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

CERTIFICATE OF ANALYSIS
CEPTUONKAT AHANU3A

—( Q)=

ENGELHARD

Arzneimittel

Product / Npoaykr:

ISLA-MINT®, 100 mg lozenges, 10 lozenges in a blister, 3 blisters in a cardboard
box with labelling in Ukrainian language / UICNA-MWHT, nactunku no 100 mr, no
10 nactunok B 6anctepe; no 3 6nucTepa B KAPTOHHOM KOPOBKE C MAPKUPOBKOM

Ha YKPaNHCKOM A3biKe
Country-manufacturer / Germany /
CrpaHa-npoussogutesns: lrepmanus

Homep PeructpaunoHHoro
CBUAETE/NIbCTBA:

Registration Certificate number / | UA/2187/01/01 valid from 20.03.2015 till 20.03.2020 /

UA/2187/01/01 peiicreyet c 20.03.2015 ao 20.03.2020

Strength / Activity / Cwuna
nencrena / AKTMBHOCTb:

3KCTpareHT: BOAA; coaepxuT copbuTa pacteop (1: 2)

1lozenge contains 100mg of aqueous extract of Iceland moss ((2-4): 1);
extraction agent: water; contains a sorbitol solution (1: 2) / 1 nactunka
cogepxut 100 Mr BOAHOrO 3KCTpakTa ucnaHackoro mxa ((2-4): 1);

Batch / Cepus : 19G137A

Batch size/ Paamep cepuu: 73384 packages / ynakoBok
Manufacturing date/ 07/2019

Jara nponssoacrsa:

Expiry date / Fopen go: 06/2023

JIueHsua Ha NPou3BOACTBO:

Manufacturer / Engelhard Arzneimittel GmbH & Co.KG, Herzbergstrasse 3, 61138

MpoussoguTens: Niederdorfelden, Germany / dnrensrapa Apunaitmurrens Tm6X & Ko KT,
Xepubeprustpacce 3, 61138 HuaepaopdenbaeH, lepmarua

Manufacturing License / DE_HE_01_MIA_ 2018 0015/11 23.2 (Bey) —18]02{001)— N 55 from 17.04.2018/

DE_HE 01 _MIA 2018 0015/1123.2 (Bey) —18|02(001) - N 55 ot 17.04.2018

CepTudukar coorsercreus

Certificate of GMP compliance / | DE_HE_01_GMP_2019_0045 from 08.04.2019 /

DE_HE_01_GMP_2019_0045 ot 08.04.2019

GMP:

Art. No. / Aptukyn Ne: 646313
QCReport/ 040000049058
OT4eT 0 KOHTPOIE KAaYecTsa:

Specification/ Cneuvdmrauma: 046530/07

PARAMETERS = | - SPECIFICATION 'y RESULTS
NOKA3SATENU CNELUOUKALMA PE3Y/IbTATbHI
Characters / Onucanue Flat, irregularly round, lens-shaped, green rubberlike lozenges, with | Complies /
a peppermint taste. Air bubbles in lozenges are allowed / Nnockue, | CooTseTcTayeT
HEPaBHOMEPHO  OKpyr/ible,  AMH30MOAOGHbIE,  3eneHble,
PE3snHOODpasHble NAcTUAKM €O  BKYCOM MATHI  TIEPEMHOI;
A0NYCKaeTCA coiepaHme Ny3bipbKOB BO3AYXa.
Diameter / Anamertp 16,0 mm + 0,5 mm/ 16,0 mm % 0,5 mm. 16,0 mm / mm
Height / BbicoTa 4,6 mm -0,6/+1,4mm/4,6 mm -0,6/+ 1,4 mm. 4,8 mm/ Mmm

