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CERTIFICATE OF ANALYSIS
CEPTUGIKAT AHANIZY

==

. PROSPAN™ COUGH SYRUP, syrup; 200mi in bottle; 1 bottle in the set. with

measuring cup in a cardboard box with labelling in Ukrainian language /
TPOCAAH: CUPON 814 RALUNKO, cnpon; no 200 ma y paaxkoHi; no 1 Gnakouy B
KOMMABKTI- 2 MIDHOK YalliKOio B KapTOHHIM KOpobui 3 Mapxysakmam
YRPAHCHKOKY MOBOIC,

Country-manufacturer /
KpaiHa-enpobHuk:

Germany /
Himeudusa

| Registration Certificate number /
Homep PeecTpayifiHoro
| noCBig4YeHHA:

UA/0672/02/01valid from 25.07.2017 il 25.07.2022 /
UA/0672/02/01 pie3 25.07.2017 5o 25.07.2022

Strength / Activity /
. Crna aii / AxtugHicTs:

Imiof syrup contains 7 mg of vy leaves dry extract {Hedera helix L.} {5—7,5:1},
extractionagent: ethanoi30%/

1 aaA CcnponY MICTATE-7 M CYXOF0 ERCTREKTY ficTa anowa (Hederda helix L) (5 -
7,5:1), excTparenT. eTancn 30%

{ Batch / Cepin : 2280098

 Batchsize/ Poamip cepil: ‘6340 packages/ ynakoBox

| Manufacturing date/ 02/2022 N
favasupobouurea:

| Expiry date/ Npugarinii go: | 01/2025

j_Manufacturer / BupobHux;

i
]
|

Engelhard Arzneimitie! GmbH & Co. KG

Herzhergstrasse 3; 61138 Niederdorfelden, Germany/

Enrenbrapg Apunaimittens TmoX & Ko. K

Xepubeprwrpacce 3, 61138 Higeppoppenvaen, Hivevunna

| Manufacturing License /

Tty +.|:_'1 R TR T, T CA, .
Ta d-rl—1ld-|--!3!l . Hg Bl g e u! 1a -h‘!'TE{?.

DE_HE 01 _MIA_2019 0074 from 06.12.2019/
DT _HE 01 MIA 2010 00740i106.12.2010

_Cer‘tiﬁcate of GMP com pliance_/
| CepTudikaT 8ignoBipHOCTI
GMP:

o ke

DE_HE_01_GMP_2019_0045 from 08.04.2019/
DE_HE 01_GMP_2019_0045 sig 08.04.2019

o —— . P

670627

L Art.No./ ApTvkyn No:

| QC Report/ 400000055426

| 38IT 3 KOHTPONIO AKOCTI!

% Specification/ Cneundixargia:. | PV 070040/19
Date of relea.se of finished 10.03.2022

product / [laTa BUOYCKY rOTOBOMO
POAYKTY

Batch Cepin: 22680096

‘page/crapinka tof /33




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

==

Batch / Cepin: 22B009B

ENGELHARD
Arzneimittel
i PARAMETERS . | 00 . SPECIFICATION -~ %7 7 RESULTS
5 MOKAZHMKM o] 207 - cAEUMBIKALLS 22 | PE3YNIBTATH
Characters / Onuc Light brown, slightly cloudy synip with sweet, fruity taste and | Complies /
the odour of cherry / Ceitho-kopudHesnii negh mytHui | Bignosigae
CURON i3 CONDAKUM PYKTOBKMM CMIKOM Ta BHILHEBMM
38N2X0M.
Density / M'ycrmna 1,130 - 1,150 g/m! / 1,130 — 1,150 r/mn. 1,135g/ml/
1,135 r/mn
pH-value / pH 4,055, 4,7
Identity / laenTrdikayin The chromatograms obtained from the HPLC assay of | Complies /
vy leaves dry extract (5 — the sample and calibration solution must show the | Bianosipae
7,5):1), extraction agent: same retention times for hederacoside ./ Ha
1 ethanoi 30 % m/m/Cyxuii XPOMETOTpamax po3I4KHY 3Pa3Ka Ta xKanibpysansiux
EKCTRAKT AUCTR HOWE ({5~ | PO3UUMHIB, OTPUMAHMX NPK KiNbRICHOMY BU3HAYEHHI
7,5): 1), excrparenT etanon | meToacom BEPX, 4ac yTpumysaHHA Niky XeAepakosmay
30 % {mi/m) € mace caisnaparu,
Alternative method / ANbTepHaTUBHIE METOA
The segucnce of zones present in the thin layer
chromatograms. obtained fram the reference solution
and the test sclution should correspond to the
specification. Other zores may be present in the
chromatogram obtained with the test solution /
NocAif0BHICTS 30H, BipoBpameHa Ha TOHROWAPABMX
XpPOMmaTorpamay, OTPpUmarux i3 e7anoHHOro Ta
DOCRIGHYBAHOIG pO34YUHIS, NOBWHHO BIAROBINATH
cneuymnikanii. IHILT 30HU  MOMYTH Byt HanABHI Ha
XPOMATOIPaMi ADCAIIKYBAHOIO POIUMHY.
The chromatograms obtained from the HPLC assay of | Cormplies /
1 Potassium-sorbate /' 1the-sample and calibration solutions should show the | Bignosigae:
‘{ Kanho capbar same retention times for potassium sorbate/Ha
Xpomatorpamax: po3uuHy 3paska 1a kanibpysansHux |
PO3YWHIB, OTPUMAHUX fIPY KiAbLKICHOMY  BM3HAUEHHI
{meTopom BEPX, qac yTpiumyBsaHHs niky kanio copbaTa
1 MAE crisnagarty.

