JEPXJIKCITY KBA g |
AEPKABHA CJIYJKBA 3 JIIKAPCBKIX 3ACOBIB
TA KOHTPOJIFO 3A HAPKOTUKAMM y m. KHEBI

ByN. bepesnsikisceka, 29, Kuis, 02098, ten./daxc: (044) 550-23-5 S,Ten (044) 550-20-55." -
E-mail: dls.kyiv@dls.gov.ua,https://www.dls.gov.ua, Koz €/IEI QV 37079055

BUCHOBOK
Npo AKICTHL BBE3€HOI0 B Y KpaiHy JIKapchbKOro 3acooy

09.04.2021 . No 18846/21/26

ICJIA-MOOC

(naltmenypauss nikapeexoro 3aco0y 3riaHo 3 peccTpalifiHyM NOCBINHEHHAM)
nacTHaky o 80 mr mo 10 nactuiaok y Guicrepi; no 3 duricrepn B KapToRHIH Kopolui

{(popma BumyCKy, N0O3YBaHHS, BIA NEKYBAHHS TKaPCHKOTO 38c0(y)

Homep pecetpauiiinore nocsiguenns UA/2188/01/01 crpok aif peecrpauiiinoro nocsiguenns HeoOOMeXeHHAN

Cepia niKapébKoro sacoby Ne 21A015A KinbkicTh BBE3EHOTD JIiKEipOB?(;(:;I‘(‘)‘.“BaQIOG}’ 38400
Bupo6auk Enresnsrapn Apunaiimitrens I'M6X & Ko. KI';Himeuanna
(naiimenysanHs BUPOGHUKE iKapchkoro 3acofy, Kpaika MOX0IKeHH)
Breseno B Vipainy Hpusarne akuionepre TopapucTso "HATYPDAPM", ineur. xon:
24930169

(nadiMenysanns ta xoq 3a €JAPTIOY topunmasol ocobu abo npizenwe, im'a, e Garexosi disnynol
ocobu - nixnpueMus, i MicLe NPOXHUBAHHA T4 peecTpallifuui HoMep 06niKOBOT KapTKH NaTHNKA
nonarxie abo cepis Ta HOMEp NacopTa)

Ipotokon Bisyanssoro koutpoaio sig 09.04.2021 Ne 1147/1. 4

. ', _ e

3a pesy sTATAMEM JISPYKABHOTO KOHTPONK BCTAHOBREHO, 110 JIKAPCBKHM ~3aci6 BBeseHo B VYkpalHy 3
AOTPHMAHHAM BUMOT 3aKOHOABCTBA W00 3a6e3nedeHHs AKOCTi Nikapchkux 3acobis.

+ Muxona XOJIOAEHKO

HagannHuk £
: 11 {nigmac) s (ininjiamy Ta npizsuuie)
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(nocanopa ocofa oprany| 3




ENGELHARD Arzneimittel GmbH & Co.KG —@——-
Herzbergstrasse 3, 61138 Niederdorfelden GERMANY —\7=
ENGELHARD
Arzneimittel
CERTIFICATE OF ANALYSIS
CEPTUDUMKAT AHANU3A
Product / Mpoaysr: ISLA-MOOS®, 80 mg lozenges; 10 lozenges in a blister; 3 blisters in a cardboard

box with labelling in Ukrainian language / UCNA-MOOC, nactvnku no 80 mr; no
10 nactunox s Bauncrepe; no 3 BaMcTepa 8 KAPTOHHON KOPOBKE ¢ MAPKUPOBKOIA
Ha YKDEMHCKOM A3bike

Country-manufacturer / Germany/

CTpaHa-Nnpou3BOAMTENb: FepmaHun

Registration Certificate number / | UA/2188/01/01 valid from 06.02.2020 - unlfimited /

Homep PerucrpayMoHHoro UA/2188/01/01 pelicteyer ¢ 06.02.2020 - GeccpodHbit

CBUAETENbCTEA!

Strength / Activity / Cwuna 1llozenge contains 80 mg of aqueous extract of lceland moss {lceland moos)

AeWcTBuA / AKTUBHOCTD! {0,4-0,8: 1); extraction agent: water; contains sucrose (1: 1,7375)/ 1 nactuaxa
coflepruT 80 MF BOAHOTO 3KCTPaKTa Ucnalackoro mxa (iceland moos) (0,4-0,8:
1); akcTpareHT: B0Ag; COAEHMT caxaposy (1: 1,7375)

Batch / Cepua 21A015A

Batch size/ Paamep cepuu: 78450 packages / ynakosok

Manufacturing date/ 01/2021

Bara npoussogCraa:

Expiry date / F'ogeH go: 12/2024

Manufacturer / Engelhard Arzneimittel GmbH & Co. KG

Mpouzsoautens: Herzbergstrasse 3, 61138 Niederdorfelden, Germany/

JHrensrapg ApuHaimurrens MoX & Ko. KI

XepubBeprwrpacce 3, 61138 HugepacopdenvaeH, lepmanus
Manufacturing License / DE_HE_01_MIA 2019 0074/l 23.2 18 L 1801 / 1174-8 from 09.12.2019
JIUBH3UA Ha NpAW3BOACTBO: DE_HE_01_MIA_2019 0074/123.218118.01/1174-8 01 09.12.2019
Certificate of GMP cornpliance / | DE_HE_01_GMP_2019_0045 from 08.04.2019/

CepTdUKaT COOTBRTCTBUA DE_HE_01_GMP_2018_0045 ot 08.04.2019

GMP:

Art. No./ Apruxyn No: 646543

QC Report / 040000053011
Omero HOHTPROANE KavyelTia.

