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ENGELHARD Arznelmittel GmbH & CokG
Herzbergstrasse 3, 51138 Niederdorfelden GERMANY

ENGELHARD

Arzneimittel

CERTIFICATE OF ANALYSIS N2 23M029A

CEPTH®IKAT AHANIZY N2 23MD29A

Product / Npoavkr; ISLA-MOQS®, 80 mg lozengas; 10 lozénges in a bilister; 3 blisters in a cardboard
box with labelling In Ukraintan {anguage / ICNA-MOOC, nacrinku no 80 Mr: no
10nactunok y Bnicrepi; no 3 Bricrepu v kapToHHid KOPOGBL 3 MapKyBaHHAM

I YKPAHCHKOIO MOROH)
{ Country-manufacturer / Germany /
1 KpaiHa-BupobHus Himeuung

Registration Certificate number /
Homep Peecrpatliiisoro
o0CBiiHeHHA

UA/2188/01/01 valid frarn 06,02.2020 - unlimited /
UA/2188/01/01 8in 06.02.2020 Tepmi AT - GeacTpoRoBME

Strength / Activity /
Cuna ait/ AxrviericTs:

1loz2enge contains 80 mg of agueous extract of lceland moss (Iceland moos) |
1(0,4-0,8: 1) extraction agent: water; cohtains sucrose. (1:1L,7375) / 1 nacrivnua
MicTiTe 80 Mr BOAHOTO eXcTpakTy icnasacekora Moy (iceland moos) {0,4-08:¢
1 1); exciparent: Bona; mMicnits Caxaposy (1:1,7375)

Batch / Cepin: 23M029A

| Batch size/ Posmip cepii: 75.839 packages / 75.839 ynakosox
Manufacturing date/ 11/2023

| Aarta BrpoGHuLTss:. L

| Expiry date / Npugariuii no: | 10/2027

Manufacturer / Bupo6rnk:

Engelhard Arznelmittel GmbH & Co. KG

Herzbergstrasse 3, 51138 Niederdarfelden, Germany/

EHrensrapg ApuyHaiimitrens MeX & Ko, Kl
Xepubepnutpacce 3, 61138 Higepaopdenvgen, Himeuyusa

Manufacturing License /
Alivensia va BUpoGHMITED:

DE_HE_01_MIA 2023 0015 from 03.04.2023/
DE_HE_01_MIA_2023 001% sig 03.04.2023

Certificate of GMP compl iance /
Ceprudikar signosiatocri

DE_HE_01_GMP_2023_0059 from 16.04.2023/
DE_HE_01_GMP_2023_0059 Bin 18.04.2023

1 GMP: .
| Art, No. / Apmiyn Ne: 646543
-QCReport/ 40000061535
| 3eiv 3 KOHTPOMO AROCTI: |
| Specification/ Cnawudirayia: 46540 /08
Date of refease of finished 22.02,2024
praduct / flara sunycxy rotosorn
npoayKTy
r . PARAMETER R B PR AN FICATION =550 s A RESULTR & v
b »PARAMETERSQ&,%{}‘: Tt i s &éwgéwcfpnm‘&ll%@wgﬁwfﬁ%t aoail SRESULIS
ey OMASHIRM e - nd il st o ari 4l Eu"i‘!mlﬂ sl e PESYNBTAYH
| Characters / Dnuc Flat, feregularly round, lensshaped, brownish, rubbertke lozenges. [ Complies / Bi Higiag
Alr bubbles in bozenges are allowed / TNaock, HeplsHomipro oxpyral, |
NitBononio], kopuyHDeaTore KOALOPY, ‘Tymonoaitud  nactwnkwe:
| ADTYCKIETHTA NPUCYTHICTL nyxyptB nosipa, . o
Diameter/ flamerp 16,0 £0.5 mm/ 16,0 £ 0,5 mm. . 1260mm/16,0 smm
Helght/Bucora &7 -0,7/+1,3mm/4,7 . D}[iﬁ- 1,3 mm, 138 mm /5,0 mm
Batch / Cepin : 23MO29A page / cropikka 1 of /1x 3




ENGELHARD Arznelmittel GmbH & Co.KG -
Herzbergstrasse 3, 61138 Niederdoifelden GERMANY

ENGELHARD

Arzneimittel

T PARAMETERS R PR T
Identification / InevTudinaitia | 5) Correspandence of tha retention times of the fumaric acld paaks ¢ Complies /
—Afueous extract of lceland in. the chromatograms. of the test and standard solutions/ Blgnoeigae
‘moss {0,4~0,8: 1)/ sogmmnit 3) BianosigHicta vacy yTpsMania nikia dymaposoii KucaoTH
| BHCTRAKT ichaHACHROTD MOXY: | Ha Xpomarorpammax  srnpobyesNoio Ta CRHABPTHOIG
(04081} poaymHi,

._'._.1:. ik - .' ‘._'-.-.',..- AT -._ f‘.“_-sh‘:-‘_";‘&?};‘r"-‘i%hq : '-'-:f_l::'!.?: '-'-f':'_-' " 'v'f':-.l.l- .= = -.".:' n:_' I.,I"IL}::E. s - .
~§PE§IF!Q&J_[QH‘.’MJ‘;?& won iy ) ORRESULTS U =

A

St TS LR AT L A B Y Y '3;%%55"—"{ izl
CENMAIRALIT. A0 s % BESVIIBTATI &

| YA blue cofor is formed ‘after the addition of Lugols solution/ 'Cdrﬁpﬁés}'ﬂhﬁ_mni'nae‘
6) Yreopioetaca cine sabapsaeHna npu AOpaBanyi po3vnny

