HEPIKABHA CIYIKBA 3 JUKAPCBKAX 3ACOBIB
TA KOHTPOJTIO 3A HAPKOTHKAMU y m. KHEBI
upos. Hagir Cairmuuno, 3, 02099, ren. (044)295-26-85
E-mail: dls.kyi v@dls.gov.ua, Koy €APTIOY 37079055

BUCHOBOK
PO fAIRICTH BBe3eHoro g Yxpainy JiKapenLKkoro 3acoby
19.08.2024 ' Ne 42259124726
L ICJIA-MOOC

(nadivenynanng i KapeLroro sacoly srinuo 3 peecTpauiiinum nocsiruenssm)
HACTHIKE 110 80 mr o 10 HACTHIIOK Y Gaticrepi; no 3 OJticrepu B Kaprouuii kopobui
(hopma sumycry, HOSYBAHRS, BUJ AKY BaMs JHxapeskoro 3acoly)

Howmep peecrpauiiinoro noceinyenns UA/2188/01/01 CTPOK Iii peecTpaniitioro nocsimers HeoBMekeH i

Cepin mikapeskoro 3acoby Ne 24C098A ~ Kinbkicts ssesenoro i kapeekoro sacoby 33600
BupoGuuk Eurensrapy Apnnaitvirtress I'm6X & Ko. KI', Himermpa
{(nakimenypanug BHEPOGHHKa fikapckoro 3acofy, kpainn. NOXOIDKCHIIR)
Breseno 8 Vipainy Hpusarme aKuionepne Topapucro "HATYP(DAPM", inewr. wou:
24930169 '

Gizsanoi ocoty - nianpremus, 1 micue TIPOKMBAKNS Ta peecTpanifiumi HoMeD obnikonof
KaPTRA 1IETAKKA ROAATKID a6o Cepis v nomep naciopra)

Hporoxon sisyanenore Kkonrposmio sin 19.08.2024 x 2839/4.

33 pesynvrarammy ACPKABHOFO  KOHTPOIIO BCTAHOBNEHO, W0 niKaperkul  3aci6 BBE3EHO B Vipainy 3

110’1‘])111\13 HHAM sumor SAKOHONABCTRE MO0 3a6e3neyens AKOCTH AiKAPChKHX 3 50618,

f
/ Muxona XOJIOJIEHKO

(imiviann ra npissuiye)

Havansunx

(nocanosa ocoba OPrany Jepikasroro KOHTPOIIO) (ninrc)

!{5 oL - /\/("///
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ENGELHARD Arzneimittel GmbH & Co.KG
Herzbergstrasse 3, 61138 Niederdorfelden GERMANY

ENGELHARD

Arznelmittel

CERTIFICATE OF ANALYSIS Ne 24C098A

CEPTU®IKAT AHAJI3Y N2z 24C098A

Product / NpogykT:

ISLA-MQOS®, 80 mg lozenges; 10 lozenges in a blister: 3 blisters in a cardboard
box with labelling 1n Ukraiman language / IC/TA-MOGC, nactuaki no 80 mr, no
10 nacTnoK y BricTeps; 1o 3 GAICTEPM Y KAPTOHHIA KOPOOL| 3 MapPKYBaHHAM
YHPAIHCHKOIO MOBOIO

Country-manufacturer /
KpalHa-BupoBHuK

Germany /
HimevuviHa

Registration Cerbificate number /
Homep PeectpayifiHoro
noceigYerisn

UA/2188/01/01 valid from 06.02.2020 - unlimited /
UA/2188/01/01 81 06.02.2020 Tept Sl - BescTporoani

Strength / Activity /
Cuna fii / AKTUBHICTD:

1lozenge contains 80 mg of aqueous extract of Iceland moss (lceland maos)
{0,4-0,8: 1); extraction agent: water; contains sucrose (1:1,7375) / 1 nactwika
MICTHTb 80 Mr BOAHOIO EKCTRAKTY IChamaceKoro moxy (lceland moos) (0,4-0,8:
1); eKCTpareHT: B0Aa; MICTUTbL caxapoay {1:1,7375)

Batch/ Cepin: 24C098A

Batch size/ Posmip cepil: 75.870 packages / 75.870 yniakoBoK
Manufacturing date/ 03/2024

[fara supobruuTea:

Expiry date/ MpupatHui go; | 02/2028

Manufacturer / BupoBbuuk:

Engefhard Arzneimittel GmbH & Co. KG

Herzbergstrasse 3, 61138 Niederdorfelden, Germany/
EWrensrapa Apunalimirtens TmBX & Ko. KT
Xepubepriurpacce 3, 61138 Hipeppopdenbaen, HimeutnHa