Specification/ Cneundurauma: 046540/08

~SPECIFICATION . -

T S CHEUMOUKALIMA . . v | PEAYABTATRL
Flat, irregularly round, lens-shaped, brownish, rubberlike lozenges. § Complies /

Air bubbles in iozenges are allowed / Maotkue, HepasHomepHo | COOTBETCTBYET

OKPYIAbIE, NYH30N0A0GHbIE, KOPWHHEsaTOro uBeTs,
pe3uHooGpasHbIe NACTUNKK; SONYCKAETCA COALMKAHHUE Fly3bIPLKOS
BO3AYXE.
Diameter / Quamerp 16,0 + 0,5 mm/ 16,0 £ 0,5 mm. 16,0mm / mm
Height / Boicota 4,7 -0,7/+1,3mm/4,7 -0,7/+ 1,3 mm. 48mm/ mm

HATYPOAPM»

Batch / Cepua 1 21A015A InenTudikanifvli KOA | £ / ctpanvua 1 of / u3 3
£

Gy dvd 1502 b 104 iy
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ENGELHARD Arzneimittel GmbH & Co.KG
Herzbergstrasse 3, 61138 Niederdorfelden GERMANY
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ENGELHARD

Arzneimitts!

—Agueous extract of jceland
moss (0,4-0,8: 1) / soaHuiii
IHCTPAKT UCNAHACKOTC MXa
(0.4-0,8: 1}

a) CooTBeYCTBUE BPEMEH YAeDMMBIHVA TUKDOB dymapoBoit
KMCAOTHE  H3  XpOMATOrpamMmax  WKCMbITYEMOro W
CTaHAAPTHOIO PacTBOPOS.

b}A blue color is formed after the addition of Lugols solution/

~ "'SPECIFICATION
_MOKAATENW : _ COEUM®OUKAUUA
Identlﬁcaﬂon / a} Corespondence of the retention times of the fumaric acd peaks Complles/
HoenTtuduraymn in the chromatograms of the test and standard solutions/ | Cooreetcrayer

Complies/

The sample may contain no mare than 10 lozenges with an uneven
lower undersurface and/or starch lumps on orin the lozenges.

If these criteria are not fulfilled, a test should be carried out againwith
approximately 200 lozenges.

After these not more than 20lozenges from 400 lozenges can
contain an uneven lower undersurface and/or starch lumps on or in
the lozenges /

6) OBpa3syerca cuHee oHpawuBaHue npu  noBasnenun | Cooteercrayer
pacreopa Jlioroas.
¢) The solution becomes cloudy after the addition of methanol, and | Complies/
later gives a residuum of arabic acid / s) Pactsop myTreer npw | Cootsercrayer
- Acacia (gummiarabic) / AoBasnenvu mevaHona, a 3atem BbINAAAET OCafeH
akauma (rymmuapabuk) apabuHoBol RUCNOTLI,
Average mass / 1000 mg+5%/ 1000 Mr£5% 1007 mg / mr
CpeaHas macca
Uniformity of mass / The individual mass of not more than 2 from 20 lozenges | Complies/
OpKopogHocTh Macebt may deviate by more than 5% from the average mass, | CooTsercreyer
however no one mass of lozenge can not deviate by more
than 10% /MkauBupyansHas Macca He Bonee 2 ua
20 NACTUROK MOMET OTKNOHATLCA GoAee uem Ha 5% of
CPeAHER Macchi, OAHAKO MACcCa HW OAHOW NACTHAKU He
MOMET OTKNOHATLCA Bonee wem Ha 10 %.
loss on drying/ NMorepu B|8,0-13,0%. 9,5%
Macce Np¥ BoICYLIWBAHMH
Acld value / KucnortHoe uicno | Not more than 5,0 mi of sedium hydroxide (0,1 mol/t} should | 29 mi/ mn
be used for 10 g of lozenges /
Ha 101 NacTMnoK AO/MKHO PACXOAOBATHLCA He Gonee yem
5,0 ma pactsopa egxore Hatpa (0,1 mons/a).
Visual test/ 200 lozenges, that corresponds to 240 ml, should not contain: Complies /
BusyanbHblid KOHTpONB 1. foreign preparations, CootseTcTByeT
2. foreign matter,
3.  lozenges with drip tails,
4.  lozenges with jagged edges,
5.  sticky lozenges,
6, totally deformed lozenges.

Batch / Cepun ; 21A015A

j




ENGELHARD Arzneimittel GmbH & Co.KG
Herzbergstrasse 3, 61138 Niederdorfelden GERMANY
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ENGELHARD
Arzneimittel

Cpeagn 200 nacTvnoK, 4T0 COOTBECTBYIOT 240 mA, HE A0KHDI
COOBDHKATLCR!

