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ENGELHARD

Arzneimittel

CERTIFICATE OF ANALYSIS Ne 23K007B

CEPTU®IKAT AHANI3Y No 23K0078

f_P_ro':':fuct / NpopykT: PROSPAN® COUGH LOZENGES, lozenges 26 mg, 10 lozengesin a blister; 2 blisters |
in a cardboard box with labelling in Ukrainian language/ |
+ MPOCTIAH® NACTVAKA ANA PO3CMOKTYBAHHA BIA KALLIAKD, nactunkm ann |
PO3CMOKTYBaHHA N 26 mr, no 10 nactuiok y 6nicrepi; no 2 Gnicrepn s
o o | KAPTOHHIA KOPOBU| 3 MapkyBaHHAM YKRATHCLKOK MOBOIO
Country-manufacturer/ | Germany/ | |

- KpalHa-BUPOOHUK:

Himeyunna

Registration Certificate nafﬁharf
Homep Peectpauifnors
| lOCBiA4eHHA:

UA/0672/05/01 valid from 16.08.2019 - urilimited/
« UA/0872/05/01 aie 3 16.08.2016 - Be3cTpoKoso

{ Strength/Activity/
Cuna ail/AxruBHicTs:

1 lozenge contains: Iw leaves drf'extract (F}ed'em helix 1.} (5-—~7T§:1) 26 mg;."
| extraction agent: ethanpl 30 % (m/m)/ 1 nactunna micrTe: CYXNI eKCTPaKT |
- AMCTR NoWwa (Hedera helix L.} {5~7,5:1) 26 M7 excTpareHT: 30 % eTanon (M/m)

 Batch/Cepla __ 43K0078 1 -
Batch size/Po3mi p cepii: | 50190 packages /50190 ynaxasok | i

 Manufacturing date/ 108/2023 | :

' Bara BupobHuigaa; ' _

. Expiry date/npuaathi no- 08/2026

Manufacturer/ 8upofinuk:

| Engelhard Arzneimittel GmbH & Co. KG, Germany
_ Herzbergstrasse 3, 61138 Niederdorfelden, Germany,

EHrenerapn Apuraimitrens Frm6X & Ko. K, Himeuumna
Kepubepriutpacce 3, 6}__138-Hmepﬂ;cp¢9nhgea-, Himeyunna

-'?-Ménufattﬂfing Llicense/
flivensia Ha BMpPoGRULTED:

DE_HE_01_MIA 2019 0074 from 06.12.2015/
DE_HE_01_MIA_2019 0074 5in,06.12.2019

| Certificate of GMP complfance/
! Ceprndikar rignosigHoct
GMP.

| DE_HE_01_GMP_2022 0014 from 03.02.2022/
DE_HE_Q1_GMP_2022_0014 gig 03.02.2022

- PR - - -y

670961

| product / fiara sunycky roTosoro
LNpoayKty.

Art, No. /Amwn_wg: _
QC Report / 40000060685

| 3BIT 3 KOHTPOMHO RKOCTI: | | o .
Snecification/Cneundirags: 70080 /05
Date of release of finished 117.10.202'3 i

Batch / Cepin: 23K0078
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ENGELHARD
| Arzneimittel
PARAMETERS SPECIFICATION  RESULTS
MOKA3HIMKA __ CNEUMDIKALLA PE3YNbTATU
| Bescription/Onue Yellow-brown hexangular lozenges with a taste of orange | Complies/
and mint. The lozenges may contain air bubbles/MoeTo- Binnosigae
KORWMYHEBT LLECTUKYTHI NACTMARM 3f CMAKOM -ANe/ILCHHY Ta |
e . MetTony. Nactvakm moxyTs MicTirty Gynnbatiim nosirpa. N
| Average mass of lozenge/ | 2000 mg +5% /2000 mr +5% 2000 mg/2000 mr
Cepepra maca nacTunKkm:
Uniformity of massof | An individual mass of not more than 2 from 20 units Cornplies/
lozenges/OpHODPIAHICTD may deviate by no more than 5 per cent from the ! Binnosigae
L MaCU NACTHAONK! -average mass, but the mass of no one unit may not
deviate by more than 10 per cent/IHausiayansHa
‘maca He binblue 2 3 20 0AnHKUD MOXE BIAXNARTUCE He
binpuie Hide Ha 5 % Biy cepeaHbol macy, OAHaK maca |
HOAHOTOAMHMIL HE MOXe BIOXUARTHCA BinblIe HDK Ha
e 10 %. o
- Identification/ :On the chromatograms of the sample solution and the | Complies/ |
laeHTUdikauin calibration solutions obtained by quantitative determination | Blanosiaae
Ivy leaves dry extract ((5 - by HPLC, the retantion times of the peak of hederacoside C | 1
7,5):1), extraction agent: must match/Ha xpomatorpamax posuuiy 3paska Ta|
- ethanol 30% {m/m)/Cyxuit KaRIDPYBANLHUX DOIYMHIB, OTOMMAHWX Npu KINbKICHOMY | ;
eKCTPaKT McTA tmowia {(S= | BU3HaueHKi metopaoM BEPX, uac yTpumyBaMus  niky | |
7,51 1), excTparenT eranon | xedepaxo3udy Cmae crisnapaTi.
| Alternative methad /AnbTepHaTviBitbii meros b
v | The sequence of zones on the thin-fayer chromatograms of |
‘:' 'the reference solution and the test .solution should
correspond to the specification. Other zones. may alse be i
- present on the chromatogram of the test solution./ Nopsifox |
30H HA TOHKOWAPOBUX  XPOMBTOTPAMAX  POBMMHY
NOPIBHAHHA |  8UNPOOOBYBAHOMD  PO3UMHY  NOBHREH |-
Bignosigam cneuudivaul, Ha xpomarorpami |
| 8MNPOGOBYA3HOMY PO3UIMHY MONYTE BYTY RPUCYTHI TakoMw
| —__iiHwi3ohn. o
© Loss on drying/ '8 ~13% 9%
| BrpaTa & maci npw
| BUCYLLYBAHHI o N

