JAEPKABHA CIOYXKBA 3 JIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI
npos. Hanii Ceirnuunot, 3, 02099, ren. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koy €JIPTIOY 37079055

' BUCHOBOK
PO AKICTH BBE3eHOTo B Yipainy jikapesKkoro 3acoby
05.06.2024 ‘ s Ne 28980/24/26
ICJIA-MOOC

(uakivenyBanus nikapesicoro sacoGy srino 3 peecrpauifinim noesindenium)
nactuaiey oo 80 mr mo 10 nactunok y Gaicrepis 1o 3 Guricrepy B KAPTOHHIN 1opoGi

(hopMa BUITYCKY. HO3YBAHHS. BAL IEKY BAHHSE HKAPCLKOTQ 3ac0By)

Homep peectpauiiinoro mocaindenns UA/2188/01/01 crpox ail pecerpauitaoro nocsinvenns, HeoOMexeH it

Cepiasixapobkoro sacoby Ne 24A089 A .. KinugieTs BResenoro gikapcbioro 3acoby 74870
Bupobuux Enrensrapy Apraaimitrens I'moX & Ko, KT, HiMewuuga
(nadtimenysanis 3pobimrka aikdpesroro 3acofy. kpaila noxomKenHs)
Boesero B Y kpaity Hpusarune aknionepue ropapuerso "HATYPOAPM", inenr. xoa:
24930169

(natimenynauns ta ko 3a CAPTIOY wpuananol ocodu abo npissuwe, im's, no Garbropi
(risnunot ocoM - nignprenmus, T Micue npoxBanig 1a pecerpanifiaui nomep 06nikosol
RAPTKY fO@THMKE HOAATRIB a60 cepist Ta HOMEp Hracnopra)

[Iporoxon sisyansuoro kontpomo sin 05.06.2024 N 198072,

33 pesynpraramil  JEPAHABHOTO KOHTPONK: BCTANOBAeHO, 1o . Jrikapchkuit 3acid s@eseno 8 YxpalHy 3

JOTPHMAHHAM BHMOT 3aK0HOZIABCTRA WOAO 3alesneuenns axocTi sikapesiuilsacobis.

Mukona XOJIOOEHKO

(nipnuc) g (ininiany va ppiznnie)
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ENGELHARD Arzneimittel GmbH & Co.KG
Herzbergstrasse 3, 61138 Niederdorfelden GERMANY

ENGELHARD

Arzneiniittel

CERTIFICATE OF ANALYSIS N2 24A082A

CEPTUOIKAT AHANIZY Ne 24AD89A

Product / Npogyxr: ISLA-MIQDS?, 80 mg lozenges; 10 lozenges in a blister; 3 blisters in a cardboard
box with labelling in Ukrainian language / ICTA-MOOC, nacrniu no-80 mr; no
10 natrunox y Gnicrepl; no 3 Brilctepy v KaproHKii KopoBiy 3 mapKyBaHHam
YHPGEIHCHKOI0 MOBOIO

Country-manufacturer / Germany /

KpaiHa-81pobuuk Himeuuuna

Ragistration Certificate number /
Homep Peecrpaylitdoro
NocsiAYeHHA

UA/2188/01/01 valid from 06.02.2020 - unlimited /
UA/2188/01/01 sig 06.02:2020 Tepmix 4 - Ge3cTpoxosmi

Strength / Activity /
Cvina [l / AKTUBHICTE:

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 macrvnka
micTvTh 80 Mr 8OAROTO eXCTRaKTY icnanagkkoro moxy {lceland moos) {0,4-0,8:
1); excrpareHT: Boaa; MIcTs caxaposy {1:1,7375)

Batch / Cepla: 24A089A

Batch size/ Poamip cepil: 74.870 packages /ynaxonok
Manufacturing date/ 01/2024

Aara BMpobHuLrsa:

Expiry date / Npugarthnil go: | 12/2027

Manufacturer / BupoBunk:

Engelthard Arzneimittel GmbH & Co. KG

Herzbergstrasse 3, 61138 Niederdorfelden, Germany/
Enrenvrapg Apuranmitrens FmbX & Ko, KI'
Xepubeprwrpacce 3, 61138 Hipepaopoenvaer, HimeyynHa

Ceprudirar slgnosigHocti
GMP:

Manufacturing License / DE_HE_01_MIA_2023_0015 from 03.04.2023/
AueHsia Ha BUPOBHULITBO! DE HE 01 MIA 2023 0015 sip 03.04,2023
Certificate of GMP compliance/ | DE_HE_D1_GMP_2023_0059 from 18.04.2023/

DE_HE_01_GMP_2023_0059 i 18.04.2023

product / [ata BUNYCKY rOTOROMO
npoAyKTy

Art.No./ Apmkys Ne: 646543
QCReport / 40000062761
38IT3 KOHTPOANIO AKOCTH:

Specification/ Cneupdikauis: 46540 /08
Date of release of finished 16.05.2024

A3HY HDIKALL 3y W
Characters/ Onnc Flat, rregularly round, lens-shaped, brownish, rubberlike lozenges. ;| Complies / Bignosisae
Alr bubbles in lozenges are allowed / NADCK, HePIBROMIPHD DKPYIA,
NBONOAIBH], HOPUUHIOBETOD KONbOPY, TYMOROAIBHI NBCTMIKY
AROYCKIETLEA NOVCYTHICTL NyXVpUie nodirps,
Diameter / fliamerp 16,0 0,5 rmm/ 16,0 £ 0,5 mm. 1363 mm/ 16,1 mm
 Height / Bucora 4,7 -0,7/+1,3mm/4,7 -0,7/+1,3 mm, 49mm/4,9 mm

Batch/ Cepin ; 24A0894

page / croplia 1 of /13 3




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

=P=

ENGELHARD

Arzneimittel

OKA3

identification / inenrudixayin
~Agueous extract of lceland
moss {0,4-0,8: 1) / sBoaHwA
BRCTPAKT ICASHACLKOTO MOXY
{0,4-0,8: 1)

—Acacia (guramiarabic) /
akayin {rymmiapabix)

a) Correspondence of the retention tirnes of the fumaric acid peaks
in the chromatograms of the test ant standard solutions/
a) Bianosigulcts vacy yrpumanus nlkis Gymaposoii knenori
H3  XPOMATOrpammax 8unpobysaHors Ta CrasgapTHoro
POBUMHIB, »

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

6) YTBOPIOETHER CHHe 3aBapeIeHHS APy AOAIBEHRI POSUMHY |

Moromo,

) The solution becomes cloudy after the addition of methane, and
later gives a residuum of-arabic acld / 8) Poauns kanamyrHie npy
AbpasaHHl  meTaHony, @ NOTIM  YTBOPIOETHCA  OCaf
apabiHosol kuchoTi,

Complies/
Bianosigae

Complies/ Bianosigae

Complies/ Bigrosinae

Qanopignicrs macn

Average mass / 1000 mg£5%/ 1000mr 5% 1013 mg /1013 mr
CepanHn Maca nactmnox
Uniformity of mass / The Individual mass of not more than 2 from 20 lozenges | Complies/ Bianosigae

may deviate by more than 5% from the average mass,
however no one mass of lozenge can not deviate by more
than 10 % / inpueigyansia maca ve Sinsie 2 3 20 nactunox
Mome BiaxnanTvca Binble s va 8 % oin cepeaqbol macy,
OAHAK MACA WOAHOT NACTARK HE MOIe Bigxunatuca Binbuie
His #a 10 5.

npy BUCYLIYBaHA]

Loss on drying/ Brpara & maci

8,0~-13,0%.