bage / cropivia 2°6f /53




ENGELHARD Arzneimittel GmbH & Co.KG ....._...._
Herzbergstrasse 3, 61138 Niederdorfeiden GERMANY - —

ENGELMARD
Arzneimittel
PARAMETERS i | SPECIFICATION | RESULTS
© MOKAIHUKY oo 1 " CREUUSDIKAUIRA " PE3V/ILTATH
Microbiological purity*/ Total aerobic micrebial count not more than 10° CFU/mi; Complies /
Mixpobionoriuna Total combined moulds/ yeasts count not mare than 10| Bianosinae
yueroTa® CFU/mi.
1 5pecific microorganisms:

Absence of £ cofiinl ml;

Absence of Seimonello in 25 mi;

Not more than 10° CFU/ml of bile-tolerant gram-negative

bacteria.

3aranpHe vyucno  aepobHuX. MIKROOPTaHi3mis; He

Ginpiue 10° KYO/mn;

3aranibHe YUMCN0 ADBRAKOBUX Ta naiceHesux rpubis:

He Ginbwe 107 KYO/mn.

Cnedndivni miKkpoopradiamu:

BigcyTHICTS E. coli 8 1 mn;

BincyTHicTb Satmonelio & 25 mAa;

TonepanTHi A0 WOBUI TPaMHEraTMBHI BaxTeni: He

e bispwe 10°KYO/M |
Assay [ KinbkicHe
BHMIHAYEHHA
1 vy leaves dry extract (5 — 6,65 7,35 mg/ml{7,0mg/mi £S5 %)/ 1 7.1emg/ml /e
17,5:1}/ Cyxuid ectpaxt nncrst | 6,65 7,35 mr/mn (7,0 mr/mn £ 5 %) 7,16 sar/mn

nnoua {5 -7,5: 1)
Potassium sorbate / 1,21—1,47 mg/ml{1,34 mg/m!+ 10%}/ 11,36 mg/ml/
Kaniio copbar o 1121147 mcfmn (1,38 mr/mn 0%y 11,36 mr/mn

| 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 local 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 tc be in

compliance with GMP,

CnpamHiM A NIATBEPIKYIO, WO BUWEBKadaHa iHGOPMALIA € AOCTOBIPHOKD | TONHO: Haxa- cepla npoayKty 6yia’
TIPOBESLHA/BUIOTOBEHA, BRAIOYSIONM  YNAKOBKY/MapKyBaHHA TA KOHIPO/b AKOCTI, Ha  BHUIEBKA3ZaHOMY:
BUpoBHUMOMY MaraaRuuKy 8 NOBHIN BianosigHOCTI 3 BuMOramys GMP, BCTAHOBACHNMM MICUEBUM PeryAATORHUM

OPraHom, a TEKOX Y BIANOBIAHOCT 3i cneyudiKaujamy, axt MICTATECA 8 PeECTPalifHOMY [0ChE KpaiHu-iMnopTepa.
[NpoTokoan BUpOBHULTBa, yNaxkoBKK Ta aKanisy Bynu nepesipedi Te scranosneHo & sianosigHicre GMP,

Sabine Schuricht-Parsch. '- ﬁﬁté},’[‘l‘a‘ra +31,05.2022
Qualified Person/VYnosnosaena ocoba

‘Batch / Cepin: 2280098 . page / CTopiRa 36t/ 53