Manufacturing License /
Jlilienan Ha BupoBrUUTBO:

DE_HE_01_MIA_2023_0015 from 03.04.2023/
DE_HE_01_MIA_2023_0015 Bi 03.04.2023

Certificate of GMP compliance /
CepTudIKat BIANOBIAHOCTI
GMP,

DE_HE_01_GMP_2023_0059 from 18 04 2023/
DE_HE_01_GMP_2023_0059 Bia 18 04 2023

product / Dara BUNYCKY FOTOBOTO
NPOAYKTY

Art, No./ Aprukyn Ne; 646543

QC Report / 40000063170

38iT 3 KOHTPONIO AKOCTH:

Specification/ CneumdiKaiys: 46540 /08

Date of release of firished 75.06.2024 o

Air bubbles in lozenges are allowed / N170CKI, HEPIBHOMIPHO OKPYI,
JIH30ROLGH), KOPYUHIOBATOD KOMLOPY, TYMONOMYBHI NACTUANK;
[OMYCHAETLCA NPUCYTHICTL NYXWPLIB NOBITPA

PARAMETERS SPECIFICATION RESULTS
MTOKAZHUKWN CNELVDIKALLIA v PE3Y/NILTATHU
Characters / Onuc Flat, rregularly round, lens-shaped, browriish, rubberlike lozenges Comphes / Bipnosinae

Dlameter / fjamerp

16,0 $0,5mm/ 16,02 0,5 mm

16,0mm /16,0 mm

Height / Bucora

4,7 -0,7/+1,3 mm/4,7 -0,7/+1,3 mm.

4,8mm/4,8 mm

Batch / Cepin : 24C098A
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ENGELHARD Arzneimittel GmbH & Co.KG

Herzbergstrasse 3, 61138 Niederdorfelden GERMANY —=
ENGELHARD
Arzneimittel
PARAMETERS SPECIFICATION RESULTS
NOKASHUKHN CNEUUOIKALIA PE3Y/ILTATHU
Jdentification / InenTudikaula | a) Correspondence of the retention times of the fumaric acid peaks Complies/
- Aqueous extract of fceland in the chromatograms of the test and standard solubions/ | Bianosinae

moss {0,4-0,8. 1) / Bogtui
EKCTPAKT ICNAHACEKOrO MOXY
{0,4-0,8' 1)

— Acacta {gummiarabic) /
axaus (rymmiapabin)

a) BIANoBIAHICTb Yacy YTPMMBHHA NIKIB GymapoBO#H KNCHOTH
H3 XpoMaTorpammax BUNPoBYBaHOTO Ta CTaHAAPTHOro
po3HuHIB,

b) A blue color 1s formed after the additon of Lugols solution/
6) YTBOPIOETLCA CUHE 3abapBiexHA NPpr SOAaBaHHI PO3UUHY
Nworonio,

¢) The solution becomes cloudy after the addition of methanol, and
fater gives a residuum of arabic acid / ) PO34KH KanamyTHIE npu

Complies/ Bignosinae

Complies/ Bignosigae

OaHOMARICTE MacK

may deviate by more than 5% from the average mass,
however no one iass of lozenge can not deviate by more
than 10 % / InaveiayanbHa maca He Binbwe 2 3 20 nacTunox
MOKE BIAXMAATUCA Biblle HIK Ha 5 % 814 cepeaHbol macH,
OAHEK MaCa KOLAHO! NACTH/KK HE MOME BIAXUNATUCA Binviue
HiK Ha 10 %.

[OA3BAHHI  METEHOAY, @ NOTIM  YTBODIOETLCA  OCaR

apabiHOBOI KMCAOTY,
Average mass/ 1000 mg+ 5%/ 1000mr+5% 1001 mg/ 1001 mr
CepegHA MACca NacTUAOK .
Uniformity of mass / The individual mass of not mare than 2 fram 20 lozenges | Complies/ Bignosiaae

he used for 10 g of fozenges /
Ha 10 r NACTWAOK Mae BMTpauaTUCA He Guiblue HK 5,0 mn
pO3uMHY HaTpito rigpokeuay (0,1 Monw/n).