1. Apyrue npenaparsi;
. MyxepogHbie Tens;
Mactunky ¢ kanneoHpa3HbIMK 3ayCeHLaMU;
MacTUAKK € 333yBPEHHBIMU KPAAMU,
Chnnmwumecn NacrTuiku;

6. T[OAROCTHIO0 AedGPMNUPOBAHHLIE NACTUAKM.,
B npobe mower copepwarsca He bBoaee 10 nactuaox ¢
HEPOBHOW HWXKHEH CTOPOROW U CTYCTKAMU KDaxmana Ha uan
B NAcTUNKAX,
ECAM 3THU YCAOBUA HE BLINOAHSIOTCA, NPOBOART NOBTARHOE
UCNbITauue NpUBAKaUTEeNLHO ¢ 200 NACTUAKIMMU.
Mocae Toro cpegy 400 NacTu/OK MOMET COAEPMHATLLA He
Gonee 20 RacTMAOK C HEPOBHOW HWKHeH CTOPCOHOK M
CIYCTKaMM Kpaxmasa Ha WK B NaCTUAKAX.

v oW

Assay [/ HonuuyectsesHoe
onpepaenexnve

—Fumaric acid / ¢ymaposan
KACAOTA

~Aqueous extract of Iceland
moss (0,4-0,8: 1) / soanbIi
SKCTPAKT MCAGHACKOTD MXa
{0,4-0,8:1)

Not less than 8 pg/floz / He meHee 8 mKr Ha nacr.

80mg/loz+5,0% / 80 mrfnacr. £ 5,0%

sS4 ugfloz /
54 mrr/nacr.
82mgfloz/
82 mr/nacr.

Microbialogical purity* /
MukpoBuonoriuecrkan
uucrora®*

Total aerobic microbial count {TAMC): 10° CFU/g;

Total combined yeasts/ molds count {TYMC): 10? CFU/g;
Riletolerant gram-negative bacteria: 10° CFU/g;

Absence of Safmonelio {25 g);

Absence of Escherichia coli(1g)/

O6wee 4ucno a3apobHbIX MUKPOOPraHU3IMOB
10% KOE/r;

O6wee uncno rpubos/aporoxn (TYMC): 102 KOE/r;
rpamoTpuliaTencHble BakTepuuW, TONEPAHTHBIE K KEnuW
GarTepuit: 102 KOE/r;

Otcyrereue Salmonella (25 1),

Orcyrereue Escherichia coli (1 r).

(TAMC):

Complies /
CootpercTayer

*..the test is carried out on every tenth batch / ucnibmanmio nopaexuT kaaas 10-a capua.

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

compliance with GMP,

Hacroauwmm A NOATBERKARID, YTO BhilieyKa3aHHaA MHPOPMALIMA ABAAETCA AOCTOBEPHOM W TOMHOU. [laHHan cepya
npoaykra 6bina npouspeseHa/M3roToBNEHa, BHAKOYAA YMaKoBHY/MapKUPOBKY W KOHTPOMb KAYecTBa, Ha
BLILJEYKA3aHHOM NPOV3BOACTBEHHOM NAOCWBAKE B NOHOM COOTBETCTBMM c tpefosarvamu GMP, ycraHOBAGHHbLIMU
MECTHBIM PEMyARTOPHLIM OpPraHOM, 3 TaKke B COOTBETCTBMM CO CNeUMMKALWMAMY, KOTOPbIE COAESPHETCH 8
PEMVCTRAUMOHHOM A0CHE CTP3HBI-UMIoPTEPA. TIpOTOKOALI NPOU3BOACTBA, YNAKOBKHY M aHA/U3bI B4 NPOBEPEHLI U
YCTaHOBAEHOD Wx coaTaeTcreme GMP.

Tobias Giintheréfff\/

Qualified Person/YnonHom

Batch / Cepun : 21A015A

Date/fara: 31.03.2021

page / ctpanvua 3 of fna 3




HAEPYITIKCITYKBA
JEPJKABHA CJIVIKBA 3 JTIKAPCBKHAX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

ByN. bepesnsakinscska, 29, Kuis, 02098, Ten./daxce: (044) 550-23-55, ten. (044) 550-20-55
E-mail: dis.kyiv@dls.gov.ua,https.//www.dls.gov.ua, Kog CHPIIOY 37079055

BUCHOBOK
TIPO AIKICTH BBE3E€HOI0 B YKpainy .mlcapcmcoro 3ac06y

09.04.2021 Ne 18847/21/26

ICJIA-MOOC

(naitMedyBanHa fiapeskore 3acoGy 3riaHo 3 peecTpaniinum HOCBI}I‘!GHH)IM)
nacruaxy 10 80 mr mo 10 nacrunox y fuictepi; mo 3 Guicrepu B kapTonmiit kopobui

{(hopma sunycKky, 03YBAHHS, BUA MAKYBAHHS TiXapceKoro 3ac00y)

Homep peectpaniittore noceinuenus UA/2188/01/01 crpox mii peectpauiitoro nocsinueins HEOGMeKeL L

Cepin nixapeskoro saco6y Ne 21A016A Kinskicts sseseHoro aikapebkoro sacoby 43200
BupoGHuK Enrensrapn Apusaimitrens 'm6X & Ko. KI'; HiMeuunna
(nafiMenysants BHPOOHUKA NiKAPCHKATO 3acoﬁj{,“icpa‘1‘ﬁa TIOXOJCHHL)
Beesero B Vipainy IlpupaTne akuionepne TOBAapHCTBO "HATYPII)APM“ inenT. Ko:
24930169

