12.04.2024 Ne 19574124726

HPOCHAH@ HACTI/IJIR‘H JIS POSCMOKTYBAHHSI B KAllio
(naiimenysaﬂux Jikapenxoro 3a¢oby srigng 3 PeeCTpanifiy g nocni]meunm)
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Kaprouuiii ko ofui
($opma BITycKy, A03yBaHs, g NaKYBany Rikapekorg 3acoBy)

nacraaky s

Homep PeecTpauiiinore nockinyeyns UA/0672/05 01 crpok piy PeecTpaniiinorg nocsiAyeuy HeobMexenuis

Cepis nikapcyxor sacoby Ne 23K 0774 Kinbkicrs, spesenoro JiKapebkoro 3aceby 14400

BrupoGrui E‘Hrenbragu Apunativitrens I'm6X & Ko. KT, Himeyunya
(uuiimenyuamw BUpoBuuka Akapcskoro 3acoly, kpaina NoXomxeHHsR)

Breseno s Vipainy Ipusarye aKIioHepHe TOB2pHCTBO "HATYP(DAPM", inent. Kkog;
24930169

(naﬁmcuyaamm Ta kon sa CAPIIOY HOpHANHOT 0coGH a0 npiapuine, iM"ﬂ, nonﬁa‘mxom q)m;:r;c:
ocoby - nizmpnemw;, i Micue npoxunanng Ta peecrpauidnui HOMEp obnixonoy KapTKY nar
nozarkis abo cepis ta HoMEp niacnopra)

[IpoTokos wisyansnore Kourpono six 12.04.2024 ¥ 1305/1.
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ENGELHARD Arzneimitte) GmbH & Co.kG el OXN
Herzbergstrasse 3, 61138 Niederdorfelder GERMANY *'-"'--

ENGELHARD

Arzneim!ttel

PROSPAN® COUGHLOZENGES, Iozenges 26 Mg, 10lozengesina biistar; 3 blisters

’

PoscmorTysanng no 26 mr, no 10 Racrunon v Bnicrepi; no 2

..... —— K%9195..._l‘iﬂpg@ﬁi%ﬁﬁmwp%@g@?&.m.
manufacturer/ Germany/

Kpaina-gy 00HuK: .
Registration Certificate number/
Homep Peecrpauiﬁnoro
NOCBigYeHug: N ]
Streng_th/Activity/

Cina ,qi'r‘/AxmsHicrb:

UA/0672/05701 vaﬁ'&“f?é?rﬁ&b?éom ~unlimitegy -
Uajos 72/05/01 Aie316.08.2019 . Bescrpokosg

— ._.__.M_rw..th“__‘.._.\‘ -
Tlozenge contains: vy leaves dry extract {(Hedera heliy L) (5~75.
extraction agent: ethanol 30 5 {m/my/ 1 NactunKa micrmy,: Cyxuit excrpayr

o - SHCTH Iowa (Hederg helixt) (5 = 7,5:1) 26 mr; Eﬁqgwg % evanon {m/m)
Batch/Cepin: 20 —

Batch size/Pogm cepil:
Manufacturing datey
dara BUROGHULTES:

| Expiry datg/npup,ammﬁ A0:
Manufacturer/ BupoBuuy:

20.160 packages /30 165 YNaKoBoK "‘
08/2023
p._mé,..,._«..._N\‘u.‘..w_‘mnh\~,_....,

Engelhard Arzneimittef GmbH & Co. KG, Germany
Herzbergstrasse 3,61138 Niederdorfefden, Germany/
EHrenbrap,q Apuuaﬁmirrenb FmbX & Ko. Kr, Himeyyupa
Xepu6eprmmacce 3,61138 Hi,qep,qop¢enb;1em, Himeuqpuug
DE_HE_01_MIA_2023 o1z from 03.04.2023;
DE__HEMOI_MIA__ZOB‘OOIS Big 03.04.2023 - .
DE_Hé:Et@WM.ZOZS__EJﬁ'S@?}om 18.02.2023)
DE_HEAOL_GMP‘ZOZS‘OOSQ Bin 18.04.2023