10,7%

Acid value / Kuchorhe wncno

Not more than 5,0 mi of sodium hydroxide (0,1 mol/l) should
be used for 20 g of lozenges /

Ha 101 nacTUAOK Mag BuTpauaTHEa He Binbuwe Hik 5,0 mn
poaumHy Hatpio riapoxcray (0,1 mone/n).

2,7 mi/2,7 mn

Visual test/
Bisyanbruil HOHTPONL

200 {ozenges, that corresponds to 240 m, should not contain:
forelgn preparations,

foreign matter,

lozenges with drip tails,

lozenges with jagged edges,

sticky lozenges,

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 carrled out again with
approximately 200 lozenges.

After these not more than 20Jozenges from 400 Ilozenges can
contaln an uneven lower undersurface and/or starch lurmps on or in

;i pwN e

the lozenges / :

Complies / Bianosipae

Batch/ Cepin : 24A089A

page / cropivka 20t /i3 3




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

E

ENGELHARD

Arzneimittel

Cepes 200 nacTmaok, o BianosigaioTe 240 Ma, HE NOBUHHO
MICTATUCS!

1. nwilnpenspary;

2. Yywopigsiring;

3, TlscTmaxu 3 Kannenopibuvmn saycesnuamn;

4. TlacTuaky 3 3a3yDpeHnmy Rpasmu;

5. 3ninnl nactmaky;

6. NoenicTio pedopmosani NACTUARK.
Y ripobi moske MicTuTucs He Binbiue 10 nacTMNOK 3 HepiBHOW
HUKMBOIO CTOPOHOIO | 3rycTHamMu Kpoxmanw wa abo B
NaCTAAKAX,
AKo Ul YMOBY HE BMKOWYIOTHCH, NPOBOOATH fDBTOPHE
aunpabysanHa npubansro 3 200 nacrnakamu,
Nicnn Toro cepea 400 nacTuiok Moxe micTutico He Binvle
20 nacTunoK 3 HEPIBHOK HUKHEDK CTOPOHOK Ta 3TYCTHAMU
KpOXMani Ha abo B NACTUIKEX,

Assay/ KinnKicHe
BusHaueHRs - Fumaric acid/
dymapora Kneaora

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

Absenceof Salmonella (25 g);

Absente of Escherichlacoli{L g) /

Baranene umcao  aepoBHux  Mikpooprasismin  {TAMC):
10* KYO/r;

3aranpHe YHCHO JPHIAIKOBYX T3 BAlCeHeBIX rpubie (TYMC):
107 KYO/; . :

TonepanTHi B0 WoBxi rpamueratmeni Gaxrepl: 102 RYO/T;
Siacyrhicrs Salmonella (25 1), |

Blacyrricte Escherichio coli {1 1),

- Aqueous extract of iceland Notlessthan 8 pg/loz / He meHw 8 MKr Ha nact. 64,6ugfloz/ ;|
ross (0,4-0,8: 1)/ Bomnit s 64,6 mxr/nact..
EKCTPAKT ICNBHACHKOTO MOXY B0 mg/floz £5,0% / 80 mr/nacr. 5,0 % 80,8mgfloz/ -
{0,4-0,8:1) 80,8 mr/nacy.
Microbiologlcal purity® / Total aerobic micrabial count (TAMC): 10° CFU/g: Complies /
Mikpobloaoriyna uncrora® | Total combined yeasts/ molds count (TYMG): 102 CRU/g; Bignosigae

% the test Is carried out on every tenth batch JeunpoBysatiio rignarae komna 10-Tagepin,

1 hereby certify that the above information Is authentic and accurate. This batch of product has been fabricated/
manufactured, including packaging/labelling and quality control atthe above mentiongdsite {s) In full compliance with
the GMP reguirements of the local Regulatary Authority and with the specifications in the Marketing Authorlzation of
the importing country, The batch processing, packaging and analysis records were reviewed and found to be in

compliance with GMP,

Cripasiiiv A ni;;mep,h;woo, WO BrLLeBKasaHa THdOpMaU & [IOCTOBIPHOIO 1 TOMHOIO, flaHa cepin NPOAYKTY Byna
NPOBEAEHE/BUrOTOBSIBHA,  BHNIDUAIOMM VIaKOBKY/MApKYBatHA  Ta  KOHTPO/b skoctl,
BUPOBHWIOMY MBHAHIMKY B NOBHIA sipnosigrocti 3 BumMotamu GVIP, BLTHOBIEHAMM MiCUEBAM PErYAATOPHYIM
opraHom, a TaKox y Bianoslanocti 3i cneundikauiami, AKl MICTHTLER B PRECTPALIHOMY A0CbE KpaiHU-IMNOPTERA;
MpuTokonK BUPOBHULITES, YTIAKOBKU Ta aHANIZM Bynu nepesipeHi Ta BCTaHOBAEHO X signosignicrs GMP,

S

Tobias Glnther’
Qualified Person/y

Batch / Cepin; 24A089A

Ha BALLIEBKAZ3BOMY

Date/Barai 29.05.2024

HoBaeHa ocnba

page/ cropinka 3of /133
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_ YHPRIHCEKOIO Mosolo
Country-manufacturer / Germany /
‘| KparHa-enpoGik HivMeyduna
Registration Certificate number / UA/2188/01/01 vahd from 0602 2000 - unltmited /
Homep Peectpauitinoro UA/2188/01/01 8i006,02,2020 TEPMIM A ~ GescTponosuid

Manufacturing date/ .
AaTa 8upobunLrsa,

033028

1 Manufacturer / BupoBuux. Engelhard Arznemmittel GmbH & Co KG

Characters/ Omuc

b

ENGELHARD Arzneimitte! GmbH & Co.kg _-_——-—____
Herzbergstrasse 3, 51138 Niederdorfelden GERMANY - —
ENGELHARD
Arzneimitte|

CERTIFICATE OF ANALYSIS Ne 24D 0508
CEPTUDIKAT AHANIZY Ne 24D0508

ISLA-MOOS®, gg mg lozenges, 10 lozenges ih 3 bﬁster, 3 birsteré i a cardhboard
box with labelling in Ukrainian language / ICNA-MOOC, nacusiu o 80 mr; no
10 racrinok y Bnictepy; no 3 Bnictepn y KapToHHii Kopobiy 3. MapRryEaHHAM

Product / ﬁpo,qym:

noceiaYeHHs
Strength / Activity /
Cuina an / Akrusticrs.,

1lozenge contains 80 mg.of aquecus extract of leeland moss {lceland moos)
(0408 1); extraction-agent; water; contains sucrage (1:1,7375)/ 1 nactaxa
MICTHTL 80 mr Bosgoro BHCTPaITY 1ehanackkoro moxy {lceland moos} {0,4-0,8.