%y Oran 2276 gg‘f’OWZ Aok ) Cn S

Batch / Cepua : 19G137A




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

ENGELHARD
: = —Arzneimittel
PARAMETERS : ~SPJ CIij,CA’s]'ION' ..RESU!.‘TS
o TIOKASATENU ‘| PE_3¥£|5'I_'AT5‘!5
Identification /
Naentudukauma
— Aqueous extract of Iceland a) Correspondence of the retention times of the fumaric acid peaks | Complies /
moss ((2-4):1) / BopHbiii in the chromatograms of the test and standard solutions/ | Cootsercrayer
SKCTPAKT UCNAHACKOTO MXa | a} COOTBETCTBME BPEMEH YAEPKUBAHUA MUKOB GYMapOBOIi
((2-4):1) KUCNOTbI  HA  XpOMartorpammax  WUCMbITYEMOro 7
CTaHAAPTHOrO PacTBOPOS.
b) A blue color is formed after the addition of Lugols solution/ Complies/
6) Obpasyetca cuHee oOKpawuBaHwe npu Ao06asAeHWUM CootBeTcTBYET
pacreopa fliorons.
— Acacia (gummiarabic) / ¢) The solution becomes cloudy after the addition of methanol, and Complies /
akauma (rymmuapabuk) later gives a residuum of arabic acid / B) Pactsop myTHeeT npu CootsetctayeT
AobBasnennn meTtaHoNa, a 3aTem  BLINAAAET OCAAOK
apabuHOBOW KUCAOTDI.
Average mass of lozenges / 1000 mg+5%/ 1000 Mr+5% 989 mg/ mr
CpeaHaa macca NacTuaok
Uniformity of mass / The individual mass of not more than 2 from 20 lozenges Complies /
OpHopoaHOCTL Macchl may deviate by more than 5% from the average mass, Cootsercreyer
however no one mass of lozenge can not deviate by more
than 10% /
MHauBnayanbHaa macca He Gonee 2 u3 20 NacTUAOK MOXKeT
OTKNOHATLCA Bonee Hem Ha 5 % OT cpeaHed macchl, O4HaKO
Macca HM OJHOW NACTU/IKW HE MOXKET OTKAOHATLCA Bosee
Yyem Ha 10 %.
loss on drying/ Notepu B|8-13% 9%
Macce Npu BbiCyLUMBaHNUU
Acidvalue / KucnorHoe uucno | Not more than 5,0 ml of sodium hydroxide (0,1 mol/l} should | 3,3ml/ mn
be used for 10 g of lozenges /
Ha 10 r nactunok AOMKHO pacxoaoBaThbes He Gonee uyem
5,0 mn pacreopa egkoro Hatpa (0,1 monb/n).
Copper complexes of | Absorption maximum at 405 % 2 nm / Complies /
chlorophylls E141* / Makcumym nornoueHua npu annHe sonHb 405 + 2 Hm. CootBetctBYeT
MegHbie KOMI/IEKCbI
xnopopunna E 141*
Visual test/ 200 lozenges should not contain: Complies /
BusyanbHbIA KOHTRONb 1. foreign preparations, Coorsercreyer
2. foreign matter,
3. lozenges with drip tails,
4. lozenges with jagged edges,
5.  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.
Ifthese criteria are not fulfilled, a test should be carried out againwith
approximately 200 lozenges.
After these not more than 20 lozenges from 400 lozenges can
contain an uneven lower undersurface and/or starch lumps onorin
the lozenges /

Batch / Cepua : 19G137A
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ENGELHARD Arzneimittel GmbH & Co.KG
Herzbergstrasse 3, 61138 Niederdorfelden GERMANY - —
ENGELHARD
Arzneimittel
Cpeay 200 NacTMNOK He JONKHBI COAEPIKATLCA:
1. [Opyrue npenapatsl;
2. YyxepopaHste Tena;
3. Nactunkm ¢ Kanneo6pasHbimK 3ayceHLamum;
4. Nactunku ¢ 3a3ybpeHHbIMu Kpasmu;
5. Chaunwuecs nactunku;
6. MonHoctbio AedopmrUpPoBaHHbIE NACTUAKN.
B npobe moxer copepxatbca He Gonee 10 nactuaok ¢
HEPOBHOMN HWKHEll CTOPOHON W CryCTKamMu Kpaxmana Ha uin
B NacTUAKaX.
Ecnm 3Th ycnoBua He BbINOAHAIOTCA, NPOBOSAT NOBTOPHOE
ncnoitaHne npubansutensHo ¢ 200 nacTmakamu.
Mocne Toro cpeau 400 NACTUNOK MOMET COAEPIKATLCA He
6onee 20 MacTMNOK C HEPOBHOW HWXKHeW CTOPOHON W
CryCTKamMu Kpaxmana Ha Win 8 nacTuaKax.
Assay / KonwuuecrBeHHOe
onpegenexune
—Fumaric acid / ®ymaposan Not less than 50 pgfloz / He meHee 50 mkr/nacr. 155 ugfloz /
KUcnoTa 556 mKr/nacr.
—Aqueous extract of Iceland 100 mg/loz 5,0 % / 100 mr/nact. +5,0 % 96 mg/floz/
moss ((2-4):1) / 96 mr/nacr.
BogHbil 3KCTPaKT
ncnaHackoro mxa ((2-4):1)
Microbiological purity* / Total aerobic microbial count (TAMC): 10* CFU/g; Complies /
Mukpobuonoruueckan Total combined yeasts/ moulds count (TYMC): 10? CFU/g; Cootsercrayer
uucrora* Bile-tolerant gram-negative bacteria: 10% CFU/g;
Absence of Salmonella (25 g);
Absence of Escherichia coli{1g) /
Obuwee uucno aspobHbix mukpoopraHuamos (TAMC):
10* KOE/r;
Obuee ynucno rpubos/apoxkun (TYMC): 102 KOE/r;
TonepaHTHble K Kenuu rpamoTpuuatensHble BaxTepuu:
10% KOE/r;
Orcyrcraue Salmonella (25 1),
Orvcytcrsue Escherichia coli (1r).

*—the test is carried out on every tenth batch / ucnbiTarMIo NOANEKUT KaXKAAR 10-7 cepus.

I 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.