Manufacturing Licen?e/
| JliueHsis Ha supoGHmmxo.; N
Cweﬁimﬁcate of Gmp comp!ian?e?
Ceprudiar 8iAnoBigHoCT]
GMP;

Art. No, /Apmxyny_gi . }
QCReport /

3Birs KOHTDOMO Aaxocts:
Spedﬁcation/Cneqmbi«auin:

N—_

e _.,.A.MA__,._,MMM_MA%
PV 70080 /05
Date of release of finished
product / fara BUNYCKY roTtesoro
npogykry
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ENGELHARD Arzneimitte] GmbH & Co.KG — ---
. . —————— W—

Herzbergstrasse 3, 61138 Niederdorfelden GERMANY — —

ENGELHARD
Arzneimittel
P:A’RAMETERS“ N SPECIFICATION ' RESULTS
] MOKASHUKM _ . CHEUMPIKALIS ol | PESYBTATHM
Description/Onuc Yellow-brown hexangular lozenges with a taste of orange Complies/

and mint. The lozenges may contain air bubbles/osro- Bignosinae

Average mass of lozenge/ /2000 wmr +5% 1999 mg/1999 mr
Cepe,qan Maca nactuary;
Uniformity of mass of
Iozenges/OAHopiAHicm
mMacu nacrunox:

An individual mass of not more than 2 from 20 units Co"n:a‘btig/.—
may deviate by no more than 5 per cent from the Binnosigae
average mass, but the mass of no one unit may not
deviate by more than 10 per cent/lnaunsiayansha
Maca He Binblue 2 3 20 OAUHULL MOXe BigXUASTHCH He
Sinbute Hiw Ha 5 9 Big cepegHbof Macu, ogHak maca
HOLHOT Oyl He MOXe sBifkunaTUCH Binbwe Wi Ha
10 %.

On the chromatograms of the sample solution and the Complies/

calibration solutions obtained by quantitative determination Blanosigae

ldentiﬁ%q?
IneHTudikayin

vy leaves dry extract {(5-
7,5):1), extraction agent:
ethanol 30% {m/m)fCyxui
SKCTPAKT NuCTA nmowya ({5 -
7,5):1), EKCTparenT: eTanon
30% (m/m)

Kanibpysanemux pozavnHis, orpumanmx npit KinbkicHomy
BU3HAYeHH  MeToaom BEPX, wuac YIPUMYBarHA  niuy
Xedeparoaudy ¢ mae cnisnagami.

Alternative method ANbTepHaTUBHLI MeTo

The sequence of zones on the thin-layer chromatograms of
the reference salution and the test solution  should
correspond to the specification. Other ones may also be
presentonthe chromatogram of the test solution./ Mopaaok
SOH  Ha  ToHKOWapoBux Xpomatorpamax pO3UMHY
nopiBHAHNA | 8unpoBosysararo PO3UMHY  nosuHen
sinnosigavu cneuudixaL, Ha XPOMaATOrpami
BUNpoBoBysaroro PO3YUHY MOMYTH By APUCYTHI Tarow
wisonws, ]
8-13% 9%

Brpara 8 maci npn

BUCYwysauui
s Send AL e

Batch / Cepin : 23K077A page / cropinka 2 of /3 4




ENGELHARD Arzneimittel GmbH & Co.kG J— -..m.
Herzbergstrasse 3, 61138 Niederdorfelden GERMANY — —
ENGELHARD
Arzaeimiteal
- PARAMETERS o seEcPcATioN o RESULTS
- TTORA3HUKY oo CCNEUMGIKALIA "PESYNIBTATU

Acceptance criteria should correspond to the criteria of Ph,
Eur. 5188 “Herhal medicina! products containing, for
example, extracts and/or herbal drugs, with or without
excipients, where the method of processing (for example,
extraction) or a pre-treatment method for herbal drugs
ensure the reduction of microbial contamination to the level
established for this category.