“Batch / Cepin': 23K0078
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ENGELHARD Arzneimittel GmbH & Co.KG __
Herzbergstrasse 3, 61138 Niederdorfelden GERMANY
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ENGELHARD
Arznelmittel
PARAMETERS SPECIFICATION RESULTS
MOKASHUKKM CNEUNDIKALIA | PE3YNIBTATM
‘_Microbialogical purity*/ ' Acceptance criteria should correspond to the criteria of Ph. | Complies/
MikpoBionoriyna yucrora® | Eur. 5.1.8.8 “Herbal medicinal products containing, for Blgnosigas
example, extracts: and/or herbal drugs, with or without | ]
-exciplents, where the method of processing {for example, |
extraction) -or ‘a pre-treatment method for herbal drugs
i ensure the reduction of microbial contamination to the level -
| > established for this category.
Total aerobic microbial count (TAMC): maximum S - 10 :
T eru/e;
{ Total count of yeasts/molds. (TYMC): maximum 5 - 1041
CFU/g; |
Bile-tolerant gram-negative bacteria: 102 CFU/g;
| Escherichia cofi absent in 1 g;
Salmonelia absent in 25 g, /
| Kpntepil npUARATHOCTI  HIOBUMKH] Blanosigatw €ep.
!  ®apm. 5.1.8,B. «/liRapChKi pocavHAl 3acobu, wo
MICTATL, HANPKUKNAK, ekcTpakTH i/abo POCAMHRY
CAPOBMHY 3 A0NOMBKHUMK PeHOBUHAMK 360 Hes Hux, !
AN ARAX CNOCIE OTPUMaHHA (Kanpuknag, excrpaxiya) |
f- ‘abo cnocib nanepeaHLol .0Bpobrk gha pocAUHHO!
|“VpoBMHY  3abe3neuye 3mewweHHA MikpOBHOID
3a0pyaHeHHA Ao piBHA, BCTaHoBAGHOrO AnA wiel ]
kareropiis, 3
| 3aranbHe 4ncno aepobHmx MIKpoopranizmis (TAMC): |
MaKCHManbHo 5 - 10° KYo/r:
3aranscHe NUCNO APIKMKOBAX T3 rniceHesux rpubis |
ATYMC): makcumanbho 5 - 107 KYO/r;
{ Tonepantdl a0 xopui rpamHeraTrenl  BaunTapil:
10% KYO/t; '
Escherichia coli sipgcytHicts 8.1 1)
e . =almonella BIACYTHIETL B 25 r, L ~ e
Assay/KinbKicHe |
BUIHAYEHHA! 3.3 mg/lozenge/
| Hederacoside - 1,3-6,5 mg/lozenge/1,3 6,5 mr/nactunky 3.3 mr/nacmary
C/Xepeparoang C |
vy leaves dry extract {{5 — 24,7273 mg/lozenge, that corresponds to 26 mg/lozenges | 25,9 mg/flozenge/
1-7,5):1), extraction agent: 1S %/ 25,9 mr/nacrunry
| ethanol 30% {m/m)/Cpmie | 24,7 ~ 27,3 mr/nactanxy, Woe eipnosigas 26 mr/nacTuaky |
excrpakr aveta naowa {(5— | £5% |
7.5). 1), eKCTRAreHT: @Tanon
 30% {m/m) B
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ENGELHARD Arzngimittel GmbH & Co.KG e atﬁ' —_—
Herzbergstrasse 3, 61138 Niederdorfelden GERMANY — —
ENGELHARD

Arznelmittel
I hereby certify that the above information is sithentic and accurate. This batch of product has been fabricated/
‘manufactured, including packaging/labelling ang 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 to be in
compliance with GMP.

Copaskuinm 7 NETBEPIKYIC; WO BMILEBKAZAHA H(pOpMaLiiA-€ JOCTOBIPHOIO | TouHOI. Jaxa cepla npoaykry Syns:
POBEARHA/BUTOTOBNCH],  BH/IIOMAIOYM YNAKOBKY/MBPKYBEHHA T4 HOHTPONL AKOCTL, Ha BUUIEBKA3AHOMY
BUPOBHMYOMY maﬁnahquw_a MOBHI BignoalaHocT 3 BUMOramu GMP,. BeTaHoBACHNMH MICLIEBIW PETYARTOPHYIN

OpraHom, @ Takow y BlanoslgHoct 3l Cieungikaliami, sk MICTRTLCA B peecTpauiftomy Aocke Kpaiu-imnoprepa.
ApoTOKOM BUPOGHUILTEY, YI3KOBKHM Ta aHanisK Gynv rieperipeni ta BCTAHOB/IEHO ix sinnosiakicrs GMP,

Tobias Gunther |
Qualified Person/YMyBHoBIENS OCOBa

Date/lara: 30,10,2023

Batch/ Cepin : 23K0078 ‘page / cropliika 4of /34
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