Batch/Cepin, [ 3am0m03
Batch size/ Poamip cepy;

Herzbergstrasse 3, 61133 Niederdorfelden, Germany/
Enressrapg APUHaitmITe/s Tm6X & Ko Kr
Xepuﬁeprm'rpacce 3, 61138 Hmep.aop:‘benmel-r, Himeyymia
DE_HE_01_MIA_2023_0015 from 03 04.2023/
DE_HE 01 MIA_2023 0015 Bin 03.04.2023
DE_HE_01_GMP_2033 0059 from 18 04 2033/
DE__HE__O'I_GMP 2023_0059 Bia 1804 2023

Manufacturing License /
JldeHaiA Ha BUpo6HULTEO;
Certificate of GMP compliance /
Ceprudikar BiAnoBsiaHocH

GMP,
Art No / ApTHRYA Na
QCReport /

38’3 KoMTpOMIO AHOCT
Specification/ Cneuyndirayn,

40000083580

46540 /08
2308 2024

Date of release of finished
product / arg BHMNyCKY roroaoro
npoayiry

SPECIFICATION RESULTS
CHELMPIKALIA

Fiat, irregufarly round, lens-shaped, brownish, rubberlike lozenges. | Cg

Airbubbles in lozenges are allowadf / Mhoai, HEemBHOMIPHO oxpyry,
[160mm/ 6.0

PARAMETERS
NOKAZHMKY-

AQTYCKEETHE NpyicyTHICTY TYXHPLIB nosiTga,
16,0 +9,5 mm/ 16,0 + 0,5 mm
47 0,7/ +1,3 mm/4,7 - 0,7/+ 1.2

Diaméter/ Alamerp

JIH30MOAI6HI, KopuyHroBaTOMY KONLORY, rymonosGn TACTHAKY,
Helght / Bucora 49mm /4,9 mm

Bateh / Cepin 24D0508 Nz JropiHKa 1of /a3

Page 1/1
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ENGELHARD Arzneimitte] GmbH & Co.kG ._.___
Herzbergstrasse 3,61138 Niederdorfelden ¢ ERMANY - -
ENGELHARD

Arznejmjttal

SPECIFICATION
CHEUM®IKALIA

PARAMETERS
MOKA3HKKHK
Identification / laenTingl

RESULTS

rmed after the addition of Lugals s‘olutton/' Complies/ Bigriokijas
8) Y1sopioersesn CHHE 3a6Gape/fiennn nhn AopsBany; PO34MRHY

-‘-—'Ac'aCia'(gUmmra'rabch /
akawn (rymm:apaﬁmj NamyTHIE Npu
Aogasarn MeTaHony, a ot yT8oploeThen
apabitosor KUchoTK

Average mass /
Cepeaua maca NacTuAoK
Uniformity of mass /

|- OaHOpiaRIers magy

1019 mg/ 1019 map

not raore than 2 from 20 lozenges Comples/ Bianosigae
Mmay deviate by more than 5% from the average mass,
however ng one mass of lozenge can not deviate by more
than 10 % / IHameiayanbha Maca He Ginbwe 2 g g nacrmnok
MO¥e BIaxunsTHCR Ginbuwe Higk Hg 5 % Bing CepeaHbormacy,
OAHaK maca mogol NACTUAKK He Mmone BlAXMAATUCA Blabwe
. I HIX Ha 109,
Loss on drying/ Brpata B macl
NRYU BHCYIIYBaHH]

.0 ml of sodiur h
be used for 10 g of lozenges /
Ha 10+ nactunox MB3E BUTPAYATKCA . He Binewe ppy 5,0 mn
PO34MRY HaTpilg napokcuay (0,1 Mo/ A),
200 lozenges, that corresponds to 240 mil, should not contain:

L foregn freparatrons,

2 foregn matter,

3 lozenges with drip tafs,

4 lozenges with lapgededges,

5 sticky lozenges,

§ totally deformed lozenges
The sample May contam no mere than 16 lozeriges with ar Uneven

ydroxide (0,1 mol/l) should

Visual test/
Blayansumj KoHTpOosL

Complias / Bignosigae

nteriaare not fulfilled,
-approximately 200 fozenges,
After these not mare than 20 lozenzes from 400 lozenges can
contain an unevei lower undersurface an t/or starch lumps onar in
the lozenges /

Batch / Cepin : 2450508 Page / cropinia 2 6f /133
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ENGELHARD Arzneimitte| GmbH & Co.G - ===
Herzbergstrasse 3, 61138 Niederdorfelden GERMANY NS Gem—-
ENGELHARD

Arzneimitte]

Cepeg 200 Ractiaok, wo slanosigatory, 240 MA, He noBKHHG
mictruen;
L nuwi npenapari
2. YymoplgHi Tina;
3. MNacrungy 3 Kanaenoaienmmy FayceHnuamu;
4. Tacruany 3'333y6peHumy Kpasmu;

4
5. 3ainaj nNacTHaky;

nacyusxay,
Ao Ui ymosy we BHHOHYIOTbCR, NPoBoAATs nosTopHe
B1npoGysania npy BamzHo 3 200 nacruakamu,

Assay/ Klnbuicre
BUIHateHHA —Fumarlc acld !
dymaposa ky chora
~Aqueous extract of lceland
moss [0,4-0,8: 1)/ 804HNH
BlcTpanT lcnanacuiore Moxy
(04-08:1)
Microbiological purity* /
MinpoGionoriyng Yucrora*

Not less than 8 pg/loz /He menw 8 mur ya nacr. 60,0 pgftoz /

'| 60,0 mnr/nacr.
81,7 mg/loz/
81,7 mr/nacr.
Compiles /

Bianosigae

80 mg/lozi-s,o%'/ 80mMr/nact. + 5,09

Total asrobic microblal count (TAMC): 101 CFU/g;
Total combined Yeasts/ molds count {TYMC): 102 CFU/g;
Blle-tulerantgram-negatlve bacterja; 102 CFU/:

Absence of Soimonetla {25 g);

Absence of Escherichia coli(1g)/

3aranbHe  uneno aepobuuy mMIKpoopranizmin {TAMC):
1104 Rvoyr

3araneye uncno Apbimnosuy 5 niceHesux rpucls (TYMc):
10? KYQ/r

TonepanTl go wosyi TRamMieratueni Ganrepli: 102 RYO/r;
-BI,u,cymicm-SaImonella (257r),

BigcyThicrs Escherichia coli {1r).

tenth batch /eunpoBysanmio rignarae kowtia 1013 cepin.

| hereby certify that the above information Is authentic and accurate, This batch of product. has been fabricated/
Manufactured, including packaging/labelling and quality control at the above mentioned site {s}in full compliance with
the Givip requirements of the local Regufatory Authority and with the specifications in the Marketing Authorization of
the Importing colntry. The hatch Processing, packaging and analysis records were reviewed and found to be in
compliance with Gvp,

CnpaBHing 5 nigreepmiyro, o Bititeaiasana Indopmais e AocrosipHoig | roulore, HaHa capiy NpoayKTy Gyaa
hpOBEAeHa/BMI'OTOBneHa, BlUTIOM3toM M YnakosRy/mMapiysatis Td  KoHTposB akoctl, wHa Bwu.geauas'aﬂomy
BHPOGHMYaMY Maiigaramny g TOBHilt BiAnosiaHoc 3 BrMOramy GMP, BLTRHOBACHIMU MicLeim PeryARTOPHMM

Tobias Giinther .
Qualified Personfvno BaM{eHa ocoba-

Batch/ Cepis i 24D0508 R RO o &l s of /133
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_ AEPXUIKCITYIKBA VKPATHY
HAEPYKABHA CIIVIKEA 3 JIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

npos. Hanii Ceitnuunof, 3, 02099, Ten. (044) 295-26-85
-mail; dis.kyiv@dls.gov.ua, Kon €IPTIOY 37079055

_ BHCHOBOK _
Npo SIRiCTE BBE3eHOrO B Yxpaiuy sixapesicoro 3aco0y
24,11.2024 Ne 62231/24/26
ICHA-MOOC

(Haiiméuyumnm nikepenkoro 3acaby arigno 3 peemphuiﬁnm NOCBimNeHM)
TACTHIKH 116 80 mMr mo 10 nacTiviok y furicrepi; no 3 Gnicrepy B kaprouniii Kopobi
(dropna nanycky, AO3YBONHA, BRI NAKYRANHSA nixkapesxoro 3acoby)