Hactoauym s noaTeepxaalo, YTO BbllUeyKaszaHHan MHGOPMALMA ABAAETCA A0CTOBEPHON U TOHHONW. [laHHan cepus NpoayKTa
6bina  NpoM3BeAEHa/M3rOTOBAEHa, BKNIOYaRA YNAKOBKY/MapKUPOBKY W KOHTPO/Ib KayecTBa, Ha  BhILLIEYKa3aHHOM
NPOV3BOACTBEHHOM NIIOWAAKE B NOAHOM COOTBETCTBIAW C TPEBOBAHMAMM GIMIP, YCTAHOBNEHHBIMM MECTHbIM perynmopnbnm
OpraHOM, a TarxKe R COOTBETCTBUM CO CNELMBMKALMAMM, KOTOPbIE COAEPHATCR B PEMMCTPALMOHHOM [10Che CTPaHbI-A
NaKOBKM U aHanM3bl 6bLIM NPOBEPEHbI U YCTAHOB/EHO WX cooTBETCTBME GMP. / >

s

Qualified Rerson / YnonHomoueHHoe inuo

Batch / Cepua : 19G137A : <
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JIEPYCOTIKCITY KBA
JEPKABHA CJIYIKBA 3 JIIKAPCHKIUX 3ACOBIB
TA KOHTPOJLIO 3A HAPKOTHUKAMM y m. KUEBI

Byn. bepesusakiseska, 29, Kuis, 02098, ren./dgakce: (044) 550-23-53, Ten. (044) 550-20-55
E-mail: dis.kyiv@dls.gov.uahttps://www.dls.gov.ua, Kog € IPTIOY 37079055

BUCHOBOK
NpPo sIKiCTh BBE3€HOI0 B Y Kpainy JikapcbKoro zacoly

01.12.2020 Ne 66153/20/26

ICJA-MIHT

(nain e Ry Basis HKIPCLROro 3acoly 3UiAHO 3 peecTpaltifiiumM noCBiAUeHHAM)
nmacruiky 1o 100 mr; 110 10 nactuaoxr y 6aicrepi; mo 3 6aicTepn B KapTOHHIH KopoOui

((hopsta BHNYCKY. A03YBAHHS, BILI NAKYBaHHA AikapCLKOro 3acody)

[omep peectpauiiinoro nocsiauenns UA/2187/01/01 crpox aii peectpauiitnoro noceinuenns HeoOMexeHnH

Cepis nikapeskoro 3acody Ne 19G137A KiankicTh BRC3CHOTO Nikapeskoro 3acoBy 73384
BupooH MK Erreswrapa Apuuatimitrens 'm6X & Ko .KI', HiMeuunna
(HaBMCHYBANIS BHPOOHIKS HIKAPCBKOTO 3ac00y, KpaTHa NONOIKEHHA)
Beeseno n Yipainy Hpusarue akuionepue rosapnerso "HATYPOAPM", izent. xon:
24930169
{naibenysatin Ta ko 3a CAPTIOY jopuansanoi ocoGu abo upissuie, iM's, o datbkosi giswunol
ocolH - nianpuemusg, i1 Micue npowuBanKs Ta peectpauiiinnit nomep oGnikosol Kaprku naaTHuka

nogarkis 6o copis Ta HOMED racopTa)

HpoTtoxon sizyannioro wonrposno sin 01.12.2020 Ne 3831/4.

32 pesyapraTaMil  ACPIKABHOIO  KOHTPONIO  BCTAHOBACHO, WO Jikapcekuil  3acié  weeseHo 1§ Yipainy 3

AOTPHMAHHSIIM B1180r 30K0N0AABCTEA WOAO 3a0e3NCUEHHA AKOCTI NiKapebKiX 3ac00is.
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ENGELHARD Arzneimittel GmbH & Co.KG
Herzbergstrasse 3, 61138 Niederdorfelden GERMANY

ENGELHARD

Arzneimittel
CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHANUZA

Product / NpoaykT:

ISLA-MINT®, 100 mg lozenges, 10 lozenges in a blister, 3 blisters in a cardboard
box with labelling in Ukrainian language / UCNA-MWHT, nactwnku no 100 M, N0
10 nactunok B 62mcrepe; no 3 6anctepa B KAPTOHHOM KopobKe ¢ MapKUpPOBKOM
Ha YKPaMHCKOM A3biKe

Country-manufacturer /
CrtpaHa-npoussoguTesb:

Germany /
lepmaHun

Registration Certificate number /
Homep PerucrpaunoHHoro
CBUAETE/NLCTBA:

UA/2187/01/01 valid from 20.03.2015 till 20.03.2020 /
UA/2187/01/01 peircteyet ¢ 20.03.2015 Ao 20.03.2020

Strength / Activity / Cuna
DencTBuA / AKTMBHOCTD:

1lozenge contains 100 mg of aqueous extract of Iceland moss {(2-4): 1);
extraction agent: water; contains a sorbito! solution (1: 2) / 1 nactunka
coaepxut 100 Mr BOAHOrO 3KCTPaKTa UCNaHACKOro mxa ((2-4): 1);
3KCTpareHT: BoAa, CogepsKuT copbuta pacreop (1: 2)

Batch / Cepusn : 19H020A

Batch size/ Pasmep cepuu: 72280 packages / ynakosok
Manufacturing date/ 08/2019

Jata npoussoacrsa:

Expiry date / loaen po: 07/2023

JlnueH3na Ha Npou3BoACTBO:

Manufacturer / Engelhard Arzneimittel GmbH & Co.KG, Herzbergstrasse 3, 61138

Mpoussoautens: Niederdorfelden, Germany / Surensrapa ApuHaimuttens FTM6X & Ko.Kr,
Xepubeprwrpacce 3, 61138 Huaepaopdenbgen, lepmaHun

Manufacturing License / DE_HE_01_MIA_ 2018 0015/1123.2 (Bey) - 18|02(001) — N 55 from 17.04.2018/

DE_HE_01_MIA_2018_0015/Il 23.2 (Bey) — 18|02(001) — N 55 o 17.04.2018

Certificate of GMP compliance /
CepTudukar coorsetcTBus
GMP:

DE_HE_01_GMP_2019_0045 from 08.04.2019 /
DE_HE_01_GMP_2019 0045 ot 08.04.2019

Art. No./ Aptvkyn Ne: 646313
QCReport/ 040000049483
OmueT 0 KoHTpOe KauecTsa:

Specification/ Cneupdmkauma: 046530/07

PARAMETERS SPECIFICATION RESULTS:.
‘NOKA3ATENN . = CIEUNOUKALLIAA - PE3V/ILTATHI
Characters / Onucanue Flat, irregularly round, lens-shaped, green rubberlike Iozenges wvth Complies /
3 peppermint taste. Air bubbles in lozenges are allowed / Nnockue, | Cootsetcrayet
HEPAaBHOMEDHO  OKpyi/ible,  AWH30NCAOGHbIE,  3eneHble,
Pe3MHOOBPasHble NacTAKW €O BKYCOM MATHI  MEPEYHON;
AONYCKaeTCA COAEPHaHNE NY3bIPbKOB BO3ayXa.
Diameter / Anamerp 16,0 mm £ 0,5 mm/ 16,0 mm + 0,5 mm. 16,2 mm / mm
Height / Bbicota 4,6 mm -0,6/+1,4mm /4,6 mm - 0,6/+ 1,4 mm. 4.83mm/ mm

.

Batch / Cepmsa : 19H020A
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ENGELHARD Arzneimittel GmbH & Co.KG
Herzbergstrasse 3, 61138 Niederdorfelden GERMANY

ENGELHARD
Arzneimittel
PARAMETERS < SPECIFICATION RESULTS
MOKA3ATENU CﬂELlM@MKALlMﬂ PE3VNLTATbHI
Identification /
Upentudpukauma
— Aqueous extract of Iceland a) Correspondence of the retention times of the fumaric acid peaks | Complies /
moss {(2-4):1) / BogHbii in the chromatograms of the test and standard solutions/ | CootBeTcTayeTt
IKCTPAKT UCNAHACKOTO Mxa | a) COOTBETCTBUE BPEMEH YAEPKUBAHNA NMKOB GymMapoBOWH
((2-4):1) KUCNOTbI  Ha  XpoMaTorpammax  UCNbiTyemoro W
CTaHAapPTHOro PacTBOPOB.
b) A blue color is formed after the addition of Lugols solution/ | Complies/
6) O6bpasyerca cuHee oOKpawusaHue npu paobasneHumn | Coorsercreyer
pacrtsopa Jfliorons.
— Acacia (gummiarabic) / ¢) The solution becomes cloudy after the addition of methanol, and | Complies /
akauua (rymmuapabuk) later gives a residuum of arabic acid / 8) Pactsop myTHeet npu | CooTBeTCTBYET
AobasneHuM  MmeTaHona, a 3atem  BbINaAAeT  0CafokK
apabruHOBON KUCNOTDI.
Average mass of lozenges / 1000 mg+5%/ 1000 mr £ 5 % 1006 mg/ mr
CpepHas macca NacTUNOK
Uniformity of mass / The individua! mass of not more than 2 from 20 lozenges | Complies /
OAHOPOAHOCTbL MaCChl may deviate by more than 5% from the average mass, | CooTsercrayer
however no one mass of lozenge can not deviate by more
than 10 % /
MuansuayansHaa macca He 6onee 2 us 20 NnacTMNoKk MoxeT
OTK/IOHATLCA Bonee yem Ha 5 % OT cpepHelt macch!, 0AHAKO
MacCCa HU OAHOW MACTUNKM HE MOXKET OTKAOoHATbCA bonee
yem Ha 10 %.
loss on drying/ MNovepn 8|8-13% 9%
macce Npu BbICYLUMBAHUN
Acid value / Kucnotroe umcno | Not more than 5,0 ml of sodium hydroxide (0,1 mol/1) shouid | 3,2mi/ mn
be used for 10 g of lozenges /
Ha 10 r nacTUNOK AOMKHO pacxofosatbea He 6Bonee uem
5,0 Mn pacTeopa eaKoro Hatpa (0,1 monw/n).
Copper complexes of | Absorption maximum at 405 + 2 nm / Complies /
chlorophylls E141* / MaKcumym NornouieHus Npy AnvHe BosiHb 405 + 2 HM. CooTBertcTByeT
MepHble KOMIIEKCbI
wiopopumia E 141*
Visual test/ 200 lozenges should not contain: Complies /
Bu3yanbHblid KOHTPONb 1. foreign preparations, CootBetcTBYEeT
2. foreign matter,
3. lozenges with drip tails,
4. lozenges with jagged edges,
5.  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 lozenges.
After these not more than 20lozenges from 400 lozenges can
contain an uneven lower undersurface and/or starch lumps on or 7/
the lozenges /