Jlaronio,
| ~—Acacla '(gummia'rai:ii’f:}'f ' [ €} The solution becomes cloudy after the addition of methanol, and | Complies/ Binnoslaae
‘akaula {rymmiapabik) fater gives a residuurn of arabic acid / 8) Poayuy xanamytiHie g3l
| ACAABAKHI  MeTaHOAY, a noTIM  YTBOPIOETLCH ocag,
| e 1 apabiHonsi uucnoTy, | i
Average mass/ 1000 mg £ 5%/ 1000mr 5% 1032 mg / 1032 mr
Lepennn maca FACTUAOR
Uniformity of mass / The individua! mass of not more than 2 from 20 lozenges | Complies/ Biarioeigace |
CUAHOPIAKICTE Macw tmay deviate by more than 5% from the average mass,
however no one mass of lozenge can. not deviaste by more
than 10% / HausiayanbHa maca He Glabie 2 3 20 nacTuaoK
MoH(E BIAXNAATHCA Ginblue M Ha § % Big, cepeaHboi Macy, |
OAHAK MACE MOAHOT NRETHARK HE MOME BifxusTUch Binbwe |
_ o . 1 mine Ha 10 9. o
Loss on drying/ Brpara B maci | 8,0~ 13.0 %, | C1107%

1IPH BUCYWIYBaHH] _ _
Adid value / Kuenorse yneno Not more than 5,0 mi of sodiurm hydroxide (0,1 mol/lf should 2.7mlf2,7 mn
be used for 10 g of lozenges /

Ha. 10 r nacTuniox mae BUTRAYBTUCA He Binblie MK S,0-mn
POIYMHY HaTplo rigpokcuay (0,1 MOAb/A).

Visual test/ | - 200 fozenges, that correspongs ta 240 ml, should niot contain: Cornplies / Bianosipae |
Bisyanniuit kauTpony 1. forelgn preparations, i.

2. forelgn matter,

3. lozenges with drip tails,

4. lotenges with Jagged edges,

5. sticky lozenges,

6. - totallydeformed lozenges. |
The sample may contalnt no more thai 10 tozenges with arni treven
lower undarsurface and/for starch lumps of orin the lozenges.
Fthesecriteria are not fulfilled, a test should becarried out again with
approximately 200 lozenges,
After these -not more than 20 lozenges from 400 lozenges can
contain an uneven fower undersurface and/or starch lumps orsor In
the fozenges /

Batch/ Cepin': 23MO29A page/ cropinka 2 of /153




|- dymaposa KUCNora
1 —Aqueous extract of lceland Not less than 8 pg/loz / e menw § myr ua nacr. 53,Bugflor /

| SXCTpaKt lcnanackkOorO Moxy | BO mefloz £ 5,0% / 80 mr/nacr. + 5,0 % 784 mgfior

Batch / Cepin : 23M020A.

ENGELHARD Arzneimittel GmbH & CoKG D
Herzbergstrasse 3, 61138 Niederdorfelden GERMANY ““"‘—-é@ 9._...""""

ENGELHARD
Arzneimittel

(epe/ 200 nactunor, o BIANOBIAATL 240 M7, He NoBMHNG
MicTMTUCE: |

1. Wwinpenapary;

2. Yywopian Tina;

3. Nacruaxu 3 kg RABNGAIBHANMY 2aycenpLamu;

4. TNacrnry 3 3a3yBperum Kpaamu:

5. 3ainai NacTHAKK;

b.. Tloskicno aedopmosanl RASCTHAKM,
Y npobi moe mictiutues He Binvwe 10 ABCTMACK 3 HepiBHop
HAMHLOIO CTODOHOIO | 3FYCTHAMU HPOXMANd Hi aBo p
§ MBCTUAKAN, _
JAKILO i ymoBEM He. BUKOHYIOTLCR, NpoBOAATH AOBTORHE
| 8UnpobyBanHa npwbansxo 3 J00 MAacTUnKamy,
Nican roro cepeg 400 NATTUNDK MOME MICTUTUCH He Biablue
20 nacmnok 3 HEDIBHOIG HUKHLOIO CTOPOHOK) T3 3ryCTRaEMM
..J Kpoxmanic Ha abo B nacTHARaX,

M}kﬁbﬂitﬂe

BusnavekHn - Fumarle acid /

moss (0,4-0,8: 1)/ soarmii 59,8 mkr/nacr,

(04081} — oo . 178,4 mr/nacy.
Microbiological purity* / Totat aeroblc microbial count (TAMC): 10° CFU/g; Complies /
MikpoGlonorlynas wucrora* Total combined yeasts/ molds count {TYMC): 10° CrU/g; Bianosigae

-

Bile-tolerant gram-negative bacteria: 102 CFU/g:

Absenceof Solmenelia (25 g);

Absence of Escherichi colfi{1g)/ |

3aransHe wucno  aepoBHux Mikpoopramismis.  (TAMCH:
10% KYO/r;

3aransHe yrcno ARIRAMOBHX T3 nnlceneamx-rpuﬁiﬂ"(T’n’MC}:
| 10 KyQ/r:

TonepanTsi 8o mosy rpamueratuani Baxrepii; 102 KYO/r;
Bincyvsicri Salmonella (28 1),

o o | BIACYTHICYS Escherichia coff {1r) N

¥ —the test is canried out on every tenth batch /eurpoBysaHtio nianaree nonais 10-7a cepin.

manufactured, induding packagi"hgﬂabelling 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 processing, Packaging and analysls records were raviewed and found 1o be In

‘compfiance with GMP,

OpraHom, a Takax y signosiasoc ai cneundlkauinmu, ani micrsreck s peecipauliiHomy: gocbe Kpaim

Tablas Glinther L
Quiaiified PersonMNmosk BAXEHA 0CDGA




