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ENGELHARD Arznelmitte] GmbH & Co.kG > ) e
Herzbergstrasse 3, 61138 Niederdorfelden GERMANY TN
ENGELHARD

Arzneimittel

CERTIFICATE oF ANALYSIS No 24C042B
CEPTUDIKAT AHAMIBY Ne 24c0425

Product / Mpoayxr:

’ ISLA-MINT®, 100 mg lozenges; 10 lozengesin g blister; 3 blisters In a cardboard
box with fabelling in Ukrainian language / ICAA-MIHT, nacrsmu no 100 M no
10 nacisnon y Gricreph; o 3 Gricrepn @ Kapropwis KopoBL 3 Maprysarmam

1 YKpaiHcekolo mospio

Ccuntrﬁ-manufacturer/
Kpaita-suposuyyg:

Homep Peectpauiinaro
nocelayermn;

AlTHBHICTL:

Batch / Cepln ;

Batch size/ Poamip cepli:
Manufacturing date/
L8Ta 8HpoBHMYrsa:
Explry date/ Npuaating ho:

Registration Certificate number /

Strength / Activity / Cuna ali/ | Llozenge contalns 100 mg of agueous extract of jeeland muass (leeland moos) '

Germany /

| Himeuypia
UA/2187/01/01 valid from 17,02.2020- uniimlted/
UA/2187/01/01 ple 3 17.02,2020- Bescrmonopo

{2 1y extractlon agent: water; contsins a sorbitol solution (1: 2y
I nactuaka micrrs 100 M BopHore excrpary icnaHackKore MOy
{lcelang moos) {{2-4): 1} eKcrpareny: BoAa; micturs copBiry PO3Y4KH
{1:2)

2400428

39280 packages /39230 ynaKoso
03/2024

02/2028

Manufacturer / Brpobruk;

Manufacturing License /
JliueHain Ha BHpOGHUETRG:

Ceprudirar Blgnoslgnocri
GMP:

Certificate of GMP compliance / DE__HE__O‘I__GMPHEO23_0059 from 18.04.2023/

Engelhard Arzneimittel GmbH & Co, KG
Herzhergstrasse 3,61138 Niederdarfaldan, Germany/

Exrensrapn ApuHatimiens rmex & Ho. Kr
XepuﬁeprLU‘rpacce 3,61138 Higepnepden bAaeH, Himeuyuua
DE_HE 01 MIA_2024_0025 from 12.05.2024 /
DE_HE 01 MIA 2024 0pas 8ig 12.06.2024

DE_HE_01_GMP 2023 059 i 18.04.2023

Art.No,/ ApTHikya Ney
QCRepart /
38IT2 kotTpomo RKOCTR:

646313
040000063175

Specification/ Crevudiiaryfa:

Date of refease of finished

NPoAYKTY

ARAVETERS
PRt _-_ﬂOi'(ASHMl(H;-
Characters / Onug

product / fara 8UNYCKY roTesoro

| PV 046330 /07
10.07.2024

SPECIFICATY ESDIT:
o EE TGS S OB MG AL AN PEIVABTATH
Flat, irregularly round, lens-shaped, green rubberfika lozenges, with { Complles /
8 peppermint taste, Alr bubblag In lozenges are allowed / Mnoey, Bisneosigae
HeplsHomipHo onpyral, Aik3onogiGut, aenenl rymonoalBH nactuaum
st cmanom mims nepuesc’; aonyeiaemca npkoytHicTn nyxupuin
noslrpa,

Diameter/ Alamerp

Batch / Cepln : 2900428

N

4,8 mm -0,6/ +1,4 mm/4,6 mi - 0,6/+ L4 mm

16,6 mm % 0,5 mm /16,0 mm & 0,5 mm 1B5,0mm/ 16,0 mm

[45mm/4,9 mm 1

bage / evopinka 10f /5 3
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ENGELHARD Arzneimittel GrmbH & Co.KG
Herzbergstrasse 3, 61138 Niederdorfelden GERMANY

Wehixay
—Aqueous extract of {celand
moass {(2-4):1) / BOAHWI

{(2-4}:1)

— Acacla {gummfarabic) /
anauin (wmmlapaﬁin}

Average mass of lozenges /
Cepentn maca nacrinon
Unlformity of mass /

OaHopiguicrs macy

Loss on drying/ Brpara s maci
RPM BHCYyRaNY|
Add value / Huchorhe Yucho

Copper complexes of
chlorephylis £ 143* /

Migni vomnaecy xnopodlanip

Eigq#*
Visual test/
Blsyanunuii HOHTpOAL

Batch/ Cepin : 2400428

\

CHCTPaKT lenangenioro Moxy

‘

T
g lE VErry
L——" -} Cea == =1

ENGELHARD

Arzneimitte|

‘-:;"‘\a‘{"?;‘:ﬁ T
acld peaks Cornpligs /

in the chromatograms of the test ang standard solutions/ Bianoslgae

a) Blaroslanicts Hacy yTpumanna nikje bymaposol tuenory

Ha Xpomatorpammax aunpofosyeanoro Ta CTaHaapTHoro

PosuuHie,

b)A blue color 1 formed after the addition of Lugols solution/ Complies/ Bianosinae
5} Yreoproersen CHHE 3aBapananng pY Koaasanu} PO34HHY
HNigrona,