Howep peecrpaiiinoro nocsinuenns UA/2188/01/01 eTpok #ii peectpauifinoro noceiguess HeoBMexeHui

Cepia nikaperkoro saco6y Mo 24D050B Kinskicrs nBeserioro nikapenkoro 2acoGy 49840
Bupotinuk Eurensrapa Apnuaintitrens I'm6X & Ko, KI', HiMewuuua
(ratiMesynars BHpoGHMKa Nikapcbikoro 3acoby, kpatua MOXOAMEHNR)
Bucaero s Vipainy lpusarse akuionepre ToBapuerso "HATYPDAPM", inenr. xon:
24930169

(natisenyaarns Ta kon 3 CAPTTIOY wopuatunor ocaby ato npispHLLE, iM'S, M0 GaTeron]
{hisnunol ocof - nianpremus, 1V Micue NpOAHDAHHE TA peecTpauitim HOMep oBnikonoi
RApTIH NNATITHKE moaaTkin abo cepin Ta Homep nacnopra)

TpoTokon sisyansmoro konTposio vin 24.11.2024 X 405072,

3a  peaynsraramu JEPHABHOTO  KOHTDPORAIO BCTANORAEHD, 10 JiKapchkuli 3acif’ moessio B YRpa':‘Hy i<

-ROTPHMAHHAM nimor 3aroniopascToa. MoAe safesnevenna axacri nixa CLKHX 3ac06in.

Muxona XOJIONEHKO

(iviuians ta npizeuuLe)

et T TSSO

(noczmon1

(nlnnuc)

Page 1/1




JNEPKABHA CJIVHKBA 3 JIKAPCHKMX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KMEBI

npos. Haaii Caitnuunior, 3, 02099, ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Koa €JIPTIOY 37079055

BUCHOBOK
[po AIKiCTH BBE3CHOr0 B Yipainy JikapcbKoro sacoly

06.02.2025 Ne 5478/25/26

1CJIA-MOOC

(nadnvenypama fikapebroa sacofy SFULHO 3 peceTpattiRunm poacsiagenng)
macTuaki o 80 mr 1o 10 nacTHIOK Y gnicrepi; no 3 Guicrepu B rapronuii ropobui

(popMa BHITYCKY, NOIY BRI, WL nakysanHs JKapchroro 3a¢00y)

Howmep peecTpaiifiHoro nocsifeH s UA/2188/01/01 crpox nif peeCTPaLLiHOrO NOCBIEHHA HeoOmeKeHHHA

Cepis nikapcbkoro 3aco0y Ne 24DOSTA KibKICT BREIEHOTO HKAPCHKAro sacoBy 71700
Bupobunk Eyurenprapa ApiuiafiMiTreab 'M6X & Ko, KT, Himeuuuiia
(naliiMeHy BaHHR piupalHMKA JTIRAPCHKOTO aacoly, Kpaiia MONOKEHHS)
Baeaero B Y Kpaitty IIpusaTite aKuionepne TOBAPHCTBO YHATYP®APM', inen. kol
24930169

(vaitMeny BatHs Ta KO 3 CAPNOY PHARGHOT acobY aB0 npi3BHILE, M4, 110 Barbrovi
imvunol ocotint - pianpuresis, T Micue APOMUBAHHR T pecerpauti B HoMED 0GiikoBOT
KAPTKH MAATHIKR noaarkin aBo cepis T2 1oMep fracnopTa)

[poTOKON Bi3yallbHOTO KONTPOJIO sin 06.02.2025 Ne 321/01.10-25/1.
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ENGELHARD Arzneimittel GmbH & Co.KG
Herzbergstrasse 3, 61138 Niederdorfelden GERMANY

e (D

ENGELHARD

Arznelmittel

CERTIFICATE OF ANALYSIS Ng 24D051A

CEPTUDIKAT AHANIZY Ne 24D051A

Product / Npogyxr:

box with fahelling in Ukrainian language / ICIA-MOOC, nacridziki no 80 mar; no
10 macTunoK ¥ Gicrepl; mio 3 Baicreph y KapTOHHIA KOPOBU| 3 MAPKYABHHAM
YHPEHCBROID MOBOI

ISLA-MOQSE, 80 mg lozenges; 10 lozenges in a blister; 3 blisters In a cardboard |

Country-manufacturer /
KpaiHa-srpodHuR

Germany /
Himeusuta

Registration Certificate number /
Homep Pegcrpaniitnoro
nocgigyerud

UA/2188/01/01 valid from 06,02.2020 - unlimited /
UA/2188/01/01 8ip 06.02.2020 Tepit Al - BeacTpokosrit

Strength / Activity /
Cuna ail / AxrusricTs:

1lozenge cortains 80 mg of aqupom extract of iceland maoss (lceland rmoos)
(0,4-0,8: 1); extraction agent: water; contains sucrose (1:1,7375)/ 1nactuika
SAICTHTE 80 MP BOARCIO XCTPAKTY ICNBRICEKOIO MOXY {Iceland moos) (04-0,8:
1); excTparenT: Bojs; MicTHTL caxaposy {1 1,7375)

Batch / Cepin: 24D051A

Batch size/ Poamip cepil: 71.700 packages / 71.700 ynaioBok
Manufacturing date/ 04/2024

[ara supobHulrsa;

Expiry date / Mpuaarkunii go: | 03/2028

Manufacturer / BUpoBHUK;

Engelhard Arzneimittel GmbH & Co. KG

Herzbergstrasse 3, 61138 Niederdorfelden, Germany/
Enrensraps Apupaimitrens TmoX & Ko, KT
Xepubepnutpacce 3, 61138 Hlgepaopdensaen, Himewmna

Manufacturing License /
JlingHsis fa supobriLTeo;

DE_HE_01_MIA_2023_0015 from 03.04. 2023/
DE_HE_01_MIA 2023 (1015 sin 03.04. 2023

Certificate of GMP compliance /
Ceprudikar BinnOBiAHOCTI
GMP:

DE_HE_01_GNP_2023_0069 from 18.04.2023/
DE HE_ 01 “GMP_ ~2023_0059 sin 18.04.2023

NROAYKIY

product / [iara sunycky 1oToeoro

Art. No./ AprutynNe: 646543 _
OC Report / 40000063595

3BiT 3 KOHTPONO AKOCTI N

Specification/ Cretpdikatys: 46540 /08

Date of release of finished 16.08.2024

PARAMIETERS
UTIOKASHUKM

RESU LTS
PEBVII BTA FM

- SPECIFICATION = ©
‘CHELIM®IKALLS

Characters /Gnue

Flat me,;ularly round, leris-shaped, brownish, rubberhke lovrlng(‘s Complles/BlAnoalgae
Air huhbles Iy lozenges are allowed J Taocki, Hepisomipko oxpyral,
HiH30N0AIBRL, KOPUUHIOBATOND KOALODY, ryMonomiGHl nacTiiky |
LONYCRAETLCA APUCYIRICTS OYXMPUG NOBIMA.

Diameter / Diamern

16,0 £0,5mm/ 16,0+ 0,5 mm.

