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ENGELHARD Arzneimitte! GmbH & Co.KG | .....-.._
Herzbergstrasse 3, 61138 Niederdorfelden GERMANY — -
ENGELHARD

Arzneimittel

CERTIFICATE OF ANALYSIS
CEPTUDIKAT AHARI3ZY

Product / NMpogyx: PROSPAN® COUGH SYRUP, syrup; 100ml in bottle; 1 bottle in the set with
measuring cup in a cardboard box with labelling in Ukrainian language /
MPOCAAH® CUPON B4 KALLTHD, cnpon; no 100 sn v dnakoni; no 1 dnakony 8
KOMITIERTI 3 MIDHOICO YALUKOW B K3IPTOHHIA KOpobui 3 mapHyBaHHAM
. N YKPAIHCbKOK MOBOHD
1 Country-manufacturer / Germany /
| Kpaina-anpodHnK: Himedsnua
Registration Certificate number / | UA/0672/02/01 valid from 25.07.2017 tili 25.07.2022 /
Homep PeecTpauifiHoro UA/0672/02/01 nie 32507.2017 ao 25.07.2022
nocsip4eHHn; _ o - _
Strength / Activity / 1 ml of syrup contains 7 mg of vy leaves dry extract {Hedera helix L) {(5-7,5:1), |
| Cuna i / AKTUBRICTD: extraction agent: ethanol 30 % / '
1 Mu3 CUPONY MICTHMTL 7 MI CyXOro eKCTPRaKTy JIMCTA nRiola (Hedera helix L) (5 —
| 7,5:1), ekcrparenT: etaHoA 30 %
Batch / Cepin : 2280778
Batch size/ Poamip cepii: 21320 packages / ynarkoBOK
Manufacturing date/ 02/2022
faTa supobruirsa:

1 Expiry date / Npugataui go: | 01/2025
+ Manufacturer / Bupofuuk: Engelhard Arzneimittel GmbH & Co. KG

Herzbergstrasse 3, 61138 Niederdorfelden, Germany/
Exrensraps ApuHadimittens FTwbX 8 Ko, KI
XepubeprwTtpacce 3, 61138 HigepaopdenbaeH, HimeuunHa

Manufacturing License / DE_HE_01 MIA 2019 0074 from 06.12.2019/
Rigen3ia Ha BUPOSHNLTBO: DE_HE 01 MIA 2019 0074 sig 06.12.2019
Certificate of GMP compliance / | DE_HE_01_GMP_2015 0045 from 08.04.2013/
Ceprndikat Bignosiarocti DE HE_01_GMP_2019_0D4S 8ip 08.04.2019
GMP; .

Art. No. / Aptukyn No: 670532

QC Report / 400000055351

3BIT 3 KOHTPOMO AKOCTE: .

Specification/ Cneundivauia: PV070040/19

Date of release of finished 01.03.2022

product / Jata srnycKy roToeoro

NPoayKTY

Batch / Cepin 2280778 page’/ cropinka 1of /373




ENGFLHARD Arzneimittel GmbH & Co XG
Herzbergstrasse 3, 61138 Niederdorfelden GERMANY

==

ENGELHARD
Arzneimitte}
 PARAMETERS SPECIFICATION RESULTS
- NNOKA3HUKU. CNEUUDIKALILA | PE3YJILTATH
Characters / Onuc Light brown, slightly cloudy syrup with sweet, fruity taste and | Complies /
the odour of cherry / CeiTno-Kopuunesuit neab mMmyTHWE | Bianosipae
CHPON 3 COADAKKUM (GPYKTOBHM CMaKOM Ta BHLLUHEBKHM
3ANAXOM. |
Density / T'yctvHa 1,130 - 1,150 g/ml / 1,130 — 1,150 r/mn. 1,134 g/ml/
1,134 r/mn
pH-vajue / pH 4,0-5,5. 4,7
1 Identity / inenTidikayin The chromatograms obtzined from the HPLC assay of | Complies /
lvy leaves dry extract {{5 — the sample and calibration solution must show the | Bianosiaae
17,51:1), extraction agent: same retention times for hederacoside C./ Ha
ethanal 30 % m/m/Cyxwi XPOMETOrpamax pPO3YuHY 3pa3lka- 1a kanibpysancHux
BRCTRAKT AvcTa niaowa ((5— | poavuHie, mpmﬁat—mx NPKU KiAbKICHOMY BHW3HAYeHH|
7,5) 1), excTpareHT: eTaHON | METOL0M BEPX, 4ac yTpUmyBaHHR THKy Xxeaepakosngy
1 30% {m/m) C mae cnisnanary.
{ Alternative method / AnbTepHaTUBHNYI MmeTon
1 The sequence of zones present in the thin faver|
| chromatograms chbtained from the reference sofution |
and the test solution should correspond to the|
Tspecification. Other zones. may be present in the
chromatogram obtained with the test solution /
FlocnigoeHicTt 30H, 8ia0bpameHa Ha TOHKOWAPOBWX
XPOMBTOFPamMax, OTpUMAHKUX i3 eTanoHHoro Ta
AOCNIAMYBAHOIO PO3YMHIB, NOBUHHO BIANCBIRATH
cneundikauil. [HUWI 30HKW MOMyTe OYTW HaRBHI Ha
XPOMATOIRAaMI AOCAINKYBAHOTO RO3UKMHY.
| The chromatograms.obtained from the HPLC assay of | Complies/
Potassium sorbate/ ‘1the sample and calibration selutions should show the | Biarosigas
Kanio copbat {same retention times for potassium sorbate/Ha
XPOMATOTPamax [PO34YMHy 3paska Ta KanibpysansHnx
PO3IYMHIB, OTPUMIHUX NPY KiNbKICHOMY BW3IHaYeHHI
meTogom BEPX, yac yrivmyBaHHs niky Kaniwo copbarta
MAE ChisnanaTy.