later gives a residuum of arabic aclg / B) Posupy RanamyThie npy

AonagaHHi METaMoay, a [oTim YTBOPIOEThEA  ocap
2pablHosoi kuchoTy,

_—
1000mg£5%/ 1000 mr = 5% 1013 mg /1033 mr

The individual mass of not more than 2 from 20 lozenges Complies/Bl,qnoai.qae
may deviate by more than 5% from the average mass,

however no one mass of lozenge can not deviate by mgre

than 10 % / IHauslayansha macy He Glablre 2 3 20 nacrunay

Maike BIAkNoHATHER Blabwe HicHa 5 % Big cepegtbot macy,

OAHaK maca sxoaHo] MBCTUAKK He Moxe BlarnomaTICA

Ginbwe uin ya 10 %.
8-13%

10%

Not more than 5,0 m| of sodium hydroxide {0,2 moi/i} should 3,5ml/3,5 mn
be used for 10 Eof lozenges /

Ma 10r NacTHAGK mae BUTPaYaTHCR He Ginbue Hix 5,0 mn
PO3YNHY HaTplio fiaporenay (0,1 Monb/n),

Absorption maximum at g wavelength of 405 + 2 nm/
Mancymym NornvuHanHa mpy ACBHMHI xBHAl 405 + 2 Hm

Complles /
Blanosigae

200 lozenges should not coenlain: Complies / Blanosinae

1. foreign preparations,

2. foreignma tter,

3. lozenges with drip tails,

4, lozenges with Jagged edpes,

5. sticky lozenges,

6.  totally deformed lozenges,
The sample may contain N more than 10 lozenges with an uneven
lower undersurface and/or starch lumps on ot In the lozenges,
Ifthese criteria are notfulifled, o test should be carried outagalin with
approximately 200 lozenges,
After these not more than 20 lozenges from 400 lozenges can
contaln an uneven fower undersurface and/or starch lurmps on or fn
the lozenges /

Page / cropinna 2 of /a3
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ENGELHARD Arzneimittel GmbH & Co.KG -—---
Herzbergstrasse 3,61138 Niederdorfelden GERMANY TN
ENGELHARD

Arzneimitte]

Cepea 200 NACTHNOK He noBUHHE MICTUTHTH R,
1 JHwi npenaparty;
.« Mymeplan! tlaa i

flacTuarm 3 KannenoaiGrumpy IayceHnLam;

2

3

4. Nacrunnm 3 3a3yGperumu Kpaamu;
5

6

Aminint nacTUARY;

. MosHicrio Aedopmosan] NACTHAKK,

¥ npo6i moske micTiTiCR He Ginbwe 10 N3cTHAOK 3 HepigHola
MUMHLOWO cTopoHole | 3rYCTHaMK kpoxmamo ua afio s
nacruAicay,

fira Wl ymosy e BUKOHYIOTLCH, nposoaaTe FIOBTORHe
BHUNPOGYBaHMy npUBansHo 3 200 nacrunkamu,
MNicanvorg tepeam 400 nacrinoy MOKE MICTMTHES He Binbwe
20 nactunoy 3 HEpIBHOID HuHBOI CTODOHOID Ta aryerkamy
Kpoxmano va abo g HacTuakax,

Assay/ Klneriene
BHBHE'—!&HHH

—Fumaricacid / Pymaposa
KHCnoTa

~Aqueous extract of lceland
moss {{2-4):1) /

BOAHME exCrpay
icnangceroro Moxy ((2-4):1)
Microblological purity* /
MixpoBionoriyya uMcroTa¥

Not less than 50 pg/inz /He men 50 pur Ha nacr. 2872 gfloz/
287,2 mr/ nacr,
96,4 mg/loz/

96,4 mr/ nacr,

0o mg/fioz+5,0 % /100 mr Ha nacr, £35,0%

Total aerohic microblal count (TAMC): 10 CFU/g;

Total combined yeasts/ molds count (TYMC): 102 CrU/g;
Bite-tolerant gra m-negatlve bacterfa: 102 CFU/g;

Absence of Salmoneiia (25 g);

Absence of Escherichi colf {ig)/

3aranbHe uucno aepobHux MIKpOOPraHiamis {TAMC):
104 Kvo/r;

3aranbhe yucno APDRAMOBUY 1A AnicHeskx rpuGis {TYmC):
10% KVOy/r;

Tonepaumi,qo HOBYl rpaMieraTy Gaurepii; 102 Kyo/r;
Blacyrrlers Salmonella (25¢),

BigcytHicTs Escherichia colf (1 ).

tenth batch / BUNPoGysanHIa nigrarae KaMHa 10

Complies /
Bignosinae

-Ta cepin,

| hereby certify that the above information s authentic and accurate. This batch of product has been fabricated/
Manufactured, including paclcaging/labelllng and quality contro) at the above mentionad site (s} in full compliance with
the Givip lequirements of the local RegulatoryAuthority and with the specifications in the Marketing Authorization of
the importing country, The batech processing, packaging and analysis records were reviewed and found to be in
compliance with Gvp,

CnpasiHing 1 nigrsepmKyio, o suweBKKazang iHgopmaLin ¢ AOCTOBIPHOIG | ToyHglo, AaHa cepin npoayiay Gyaa
npoaegena/amroroanena, BRAIOYaouy YnaKosky/mapiysarin 15 KOMTPOML  sikocTi, a3 BHLEBRazaHOMY
BMROGHIuGMY maﬁgamwuy B NosHiit elanosigHac 3 BAaMoramt GMP, BCTaHoBneHuMy MICLIEBMM perynatopHum
OpraHom, a Taroi Y Bignosiamoer] si cneuvdikaifamm, maf mlcTaTtben a PeecTpauiiinomy pocse KpatHu-imnoprepa,
Npotoronu B1POGHMUTAE, yrakas Ta aHanizu Gyau nepesipeniTa Beraqossexo I slnnosiawicts GMP,