Batch / Cepus : 1SHO20A
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ENGELHARD Arzneimittel GmbH & Co.KG _@_
Herzbergstrasse 3, 61138 Niederdorfelden GERMANY =X
ENGELHARD

Arzneimittel

Cpeay 200 nacTMNOK He AONKHbI coaepraTbea:

1. [Apyrue npenapartbi;

2. YykepogHble Tena;

3. Mactunku ¢ kanneo6pasHbimu 3ayceHuamm;

4. Nactunku ¢ 3a3y6peHHbIMYU KPaRmMiA;

5. Caunwueca nactuaku;

6. MonHocTelo aedopmMUpoBaHHbIE NACTHUKM.
B npobe moxer copepwatbca He Gonee 10 NacTMNOK c
HEPOBHON HMXKHEN CTOPOHOI M CryCTKaMK Kpaxmana Ha unm
B NACTUAKaXx.
Ecnmn 37U ycnoeua He BbINOAHAIOTCA, NPOBOAAT NOBTOPHOE
ucnbiTaHue npnbausntensHo ¢ 200 nacTunkamu.
Mocne Toro cpean 400 NacTMNOK MOXKeET coAep»KaTbCA He
6onee 20 nacTMAOK C HEPOBHON HuWKHeM CTOPOHON ©
CrycTKamu Kpaxmana Ha uau B NacTUKax.

Assay / KonuuectrsenHoe

onpegeneHue
—Fumaric acid / dymaposas Not less than 50 pg/loz / He meree 50 mkr/nacr. 166 pgfloz /
KUCNOTa 166 mKr/nacr.
— Aqueous extract of Iceland 100 mgfloz 5,0 % / 100 mr/nact. + 5,0 % 104 mg/loz /
moss ((2-4):1) / 104 mr/nacr.

BoaHbIiA 3KCTpaKT
NCNaHACKOTo mxa ((2-4):1)

Microbiological purity* / Total aerobic microbial count (TAMC): 10° CFU/g; Complies /
Mukpobuonoruyeckan Total combined yeasts/ moulds count (TYMC): 102 CFU/g; CootsetcTBYyeT
yucrorta* Bile-tolerant gram-negative bacteria: 10° CFU/g;

Absence of Salmonella (25 g);

Absence of Escherichia coli (1 g) /

Obwee uYuCRO a3pobHbIX  MUKPOOPraHU3IMOB (TAMC):
10* KOE/r;

Obuiee yncno rpubos/aposoxmn (TYMC): 102 KOE/r;
TonepaHTHble K Xenun rpamoTpuuatenbHble 6GakTepuu:
10? KOE/r;

OtcyrcrBue Salmonelia (25 ),

Otcyrctame Escherichia coli (1 r).

* —the test is carried out on every tenth batch / ucnbrmanuio nognexur kasmaan 10-a cepua.

I 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.

HacTosuwwm s noaTBepAaIo, YTO BbilueyKasaHHan MHPOPMaLWA ABASETCA AOCTOBEPHOW 1 TOUHOM. [laHHas cepua NPo/lyKTa
6bna  npousBeaeHa/M3roTOBAEHA, BKMOYARA YNaKoBKY/MapKnpoBKY M KOHTPONb KAa4ecTBa, Ha BbILLIEYKa3aHHOH
NPON3BOACTBEHHOI MNIOLAAKE B NO/HOM COOTBETCTBUM C TPeBOBaHUAMM GMP, YCTaHOB/IEHHBIMK MECTHbI
OPraHoM, a TaKxKe B COOTBETCTBIM CO CNELMBUKALMAMM, KOTOPLIE COAEPIKATCA B PETCTPALIMOHHOM 0C
MpoTokosib Npon3soARKa, YIRKOBKM 1 aHaNM3bl GbiM NPOBEPEHDI U YCTAHOBAEHO MX COOTBETCTBME G

Qualified Persoh / YnonHomoueHHoe nnuo

Batch / Cepua : 19H020A page / ctpanmua 3 of /n3 3




HAEPXIJIIKCIIYXXBA
AEP)KABHA CJIYKBA 3 JJIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

BYJ1. bepesnskisckka, 29, Kuis, 02098, Ten1./daxe: (044) 550-23-55, Ten. (044) 550-20-55
E-mail: dls.kyiv@dls.gov.ua,https://www.dls.gov.ua, Koa €IPTIOV 37079055

BHUCHOBOK
NPO SIKIiCTH BBE3E€HOI0 B Yxpainy Jikapeskoro 3aco0y

08.12.2020 Ne 67930/20/26

ICJA-MIHT
(HaliMeHyBaHHs nikapcekoro 3acoby 3rifHO 3 peecrpauitinum NOCBIYCHHAM)
nacTuJIKH 10 100 mr mo 10 macruiox Y Oaicrepi; no 3 6aicrepu B KapTonHii kopo6ni
(dopma sunycky, nosymauns, sug TIaKYBaHHA TikapcEKOro 3acoby)