160mm/ 16,0 mm

Helght / Bucora

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

4.9mm /4,9 MM

Batch / Cepin : 24D051A

page / cropiika Lof /i3 3
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ENGELHARD Arzneimittel GmbH & CoKG
Herzbergstrasse 3, 61138 Niederdorfelden GERMANY

ENGELHARD

Arzneimittel

PARAMETERS
NOKASHUKY -

. SPECIFICATION. ..
- CREUMGIKALIA =

 PESY/ILTATH

Identlf:cahon/lgeumdnmuiﬂ

- Aqueous extract of feéland moss
{0,4-01,8:1}/BogHMI eicrpay
icnamicakaro moxy (0,4-0;8:1) A)
Eur, Pharin, 2.2.20/€ep. Gapm.
2.2.28

g) Method hased on
Monograph "lceland Moos™ Eur.
Pharm. Method  C/Meroa,
poapoénewn Ha ba_u
1 Mowomadii “lcharacukmnid mox"
Cep. Gapm. Metoy C

- Acacia (gummiarabic)/anasuis
(rymmiapabi)

) Method based on
Monograph  "Acacla"  Eur,
Pharm. / Metoj, pospobneruit
va Gasi Moworpadii "Axawis"
Erp. Papm,

a) Cc;rre';pondenaw of the retention times of the fumdnc acld peals
in the chromatograms of the test and stendard solutions/
a} BigoosiaHicTl YaCy yTpHMaHHA NIKIR GYMapuBOH KACNOTH
Ha  XpomaTorparmax BURpDOYBaHOro Ta. CTauAapTuoro
[SIaERTETRN:

b)A blue color Is formed after the addition of Lugols solution/
6) YrBopiOETheA CHHE 338 BREHNA NDX AOaBAHHE PU3YUHY
Marano,

¢} The solution becormes cloudy after thi addition of méthanal, and
later pives a residuum of arablcacld / 8) Posunt xanamyreie npw
fdopasakil  MeTaHeAY, A notiw YTBOPIETREA  ocal
apaliHoBOT KNCNDTH,

Conpfies /

Rignosinae

Complies/ Bianosigae

Complies/ Bignosinac

Average mass/CepeaHa maca
nacvnck (Eur. Pharm. 2.9.5 / €8p.
Danm..2.9.5)

1000 mg &5 %/ 1000MmrL 5%

1024 mg/ 1021 mr

Uniformity of mass /
OnHopignicrs mack

Eur, Pharm. 2.9.5 / €ap. Papm.
295

The ndividual mass of nat more than 2 from 20 lezenges
may deviate by more than 5% from the average mass,
however no one mass of lozenge can not deviatg by mare
than 10 % / IHAMBigyantuHa maca He Binblue 2 320 nacrunoxn
mOWe elaxunaTien Biabwe Hixt Ha 5 % slg cepeAHbOl Mac,
OAHAN MECa IKOAHOT NACTHAKK HE 1O BIAKUAATHEA Binswe
Hiw Ha 10 %.

Complies/ Bianosigat

Loss on drying/Brpava 8 wacl npu
aucywysanil (Eur, Pharm. 2.2.32 /
Eop. Gopm. 2,2.32)

8,0-13,0 %.

9,7%

Acid value / Kucnorre wicro
tur, Pharm. 2.2.25 / €up.
Gapm, 2.2.25

Not more than 5,0 mi of sodium hydroxide (0,1 rmol/l) should
be used for 10 g of lozenges /

Ha 10 r NacTMAOK mae auTpayatuch. He Bisbue Hbk 5,0 mn
pO3HUHY HaTPito TiApoKreHay (0,1 monk/n).

28mi/ 2,8 mn

Visual test/
BiayanbHuit KOHTRONS

200 lozenges, that corresponds to 240 ml, should not contain:
1. foreign preparations,
foreign matter,
lozenges with drip tals,
4, lozenges with jugger edges,
5. sticky lozenges,
6. totally deformed lozenges.
The sample ray contain no more than 10 lozenges with an uneven

w o

| lower undersuiface and/or starch lumps on or In the lozenges.

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

After these not more than 20lczenges from 400lozenges can
contair arunaven lowaer undersurface and/or starch lumps on ot in

| the lozenges /

Complies / Bignosimge

Batch / Cepia : 24D051A

page / cropiia 20f /12 3

Page 1/1




7%
R

ENGELHARD Arzneimittel GmbH & Co.KG g e o
Herzhergstrasse 3, 61138 Niederdorfelden GERMANY TN T
ENGELHARD
Arzneimittel
Cepeg, 200 nacruaok, wo signoslpators 240 wmi, He NORWHKO
MICTHTHC:
1. 1wl npenapathy
2. Hywopigni Ting;
3. TaCTWKK 2 KAaNABNOAIBHUMH 3dyCeHULamMM;
4, TlacTMAKW 3 323y OPEHIMMU KPAAMU;
S, Bainal nacrakm;
6, NosxicTo 4ePopMOBaK] NBCTIAKA,
Y npabi moske micutien He Binblse 10 nacTuAoK 3 Heplaroo
AUHHLOK CTOPUMOIO | 3ryCTKami Kpoxmanis Ha abo s
MacTMAKAX,
FIRILO 1] YMOBH He BMROHYIOTBCR, TIPOBGARATH NOBTOPHE
sunpobyBantA npubnmano 3 200 nacriakami,
Micns Toro cepen 400 NACTHAOK MOME MicTHTUCH He Ginsule /
20 nICTUAOK 3 HEPIBHOIO HWHHBOIO CTOPOHO), T3 3TYCTHAMM
Kpogmana Ha abo B nacTWAKAX,
Assay/RiNbKiCHE BUSHAIUEHAN ~
Fumaric acid/gymaposa KucnoTa
-Aqueaus  extract  of lceland
maoss {0,4-0,8:1)/Boarui
exctpaxt  icaanacekoro  moxy | Notlessthan 8 pg/loz / He wvienils 8 mKrHa nacr, 54,8ug/loz /
{0,4-0,8:1) 54, 9mKr/nacr.
Eur. Pharm. 2.2.29 / €sp. ®apm. | 80 mg/loz+£5,0% / 80 mr/nacT, £5,0 % 783 mpfloz/
2.2.29 78,3 mr/nacr.
Microbiological purity® / Total aerabic micrabial count (TAMC): 10 CFU/g; Complies /
Mikpo6lonoriuka yuerera® | Total combined yeasts/ melds count (TYMC): 10° CFU/g; Blanoslaag

Fur. Pharm. 2.6.12, 2.6.13,
2.6.31, 5188 / €ep. Dapm.
26,12, 2.6.13,2.6.31,5.1.8.8

Bile-tolerant gram-negative bacteria: 10° CFU/g;
Avsence of Salmonelio (25 g);

 Absence of Fscherichia coll {1 g}/

3aranbHe yuone aepabHux  Mmikpoopranismis  (TAMCH
104 RYO/r;

3aranbHe 4MCH0 ApbRAKOBMX Ta naiceHenux rpudla (TYMC):
102 KYO/r;

TonepantHl 4o wosyl rpamueratuan Garrepil: 10* KO/
Bigeyriicts Salmonella (25 1),

BipcytHictb Escherichio coll {1 1),

¥ — thetestis carrled out on every tenth batch /ennpoByranAio nignaras kowHa 10-a cepla,

[ hereby certify that the above Information is authentic and accurate. This batch of product has been fabricated/
manufactured, including packaging/labelling and guality control 2t the above mentioned site (s) in full compliance with
the GMP requirements of the local Regulatory Autharity and with the specifications in the Marketing Authorization of
the imparting country, The batch processing, packaging and analysis records were raviewed and found to be In

compliance with GMP,

Cripasiritg 5 MIATBEPIRYIO, WO BALIEBRAZEHE MdopMaLia € Aocroniproio | TouHow. fana cepin npoaykry Gyna
NPOBEZIEHA/BUIOTOBAEHE, BIVIOHAIONM  YNAKOBKY/M3pHYBAHHA T8 KOHTPOAbL AKOCH, HA  BMiLEBKA3aHOMY
BupoBHisdoMy MaliiaHuvry B MOBKINA BIANCBIAHOCTI 3 BuMorami GIVIP, BCTaHOB/IEHIMM MICLIEBUIM PETVARTORRYM
opraHom, a Takos y sianosipHoct 2l crieupdiraiiami, sid MiCTATEER B pREcTadiHomy [oCke KpaiHu-impopTepa.
NpoTokom mmoti;-mum'a, YRBKOBIM Ta aHaniay Byma nepesipeHi Ta scraHoraero Ixsignosianicr GMP,