J’:'/"J
Dr. Oliver Schmidt A//C,- Date/fara: 15.11,2024

Qualified Personﬂnca:—:oaame;—la ocoba

Balch/ Cepin : 2400423 Page / cropinka 3 of VK]

M_;
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HEPIUTIKCITYIKBA YKPATHMA
HEPXABHA COAYIKEA 3 JIKAPCBKUX 3ACOFIB
TA KOHTPOJIXO 3A HAPKOTUKAMM y m. KUCBI

npos. Hanii Ceitnmynof, 3, 02099, Ten, (044) 295-26-85
-mail: dis.kyiv@dls.gov.ua, Kog €IPIIOY 37079055

BHUCHOBOK
NPO SAKICTH BBE3EHOIO B Yxpainy nikapeskoro 3acoly
25.11,2024 Ne 62235/24/26
ICJTA-MIHT

{(nafvenynanng nikapeuioro 3aceby arimio 3 pecerpauifinim noceiadeHIisn)
nacriaxy me 100 mr, o 10 nacrumaor ¥ Gaicrepi; mo 3 Gnicrepn B Kapronmiii kopooni
(dopva sunycxy, nosysanns, sz NakyBanHa fikapcLkoro 3acoGy)

Homep peectpauitinoro noceignenus UA/2 | 87/01/01 crpox niv peecTpauiiitore nocainuenns HeoBMeENCHUE

Cepir nixapeskoro 2acofy Mo 24C042B KinbxicTs Bneaeroro nixapcrkoro sacogy 39280
Bupobunk Enrensrapg Apuuaiimitrens TM6X & Ko. KI', Himewunua
{nabisenynanng BHpoGiinka nlkapcoiors 3aco0y, xpatiza TIOXOMKEHHA)
Bseseuo & Yipainy Ipusarue axuionepne ToBapuerao "HATYPDAPM", inenr. o
24930169

(Maifsenyvasis T xoa 3a CARTIOY loprantiol 0606 abo npissinue, v, 1o Garbron]
hianyof ocodis - nignpscmus, ¥ Micue TPOHHBANILA T2 peecTpauidunit Hosep o6aikanoi
KApLIM Anaritic nopaTiis abo cepin Ta HOMED macnopTa)

Mpotoron sisyanniors xonrpostio eiy 24,11.2024 x 4051/2.

3a  pesyneTatamu ACPHKABHOTO  KONTPONIO BCTAHOBACHO, WO Nixapcskuii  3aci  Beeseno o Vpany 3
HOTPHMAHMSIM pumor 3aKONOIABCTEA 1WOMO 3a6e3neyelins axoeT] nixapcngﬂx 3acobis.

-

o

Mrxosa XOJIOAEHKO

nio) {ninnuc) (initiang Ta NpI3EHUE)

Hawannrux

(nocaona o




ENGELHARD Arzneimittal GmbH & Co.XG . __
Herzbergstrasse 3, 61138 Niederdorfelden GERMANY == —_—

ENGELHARD
Arzrielmittof
CERTIFICATE QF ANALYSIS Neo 24C043A
CEPTU®IRAT AHAAIZY Ne 24CD43A
Praduct / Npeaykr: ISLA-MINT®, 100 mg lozengas; 10 lozenges in a blister; 3 biisters In & cardboaﬂ

box with labefling in Ulralnlan languaga / ICNA-MINT, racnimes no 100 MI; IO
10 nacnnok y Gnicrepi; no 3 Bnicrepu B rapronyii KOpoBuf 8 Mapiysantam
YRPAIHCHKOI0 MoBaI0

Country-manufacturer / Germany/
Kpaita-supobimk: Himevunna

Registration Certificate nurmbaer /| UA/2187/01/01 valid from 17,02,2020 - unfimited/
Hamep Peesrpauilinors UA/2187/01/01 ffe 3 17.02,2020 - Gezcrpokoso

nocalayensn;
Strength / Activity / Cuna aif / |1 lozenge contalns 100 Mg of aqueous extract of Iceland moss {leeland moos)
AKTUBHICTR: {(2-4): 1) extraction agent: water; contains a sorbitof solislon (1: 2)/
1 nactrnka micrure 100 mr BOAHOTO eKcrpakyy lenanackroro Moxy
(iceland moos) {{2-4): 1); excrparenr: BoAa; micTuTs copbity posumn

{1 2}
Batch / Cepln: 2400434
Batch size/ Posmip ce plis 65680 packapes/ 65680 yrmakonoy
Manufactuting date/ 03/2024

Hata BupoBiutirea;
Expiry date/ Tipwparri ao: | 02/2028

Manufacturer / BupoBHuk. Engelhard Arzneimitte] GmbH & Co. KG
Herzbergstrasse 3, 61138 Niederdorfelden, Germany/
Etrensrapg Aputtatimirrens rwex &, Ko. KT
Xepubeprirpacce 3, 61138 Hlaepaopdensaey, Himeyumya
ManLifacturing License / DE_HE 01_MIA_2024 0025 from 12,06.2024 /

