 ENGELHARD Arzneimittel GmbH & CoXG
Herzhergstrasse 3, 61138 Niederdorfelden GERMANY.

CERTIFICATE OF ANALYSIS Ne 23L020A
(TEPTHQHKAT AHAHEBY Ne 23L020A

s, o

ENGELHARD

Arznetmitte]

Product/TpoAyKT:

PROSPAN@ FORTE EFFERVESCENT COUGH TABLETS effervescent tablets 65mg,

‘|1 tablet in sachet; Zsachels connected in a perforated strip; 10 strips.in‘a

cemibcarci boxwith labelling in Ukrainian language/

| NPOCNAH® GOPTE TABNETKM (WYY BIZ, RALLIO, TaBretku wwnyl no

65 Mr, 1o 1Ta6nema v cate; no 2 cailie cnonyieHi s nepdﬁopoaaﬂmw

LTpUT, 110 10 crpunis y KapTOHHm xopoﬁu,l 3 MBPRYBEHHAMN. wpamcr:xmo.
MoEDIO : ,

-Country-manufacturer/
‘Kpalua-sppobuuny -

Germany/

I Himeyusna

Registration Certificate number/
Homep Peecrpau,maoro

 |'noceinuenns:

UA/12942/01/01 valid fmm 2103 2019 unlsrmted/

UA}12942/OJ./01 Aies 21.03 2019—6e3crpokoso

Strengtblkcthty[ -
Cuna gjif AkTUBHICTH!

g éff rvéscent tablet mntams 65 mg of the vy leaves dry extract {Hedera helix

ext:’acuon agentetha nol30 % {m/m)/ 1 Tabneria wunyqa MicTHrs

L){ 75:1)

| 65 mr cyxoro excmaxw wmcT naula (Hedera helix 1) {5 —=7,5:1); excrparenT;

o e | eTaHon 30.% (m/m)
- |'Batch/Cepin: . ogzsloon
Ratchsize/ Poamip cepii: 7| 35690 packages/35690 yIaKoBOK
Manufacturing date/ ‘ n?/zoza : e o
[Daya supoBHuiosa; -
Expiry date/. CpuaaTaul o7 06/2025
Manufacturer/ BupoBuux: | Engelhard Arzneimittel GmbH&Co KG
‘ © |'Herbergstrasse 3, 61138 Niederdorfelden, Germany/
Exrenbraps, Apunaiimutrens ImbY & Ko Hl
: Xepufieprirrpacce 3, 63138 Hr,qepggop@enmer{ Himeuuua
Manufacmnngucensef | DE_HE 01 MIA 2019 | 0074 from 06.12.2018/ '
NiuensinHa anpoﬁaumsa I DE HE 01 MIA ! 2019 ( 0074 6in 06122019

Certificate of GMP compliarice/
| Ceprudinar siprosiaHocTi
v :

DE_HE_01_GMP_2022_0014 from 03.02. 2002/

;'DE HE 01 GMP_ 2022 0014 Blp. 03.02. 2022

product /,48Ta BUNYCHY TOTOBOID

{1 A No. lAmwgyn,Nez 67()362 ,
| QCReport/ 010000111649
1'3BiT3 KOHTPOMO AKDCTE :
Specification/ Cneuw;)ikaxgm: - Ppvoz0030/10
{'Date of release of finished. 7432023

Lopoayary

Batch / Cepin 1 2300204
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| ENGELHARD Arznelmittel GmbH & Co KG

Herzbergstrasse 3, 61138 Niederdorfelden GERMANY

ENGELHARD

Avzneimittsl

A3H

5
TH

' jDescri‘pti'an/On ue

T Brown with marbled pathes,

Complies/ Bip,ﬁbﬁi}néé’ :