(HaHMEHyBaHHﬂ T2 koa 3a EAPTIOY ropuanenoi ocobu abo nplsswu:c iM's, T10.6aThKOBI (isnunol
0COGH - miAnpueMIy, i Micue IPOKHBAHHA Ta PECCTPALIHHAHA HoMep OGMIKORO! KAPTKH NIATHHKA
noaarkis a0o cepis Ta HOMEp MacmopTa)

Iporoxon Bisyansuoro koutpomo six 09.04.2021 3 1147/2,

34 pesynhTaTAMH  HEPXABHOTO  KOHTPOJIO BCTAHORAGHO, 1O  NiKAPCHKHH

IlOTpHMaHHSIM BHMOTI 3aKOHOJABCTBA WIOLO 3a0e3NeUeHHs AKOCTI mxapcr,mx 3ac06m

.

. Muxkona XOJIOOJEHKO

(iniuiame Ta npissuine)

Havanruuk

{nocanona ocoba oprafyiheps oo (mmiamuc)

34Ci6  BBOsCHO B V}cpamy -

70




ENGELHARD Arzneimittel GmbH & Co.KG
Herzbergstrasse 3, 61138 Niederdorfelden GERMANY
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ENGELHARD

Arzneimittel

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHANIU3A

Product / Npopayxr:

ISLA-MOQS®, 80 mg lozenges; 10 lozenges in a blister; 3 blisters in a cardboard
box with labelling in Ukrainian language / VCMA-MOOC, nactunxu ro 80 mr; no
10 nactunok B Bamcrepe; neo 3 Bavcrepa 8 KAPTOHHOW KOPOBKE € MAPKMPOBKOM
Ha yupanucnom A3biKe

Cauntry-manufacturer /
CrpaHa-npousBoguTens:

Germany /
Fepmanua

Registration Certificate number /
Homep PervcrpaumnosHoro
CBUAETE/IbCTBA:

UA/2188/01/01 valid from 06.02.2020 - unlimited /
UA/2188/01/01 peidcreyer ¢ 06.02.2020 - BeccpouHsiit

Strength / Activity / Cuna
LEeHCTBUA [ AKTUBHOCTL:

1lozenge contains 80 mg of aqueous extract of Iceland moss {Iceland moos)
{0,4-0,8: 1}; extraction agent: water; contains sucrose {1: 1,7375)/ 1 naciunka
cofepuT 80 Mr BOAHOTO 3KCTPaKTa Monasackoro mxa (Iceland moos) {0,4-0,8:
1), aKCTpareHT: BoLAE; COpEpPMVT caxapozy (1: 1,7375)

Batch / Cepua : 21A016A

Batch size/ Paamep cepuu: 78130 packages / ynaxosox
Manufacturing date/ 01/2021

Hara npoussoacTea:

Expiry date / FoaeH no: 12/2024

JIMLIeH3VA Ha NPOU3BOACTBO:

Manufacturer / Engelhard Arzneimittel GmbH & Co. KG
Npou3BoauTENL: Herzbergstrasse 3, 61138 Niederdorfeiden, Germany/

Jurenvrapg ApuHaimurrens frmbX & Ko. K

Xepubeprwrpacce 3, 61138 HupnepaopdensaeH, Fepmanna
Manufacturing License / DE_HE_D1_MIA_201S_0074/1t 23.2 18 L 1801 / 1174-B from 09.12.2019

DE_HE_01_MIA_2019_0074/1i 23.2 181 18.01 / 1174-8 07 09.12.2019

Certificate of GMP compliance /
CepTudukar cootBeTcraua

DE_HE_01_GMP_2019_0045 from 08.04.2019/
DE_HE_01_GMP_2019_0045 or 08.04.2019

GMP:

Art. No. / Aprukyn Ne: 646543
QCReport/ 040000053020
OTveT 0 KOHTPO/Ie KayecTea:

Specification/ Cneundmranus: 046540/08

.. NOKA3ATENN : : anuumuxAuMﬁ PESY!I]::TATI:I
Characters / Onucanue Flat srregularh,r round, lens-shaped, brownish, rubberlike lozenges. | Complies /
Air bubbles in lozenges are allowed / Mnockue, HepasHomepHo | CooTBeTcTaYeT
OHpYTABIE, NvHIoNonoEHbIE, KOPAU4HEBATOro ugera,
PeIuHOOBPE3HbIE MACTH/KM; AONYCHAETCA COAEPHAHME MY3bIPLKOB
BO3AYXa.
Diameter / Anamerp 16,0 20,5 mm/ 16,0+ 0,5 mMm. 16,0 mm / mm
Height / Boicora 4,7 -0,7/+1,3mm/4,7 -0,7/+ 1,3 mm. 49mm/ mm

Batch / Cepuin : 21A016A

/ﬁzf iy fﬁ%ﬂf//f /Y-S

JHATYPOAP Mo

;
mmnm“'m“"
249 -30 69

V4
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ENGELHARD Arzneimittel GmbH & Co.KG
Herzbergstrasse 3, 61138 Niederdorfelden GERMANY