Jliuenzin Ha srpoBHMLTeD:; DE_HE 03_MIA 2024 0oz Bin 12.06.2024

Certificate of GMP compliance / | DE_HE_01_GMP_2023_0059 from 18.04.2033/
Ceprudliar sipnosigkoct] DE_HE_01_GMP_2023 0056 sig 18,04,2003

GMP:
Art, No. / Apmuiyn Ne: 646313
QC Report/ 040000063124

3BiT 3 KOHTPDAIO AKoCTi:
Specificatlon/ Creuudiiaia; P\ 046530 /07

Dateofrelease of fnished 04.07.2024
product / Oava BUNYCKY roToROrO
NPOAYKTY

ARAIET PECIFICATIO PIERESULTS

o mh el e ey el e ) {h A Ty G 3
R TORASAHIK I £ ofeh CHEWHP AR A R PERYTIBTATIY i
Characteis / One Hat, Iregularly round, lens-shaped, green rabberlike lozenges, wilh Complles /

a peppermint tasts, Alr bubbles In lozenges are allowed / Mnoay, Bignosigae
HeplaHomipHo cipyrl, NiuzornieH], senewi rymonoaityl nacrsies

"

3l cmaiiom Mg MePLEBOT; ADNYCHaETHEA NPUCYTHICTS nyxuptie

ht Noelps. )
Diameter / Alamery 16,0 mm £0,5 mm/ 16,0 mm £ 0,5 158mm /15,8 mm
Height / Bucora 4.6 mm 0,6/ +1,0 mm/ 4.6 jam - 0,6/4 1,4 Mm 48 rm /4,8 wm
Batch / Cepln : 2400434, page / crophia L of /3 3

; . ' .
1. e o 19K A

FPage 1/1
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ENGELHARD Arzneimittel GmbH & Co.KG

Herzbergstrasse 3, 61138 N lederdorfelden GERMANY

] Moy
[rohimptost W\ y S

ENGELHARD

Arzneimiteel

moss {{2-4):1) / sogwmii
EKCTRAKT iCNaHACEHOre moxy
{(2-4):1)

—Acacia fguramiarabid) /
akatla {rymmiapabix)

- = A

e

1o .HMKM ::'J“"rn.. il - i EAPROE e gl (KT IT 1 #J:EE. e B S0
IdentHication / Inentudinanis | a) of the retention times of the furnaric acid peaks | Complies /
~Aqueous extract of Iceland In the chromatograms of the test and standard solutions/ Bianoslgae

a) Bignosigslcry Hacy yrpumManna nikle dymaposot KHCAOTH
H@ Xpomatorpammax punpoGosysanore Ta CTaHAAPTHOrO
po3vuHie,

b)A blue color s formed after the addition of Lugols solution/
B) ¥YToapoersen euse safiapenenHn npu A0AasanHi posunny
Morona.

c) The solution becomes eloudy after the addition of methanol, and
later gives a residuum of arabie acid / 8) Posyuy RanamytHIe npu
A0d3BaHHi  metaHony, a notim YTBOPIOETRCA  ocan
apabitosol ’ucnoTy,

Complles/ Blanosigae

Complies / Blanaslgge

Average mass of lozenges /
Cepesntn maca nacTunoy

1000 Mg 5%/ 1000 mrE 5 %

1007 mg / 1007 par

Uniformity of mass /
Optoplanlors macy

The individual mass of not more than 2 from 20 lozenges
may deviate by mere than 5% from the average imass,
however no one mass of lozénge can not.deviate by more
than 10 %/ IHawsiayaLha Maca He Bliulue 2 3 20 nacrunaox |
mosie BlAKAOHATHER Blnblue Rk Ma § % 8l5 cepegHuoy macu,
OAHEK Maca }oAHOT nacTuaky He MOMe BlpKnouaTUCH
Glasltie Hist pa 10 %, &

Complies / Bignosigac

toss on drying/ Brpama o mac
NPX BUCYLYRAHH]

8-123%

10%

Adidvalue / uenovHe yucno

Not mare than 5,0 mi of sodium hydroxide (0,1 moi/i) should
be used for 10 g of lozenges /
Ha 10 r pacvuaon mae BHTPavaTicn He Oinkwe ubic 5,0 Ma

PO3UMHY HaTpilo riapokcuay {0,1 Mosiv/n),

34ml/3,4 mn

Copper complaxes of
chloraphylis E 141* 7

Mignl womnnaney xnopodinnls
E 1481%

Absorption maximum at a wavelength of 405 % 2 nm /
Magrcumym norasHanqs NEH ZOBXUHI XomAl 405 + 2 um

Complles/
Blanoslaae

Visualtest/
Bisyanosuii ooy

200 Jozenges should not contaln:

1. forelpn preparations,
2. forelgn matter,
3. lozengas with drip tails,

4. lozenges with jagzed edges,

5. stleky lozenges,

6. totally deformed lozenges,
The sample may contaln.ne more than 10 lozenges with an uneven
lower undersurface and/or starch lumpsonorinthe lozenges,
{fthesecriteriaare not fulfilled, a test shotld be carried outagalinwith
approximately 200 lozenges,
Alfter these not more than 20 lozenges from 400 lozenges can
contaiitan uneven lower undersurface and/orstarch lunps on or In
the lozenges /

Complies / Blanosigae

Batch / Cepln 1 2400434

page / cropluk

a2of/a3
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ENGELHARD Arzneimitte! GmbH & Co.KG
Herzbergstrasse 3, 61138 Niederdorfelden GERMANY