Microbiological purity;"/‘
MikpoBionoriyna qucrora*

Complies/
Bianosinae

Total aerobic microbial count (TAMC): maximum § - 104
CrU/g;

Total count of yeasts/molds {TYMC): maximum 5 . 102
CRU/g;

Biletolerant gram-negative bacteria; 102 CFU/g

Escherichia coli absent in ig

Salmonella absent in 25g./

Rpurepir nEURHATHOCT] MoBuHKI BinnosigaTy €sp.
Papm. 5.1.8.8. «flikapcori  pocannni 3acobu, wpo
MICTaTS, HaNpUKnan, ekcrpaxty I/a6o pocauHpy
CHUPOBUHY 3 HOTOMINHMMY pevosuHamy abo Geg Hux,
AN ARMX cnociB oTpumaning {Hanpuknag, eKCTpaKLin)
abo cnoci6 nonepeaHLei oBpobry AN8 POCNUHHOT
CUPOBUHK 3abesneuye 3MeHWeHHA  MiKpo6Horo
3abpynrenns A0 pigHg, BCTaHOBAGHOrG s el
Kareropiin,

Baranohe yucno aepobHux MiKpoopranizmis (TAMC):
MakcumansHo 5 - 104 RYO/r;

3arantHe yucno APDRAKOBUX Ta naiceHesux roubip
(TYMC): makcumansko 5 - 102 KYO/r;

Tonepanrhi A0 MoBYI  rpamHeratussi Baxrepii:
10% KVO/r;

Escherichia cofi BiacyThHicTE 8 1 1
Salmonella Bincyruicr @ 25 1.

Assay/mnbkicne
BH3HAYeHHR:
Hederacoside

C/Xe,qepaxoamp, C

3,2 mg/lozenge/

13-6,5 mg/lozenge/1,3~ 6,5 mr/nacrunwy 3,1 mr/nacriny

vy leaves dry extract {(5-
7,5):1), extraction agent:
ethano! 30% { m/m)/Cyxmit
BKCTRAKT /cTa nitousa (5~
7,5): 1), excrparenr: eTaHon
30% (m/m)

24,7-273 mg/iozenge, that carresponds o 26 mg/lozenges 25,5 mg/lozenge/
5%/ 25,5 Mr/nacrunky
24,7 - 27.3 Mr/naCTwmy, wo signosigae 26 Mr/nacrinry
5%

* ~the test is carried out every tenth batch, at least once a year /susHayenHs FIBOBOAATL )19 KoMHOY Aecaral Cepi, He pimue
O/HOro pasy Ha pix.

Batch / Cepin : 230774 page / cropivka 3of /34
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ENGELHARD Arzneimittel GmbH & Cokg ey (5L 3
Herzbergstrasse 3,61138 Niederdorfelden GERMANY """“'"'“"
ENGELHARD

Arzneimmel

Cripasskmiyg, 5 ni,qrsepgmwo, Lo BuesKasans iHpopmayy ¢ A0CTosipHoIO | T04HOW. Hana cepin Npoaykry Gyna
npoae,qeﬂalemorosneHa, BRAIOYa 04 ynaROBKy/MapKyBaHHn Td  KoHTpONL AKOCTI,  Ha Bmuesr(aaaHomy
Bupoﬁt-muomy Mai«‘:,qauqmw B NosHilk Bianosigrocri 3 8uMOramy GMmP, BCTaHOBASHIMY Micuesim Perynsroprmm
ONMaHOM, & Takom y Bianoai,a,nocﬁ 3i cneumcbixauimw, AR MicTaTnen B peecrpauiﬁnorvly A0Che kpamu-imnop'repa.
¥ i L

Tobias GUnther(\ Date/fiava; 03.04.2024
Qualified Person/V}PanoeameHa ocoba

page / cropivka 4 of /3 4
Batch / Cepin : 23K077A