ENGELHARD

Arzneimittal

2. foreign matter,
3. lozenges with drip tails,
lozenges with jagged edges,
sticky lozenges,

6. totally deformed lozenges.
The sample may contain no more than 10 lozenges with an uneven
lower undersurface and/or starch lumps on or in the lozenges.
if these criterla are not fulfilled, a test should be carried out againwith
approximately 200 lozenges.
After these not more than 20lozenges from 400 lozenges can
contain an uneven lower undersurface and/or starch lumps onor in
the lozenges /

PARAMETERS g "SPECIFICAYION = ESUI;TS_
 MOKABATENW. cnzuudmmu.us 3VABTATHI
Identification / a)Correspondence of the retentlon times of the fumaric acid peaks | Complies /
Haenrudurauma in the chromatograms of the test and standard solutions/ | Cootsercrayer
~Agqueous extract of Iceland a) CooTseTCIBME BPEMEH YACPKUBAHWA NUKOB $ymapoBalt
moss (0,4-0,8: 1) / BogHblit | KirchoTh H3 XPOMaTCrpammax WUCNBITYEMOTS U
FHCTPAKT MCNAHACKOIO MXa | CTaHAAPTHOrO pacTBOpPOS.
{0,4-0,8: 1)
b)A blue color is formed after the addition of Lugols solution/} Complies/
6) OBpasyetca cWHee okpawusakue npu poGasnesun | Coatsercrayer
pacreopa flioroaa,
¢} The solution becomes cloudy after the addition of methanol, and | Complies/
fater gives a residuum of arabic acid / 8) PacTsop myTHeeT npu | CooTBETCTBYET
— Acacia (gummiarabic) / pobasnenuu  MeTamosa, a2 3aTem  BLINAA2ET 0OCajOK
aKauus {rymmuapabuk) ApatUHOBOK KUCAOTbI,
Average mass/ 1000 mg+5%/ 1000Mr+5% 1013 mg/ mr
CpepHas macca
Uniformity of mass / The individual mass of not more than 2 from 20 lozenges | Complies/
OnHOpPOAHOCTE Macchl may deviate by more than 5% from the average mass, | CootseTcTayer
however no one mass of lozenge can not deviate by more
than 10% /WMravBMAYyaNbHaa macca He Goasee 2 u3
20 NaCTMNOK MOMET OTKADHATHCA Gonee dem Ha 5% oT
CpeAHel Macchl, OAHAKO MAacCa HU OOHOW NACTUAKK He
MOMET OTKNOHATLCH Gonee yem Ha 10 %.
loss on drying/ florepu B|8,0-13,0%, 4%
Macce NpHU BLICYIIUBAHWM
Acidvalue / KucnotHoe uneno | Not more than 5,0 mi of sedium hydroxide {0,1 mol/ft) should | 29mi/mn
be used for 10 g of lozenges /
Ha 10r nacTMNoOK Q0AMHO pacxofosatecs He Bonee yem
5,0 mn pactsopa egroro Hatpa (0,1 moab/n).
Visual test/ 200 lozenges, that corresponds to 240 mi, should not contain: Compties /
BH3ya/ibHbIN KOHTPO/Ib 1. foreign preparations, Cootserciayer

Batch / Cepus : 21A016A

JepatHa

adiva WiH‘:‘M KOR

1(1)\ AL s
£
0

g age / ¢rpanvua 2of /na 3




ENGELHARD Arzneimittel GmbH & Co.KG
Herzbergstrasse 3, 61138 Niederdorfelden GERMANY

ENGELHARD
Arznelmittel

Cpeau 200 nacTuaQK, YTO COOTBECTBYIOT 240 mA, He SOMKHbE
COAEPMATHCA:
[Apyrde npenapathl;
YyepoaHbie Tena;
MNactuaky ¢ kanneobpasHLIMKU 3aYCeHLLaMMU;
MacTunky ¢ 3a3ybpexHsimu Kpasmu;
Cauniivecs NacTunKy;

6. MNonrocToio pedopMUPOBaHHLIC NACTUAKK.
B npobe moweT cogepathca He Gonee 10 nacTwnoK ¢
HEPOBHON HHMKHEK CTOPONHGCH K CTYCTHAMU KDAXMaNna Ha unu
B NACTHAKAX.
Ecau 3T YCNOBUAR HE BBINOAHAKOTCA, NPOBOAAT NOBTOPHOE
uenbiTanue npubnuantensrHo ¢ 200 NacTuakamu.
ltocne Toro cpeam 400 NACTUIOK MOXET COAEPMKATLCA He
Gonee 20 NacTWAOK € HEPOBHON HWKHEN CTOPOHOR u
CIYCTKAMM Kpaxmana Ha uiv B NacTUIKax.

LAl SR o

Assay [ Honuuecrsensoe
onpegeneHue

sSyugfioz/

55 muKr/nacr.
83 mgfloz /
83 mrfnacr.