A EP) S
e ] D
) vy

ENGELHARD
Arzneimitte|

—

Cepes 200 nactvnoi He NOBHHHO MICTUTUTH CB:
1, IHw ripenapary;
Yysepigm! Tiaa;

flacriumm 3 saayGpersimy Kpasmu;
3ninnl nactiinku;

a, noaﬂicrro,qed:opmoaam MacTHAKK.
Y npo6i Mose micTTies He Blasiue 10
HWHHBOIO ¢cTOpaHolo | 3rycTiamn K
NacTunKax,
Axwo Ul yMosu He BHKOHYLOTLER,
PUNpoByBanka npuBnuana 3 200 nacrvnkamm,
Mcan voro cepean 400 MacTYHNoK Mmoxe micTHTICE 1t
20 nacrunon 3 Hepiskoo HUKHLOIOD
KPOXMaMOo Ha afic 8 nactusiax,

2.
3.
4.
LN

NacTnnty s kannenoaiGHumu 3ayceHnilamu;

NACTUADK 3 HepiBHolo
POXMany Ha abo g

NPoEDAATL noBTORHE

CTOPGHOIO Ta Arycrkamu

e blabwe

Assay / KinbiticHe
BHIHaYeHHR

~Fumarlcacid / dymaposa
KKCnova

| —Agqueaus extract of lcelsnd
moss ({2-4):1) /

80AHMI eKcTpaKkT
lcnauceroro moxy {(2-4):1)

Not less than 50 Hgfloz /He menws 50 mur va nacr.

100mg/loz£5,0 % / 100 mr wa nact. 5,0 %

2864ugfloz/
286,4 mur/ nacr,
95, 1mgfloz/
95,1 mr/ nacr.

Total aerobicmicroblal caupt (TAMIC): 10° CFU /g

Total combined yeasts/ malds count {TYMC): 107 CFU/g;
Bite-tolerant gram-negative bacteria: 10*CFU/g;
Absence of Salmonella (25 g);

Absence of Escherichia coll (1g)}/

Micrabiolaglcal purlty* /
MikpoBlonoriuna uncrora*

TornepanTHl 40 1oBui rpamueratusl BarTepli: 102
BlacyTHicts Salmonelia (25 1),

BipcythicTe Escherlehia colt (1 r).

3araneke  wgueno sepobunx  mikpaopranliamis {TAMC):
10 KYO/r:
3aranbHe wngnio APiNgHosYX Ta nalcHeaux rpuGis {TYMC):
102 kYO /r;

Camplles /
Bianosigae

KYO/r;

*—the test js carrled outon avery tenth batch / Bunpofiyeanio nigARrae ostm 10-1a cepin,

I hereby certify that the ahove information is authentic and accurate,
manufactured, including packaging/labelling and quality control at the ab
the GMP requirernents of the local Regulatory Authority and with the sp
the importing country, The batch pracessing, packaging and analysis

compliance with GMP.

Cnpasniing n nigreepmiyio,
Nposeaeta/suroTosneHa, Brauouaioum - ynakoeky/mapiysasun  Ta

BHpOBFHIYOMY MaiaaHIMIy B nosyl slaneslaMoc] 3 ermoramy GMP,
oprakom, a TaioN v Blagnosigroct 3} criewyditatame, s MictaTecn &
Nporoionn BUPOGHILLISE, Ynakosi Ta aHaniay Gynu nepesipexiTa scrs

Dr. Oliver Schmidt /Q_)

Qualified Person/VnosHosamena ocoBa

HOHTROAL

HOBNEeHo ix

Batch / Cepin : 2400434

o BHuleskazata Ihdopmalin & AOCToRIpHOIC | 'Tounoro,

This batch of product has been fabricated/
ove mentioned slte (s} in full compliance with
ecifications in the Marketing Authorization of
records were reviewed and found to be in

Haha cepla npoayiry Gyna
AKOCT, Ha BUUIEBKazAHOMY

BCTAHOBAGHVIMU MicLieBUM peryaaTopHmm
peccrpauifttamy gocks KpaiHu-imnoprepa.

signosingicTs GMP,

Date/0ava: 15,12,2024

page/croplixazaf /33

m—_-»
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NEPJKABHA CIIYKBA 3 JMKAPCHKIX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTHKAMMHA y m. KHEBI

apos. Hagil Caitnuunod, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dis.gov.ua, Kog €JIPIIOY 37079055

BHUCHOBOK
Ipo AKICTE BEE3CHOr0 B Ykpainy aikapebroro 3acoby
06.02.2025 Ne 5471/25/2611
1CJHA-MIHT

{(HatiMeHyRANNA NIKAPCRKOTD 3nc00y 3rinHo 3 peccTpauiiHim HOCDIAHCINAM)
acrroreH o 100 mr, o 10 nacrmiror y Gaierepl; w0 3 Gaicrepn B RapToutiil xopoful

(ihopma nHNYCRY, AOTYBAtl, BIA nakynaHiin AikapeLKoro 3ncody)

Homep peecrpauifinoro nossiavenns UA/2] §7/01/01 crpox aii peecTpauiiiHoro nocsimMeH:A teofMemeHHH

Cepis nixapesroro sacofy Ne 24 CO43A KinbiicTs poeackoro nikapeskoro sacofy 44800
Bupofnui Eurensrapn ApuaaiiMitrens IMOX & Ko. KT, HimMeuuvna
(nzliatenynaini BHpoGLRKE AKAPCLEOIO aacoly, kpaiua TIOXOLHCHHIN)
Baeseto B YipaiHy TIpaeaTne acnionepne TOBAPHCTEO "HATYPMAPM", inear. kon:
24930169

(nafisenynanns ta kol 30 CAPTIOY iopHarssiol acobu afo apiinuue, int's, no Barsxosi
(hizumnol ocolin - nixnpHeMLL, Y Micue npoducHBanid Ta peecrpmtitinnki nomep obikonol
KBPTIH NAATIIKS Toaarkin ato cepin T4 1LOMCP NACNOpPTH)

TIpoToKR0A BisyaRALIOTo KONTROMO Bi 06.02.2025 M 322/01.10-25/1.