Dissolving produces 3 slightly opalescent, yellowish-green solution
with a sweet orange ﬂa\zor.,,l Kopnaginsatt 3 BrpaneUHamY g,
MEphYD, KpYrl TBOMETKM 3 PO3AIIOBAALHOIC PUCHOI. gy
POIUMHEHHT  YTHOPIOETHEA F7ieTKa OTANecUeHTHIR  posanH
FORTYSATO-ZENEHOTO RONLORY 13 CONBARAR CVMZKOM anenseHHy.
| Avarage mass/Cpeprn maca 1950 mg & 5%/1950 mr = 5% 1930mig/1930 mr
“TRBABTRM : T

_ [Resistance to crushing/ Onip
1 npw pozaasauBEaHRl

Mot léssithan BGVN/ H‘e meHee 30N

Corﬁp]ies/ Bignéei,qaa'

Disin;egratib‘n/ ' ; “Not more than & rin./He Gonge 5 MuH, Complies/ Bianonlnde
~ (PoananaHuR. ) . i :
[ Onifarmity of mass of tablets | An individual mass of not more than 2 from 20 units may Complies/ Bianosinge.
| /oawopi apicrs mach | deviate by no more than 5 per cent from the average mass,
_ IxaBnetow ; but the mass of one unit may not deviate by more than

lao p’é:‘cent[ilsp;ﬁéi,qyanbﬂa maca He Ginowe 2 320 oauHiUL
| mowme sinxunamuca He Ginpwe HiK Ha 5% oia cepeawbol
| macy, oaHak maca opHol ooV HE MONKE BIAXUARTHCR

Ginstue aiua 10.%; ‘ ,

identity/lnewrndinaiia

| extraction agent: ethanol 30%
{m/m)/Cyxuit ERCTREKT AMCTA

eraHon 30% (W/m)

| v leaves dry extract ({5 - 7,511}, '

| nows ((5-7,5): 1), excrparenr.

| "On the chramatograrns of the sample solution and thefcalibxétib}x

solutions ohtainad by guantitative determination by HPLC, the

retantion times of the peak of hederocoside C must match,/ Ha

| ¥pouaTorpamax poasMsy ‘apa3ks T8 RanibpysanEix. pOUAHIS,

YIPHMYBaHHA Hitty xedepaxozudy £ wag caisnanam.

Alternative method, AnsTepHRTHBHAIA METOR
“The sequence of zones on the thinlayer. chiomatograms of the

chromatogram. - of the ‘test solution/ flopapox 30K HA

| ronnoluBpoByX  XpOMATOTDAMBX po3uuHy nopiaHaHEA |
| sunpofioRyBRHOTo
crieumdlikauil Havxpoma'rorpami 8unpoBOBYBAHOIO POIUNHY |

‘pozumMHy . NoBUHEH signosisaty

MOBYTb OYTH npMey TR TaRoN IHW] 300K
g Sy o i phate H

- T g

AP :&n&g?smgx.miﬁéigl e
Testalitlon -

OTPUMBHIMX (1pH KibRICHOMY auIHatEHHT MeTotom BEPK, Hacy

reference solution and the test solution should correspond tothe |
“| specification. - Other. zones. may also be present on the

Compﬁes[ Bignosinac.

- Batch / Cepin 2310204

Referencé sutution
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ENGELHARDArz‘neimitteiGmbﬂi&jﬁo.m
Herzbergstrasse 3, 61138 Niederdorfelden GERMARNY

==

ENGELHARD

Arzreimittel

T T SPECIFICA

1

o CHELMAGIRA

‘Wicroblological
purity™/Mixpabioaoriana
HHULTOT™

“Acceptance criteria should correspond te the criteria af Pin

| extraction} or a pre-treatment methad for herbal drugs
| level established for this category. -
|Total aerobic microbial count \(*{AMC):,,maxIQO 540t

lerure

Bile-tolarant gramsnegative bacteria; 10* CFU/g;
: Kpmepﬁ,‘npm‘mnmom maloTh - BigNosiaaT E8p. Bapm.
| Mpnpuknan, excrpakTi i/aB0  pOCAMHMY - CMpOBWMHY 4