Howmep peectpauiiinoro nocsinuenns UA/2187/01/01 CTPOK Aii peecTpauiiiHoro nocsinuenns HEOBGMEKEHMI

Cepia nikapcekoro 3aco6y Ne 19H020A Kinexicts Besenoro nikapeskoro saco6y 24000
Bupo6uuk Enrensrapn ApunaiimiTrens I'm6X & Ko. KT , HiMmeuunna
(naliMenyBanHs BUpOGHKKa NiKapcLKOro 3acoby, kpaina NIOXOKEHHSL)
Baeseno B Vipainy IpuBatne aknionepne ToBapucrro "HATYP®APM", igenr. xox:
24930169

(Hatimenypanns Ta xoz 32 €IPTIOY lopuarHOT 0cobu abo npissuune, iM's, no GaTbkosi dizuunol
0co6H - mixnpuemus, i Micue TIPOXHBaHHA Ta peeCTpauifinuit Homep 06ikoBoT KapTKH MJIaTHHKA
nostarkis abo cepis Ta Homep nacnopra)

Mpotoxon sisyansuoro konrposo sig 08.12.2020 N 3951/3.

3a pesynnratamu ACPXABHOrO KOHTPOMIO BCTAHOBJEHO, IO nikapcekuli  3aci6  BeeseHo B VYkpainy 3
11010 3a0e3neYeHHs AKOCTI nikapcekux 3acobin.
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Havansaux

Mukona XOJIOIEHKO

(nianuc) (iniviame Ta npissume)

(nocanosa oco6a

HATYPOARH:)

irauifinmi KOR,
IpenTudiratiiami X0 y :

244630189 /»c-;
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JIEPHUTIKCITY KBA
JEPKABHA CJIVKBA 3 JIIKAPCHKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMH y m. KHEBI

Byn. bepesnakisesia, 29, Kuie, 02098, ten./dakc: (044) 550-23-55, Ten. (044) 550-20-55
E-mail: dls.kyiv@dls.gov.ua https://www.dls.gov.ua, Kon €JIPTIOY 37079055

BUCHOBOK
Npo AKICTh BBE3CHOTO B Y KpaiHy JiKAPCLKOT0 3acoly

16.02.2021 Ne 6438/21/26

ICJIA-MIHT

(naliMenyBanus nikapchkoro 3acoly 3riano 3 peecTpailiiHuM NOCBIAMEHHIM)
nacTujki no 100 mr mo 10 nactanok y 6aicrepi; mo 3 6aicTepn B kapronuiil Kopobui

{(popma BHUNYCKY, JIO3YRaNL, BUI NAICYBAHHS NiKApeskoro 3acoby)

Howmep peectpauiitnoro mocsiauenna UA/2187/01/01 crpok aii peectpaniiinoro noceinuenna HEOOMEXKEHHH

Cepia nixapebkoro sacoby MNe 19K 031A KinexicTs BBE3cHOrO Nikapekkoro sacoby 9600
Bupotuuk Eurensrapn Apumaiimitrens IM6X & Ko. KT, Himeuunna
(HafiMenyBalyy BUpoGHKKa NTiKapeLEOro 3aco0y, KpaiHa NoXo[KeHHA)
Baeseno B Yipainy IMpusarne akuionepne rosapucrio "HATYPOAPM", igenr. xox:
24930169

(nafimenynanus Ta xoa 3a CJIPTIOY opruavunol ocobu abo npizeuite, iM'a, no Gatkxoni isuanol
0Co0H - NiAnpUeMUs, il Micue NPOKUBAHES TA PEECTPALIARNA HOMEp 00NiKOBOY KADTKY NAaTHHKA
noaatkis abo cepia Ta HOMep nacnopTa)

Mpotoxon sisyansuoro kourpoo sin 16.02.2021 N 500/2.

3a pe3ynbTaTAMM  ISPKABHOTO KOHTPONO BCTAHOBIGHO, Mo Jikapcekuil 3acid BBeseno B Vipainy 3

ROTpﬂMaHHHM BUMOT 3aKOHO/AABCTBA W00 3a0e3neyeHHs SKOCTI TKApChKUX 3acobiB.

T
SO ireg

Wi
HauanpHuk e Mukona XOJIOJAEHKO
(nocaygosa ocoG_‘ziﬁ gaﬁ'y Aepﬂ;ﬂﬁﬁ{o KO Tpoﬁdo (miruc) (ininianu ra npizeHing)

\1}3\1}fa YOI

\perTnIra “
24930169
N3~




///%/////25/%’

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

—{ =
ENGELHARD

Arzneimittel
CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHANU3A

Product / MpogykT:

ISLA-MINT®, 100 mg lozenges, 10 lozenges in a blister, 3 blisters in a cardboam
box with labelling in Ukrainian language / UCNA-MWHT, nacmnku no 100 mr, no
10 nacTUAoK B Banctepe; no 3 6AMCTEpPa B KAPTOHHOK KOPOOKE C MAPKUPOBKOH
Ha YKPaUHCKOM A3bIKe

Country-manufacturer /
CrpaHa-npousBogurent:

Germany /
Fepmanun

Registration Certificate number /
Homep PermcTpayMOHHOIO
CBUAETebCTBA:

UA/2187/01/01 valid from 20.03.2015 till 20.03.2020 /
UA/2187/01/01 peicteyet ¢ 20.03.2015 go 20.03.2020

Strength / Activity / Cwuna
Aencreua / AKTUBHOCTh!