3a  pesyawraraMiu  ACPIKABIOTO  KONTPONIO BCTOHORNEUD, 1O Aikapcskuil saci6 sncseHo B Vepainy 3
JOTPHMANHIAM sumor JANCHOAARCTRA OO agfesneverns skocTi AikapobKRY sacoBis.

C 2 z Bixtop MAXHOBELD

(ninnuec) (iniuianm To npismime)
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ENGELHARD Arznelmittel GmbH & Co.KG _@__
Herzbergstrasse 3, 61138 Niederdorfelden GERMANY — —
ENGELHARD

Arznelmittel

CERTIFICATE OF ANALYSIS Ne 24D024A

CEPTHUOIKAT AHAMI3Y No 24D024A

Product / NMpoaywr:

ISLA-MINT®, 100 mg lozenges; 10 lozenges in a blistet; 3 blisters in a cardboard
box with labelling in Ukrainian language / ICTA-MIHT, racmnits o 100 ms; no
10 nactvnoK y Bricrepl: no 3 Gricrepy B KapTOHHIA KopoBLl 3 MapKYBaHHAM
YKPATHCBKOI0 MOBOID

Country-manufacturer /
KpaiHa-supobHuk:

Germany /
HimeudiHa

Reglstration Cerifficate number /
‘Homep Peectpatiiioro
NoCcBigueHna;

UA/2187/01/0% valid from 17.02.2020 - unlimited/
UA/2187/01/01 pjes 17.02.2020 - SeacTpoKoRo

Strength / Activity / Cuna oii /
AxTusHicTb:

1 lozenge contains 100 mg of agueous extract of lceland mess {Iceland moos)

1 macruaka mlcture 100 Mr ROSHOFO EKCTPaKTy ICNRHACBKOFO MOXY
{iceland moos) ((2-4): 1); exkcrpareHT; Boaa; micthrs copbiry poauni
(1: 2}

Batch/ Cepln Z4D024A

Batch size/ Posmip cepfi: §7520 packages/ 67520 ynaxoBox

Manufacturing date/ | 04/2024

Jara eupobiviea;

Explry date/ TlpuaaTkui no: | 03/2028

Manufacturer / BupoBuui: | Engelhard Armelmittel GmbH & Co, KG:
Herzbergstrasse 3, 61138 Niederdorfelden, Garmany/
EHrenbrapg ApliHalimitrens TmeX & Ko, K
Xepubepnurpacce 3, 61138 Hinepgopdennaen, Himeiuuna

Manufacturing License / DE_HE_OL MiA_2023 0015 from 03.04.2023/

1 MNuensla Ha supofinmes: DE_HE_01_MIA_2023 0015 Big 03.04.2023

Certificate of GMP compllance /
Ceprudikar signoelgrocrl
‘GMP:

DE_HE_01_GMP_2023_0058 from 18,04,2023]
DE_HE_01_GMP_2023_0059 sig 18.04.2023

Art. No. / Apfmky_n Ne:

product / Aata aunycky rotosoro
NPOAYKTY

646313 ,
‘QCReport/ 40000063188
38[T3 KOHTPDK AKOCTI
Spedification/ CnelgpdiraLya: 045530 /07
Date of refease of finished 03.07.2024

COELMPIKALIA E3VNETA

Flat, Imegularly round, lens-shaped, green mubberlike lozenges, with | Complies /

a peppermint taste. Air bubbles in Jozenges are allowed / Nnocky, | Blanoslaae
HeplaHomipHo okpyTAl, AlMIoNGEIEH), 3eneH ryronaioH MaciaKku
3l cAmaKoM METH nepilesct) SOMYCKAsTboR NPUCYTHICTE myxKpLle

neBiTpA,
Diameter { Alamerp 16,0 mm £ 0,5 mm/ 16,0 Mm £ 0,5 mm 16,0 o / 16,0 pas
Helght / Bucora 4,6mm -0,6/ +1,4 mm /4,6 mm - 0,6/+ 1,4 mm 5,0mm /5,0 tm

Batch / Cepla: 24D024A
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((2-4) 1); extraction agent: water; contains a sorbitol sofution (L 2)/|.
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ENGELHARD Arzneimittel GmbH & Co.KG
Herzbergstrasse 3, 61138 Niederdorfelden GERMANY

ENGELHARD

Arznelmiteel

EY

— Atjueous extract of leefahd
moss {{2-4):1) / BogHuil
EKCTPAKT ICNAHACLKOIO MOXY
((2-4)1)

A} Eur. Pharm, 2.2,29/ €ap.
Papm, 2.2.29

B) Method based on
Mohograph "lceland Moos” Eur.
Pharm,. iiethod C/ Merog,
pozpobneHii Ha Gaal
MoHorpabif “lcnaackiiit mox'
€ap. Papm. Metopn,C

— Arada (gummiarablc) /
akaula {rymmlapaGly)

C) Method based on
Monograph "Acada™ Eur.
Pharm, / Mevog, pospobastnii
tia Gasl Monorpadl "Axaus"
Eep. Gipm.

a} Correspondence of the retention times of the fumarle acld peaks
In the chromatograms of the teést and standard solutions/
a) Blanosladicrt vacy yrpumaHHs nikla dymaposol KKChoTH
Ha Xpomatorpammax BunpobOBYSaHOro Ta CTERABETHOrO
DO3YMHIB.