(RS

Tobias Glinther

o A
Qualified Person/YnisHosaweHa ocoba

Bateh / Cepin 1 24D051A

Date/fara: 27.01.2025

page / cropivka 3of /133
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ENGELHARD. Arznelinitie] GmbH & Co.KG y
Herzbergstrasse 3, 61138 Niederdorfelden GERMANY

==

ENGELHARD
‘Arzielmlttel

CERTIFICATE GF ANALYSIS Ne 24D056A.
CEPTUDIKAT AHA/IZY Na 2400564

Product/ Mpogyxr:

'{ box:with fabelling in Ukrainian language £ ICMA-MBOC, nactvsk o 80 mr o

ISLA-MODS®, 80 mg Jozengas; 10 1626Nges In & blister, 3 bistars T a cardboard

LOmactnor y Enicrepl; no 3 Gnictepi Y KapToRRH KopBL 3 MADKYSAHHAM
VHPATHEBIGI0 Mobojo

Country-manufacturer/
Kpala-sApobyus

| Germany /
| Hlmetyuua

Reglstration Certificate number / -
Homep Peacrpauiiinoro
nGcsisHeddA

UA/2188/01/01 valld from.06.02,2020 - unlimited /.
UA/2188/01/01 51, 06:02:2020 Yepwikt i~ eacpoxesui.

Strength / Activity /
Cuita plt / Axruetilcrb;

Llozerge cantalns BOmg of aquecus-extract of 1eeland moss (iceland moios)
(0,4-0,8: 1} extraction agent: water: coritains sucrose (2:1,7375}/ 1nacrunia
mictme 80 M BOAHAID BRCIPaKTY IcTaHACkKOND oKy (iceland moos) {0,4-0;8;
1); eKeTparenT: Bogta; Micrith caxapoay (i 1,7375)

Batch/ Cepin:’ 2ADOSEA

Batchsize/ Posaip ceplit ~  ]'73.486 packages/ 73.436 VI1aKoBOK
Manufacturing date/ 04/2024

Bara supobHuLITea:

Expiry date/ TNipuaataw go: | 03/2028

Manufactuter / Bupo@imk;

‘Engelhard Arzhelmittel GimbH & Co. KG

Herzbergsttasse 3, 61138 Niederdorfeiden, Germany/
Enreneraps Apunaiiviirens M6 & Ko, Kr
Xepubeprwrpacee 3, 51138 Hinepaopdensaen, Himeyurna

ManufacturingLicense /
Hiuensin Ha BHpaGHMUTED:

DE_HE 01 MIA 2023 0015 fidm 03:04.2023/
DE HE 04 MIA 2023 §0A5 eig 03.043023

Certificate of GMP complfance/
Ceprudliat signosianocti
GMP:

DE _HE_U1_GMP_2023_0059 from 18.04,2028/
DE_HE_01_GWMP_2023_0059 mig 18:04.2023.

product / Dara surycay rorasoro
npoRyKTY

Art. No. / Aptviyn Ne: 646543 )
QCReport/ 40000063596
3Bir3_f<0[—rrpomcnﬂoa‘i_:_

Specification/ Creumdlcania:  |46540,/08
Date of releasé-ofﬁnisheti ' 19._03.2024-

ECIFICATION: LT
. ks vt SRS CHENMPIKALLH B :

Characters /Onirc Flat, irregulaily tound, lensishaped, brownlsh, rubberlike lozenges. | Complles/ Bianosipae

Alrbubbles In lozenges aresllowed / Tinocid, HepiHomipHo orpycr,

HiHEon0AIGHY WOPHIHIOBHFrS. KoABOPY; YmonioaiGHl nacriat;

AONYCKAETLON NPHEYTHICTS AYNIAPLIG TighiTp..
Diamteter/ Mamerp 16,0 + 05 mm/ 16,01 0,5 M, ) 16,0 mm /16,0 mm
Helpht/ Bueora | 4% «0,7/ +1,3 mm/47 ~0,7/+ 1,3 mm. 50mm/5,0 mm
Batch / Caply : 240056 page / cropitka laf /13 3
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ENGELHARD Arzneimittel GrinbH & Cok(G
Herzbergstrasse 3, 61138 Niederdotfalden GERMANY

==

ENGELHARD
Arznelmiteel

Moriarpadil "leramgcesull mox®
€8p.  Gapm, Meyog. €
- Acacia (pummlarable)/aiaula
{rymmiapablr)y

C} Methad based an Manograph
"Acacly” Eur, Pharm. / Metog,

., PARAMETERS SPECIEICATION : o RESULTS:: -4
-7 HORASHYKI Fa5 1 & 5 CEUM@RALIAwS, v TPESV/ILTATA
Identification/|genmudirauin A} Correspondance of the retention times of the fumaric add peaks Complias /

Seluca0s 7’5“;%3*8;{ Jocctondlin the chromatograms of the test and standard solutions/ | Binnoslaas
?KCTpaKT) ic.nz;H,qc;:mm hmbxy a) BianostgHlc vacy yrpmmagua nivie Hymaposoii wcnot

0,4-0,8:1) A} Eur.  Pharm, ; } 6yBa] .

2.5.99/Cap. " doom  vogs| 12 1xp$marorpaMMax BHAPGEYBAHOIO @ crakARpTHOrG

B) Method based on Monograph | PUBHHHB,

"!c,elra:ng Mogos"  Enr, I&harm.'

Metho . C/Merop, | LA Blie color e ; i i oy ies/ Bl
posnoBrenmii - e bYA Blue color: is formed after the addition of Lugals solution/ | Camplies/ Blanoeigas

6) Y780pI0ETHCA CHHE 3a6PBNCHHA NPH AOARBAKHI HO3UUHY
-Jllorono.

¢) The solution becomes doudy after the addition of methano!, and
later gives a residuum of arableadd / 8) Poswit kanamyrile npy

Complies/ Blgroslnae

paapobneuuii Ha Basi| ! i

MororpadiT  "Arauia™  Eap, .,r_mg}a,aaﬂﬂln METaHOY;, @ norim  yTBOpIoETLCA  ocag

Dapm. apabifosoi Kucnom,

Average mass/Cepenia waca : 00 02 022 wmt
ol E‘ur. Pharm. 3 55 /San, 1000 me£5 %/ 1000Mrd S % 1022 mg /1022
$anmM. 2,95