1lozenge contains 100 mg of agueous extract of lceland moss ((2-4): 1};
extraction agent: water; contains a sorbitol solution (1: 2) / 1 nacTunka
copep®ut 100 Mr BOAHOIO 3KCTPaKTa Mcaanackoro mxa ((2-4): 1);
3KCTPareHT: BoAa; cogepuT copbuTa pacteop (1: 2)

Batch / Cepua : 19K031A

Batch size/ Pazmep cepwvu: 72190 packages / ynakoBOK
Manufacturing date/ 09/2019

Jara npou3soAacTea:

Expiry date / TopeH Ao: 08/2023

Manufacturer /

Engelhard Arzneimittel GmbH & Co.KG, Herzbergstrasse 3, 61138

JnugH3aua Ha NpoU3BOACTBO:

Mpoussogmrens: Niederdorfelden, Germany / Inrenbraps ApuHaimurrens MbX & Ko KT,
Xepubeprutpacce 3, 61138 HuaepsopdensseH, lepmanna
Manufacturing License / DE_HE_O1_MIA 2018 0015/l 23.2 (Bey)—18|02(001)—N 55 from 17.04.2018/

DE_HE_01_MIA 2018 0015/11 232 (Bey)—18]02(001) — N 55 ot 17.04.2018

Certificate of GMP compliance /

CepTudmKaT COOTBETCTBHA
GMP:

DE_HE_01_GMP _2019_0045 from 08.04.2019 /
DE HE_01_GMP_2019 0045 ot 08.04.2019

Art. No. / Apturyn Ne: 646313
QCReport / (40000049454
OTuyeT 0 KOHTPO/1e KayecTea:

Specification/ Cneupdurarips: 046530/07

PARAMETERS SPECIFICATION . RE_SULTS ;
“TIOKA3ATENU CNELUOUKALINA PE3YJIbTATbI
Characters / OnucaHue Flat, imegularly round, lens-shaped, green rubberlike lozenges, with | Complies /
a peppermint taste. Air bubbles in lozenges are allowed / Mnockwue, | CooTBeTCTBYET
HEpPABHOMEDHO  OKpYMble,  JMH30NOAOOHbIE,  3eneHble,
PESMHOOBPA3HbIE MACTWAKM €O BKYCOM MATbI  MEPEYHON;
NONYCHABTCA COAEEHAHWE MNy3bIPEKOB BO3AyXa.
Diameter / Quamerp 16,0 mm 0,5 mm/ 16,0 mm £ 0,5 mm. 16,3 mm / mm
Height f BoicoTa 4,6 mm -0,6/ +1,4 mm/4,6 mm -0,6/+ 1,4 mm. 49mm/ mm

Batch / Cepun : 19K031A
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ENGELHARD Arzneimittel GmbH & Co.KG
Herzbergstrasse 3, 61138 Niederdorfelden GERMANY

==

2. foreign matter,

3. lozenges with drip tails,

4. lozenges with jagged edges,

5. sticky lozenges,

6. totally deformed lozenges.
The sample may contain no more than 10 lozenges with an uneven
fower 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 lozenges.
After these not more than 20lozenges from 400 lozenges can
contain an uneven lowerundersurface and/or starch lumps on or in

ENGELHARD
Arzneimittel
PARAMETERS SPECIFICATION RESULTS
NOKA3ZATEAU CNEUUDPUKALINA PE3YNbTATDI
Identification /
UpenTndurauun
—Agqueous extract of iceland a) Correspondence of the retention times of the fumaric acid peaks | Complies /
moss ((2-4):1) / Boaublii in the chromatograms of the test and standard solutions/ CootsercreyeT
SKCTPEKT UCNAHACKOTO MXa | @) COOTBETCTBUE BPEMER yAepIKUBaHUs AWKOB dymaposon
({(2-4):1) KUCAOTBI Ha Xpomararpammax MCMNLITYEMOro "
CTAaHAAPTHOTO PacTBOROS..
b)A blue color is formed after the addition of Lugols solution/ | Complies/
6) Obpasyerca cumee oOKpawwBaHue npu po6asaennu | CootaeTcrayer
pacTtsopa fiorons.
— Acacia (gummiarabic) / c) The solution becomes cloudy after the addition of methanol, and Complies /
akauua (rymmuapabux) later gives a residuum of arabic acid / s) PactBop myTvHeer npu | CooTBeTCTBYET
A0BaBNeHUM  MeTaHoNa, a  3aTem  BLINAAAeT OCagoK
apabWHOBOH KUCAOTL.
Average mass of lozenges / 1000 mg+5%/ 1000 mr+5 % 1001 mg/ mr
CpegHAas macca nacrmnox
Uniformity of mass / The individual mass of not more than 2 from 20 lozenges Complies /
OpHopoaHoOCTL Macchl may deviate by more than 5% from the average mass, CootseTcrayer
however no one mass of lozenge can not deviate by more
than 10% /
UHanemayanbHas macca He Bonee 2 U3 20 NaCTUNOK MOMeET
OTRNOHATLCA Honee Yem Ha 5 % OT cpepHeli macch, OAHAKO
Macca HW OAHOW NacTUIKU HE MOMET OTKNOHATLCA Bosee
yem Ha 10 %.
loss on drying/ Motepu 8|8-13% 9%
Macce Npy BbICYWHBAHUM |
Acidvalue / KucnotHoe uncno | Not more than 5,0 ml of sodium hydroxide (0,1 mol/l) should | 3,4 ml/ mn
be used for 10 g of lazenges /
Ha 101 nactviok AOMKHO pacxoioBaThea He Gonee dem
5,8 mn pactBopa eakoro Hatpa (0,1 moas/n).
Copper complexes of | Absorption maximum at 405 + 2 nm / Complies /
chlorophylls E141* / MaKCUMyM NOrACLLEHMA NPU ANVHE BOAHLI 405 + 2 Hm. CooTsercrayer
MeaHbie KOMIMAKCHI
xnopodunna E 141* ]
Visual test/ 200 lozenges should not contain: Complies /
Bu3ayasbHbIi KOHTpONL 1. foreign preparations, CoortBerctayeTt