Loss on drying/ Brpara B maci| 8,0 ~13,0% 10.2%
npy BACYLIYBAHHI )
Acid value / KucnoTHe uucno | Not more than 5,0 mi of sodium hydroxide (0,1 mol/l} should | 2,7ml/2,7 mn

Visual test/
BiayanbHUM KOHTPONL

200 lozenges, that corresponds to 240 m, should not contain'

1. foreign preparations,
foreign matter,
lozenges with drip tals,
lozenges with jagged edges,
sticky lozenges,

6 totally deformedlozenges.
The sample may contain o more than 10 lozenges with an uneven
lower undersurface and/or starch lumps on or in the lozenges.
ifthese critenia-are not fulfilled, atest should be carried out agan with
approximately 200 lozenges
After these not more than 20 Iozenges from 400iozenges can
coritain an uneven Jower undersurface ancl/or starch lumps onor n
the lozenges /

oW

Complies / Binosiaag

Batch / Cepin : 24C098A
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ENGELHARD Arzneimittel GmbH & Co.KG
Herzbergstrasse 3, 61138 Niederdorfelden GERMANY

ENGELHARD

Arzneimittel

Cepen 200 nactmnok, Wo sianosigaioTs 240 ma, HE NOBUHHO
MICTUTHCB:

1. inwinpenaparty;
Hywopigri Tina;
Mactraky 3 KannenodibHumu 3ayceriami;
NacTunku 3 3asyBpervmm kpasmu;
3ainni nacTunry;

6. Noeuicrio pedopmosari NacTUKK.
Y npo6i moe micTutea He Ginole 10 nactunok 3 HepisHoto
HIKHBOIO CTOPOHOIO | 3TyCTHaMM Kpoxmanio Ha abo B
MacTUNKaX.
AKIWO Wi YMOBM HE BUKOHYIOTLCA, NPOBOAATE NOBTOPHE
punpobysanka nprbmdano 3 200 nacTunkamu.
Mican Toro cepep 400 NacTMAOK Mowe micTuTHch He Binbuie
20 NACTUAOK 3 HEPIBHOID HNKHBLOIO CTOPOHOKD T8 3ryCTHaMH
Kpoxmanio Ha abo B NacTuaKax.

e W

Assay/ KinokicHe
BU3HaYeHHA —~ Fumaric acid /
dymaposa kucnota

-~ Aqueous extract of iceland Not less than 8 pg/loz / He mexw 8 mKkr Ha nacr. 49,2 ugfloz /
moss (0,4-0,8: 1)/ Bogymit 49,2 mKr/nacr.
EKCTPAKT ICNaHACHROTO MOXY 80 mg/loz +5,0% / 80 mr/nacr. £ 5,0 % 79,2 mg/floz /
(0,4-0,8: 1) 79,2 me/nacr,
Microbiological purity* / Total acrobic microbial count (TAMC): 10 CFU/g; Complies /
MikpoBionoriuwa uncrora® | Total combined yeasts/ molds count (TYMC): 10* Cru/g; Biannosinae

Bile-tolerant gram-negative bacteria: 107 CFU/g;

Absence of Salmonello {25 g);

Absence of Fscherichiacoli{1g) /

SaranpHe uucno  aepobimx  mikpoopraHizmis (TAMC):
10* KYO/r;

3ara/ibHe YMCN0 APIKAKOBKX T3 RalceHeBuK rpnbis (TYMC):
10 KYO/r;

TonepaHTHi 0 Hosu rpamueratusti Baxrepil; 107 RYO/r;
BipcyTHicTs Safmonelia (25 r),

BincyTHicTh Escherichia coli (1 r).

tenth batch JBrnpobyBario NiArag KowHa 10-1a cepin,

| 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 pracessing, packaging and analysis records were reviewed and found to be in

compliance with GMP.

CripamKHiM A NIATBEPAKYIO, WO BMLLEBKA3aHa iRbopMaLLis ¢ ACCTOBIPHOIO | TOUHOIO. [aHa cepis npoayKty Byna

NpOBEAEHA/BUIOTOBNEHE, BKIIOUBIOUN YIaKOBKY/MapKyBaHHA  Ta  KOHTPOAbL AKOCTI,
BUPOBHMHOMY MARAARYMKY B MOBHIN gignoaigHOCTI 3 Bumoramii GMP, BCTaHOBNEHMA MICUEBUM PETYNTOPHUM

OpraHoM, a TaKox y BianosigHocri g creupdikauiamy, Ak MICTATHCA B peecTpauiiHomy Aocoe KpalHu-inanopTepa.
TPOTOKO/M BUPOGHMLTBE, YNAKOBKM Ta aHanian Bynu nepesipeHita seranoBneHo ix sianosigHicte GMP,
&

\ \‘?x P

Tobias Glinther

Qualified Person/Ynofi;fQﬂameHa ocoba
LA
Y

Batch / Cepin : 24C098A

Ha  GULLIEBKa3aHOMY

Date/[lara: 09.08.2024
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