1.9¢/2,5 ml/ 1.9 /2.5 mn

Microbiological
purity /

{ Mixpobiosoriuna
YHCTOTA™:

Total aerob. microb.
count (TAMC) /
3araibHa KigbkicTh
aepodHux
MIKpoopranismis

(TAMC)

Total yeasts/moulds
count (TYMC)/
3araasHa KiNbKicTE
JAPERIKOBHX |

ITicCeHeBUX rpHOiB
1 (TYMC)

Not more than | 0° cfu/g / He 6
10° KYO/r

Not more than 10? cfu/g / He 6insie

10 KYO/T

LIBIIE

<10 ofufg /<10 KYO/r

*. perform control for evéry tenth batch and at least once a yéar according to ICH Q6A. /
*~ KOHTPOJIb NPOBOTUTECA HA KOXKHIH 10-1i cepii Ta IoHafiMeH e 1 pas.na pik, srigno ICH Q6A
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The batch meets the requirements of QCM for MA Ne UA/18738/01/01 / Cepis Bianosigae
suMoraM MK go PIT Ne UA/18738/01/01.

The packing, labeling and expiry date correspond to the requirements of QCM / YnakoBka,
MapKyBaHHs Ta TEPMIH NPUAATHOCTI BIANOBiNarOTE BumoraM MK 5.

Storage: Do not store at temperature above 25 °C. Keep out of reach of children. / 36epiraru
pu TeMnepatypl He Bume 25 °C. 36epiratn y HeIOCTYIHOMY jid JiTell MICII].

Thereby certify 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
affirmed 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, / IIum s
HIATBEP/DKYIO, IO HABEJCHA BHILE HpopMaNis € ZOCTOBIPHOI Ta TOYHOI. Ils1 cepis
IponyKili Oyla BHTOTOBSIEHA, BKIOYAIOYH IaKyBAaHHS, MAapKyBaHHA T4 IPOBEICHHS
KOHTPOJIIO 1l AKOCTI Ha 3a3HaueHilM BUPOSHHUIM mimsHLi Y TIOBHIH BIANOBIAHOCTI 3
BUMoramu -GMP, BcTaHOBiICHUMH MicLieBUM PEryNaTOPHUM OPraHOM, a TAKOX BiAMOBiAHO
7o cnenuQikanil, Mo MiCTATBCS B PEECTPaIiiHOMY 0OCHE, 3aTBEPIKEHOMY B YKpalHi s
JOCIIIJUKYBAHOTO  JIKApCHKOTO  3ac00y. [Iporokonn BupoGHuITBA, makyRamHs Ta

NMPOBE/ICHHA aHalli3iB Oy/iM TIEPEBipeHi, BCTAHOBIEHO BiAIIOBIIHICTD BHMOIaM GMP Tta
MIAMKMCAHO BiNOBiAaIEHUMHE 0COGAMH BHPOBH UK.

Issued by/Bupaso: )
Qualified Person/ YnioBuosaxena ocoba:
%l 7% /%Jaf%ﬁ
Qom0 sy, serfQ

Date/ arta: 17/11/2021
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