Batch / Cepun : 19K031A

thelozenges/ ~Z jwpditia 0y




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

Arzneimittel

Cpeawn 200 nacTUAOK He JOMKHbI COAEHATLCA:
Apyrve npenapartsl;
Yy:wepodHble Tena;
MacTunkK € KanneobpasHbiMY 3ayCEHLAMK;
MacTUAKK € 3a3yOpeHHbLIMU KPaAMM;
Cavnwueca NacTMAKN;

6. TlonHocTeio AedOopMUPOBAHHBIE NACTU/IKK.
B npobe moer copepwatbcA He Bonee 10 NactmaoK ¢
HEPOBHOM HUMKHEW CTOPOHON N CrycTKamu Kpaxmana Ha unu
B NACTUAKaX.

b QR

Ecnn 3Tn ycnoBWa He BbINONHAIGTCA, NPOBOAAT NOBTOPHO
vchblTanue NpubauanTtensHo ¢ 200 nacTUNKamu.

lMocne toro cpegn 400 NacTUIOK MOXeT COAEPMATbCA He
bonee 20 nacTMNOK C HEPOBHON HUMHEW CTOPOHOW W
CTYCTKaMM KPaxmasna Ha MU B NacTUIKaX.

Assay [/ HKonuuecrBeHHoe
onpegeneHue

—Fumaric acid / ®ymaposan
KUCAOTA

— Aqueous extract of Iceland
moss ((2-4):1) /

BoaHbIA 3KCTpaKT
ucnaHgckoro mxa {(2-4):1)

Not less than 50 pg/loz / He meHee 50 mir/nacr.

100 mg/loz +5,0 % / 100 mr/nacrt. + 5,0 %

211 pgfloz /

211 mer/nacr.
101 mg/floz /
101 mr/nacr.

Microbiological purity*® /
MwukpobBuonoruueckan
yucrora*

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

Total combined yeasts/ moulds count (TYMC): 102 CFU/g;
Bile-tolerant gram-negative bacteria: 10° CFU/g;

Absence of Salmonella (25 g);
Absence of Escherichia coli (1g) /
Obwee uucno aspobHbix
10% KOE/r;

O6wee uncno rpubos/aponorn (TYMC): 10% KOE/T;
TonepaHTHbIE K MENYW rpamoTpulaTentHble BakTepuu:
10? KOE/r;

Oveyrcreue Salmonella (25 1),

Otcyrereuve Escherichia coli (1 ).

MmrKpoopranmsmos {TAMC):

Complies /
CootBercrsyer

* —the testis carried out on every tenth batch / nenbimannio nognesuT kaxaan 10-4 cepua.

I hereby certify that the above information is authentic and accurate. This batch of product has been fabricated/ manufactured,
including packaging/labeliing 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.

Hacrosipm A noaTBepKAaLo, YTO BolllieyKa3aHHan MHbopMaLya ABAASTCH AOCTOBEPHON W TOUHOW. [laHHana cepua NpogyKTa

Bbina

npowsae,qeua/naromsnena,

BKNIOYEA  YNAKOBKY/MApHUPOBKY W

KOHTPO/Ib  KaYecTsa,

Ha BbllUeyKazarHO

NPOU3BOACTBEHHON NAOLAAKE B MOMHOM COOTBETCTBUM € TpeGosaHuAMM GMP, YCTAHOBNEHHBIMM MECTHBIM PENYIATOPHbIM

OPraHoOMm, a TakKe B OO

-
o

BETCTBUM CO CrieLMPUKALMAMM, KOTOPbIE COARPIATCA B PEMMCTPALMOHHOM J0OChHE CTRaHbI-MMNOpPTEpa.

Yvonne Ja ket y/a Date / laTa: 16.01.2020
Qualified Pekon / Yronromglden
i~ /
i

Batch / Cepua : 19K031A
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