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ENGELHARD Arzneimittel GmbH & Co.KG
Herzbergstrasse 3, 61138 Niederdorfelden GERMANY
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Arzneimittel

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHANMUZA

W)duct/ﬂ POAYKT:

PROSPAN® COUGH SOLUTION, oral solution, 35 mg/S mil, 5 ml of oral solution in
stick; 21 sticks in a cardboard box with labelling in Ukrainian language/
MPOCNAH® PACTBOP OT KALLAS, PacTBop opaibHbiid, 35 Mr/5mn, no 5 mn
pacTBopa  Opa/bHOrC B ciMKke; No 21cTuky 8 KapToHHOW KopoBke c
M2PKMPOBKOI Ha YKPAMHCKOM A3BIKE

Country-manufacturer/
CrpaHa-npouseogutents:

Germany/
lepmanHusa

Registration Certificate number/
Homep Peructpaumnontcra
CBUAETENbCTBA:

UA/0672/03/01 valid from 06.02.2020 - unlimited/
UA/0672/03/01 peficteyeT ¢ 06.02.2020 - BeccpouHbIi

Strength/Activity/
Cuna peictena/AKTUBHOCTL:

5 ml of solution (1 stick) contains 35 mg of Ivy leaves dry extract (Hedera helix L.)
(5-7,5:1), extraction agent: ethanol 30 % (v/v)/Smn pactsopa (1cwk)
COAPAHAT 35 Mr CyXOTO IKCTPAKTa MCTbes Naowa (Hedera helix L){5-7,5:1),
3KCTpareHT: 3taHon 30 % (06/06)

JTMueH3VA Ha NPOM3aBoACTBO:

Batch/Cepun : 20K055C
Batch size/Pasmep cepun: 16615 packages / ynaxkosox
Manufacturing date/ 09/2020
[ata npouseoacTea;
Expiry date/losner go: 08/2023
Manufacturer/ Engelhard Arzneimittel GmbH & Co. KG
MNpcussoautens: Herzbergstrasse 3, 61138 Niederdorfelden, Germany/
SHrensrap ApuHadimuTrens MabX & Ko. Kr
Xepubeprwirpacce 3, 61138 Huaepaopdensaen, Nepmarun
Manufacturing License/ DE_HE_01_MIA_2019_0074/li 232 18 L 1801 / 1174-B from 09.12.2019

DE_HE_01_MIA_2019_0074/1123.2 18 L 18.01/ 1174-B 01 (5.12.2019

Certificate of GMP compliance/
Ceptudukar cooTsercrema
GMP;

DE_HE_01_GMP_2019_0045 from 08.04.2019/
DE_HE_01_GMP_2015_0045 oT 08.04.2019

Art. No. /Aptukyn Ne: 670857

QC Report/ 040000052182
| OTieT 0 kOHTRONE KauecTBa;

Specification/Creundmkaums: 070010712

PARAMETERS SPECIFICATION RESULTS
NMOKA3SATENU CNEUU D MHALMA PE3Y/ILTATDBI ]
Description/Onucanne Light brown, slightly cloudy liquid with fruity odour and taste of Complies/CooteeTcrs
menthol/CaeTno-KopuuHesbIii, MYTHOBATL IA pacrsop c|yer
PYKTOBbIM 3aN3XOM M MEHTCAOBLIM BKYCOM
Relative density/OrrHouTensHan | 1,130 ~ 1.150 g/ml/ 1.134 g/ml/
MIOTHOCTL 1.130 - 1.150 r/mn 1.134r/mn
pH-value/3Havenve pH 4,0-5,5 4,7

Batch / Cepma : 20K055C
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ENGELHARD Arzneimittel GmbH & Co.KG
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Ivy leaves dry extract (S~ 7.5):1),
extraction agent: ethano! 30 %
(m/m)/Cyxoii skcrparT amcTbes
nntowa {(S —7.5): 1}, akcrparenT:
31aH0N 30 % (m/m)

retantion times of the peak of hederacoside C must match./Ha
Xpomarorpammax pacreopa obpasua M KanuBbpoBoYHbLIX
pacTeBopos, NOAYHEHHbIX pu KONNYECTBEHHOM
onpeAeneHud metogom BIMX, spemena YAepHUBaHua
nuika xenepakosnaa C 40mKHbI COBNaAaTs.

Alternative method/AnsTepHaTmassiii Meroa

Zones on the chromatogram of the test solution should
correspond to the zones of hederacoside Cand a-hederin on
the chromatogram of the reference solution and
chromatogram of extract reference solution. Other zones
may also be present on the chromatogram of the test salution.
/30HbI Ha xpomaTorpamme ncn bITYEMOTr0o pacTeopa A0MKHbI
COOTBETCTBOBATL 30HAM XeAepako3naa C u O-XeAepuHa Ha
XpoMaTorpammax  pacTeopa  cpaBHeHMAa u pacteopa
CPaBHEHMA 3KCTPaKTa. Ha xpomarorpamme UCAbITYeMoro
PacTBopa MOrYT IPUCYTCTEOBATE TaKKe ADYIME 30HbI,