—Fumaric acid / ¢ymaposan Not less than 8 pgfloz / He meHee 8 MKr Ha nacT.
KucnoTa

—~Aqueous extract of Iceland
moss (0,4-0,8: 1) / Boanbiit
IKCTPAKT UCNAHACKOTO MXa
(0,4-0,8:1}

80mg/loz £5,0% / 80 mr/nact. £ 5,0 %

Microbiological purity* /
Mukpobruonoriyeckan
uncroTa*

Total aerobic microbial count (TAMC): 10° CFU/g;
Total combined yeasts/ molds count {TYMC): 10° CFLi/g;
Bile-tolerant gram-negative bacteria: 102 CFU/g;

Complies /
CooTsercrayeT

Absence of Safmonefin (25 g);
Absence of Escherichia coli{1g)/
Obulee uucAD a3poOHLIX
10° KOE/r;

Obuwiee uncno rpubos/apomssin {TYMC): 102 KOE/r;
Fpamorpuuarenbible (aKTepsn, TONCPAHTHBIE K Memin
Gaxrepuii: 102 KOE/T;

Oreyrersue Sofmonelia (25 1),

Orcyrersue Escherichio coli (1),

*—the test is carried cut on every tenth batch / ucnbITaHMio NOaAEKMT Kawaan 10-a cepua,

MUHpoopraduImos  {TAMC):

I hereby certify that the above information is authentic and accurate. This batch of product has baen 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 processing, packaging and analysis records were reviewed and found to be in
compliance with GMP.

HacToRLUMM A TOATBEMHAAI0, HTO BbIWEYHKaZaHHEA MHPOPMALWA RENAETCA ACCTOBEPHOM U TOUHCH. flaHHan cepus
npoAykTa Gbina NPOM3BEAEHB/MITOTOBNEHA, BKIIOMAR YNAKOBKY/MApKUpOBKY M KOHTPONL Kayectsa, Ha
BbILWEYKA3IHHOM NPOM3BOACTBEHHON NAOWAAKE B NOAHOM COOTBETCTBMK ¢ TpefiosaHuaNMKM GMP, YCTaHOBNEHHbIMK
MECTHLIM PEry/IRTOPHLIM OpPFaHOM, 3 TAKKE B COOTBETCTBMM CO CneuvdrHaLpamMy, HOTOpblE COAEPHaTCA B
PerMcTRaLMOHHOM AOCHE CTRAHbI-MMNOPTEPE. MNPOTOKOALLANOMIBOACTEE, YNAKOBKM ¥ aHanM3b BN NPOBENEHb! U
YCTaHOBAEHO MX cooTseTcTBre GMP,

a: 31.03.2021

Dat?@
QHATYPOAPIM

Batch / Cepwn ; 21A016A cTpanurua 3 of /1s 3




ENGELHARD Arzneimittel GmbH & Co.KG
Herzbergstrasse 3, 61138 Niederdorfelden GERMANY

ENGELHARD
Arzneimittel

Cepeg, 200 nacTwNox, WO BiANOBIAaI0TE 240 M, HE NOBUHHO
MICTUTHCD:

1, IHwi npenapatk;
Yy:opiaHi Tina; ¥
MacTvnky 3 xannencaibHmu sayceHuuamu;
MNacTmaKK 3 3a3yBpeHrmn KpaamMK,
3ninni NaCTUAKK;

6. MoBricTio pedOpPMOBaHI NACTUIKN.
Y npo6i mome MicTHTUCs He Binblwe 10 nactunok 3 HepiBHow
HWMKHbOI CTOPOHOK | 3TYCTKaMM xpoxmanie Ha afo B
nacTuaxax,
AKulo Yi YMOBW HE BUKOHYIWOTLCA, NPOBOAATE NOBTOPHE
sunpobysarHA nprbanaHe 3 200 nactunkamu.
Micna Toro cepep 400 NACTHAOK MOME MICTUTUCL HE Ginbwe
20 NACTUNOK 3 HEPIBHOK HIKHBLOK CTOPOHOKD T3 3rYCTHAMMK
KpOXmanio Ha abo B NAcTUNKaX.

s W

Assay/ KinbKicHe
BU3HaYeHHA —Fumaric acid /
$pymapoBa KACNOTA
—Agqueous extract of iceland
moss (0,4-0,8: 1} / BoaHmit
EKCTPAKT ICNaHACLRONS MOXY
{0,4-0,8: 1}

Not less than 8 yg/loz / He meHWw 8 MKr Ha nacT.

BOmg/loz +5,0% / 80 mr/nact. £5,0 %

63 yg/floz/

63 mKr/nacr.
81mgfloz/

81 mr/nacrt.

Miarobiologicat purity* /
MikpoBionoriuHa uncroTa®

Total aerobic microbial count (TAMC): 10* CFU/g;
Total combined yeasts/ molds count (TYMC): 10% CFU/g;

Complies /
Bianosipae

Bile-tolerant gram-negative bacteria: 10 CFU/g;
Absence of Saimonelio {25 g);

Absence of Escherichia coli (1g) /

3aranbHe uucao aepobHux  mixpoopraHizmis
10° KYO/r;

JarafbHe YMCNo APIKAKOBMX Ta naiceHesux rpubie (TYmC):
102 KYOQ/r;

TonepaHTHi A0 MOBYI rpamHEraTMBHI BaxTepil: 10° KYQ/r;
BiacyTHicTb Salmonelia (25 ),

BiacyTHicte Escherichia coli{11).