B)A blua color 1s formed after the addition of Lugols solution/
B} YTBORIOEThCA citE 3a0apaieHHa NPy AoAaBaHH pO3UHAY
Jorang,

¢} The solution becornes doudy afier the addithon efmethanol, and
later gives a reslduum of arabic acld / 8) Posunt kanamyTHie npy
A0aaBaHHl meTaHonY, 8 NOTIM YTBORKETLCA otag, apabitosol
KMCAOTH,

Comblles/ o
Bignosaigae

Compliesf Bignoslpae

Complies / Bianosiage

Averape mass of lnzengas /
Cepefta maca Natyunok
Eur, Pharm. 2.5.5 / €sp. $apm,
295

1000 mgE5%/ 1000 Mr£5%

897 mg/ 997 mr

npy pucylysaiHl
Eur, Pharm, 2.2.32./ €sp, Papm,
22.32 -

Uniforeity of mass / The Individual mass of not more than 2 from 20 lozenges | Complies / Blanosigae
Optopianicrs macu may devlate by more than 5% from the average mass,
Eur, Pharm, 2.9.5 / Erp. however no one nass of lozenge can hot deviate by more
Papm. 2.9.5 than 10 % / IHauslayansHa maca He Blnblue 2 3 20 pacTHAGK |
moe slaracHaTicen Glnswe His Ha 5 % Bip cepegnsol mMacu,
OpHAK mata MopHo! NAcTMAKM He MoMMe BIAKAOHATUCA
Birbue vhx Ha 10 %.
Lossondrying/ Brpsrasmad |8—13%

9%

Adidvalue / Kicnéthe yuono
Eur, Pharm, 2.2.25 / €sp. Papm.
2225

Not more than 5,0 mi of sedlum hydroxide (0,1 mol/f) should
be used for 10 g of lozenges /

Ha 1C ¢ ndcTRNOK Mae BUTPAYaTHCA Ha Glaslle Hixk 5,0 ma
posumby HaTpito rigpokeray (0,1 mosb/a).

34ml/3,4 mn

Copper complexes of
chlorophylls E 241* /

vitgal komnnewes xnopodinnls
E141¥

Eur, Pharm. 2.2.25 / Esp. dapm.
2.2.25

Absorptioh maximuni 2t & wavelength of 405 £2 nm /
MaKcrmym nornMHaHHR npyY ROSHMKH] Xemai 405 & 2 hm

Complies /
Blanoglgae

Visualtestf
BiayaneHui KoH oL

200 lozenges should not contaln:

1, forelgn preparations,

Complies / Bignosigae

Batch / Cepla : 24D024A
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ENGELHARD Arzneimittel GmbH & Co.KG
Herzbergstrasse 3, 61138 Niederdorfelden GERMANY

==
ENGELHARD

Arzneimittal

2. forelgn matter,

3, lozenges with drip tails,

4. lozenges withjagged edges,

5. sticky lozenges,

6. totally deformediozenges.
The sample may contaln no more than 10 lozenges with an uneven
tower undersurface and/or starch fumps on or in the lozenges.
if these criteria are not fulfilled, a test should be carried out again
with approximately 200 lozenges.
After these not more than 20 lozenges from 400 lozenges can
contain an uneven lower undersurface and/or starch lumps o or in
the lozenges /
Cepen, 200 NacTkN0K HE NOBHEHD MICTMTUIMCH:

1. lnwinpenapams;
Yyweplani Ting;
MacTwiry 3 KannenoAiGHMK 3ayceHLamy;
Tlacrniy 3 3asyDpEHKMI KDIAMM;
3inAl NBCTIKK;

6. [osHicno aedopmosatst NACTHAKK.
Y npofi moxe mictuines We Gingwe 10 naciviok 3 hepieroo
HAMHbOIO CTOPOHOH | 3TYCTHAMM KpoXmanio Ha aBo B nachaikax.
Ao Ui yMmOBM HE BMKOHYIOTHCA, NPOBOMATE NOBTOPHE
sunpobysaHHR npubaraHe 3 200 NacTuAKaMK.
Micns Toro cepeau 400 NaCTAoK MIKE MICTMTME He Shibue 20
MAcTMIOK 3 HepIBHOIO WMHHBOID CTOPOHOIO Ta  3TyCTHamu
Kpoxvanmo Ha afo 8 nacTKax.