Urifermity of mass / The: Individual mass of not more than 2 from 20 lozenges | Complies/ Bignosiaae
QaHopigHicrs mack may devlate by more than 5% from. the average mass,
Eur. Pharm. 2.9,5./ €. Gapm. | OWeVer no one mass of lozenge can ot daviate: by: more
255 than10%/ Iawslayansia-maca He Slablie 2 3 20 nacrHiox
Moike BlAXMARTHEA Binbiue Hin Ha'5 % sig cepetbol Macy,
OAiHaK Macd oAHOTNACTUMM He MoXe siaxuaRTHe Glablire
Hixe Ha 10-%,
ooy o B 2 5Ly| 80 —13,0 % 2R
Egp. dapls, 2,2.32% i} _
Acidvalue / Kucnorie uicno | Notmore than 50 mi of sodium hydroxide (0,1 moi/l} should 28ml/2,8 mn
Eur, Pharm, 22,25 / €ap. [ beused for 10 g-oflozenges /
Papm, 2,2,25 Ha 10+ nacrunok mae suTpauaTies. He Blaniue ik 5,0 M
‘posumiy Hatplio rapokenay {01 monn/n). )
Visual testf 200 lozeniges, Hat cortesnonds to 240 ml, should not contaln: Complies / Bignoalnae |
Biayanstmii kovmponk 1, forelgn prepatations;
2, foreign matter,
3 lozengeswith drip alls;
4 lozengeswith japmed edges,
5, sticky lozenges,
& tofally deformed lozenges
Thesample may contaln ne more than 10 lozenges with an uneven
lowier undersuirface and/or starch fumps on or in the lozenges.
| Fthese criteriaare ot fulilled, a estsfiouldbe carfled autagalnwith |
approximately 200 lozenges,
After thiese not more: than 20lozehges from 400 lozenges can
cortajri.an untven lower unclersurface and/or startch lumps on orin
the loienges /
Balch / Cépin : 24DU56A page [ cropinna 2 of /13 3
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ENGELHARD Arzneimittel GmibH & Go.KG Y V=
Herzhergstrasse 3, 61138 Niederdorfelden GERMANY =YL=
ENGELHARD

Arzneimittel

Cepeg 200 TaCTHAGK, WO BiANoBLAAITE 240 MR, HE NOBUHHG |-
micTHTICh:

1. lHwi npenaparis

2. Yywoplgulzing

‘q NacTUAKES KANNENORIBHMUMN SRYCEHULEMM]

4. Nacaiy ¥saayBpeHuERpanmm;

5. 3ninnknacrdniu;

6. Tloswicniomedopmasati nacTunim.
¥ npo8l mone micTuTiicn HE Blaswe 10 nactnabi s Heplat oo
HIJHHLOIO CTOPOHOIS | arycikamu Kpoxmanio Ha alo e
RacTHNaK..
Akwo- 4l YMOBIA HE BUKOHYIOTHCH, NPOBOARTE ROETOpHE
aunpobysalna nprbaraiio-a 200 NAcTHAKaMY,
fllenn Toro cépaea 400 Nacaok mmke micrTies e Glnbe
20 nacTurnoR 3 HeplBHO HWKEBGK CTOPOHOI0 T8 3rycrRamy |-
Kpoxmano Ha 260 & nactiaxay.

Assay/Rinckicneé snapatesun
~Fumaric adid/dymapdsa
kucnoTa-Aqueous extrack of
lcaland moss (0,4-0,8:1),

BONHME eRCTPERT | Motlessthan 8 peftoz / He menils 8 Mrr Ha nacr, 824 ugfloz/
Tenanacsrore Moy (0,4-0,81) _ 624 mur/nacr,
Eur, Pharm 2:2:29 / €sp. BOiigAloz £5,0% /80 Mr/nact. £ 5,0 % 77,1 mgfloz/
dapm. B

_ 77,1 mrfnéct,
Mierablologizal purity¥ / Total aerobic microbial count (TANIC): 10° CFU/g; Cornipiles /
MikpoBionorldna unerora® | Total combined yeasts/ molds count {TYMC): 102 CFU/gs Bigneslsae

_ . | Blle-tolerant gram-negative bacterla; 102 CFU/g;-
g?ésif’hsa,ﬂjngéﬁfm ’ﬁ;ﬁﬁﬁf Absence‘ofs_'aimo_neﬂa {25 g);
2,6.13,2.6.13,2.631, 5188 | Absenceof Escherichiacall (1g)/
Baranbie wicno  aepobuux  Mlipoopranismia  (TAMC):
|1e® Kyo/s;
SaralieHe trcno apingdosu Ta niliceresmt rpuble (TYMC):
10% RYO/r;
TosepanThi #o HMosdl rfamHeratini] Bakrteplf: 102 KYO/i;
BineyrHicrs Salmoneila (25 r);

) Blacyrnicxt, Eschiericlia coli (1 1),
*—the testls canled out on every tenth batchi/annpabysasisio, ntagArae kowee 10+ cepld,

| hereby certifif that the above information is authentic and accurate. This bateh of product has been fabricated/
manufactured, including packaging/Tabelling and quality eonirol st the above imentioned site (s) In full compliance with
the GMP requirefitents.of the Iocal Regufitory Authority and with the specifieations inthe Marketing Authorization of
the imparting country, The batch processing, packaging.and analysis records were reviewed and found to be in
campllanice with GMP.

Cnpasiim 7 NiptBEPAKYI0, 1O Brtliebrazana Indopmatyia e gocroalpHolo | TouHol. flana cepln npoaykTy Syna
NPOBEASHS/BUIGTOBNCH], BINOYAIONA  ynaxosky/Mapkysarin T8 KoWTponb fRocT), Ha BULLEBKAIAHOMY
BHpoBkMyoMy MEFHAaHUMRY & NoBRI BlanosiaxocTi 3 BUMOramu GMP, straHoBAeHIMM MICLEBHM PEMYIATOPHUM
QpraHom, & Tarott y BlanoeiaHacl ai cneigihlkauinmy, AXE MicrATecA B peectpauliiHomy Aocke KpaikM-IMRopTepa,
TpoToreAK BMpﬁGHldl{,}'?E, YAKDBIM Ta aHEn1aK Byan nepesiper] Ta scraHoR KRR i BioNEBiIHICTL GIVIP.

Toblas Gifnther'®y Date/fiara; 27,01.2025
Qualified Persori/YnastopameHa ocoBa

Batch / Cepin : 24D056A page/ cropluka 3ol /153
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JAEPIKABHA CJIYXEBA 3 JIKAPCBKHAX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMMN y m. KUEBI

npos, Hanit Caitmuanoi, 3, 02099, ten, (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €APTIOY 37079055

BHCHOBOK

PO SIKiCTHL BBE3eHOro B YKpaiuy jixapcbicoro sacoby

06.02.2025 Ne 5483/25/26

ICJIA-MOGC

“(uaisenynauing nikapeskoro sacoBy 3rizmo 3 pecerpauifinm nociauetiis)
nacTaicn o 80 mr no 10 nacrunox y 6aicrepi; no 3 Gaictepu B kapTonuiit wopodui

({popMa prOYCKY, SO3YBAHIIN, BIA HAKYBAHHS NiKAPCLKOTO aucoby)

Howmep peectpauitinoro nocsiguenns UA/2188/01/01 crpok aif peecrpanitinoro nocsimuenna HEOOMENEHHHA

Cepin nikapeskoro 3acoby Ne 24D056A KinuxicTh BRE3EHOrO NiKapekkoro 3acoBy 73486
Bupofuuk Enrensrapg Apusaiivitrens, TM6X & Ko. KTI', HiMeyunna
(natinerysaius supoGitika sikapeskoro 3aco0y, kpaita FIOXOMMCHHA)
Baeseuo 5 Yrpalhy IIpupatue axuionepne Tosapuerso "HATYPOAPM", igen, won:
24930169

QafmeHysanna ta koa 3a COPTIOQY wpnawyrol acobi aGo nipisnkne, in'd, 1o Buaruioni
fhizsunot otobi - nimpseMus, i MiCUE IPOMHBTIIIL TR pecerpauifmm osep ofinikorof
KOPTKH NHATIIMED NOATTKIB 860 Cepin 10 NoMEp NacnopTa)

Tporoxon sisyaasuoro wosrrposo six 06.02.2025 Ne 321/01.10-25/2,

33 pesynbTATAME AEPKABHOFO  KOITPOMIO BOTAHOBNEHO, 10 SikapebKiH aaci6 mBescHo B Yxpalny 3
HOTPHMAHUAM BiMOr3akoHOAARCTRA WOKO 3a6e3netelita axooti nikapebknx 3acobin.