: AChOMi)ﬁHMMiA pevpBrramu abo Ges Hux, ana Arkx cnocib

| 3a6eanenye ameniienHA  MikpoBHOTO 3a6pyAHEHHA. AO

C Y pakeumantHo 5 - 10V RYO/T
o Baranbhe 4UCA0 ApIMANOBLX A npiceHegux rpubis {TYmMCh:

gur. 5.1.8.8 “Herbal me;{iciriai products containing, for
example, extracts and/or herbal drugs, with or without.
excipients, where the method of processing (for example,

ensure the reduction of microbial contamination to the |

Total count of yeasts/molds {TYME)s tnaximum 5.+ 107 CEU/

Escherichigcoliabsentin 1g; -
Salmonella absentin 258, 7

5A4.8.8.  wiikapceul pocavbdl | 3acobu, o MicTaTh,

excTpanyis)  afo.  cnogi6

otpumannn . (Hanpurnag,
LI [IOCHHHHOT - CUpDBUHY

floriepeanbol - DBpobKK
pisna, acvaMoanekoro ANA Uiel kateroplis,

Baranéée yueno' aepoBiux Mikpoqpkauiémis CrAMcl

MaKcHMankHo 5 107 RYO/r;

TonepaHTHi 4o KoBYl rpaneraTieHi Baitepils 10PRYO/;
Escherichia coli sigcyTHicta 811
Saimonello sigeyTHICTE B25 1.

“rhe pH-value of the test solution should be between 4.0 and (4.7

| mdraction agent: ethanal 307
| {m/m)/Cyxuit excrpaicr MCTR
| nmowa {(5=7,5) 1) excrparent: |

‘eranon30% {mfm}

pH ; |

i - | 5.5/ pH unpoBasysaHoTO POSYMHY Mag By AN 4.0 805.5
Sssay [HinbKicre BUIHANBHHA $1,75=68,25 mg/tab. (650 mg/tabE556)/ 62,38 m/tab.f
vy leaves dry extract {(5~7,5)4)0 62, 38 mr/rad.

61,75 ~68,25 /136 (65,0 Mr/1ab. £ 5 %)

‘GJYHOTO Pasy Ha Pik:

£ _thatestiscarried outevery tenthbatch, atleastancea year/ aunpobysants HPOBOAATE AR HOMHOT aecrTol ceph, He piaie

| hereby certify that the above inforri;iatian is authentic and accurate. This batch of product has been fabricated/

compliance with GMP.

. - manufactured, including pa;kag?ng/labeiiing‘aﬁd‘q:uali:y control at the above mentioned site () in full compliance with
the GMIP requirements of the local Regma‘tonmtithoﬁw and with the specifications inthe Marketing Authorization of
- the importing country. The batch processing, packaging and analysis records were reviewed and found to be in

Crpapxuivg g nimaepmyeb, 1o Bni;}eaxaaaﬂa Tndapvaia € gocTosipHolo | Tounoro. fana cepis npogyxty Byna
fipOBEARHR/BUTCTORNEHT, BRAIOMEI0UN kynaxbsxy/mapxyaamm T3 KOHTPONL FAKOCT, Ha  BMilEsKasaHOMy

“ . Batch /Cepin v23L020A

~ BUpoGHWHOMY MaiAaHHMKY B NOBHIR BianosinHocTi 2 BUMOraMi GMP, BCTaHOBABHUMI MICLRBUM PRIVARTODHIM
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| ENGELHARD Arznelmittel GmbH& CokG =B=
Herzbergstrasse 3, 61138 Niederdorfelden GERMANY =S
: ' L ENGELHARD

Arzneimitte]

opraHom, @ TaHow Y BianosinHoCT 31 cr‘réqmbixawhmu, ARE MICTATRCA ‘B peecTpalliiromMy focke ypaiHu-ivnoprepa.

fpoToxoiu ewposnumaa{ /niakoBKM T3 aHaniau By nepesipeni Ta BCTaHOBNEHD  signobiadicns GMP,
Tobias Giinther ; © Date/favar 03.04.2024
Quilified Person/Yrierosaiena ocoba
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