YA W

Complies/ Bignosinae

Assay [ KinbRicHe BUIHINEHHA
Eur. Pharm. 2.2.28 / €ap. $apm,
2.2.29

MikpobGionoriuda uncrota*
Eur. Ph. 2.6.12, 2.6.31,
5.1.8.B / €6p. $. 2.6.12,
2.6.31,5.1.8.8

Total count of yeasts/molds (TYMC): 102 CFU/ g;
Bile-tolerant gram-hegative bacteria: 10* CFU/g;
Escherichia coff absentin 1 g;

Salmonelia absentin 25 8. /

3aranbHe Yoo aepobHWX mikpoopraniamis {TAMC): 10%
RYOQ/r;

3aranbHe YMeno ApBKAKOBUX Ta nalceHesnX rpubie (TYMC):
10% KYO/r;

Tonepauti 10 wosvi rpamueratski Baxtepl: 102 KYQ/T;
Escherichia coli sipcyTHicTb B 1 F;

- Fumaric add / dymaposa} Notlessthan 50 pgfloz / He meHw 50 Myr Ha nacT. 3049 peficz /
KHCNOTa 304,9 mkr/ nacr.

- Aqueous extract of lceland] 100 mg/loz+5,0%/ 100 MrHa nacr. £5,0% 96,9 mgfioz/

moss [{2-4):1) / soarui excrpaky 95,9 mr/ nacr.
icnanscoKoro moxy ((2-45:1)

Microbiological purity*/ Total aeroblc microbial count {TAMC): 10* CFU/g; Complies/ Binporigae

Salmonella siscytRicTh B-25 1,

* _the test is carried out every tenth batch /eunpoysanHa npoBOAATL /1A KOMEHOT REecATol cepii.

| herehy certify that the above information is authentic and accurate, This batch of product has heen fabricated/
manufactured, induding 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 processing, packaging and analysis records were reviewed and found to be in

compliance with GMP,

Batch / Cepin : 24D024A
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ENGELHARD Arzneimittel GmbH & Co.KG e AN

Herzbergstrasse 3, 61138 Niederdorfelden GERMANY
ENGELHARD

Arzneimitee!

ChpaexHim A NigTBepMKYIO, WO BULLIEBKa3aHa HpopMaLia € focToripHOK | TouHolo. [aHa cepin npogykry Byna
npoBeAeHa/BNTOTORNENE, BK/MCYAKYM  YITAKOBKY/MApKyBaHHR Ta KOHTPO/Ib AKOCT, Ha  BHMLLEBRAzaHOMY
BUPOBHMOMY MAHAAHUMKY B MOBHIMA BiZNOBIOHOCT 3 BUMOTami GMP, BCTGHOBNEHWMK MICLIEBMM PErYNRTOPHNM
OPraHoMm, @ TaKOX Y BignosigHocri 3i cneuudikauismn, aKi MICTATLEA B peecTPaLMHOMY A0ChE KpaiHW-IMNopTEpa.
MpoTokonm BUpODHKLTBA, YRAaKOBKM Ta aHanizu 6y nepesipeHi Ta BCraHoe/ieHa i Bianoeignicts GMP.

Dr.l{ﬁ;er Schmidt Date/flara: 30.12.2024
Qualified Person/Ynosuosaxena ocoba

R 10 T i

Batch / Cepina: 24D024A page fcropivka dof /34
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AEPHKABHA CIHYXBA 3 JHKAPCBKHUX 3ACOBIB
TA KOHTPOJIK) 3A HAPKOTHKAMHM vy m. KHECBI
1pos. Hanii Ceinmuunoi, 3, 02099, tan. (044) 295-26-85
E-mail: dis kyiv@dls.gov:ua, Kog EPTIOY 37079055

BHCHOBOK
npo AKicTbL BBE3IEHOI'D B YKRpainy Jikapehroro 3acoby

21.02.2025 Ne 8584/25/26

o ICJIA-MIHT
(HalMeRYBIHRA NKAPCLKOTO 38000y 35EaH0 3 PeeCTPALiNMM NOCRIAHCHEAM)
nacruary 1o 100 mr, ne 10 nacrunox y 6aicrepi; no 3 Suicrepu B kaproumiii kopobui
{hopmi BRITYCKY, JOTYBAHIG, BHA NAKY BAHIN NIKAPCEKOTO 3acoby)

Howuep pecerpaniiinoro nocsinuenss UA/2187/01/01 crpok nif peecrpauiiinoro nocsiguenas HeoOMexeHUH

Cepia nixapcekoro 3acody Ne 24D024A. KinsxicTs seeseworo nikapoukoro sacoby 67520
BpoSrux Enrensrapn ApnHaiMitrens I'm6X & Ko. KI', HiMeuuuna
' (ualivcyBatiid supolRAKE MiKapcLKoro 3acofy, Kpalna HOXoKCHES)
Beesexio 8 Vkpainy IlpuBaTie axuionepue ropapucteo "HATYPDAPM", ineat. xon:
24530169

(uaitvenypaiig 14 koa 3a CAPTIOY wopumaruiol ocobl alo npizaxule, iv's, o Sarskosi dizuano!
ocebi - mignpresud, 11 Miche BPOKMBIHIA T2 PeccTpaniiiuni Homep 00aikoB0T KAPTKH FNATHWKE
noaarkir afo cepis TA HOMEP TACTOPTA)

Tiporoxon pisyansnore korvposme nin 21.02.2025 N 505/01.10-25/2.

3a pesyasTaTaMM  JEUKABHOIO KOHTPOMO BCTAHOBIEHD, L0 Jiikapcbknil  3acid  seezeno B Yrpdiny 3
AOTPHMAHHAM BAMOr 3aKOHONABCTEA 100 3abesneen A AKOCT] RiKapEhKIX 3ac00iB.

Muakona XOJIOOEHKO

{ninnuc) (iniiany va npissuuie)
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