* _ihe test Is carried out on every tenth batch /BunpoGyBarHio nignArae kowHa 10-1a cepia.

{TAMCY):

! 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 processing, packaging and analysis records were reviewed and found to be in
compliance with GMP,

CnpossHM A NISTBERAMHYIO, WO BULEBKA3aHA indopmaLa € AOCTOSIPHOIO | TOYHOW. JaHa cepin npopykry Gyna
MPOBEAEHA/BUFOTOENEHS, BIIICHAIONM  YNAKOBKY/MAPKYBAHHA Ta KOHTPO/L AKOCTI, HA BWLIEBKI3IHOMY
BUPOGHMYOMY MAHAaHUMKY B NOBHIHA signosigHocTi 3 eumoramm GMP, BCTaHOBNEHWMU micuesum peryasTopHUmM
OPIaHOM, @ TAKO Y BignoBigHoCT 3i creupndiKaLjamm, AKi MICTATECA B peccTpaLiitHomy AOCKE KpaiHK-iMnopTepa.
Np 0N BUPODHALITEA, YNaKoBy nian By nepesipeHi Ta BCTAHOBEHO X BIANOBIAH )

Qualified Person/YnosHosareHa ocoba

Batch / Cepin 1 211016A




ENGELHARD Arzneimittel GmbH & o0.KG
Herzbergstrasse 3, 61138 Niederdorfelden GERMANY

ENGELHARD

Arzneimittel

2]
Identification / neHTndikauia
— Agueous extract of Icetand
mess (0,4-0,8: 1) / soaHuid

(0,4-0,8: 1)

— Acacia {gummiarabic} /
aKauwia (rymmiapa6in}

EHCTPaKT icnaHacbKoro MOXY

RESULTS
T,

in the chromatograms of the test and standard solutions/
a) BianosigHicTs uacy yTpumanHa nikis ¢ymapoBol KMCNOTK
| Ha xpomarorpammax sunpofiyeaHoro Ta cTaHgapTHOro
PO34MHIE.

b)A blue color is formed after the addition of Lugols solution/
6) YTBOPIOETLCR CHHe 3a6apBReHHA NPH ROAABAKHE PO3UMHY
Jhworonto.

¢) The solution becomes cloudy after the addition of methanol, and
later gives a residuum of arabic acid / 8) Po3unH kanamyTHie npy
ACA3BaHHI  meTaHony, a NoTiM  YTBOPIOETLEA  0Ca4
apabiHOBOI KUCAOTH.

Complies /
Bianosipae

a

Complies/ Bignosigae

Complies/ Bianoeipae

OaHOpiaHicT macu

may deviate by more than 5% from the average mass,
however no one mass of lozenge can not deviate by more
than 10 % / InauBiayanbha maca He Binbwe 2 3 20 nacTnaok
mMowe sigxwnatnea Binblue Hix Ha 5 % 8ig cepesHbOi macK,
0AHAK Maca HOLHOT NACTMAKK He MOME BIoxunaTKeA Binblue
Hix Ha 10 %.

Average mass / 1000mg£5%/ 1000 mr+5% 1013mg/ 1013 mr
CepefHAa maca RacCTUAOK
Uniformity of mass / The individual mass of not more than 2 from 20 lozenges Complies/ Bignosigae.

be used for 10 g of lozenges /
Ha 10 r nactuhok mae satpauatica He Sinbwe Hik 5,0 ma
PO34MHY HaTRIIo rigpoxcuay (0,1 monk/n).

Loss on drying/ Brpata B mad | 8,0— 13,0 %. 100%
NpW BUCYLUYBaHHI
Add value / Kucnorre uncno | Not more than 5,0 ml of sedium hydroxide (0,1 mol/i) should | 3,0 ml /3,0 mn

Visual test/
BlzyanbHuii KOHTPONb

200 lozenges, that corresponds to 240 ml, should not contain:
1. foreign preparations,
foreign matter,
lozenges with drip tails,
lozenges with jagged edges,
sticky lozenges,
6. totally deformed lozenges.
The sample may contain no more than 10 lozenges with an uneven
lower undersurface and/or starch lumps on or in the lozenges.
If these criteria are not fulfilled, a test should be carried out again with
approximately 200 fozenges.
After these not more than 20lozenges from 400 lozenges ¢an
contain an uneven lower undersurface and/or starch lumps on or in

B K

the lozenges /

Complies / Bﬁnpsl,a.ae

Batch / Cepin : 21L016A




ENGELHARD Arzneimittel GmbH & Co.KG
Herzbergstrasse 3, 61138 Niederdorfelden GERMANY

ENGELHARD
Arznaimittel

CERTIFICATE OF ANALYSIS
CEPTUDIKAT AHANIZY

Product / NpoaykT: ISLA-MOOS®, 80 mg lozenges; 10 lozenges in a blister; 3 blisters ina cardboard
box with labelling in Ukrainian language / IC1A-MOOC, nactnnki no 80 mr; no
10 nacrwnok y Gnictepi; No 3 Gaictepu y KapToHHIRA opobul 3 MapKYBaHHAM
YHPATHCHROIO MOBOIO '