‘Batch/ Cepia: 2280778

page / cropivka 2 oF /33




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

ENGELHARD
Arzneimittel
""" PARAMETERS C SPECIFICATION  RESULTS
- [IOKA3SHHMKKW - S - CAEUMODIKALIA | - PESYJILTATH

iicrobiological purity*/ Total aerabic microbial count not more than 10 CFU/ml; Complies /
MMikpobionoriuda Total combined moulds/ yeasts count not more than 107 | Bignosinae
yucrora* CFU/mi.

Specific microorganisms:.

Absenceof £.coliin 1 mi,

Absence of Solmonelioin25ml;

Not .more than 107 CFU/ml of bile-tolerant gram-negative

-bacteria.

3argnpHe YMCNo  aepobHMX  MIKpOOpradismis: He

Binbwe 10* KYO/niA;

JaranbHe “MCno APINIKOBUX. Ta NaiceHeswx rpubis:

He Binbwe 10% KYG/mn.

CneurdivHi MIRPOCPTaHIZMu:

BigcyrHicts £, cofi 8 1 mn;

BiacytHicts Solmonelia 825 Mr;

TonepanTHi AC MOBYi rpamHeratusni baxTepil:  He
- [ Binswe 10T KYO/mA
Assay f HinabKicre
BUIHAYEHHA

1 vy leaves dry extract {5 — 6,65 ~7,35mg/mi{7.0mg/mi+5%)/ 6,96 mg/mt/

7,51} / Cyxuid ecrpakT AMcts | 6,65~ 7,35 mrftwt (7,0 mr/aun £ 5 %) 6,96 mr/mn
nawoua (S—7,5:1) | )
Potassium scrbate / 11,21~ 1,47 mg/ml{1,34 mg/mi £ 10 %) / 11,36 mg/mi/
Kanito copbar 1,21 ~1,47 mifmn (1,34 mar/mn £10 %) 11,36 mr/mn

i hereby certify that the above information is authentic and accurate. This batch of product has been fabricated/
inanufactured, including packaging/labelling and guality control at the above mentioned site {s) in fuil compliance with
the GMP reguirements 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 to be in.

tompliance with GMP,

Cnpagikkin A RGTBEPLKRYIO, WO BUULIEBKAIZAHE IHbOpMALA & A0CTOBIPHGIO | TouHIo. faHa cepis NpoayKTy byna

NpoBeAeHA/BUTOTOBNEHE, BKMOMAIOMM  YNAaKOBKY/MBPHYBAHHA Ta KOHTPOAbL AKOCT, HA  BULLEBHAZAHOMY

‘BUPOBHUYOMY MBROAHUMKY B NOBHIN BIANOBIAHOCT 3 BUMOTraMmy GMP, BCTAHOBAEHUMM MICLIESMM PRFYARTOPHUM
OPraHoOMm, a8 TaKOX v BiANO8IAHOCTI 31 cneyndikauigmmn, ARE MICTATBCA. 8 PEECTRAUINHOMY BOCLE KpaiHU-iIMRopTepa.
tpoTokaan BUpCOHUUTE], yNakoBKY Ta aHaniay bynu nepesipeni Ta BCTaHoBARHO X BIANOBIAHICTE GMP.

Sabine Schuricht-Parsch Date ,r' fAara: 31.05.2027
Qualified Person/YnoeHoBameHa ocoba

Batch / Cepin: 2280778, k ‘page / cropinka 301 /33