ENGELHARD
Arzneimittel
’— PARAMETERS SPECIFICATION RESULTS
i NOKA3ATENU CNELNDUKALUA PE3Y/IbTATHI
Identification/ On the chromatograms of the sample solution and the calibration | Complies/
MaedTndurauma: solutions obtained by quantitative determination by HPLC, the Cootsercrayer

Potassium sorbate/
Kanus copbar

On the chromatograms of the sample solution and the calibration
solutions obtained by quantitative determination by HPLC, the
retantion times of the peak of potassiumn sorbate must match./Ha
Xpomartorpammax pacteopa cobpasua m K3aNUBPOBOYHBIX
pacreopos, NoAYYEHHbIX npwm KOAUYECTBEHHOM
OonpeaeneHun metogom BIKX, BpemMeHa yaepmuBaHua
N1Ka Kanua copbata f0amHbl COBNAAATE,

Complies/Cootsercrs
yer

Microbiological purity*/ | Total aerobic microbial count {TAMC)—not more than 10° CFU/ml; | Complies/CooTtsetcts
Mukpo6uonoruyeckan Total count of yeasts/molds {TYMC) - not more than 102 CFU/ml; | yer
umucroTa¥ Escherichia coli—absent in 1 mi;

Saifmonelta — absent in 25 mi;

Bile-tolerant gram-negative bacteria — not more than 10%CFU/m.

Obuwee uncno aapobHbix MHMKpoOpraHusmos (TAMC) — ne

Gonee 10* KOE/mn;

Obuwiee uncno ADOMKIKEBDIX U NNECHEBBIX rpubos {TYMC) —

He Bonee 102 KOE/mn;

Escherichia cofi — orcyretsue 5 1 ma;

Salmonella - oTCyTCTBMNE B 25 MA;

TonepaHTHble K xenuau TRPamMOTpUUATENLHbIE GaKTepPUU — He

Gonee 10° KOE/mn,
Assay/Honuuecrsentoe
onpegeneHue:
Ivy leaves dry extract ((S—7.5):1), | 6,65 —7,35 mg/ml (7,0 mg/mi £ 5 %)/ 7,09 mg/ml/
extraction agent: ethancl 30 % 6,65—7,35 mr/mn (7,0 mr/mn + 5 %) 7,09 mr/mn
(m/m}/Cyxoi axcrpaxT avcroes
naiowa ({5 —7.5): 1), skerparewT:
3ranon 30 % (m/m)
Potassium sorbate/ 121-1.47 mg/ml {134 mg/ml + 10%)/ 1.35 mg/mi/
[@mn copbar 121 - 1.47 mr/mn (1.34 mr/mn + 10%) 1.35 mr/mn J

Batch / Cepua : 20K055C
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ENGELHARD Arzneimittel GmbH & Co.KG -_._
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ENGELHARD
Arzneimittel
PARAMETERS SPECIFICATION RESULTS )
NOKA3ATENN CﬂEthDHKAU,MFI PE3Y/ILTATHI
Uniformity of mass/ | An individual mass of the content of no more than two Complies/Cootsercte

OAHOPOAHOCTL Macch containers may deviate from the average mass by more | yer
than 10 per cent, and the individual mass of the content of
more than one container should not deviate by more than
20 per cent.jMH,quhgvanhHaﬂ Macca coaepaMus He
6onee aByx KOHTEHePOB MOKET aTKIOHATBCA OT cpeaHei
Maccel Bonee yem wa 10 %, W MHAWMBMAYBNLHAR Macca
COAEPKAHUA  He omHOro KOHTeliHepa He  aomxHa
OTKNOHATLCA GoAaee yem Ha 20 %.

I hereby certify that the above information is authentic and accurate. This batch of product has been fabricated/
manufactured, including packaging/labelling and quality control at the above mentioned site (s) in full compliance with
the GMP requirements of the focal 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.,

Hactoswmm a NOATBEPHAAID, HTO BbliLeYKa3aHHan nHdopmauma senseTca AOCTOBEPHOWM 1 ToUHOIM. [JaHHas cepun
npogykta BGelna NPOM3BELEHa/M3rOTOBNEHA, BIMOYaR YNaKoBKy/MapKvipoBKy U KOHTPONML Kavecrsa, Ha
BbILUEYRa3aHHOMN NPOMIBOACTEEHHOM M/IOWBAKE B NONHOM COOTBETCTBMM € TpeBoBaHMAMN GMP, ycTaHoBAEHHBIMU
MECTHBIM DeryNRTOPHLIM OpraHoM, a Tawie B COOTBETCTBMUA CO CheumduKaumsmy, KOTOpbIE comepsKarca B
PETMCTRAUMOHHOM focke CTpaHLFMMNOPTEpa. MpoToKobI NPO13BOACTBA, YNAKOBKK M aHANU3bI b npoBepekb) 1
YCTaHOBNEHD UX cootBRTCTBIME GMP.

\\
Yvanne J\a
Qualified

Date/flata; 03.11.2020
son/YnonnomouenHoe nMuo
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