Country-manufacturer / Germany /

KpaiHa-8npo6HMK HimeyunHa

Registration Certificate number /
Homep PeecTpauiiiHoro
NocBiaYeHHA

UA/2188/01/01 valid from 06,02.2020 - unlimited /
UA/2188/01/01 sig 06.02.2020 Tepmin 4ii - Be3cTPOROBHA

Strength / Activity /
Cwna pji / AKTUBHICTD:

1 lozenge contains 80 mg of aqueous extract of Iceland moss (Iceland moos)

(0,4-0,8: 1); extraction agent: water; contains sucrose {1: 1,7375)/ Lnactunka
MICTWTE 80 Mr BOHOID SKCTPAKTY ICNAHACHKOIO MOXY (lceland moos) (0,4-0,8:
1); eKCTpareHT: BoAa; MICTUTL caxapo3y (1 1,7375)

Batch/ Cepis: 21L016A

Batch size/ Po3mip cepi: 78800 packages / 78800 ynakoBsok
Manufacturing date/ 10/2021

Jara empobHnurea: :

Expiry date/ NpugartHuid go: | 09/2025

Manufacturer / BupobHuk:

Engelhard Arzneimittel GmbH & Co. KG

Herzbergstrasse 3, 61138 Niederdorfelden, Germany/
Exrenbrapa Apusanmitrens TMEX & Ko. K
Xepufeprwrpacce 3, 61138 HinepgopdensvaeH, HimewinHa

Manufacturing License /
Ttiuensin Ha enpobHULTBO;

DE_HE_01_MIA_2019_0019_0074 from 06.12.2019/
DE_HE_OL_MIA_2019_0019_0074 sia 06.12.2019

Certificate of GMP compliance /
CepTudikaT BignosigHoCT
GMP:

DE_HE_O1_GMP_2019_0045 from 08.04.2019/
DE_HE_01_GMP_2019_0045 sia 08.04.2019

Art. No./ Aptvryn Ne. 646543

QC Report/ 040000054842
3siT 3 KOHTPOMO AKOCTE:

Speciication/ Cneupdikavia: PV 046540/08

fi

1

£ in

Oon

Charactefs/ If.IC. .

Flat, iregularly round, lens-shaped, brownish, rubberlike lozenges.
Air bublles in lozenges are allowed / Moo, HepisHOMIPHO OoRpYAi,
AH30NCAIBH, KOPUYHIOBATOrO ROALOPY, rymonoaibii NACTWAKK;
AONYCKAETECA NPUCYTHICTL MyXMPLIB NOBHTPA.

Diameter / fllamerp

16,0 +0,5mm/ 16,0 £ 0,5 mm.

Height / BnucoTa

Batch / Cepin : 21L016A

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




JEEPAUIKCITY XXBA
IEPAKABHA CIYKBA 3 JIKAPCBKHX 3ACOEIB
TA KOHTPO.JIIO 3A HAPKOTUKAMMH y m. KHEBI

By/1. Bepeanaxiecoka, 29, Kuie, 02098, tes. (044) 295-26-85 Ten. (044) 295-26-82
E-mail: dis kyiv@dls.gov.ua https://www.dls.gov.ua, Kog €APIIOY 37079055

BHCHOBOK
Npo AKICTH BBE3eHOT0 B YKpaiHy JikapchbKoro 3acody

03.02.2022 Ne 4979/22/26

ICNA-MOOC
(naliMenyBauus nikapcekoro 3acoly 3riAHO 3 peecTpauiliHHM NOCRIAYEHHAM)
nacriixu o 80 Mr mo 10 nacranok y Gaicrepi; no 3 6nicrepu B xapronniii kopobui
((opMa BHAYCKY, J03YBaHHS, BHA NAKYBAHHS NiKapcLkoro 3acoly)

Honmep peectpauisinoro nocsimienna UA/2188/01/01 crpok il peectpaniiinoro nocsiguesns HEOOMEKESHAH

Cepis nixapcexoro sacofy Ne 21L016A Kinbkicts BBE3eHOTO Nikapchkoro sacoby 14400
Bupobuuk Enrensrapg Apimaiimitrens I'm6X & Ko. KT, Himewmna
(naliMenyBauss BupobHUKA TiKApChkoTO 3808y, KpaTHA NOXOAKEHHS)
Beesero B Ykpainy IIpuBaTHe axnionepue TosapucTeo "HATYPOAPM", inenr. xox:
24930169

(HafimMeHyBaHHa Ta xoa 3a EAPIIOY wopuanurol ccobu abo npiserue, iM', no GarEKoBi
diznunct ocobu - ninapuemus, i Micue NpoxuRanKA Ta peecrpauilinal xomep obnikosol
KAPTKN TNATHHEA NOJATKIB 460 cepif Ta HOMep nacriopTa)

TipoTokes Bisyansnoro koutposmo sin 03.02.2022 N 474/3.

3a pesynkTaTAMH ACIKABHOTO KOHTPONMIO BCTARHOBNEHO, IO Jikapcbkuii 3acib BmeseHo B Vipainy 3
AOTPHMAHHAM BrMOT aarlf‘gjmﬁm'?_

.

0 3a6e3neueHna sKocTi nikapck /n«:_qﬁin.

J
Hagansuuk g f Ny ' Muxona XOJIOAEHKO
(nocazosa ocoba oprauyﬂ%gpné (ninmwc) (ininianu Ta npizsume)
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