ﬁ_’ Bixrop MAXHOBELB

L ann oy

{nignnc) {iniuiang a npisriane)

Page 1/1




ENGELHARD Arzneimittel GmbH & CoXG
Herzbergstrasse 3, 61138 Niederdorfelden GERMANY

CERTIFICATE OF ANALYS1S Ne 24D057A
CEPTUDIKAT AHANI3Y Ne 24D057A

ENGELHARD

Arzneimittel

Product/ MpoaykT:

ISLA-MOOS®, 80 mg lozenges; 10 lozenges in a blister; 3 blisters in a cardboard
box with labelling in Ukrainian language / ICNA-MOOC, nacyuniu ro 80 mr; no
10 nacrunox v Baicrepl; no 3 Gaicrepy y KapTOHHIM KOPOBUT 3 MapiyBsaHHAM

YKPAHCEKOI0 MOBOIO
Country-manufacturer / Germany /
Kpaina-enpobrmi HimeuyiHa

Homep Peectpauiiitoro
noceigyeHHn

Registration Certificate number /

UA/2188/01/01 valid from 06.02.2020 - unlimited /

UA/2188/01/01 815 06.02.2020 Tepmi Afi - Be3crpoxosmit

Strength / Activity /
Cuna gii / AKTUBHICTS:

1); excrparenT: Bosa; MiCTHTL caxapoay (1: 1,7375)

1lozenge contains 80 mg of aqueous extract of Iceland moss {lceland moos)
{0,4-0,8: 1); extraction agent: water; contains sucrose (1:1,7375)/ 1 mactunka
MICTUTL 80 MIr 80HOTO EKCTPaKTY ichangcbkoro moxy {Iceland moos) (0,4-0,8:

Batch / Cepin: 24D057A

Batch siza/ Posmlip cepii: 75.518 packages / 75.518 ynakoson
Manufacturing date/ 04/2024

Llata BupoBHMUTEa;

Expiry date / MNpuaatuwnii go: | 03/2028

Manufacturer / BupoBxuk:

Engelhard Arzneimittel GmbH & Co. KG
Herzbergstrasse 3, 61138 Niederdoifelden, Getmany/
Enrenbrapg Apunaimivress M'm6X & Ko, KI

Xepupepruirpacce 3, 61138 Higepaopbensaen, Himeuunua

Manufacturing License /
JliLieHsia Ha BUPOSHMLTBE!

DE_HE_01_MiA_2023_0015 from 03.04.2023/
DE_HE_01_MIA_2023 0015 sig 03.04.2023

Certificate of GMP compliance
Ceptudinar slgnosigHocri
GMP:

/ | DE_HE_01_GMP_2023_0059 from 18.04.2023/

DE_HE_01_GMP_2023_0059 six 18.04.2023

NPGAYKTY

product/ fiata BUNyCrY rotoeoro

Art.No./ ApTuryn Ne: 646543

QC Report/ 40000063598
3BiT 3 KOHTROSMO AKOCTE

Specification/ Crieumdiraps: 46540 /08
Date of release of finished 23.08.2024

1 W

TS PARAIVIETERS 35 0e ST i w SPEC[F TON Ffi, L o : _RESULTS
N e e b | SR | s “"’ . Jﬂ i _=,' B ke
ERNOKASHAKI T e *:;E“fi.,;:‘;?' cnsumgwﬁiﬁ“w i s PRV ABTATH

Characters/ Onuc

Flat, lrregularly round lens-shaped, hrownish, rubberllke [ozenges.
Air bubbles in lozenges are allowed / Nnocu, HeplsHomipHo oxpyri,
AiH3onoAi6H, HOPUHHIOBATOTD HOABORPY, FYMONOAIGHT NaCTUAKK;
AONYCHAETLCR NPUCYTHICTL NyXWpLIB noBitpa.

Complies / Blanosigae

Diameter / Aiametp

16,0 £0,5 mm/ 16,0 £0,5 mm.

16,0mm/ 16,0 tmm

Height / Byrcora

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

4.9mm/ 4,9 mm

Bakch / Cepln : 24DD57A

page / cropiuka 1 of /13 4
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ENGELHARD Arzneimittel GmbH & Co.KG
Herzbergsirasse 3, 61138 Niederdorfelden GERMANY

.

moss (0,4-0,8: 1) / nogunit
EHCTPaKT [craHACLKOre MOXY
(0,4-0,8: 1)

A) Eur, Pharm. 2.2.29/ €ap.
Papm, 2.2.29

B) Method based on
Monograph "lceland Moos" Eur.
Pharrn, Method C/ MeTop,
po3apobaeHyii Ha Baal
MoHorpadit "lcnasachkuii mox"
€sp. Papm. Meroa C

— Acacla {gummiarabic) /
aKauja {rymmiapabix)

C) Method based on
Monograph "Acacia” Eur,
Pharm. / MeTog,
pospobaenuii Ha Gasi
MoHorpadii *Akauia" €sp.
$apm,

a) BlgnoslgHicTs Yacy yTprMaHHA nikie dymaposolt KKcHoTH
Ha XpomaTtorpammax BWNpobyBaHOro Ta CTaHAADTHOrO
posunHie.

b} A blue color Is formed after the addition of Lugols solution/
6} Y7eopIoeTbeA cHe 3abapsaeHHA Npy B0AABAHHI POYMHY
Norosmo.

c) The solution becomes cloudy after the additton of methanol, and
later gives a residuum of arabic acid / 8) Poauny wanamyTHie npu
AofaBalHi  MeTaHony, a noTim  YTBOPIOETHCA  ocag,
apabitoeol KMcnoT.

ENGELHARD
Arzneimittel
S ,g?gﬁ,\ AM E;ER Sis ﬁ‘;;‘; e ’“-.w;;,_:;_f%s_ﬁlzhpmi‘é‘qlo mgrido. il o {RESULTS
37{%’,%{,, E'IOL?J\ HMKM;;,E;% ,.ﬁ%;i’ mf.;é’__ﬁ, CHELU'IQJIKAU.H 5»;., ‘:{,"f":i"‘”,fﬁ': il . PES‘VH]:TATH
Identification / I,qumd)IRauln a) Correspondence of the retention times of the fumaric acid peaks | Comples /
—Aqueous extract of [celand In the chromatograms of the test and standard solutions/| Bignoslgae

Complies/ Binnosigae

Complies/ Bianosiaae

Average mass /

Cepeza maca NacTUAoK
Eur. Pharm, 2.9.5 / €sp, dapm,
2.9.5

1000mg+5%/ 1000 Mr+5%

1009 mg/ 1009 mr

Uniformity of mass /
OanopisHlcte Macy

Eur. Pharm. 2.9.5 / Esp. dapm.
295

The individual mass of not more than 2 from 20 lozenges
may deviate by more than 5% from the average mass,
however no cne mass of lozenge can not deviate by more
than 10 % / Inausigyanbia maca He 6inbwe 2 3 20 NacTUAOK
moxe siaxunatiea Ginbie HIK Ha 5 % sig cepearbo’ macy,
OAHAK Maca MOAHOT NAaCTUAKK He Moe BiaxunaTies Glabwe
Hi}K Ha 10 %.

Complies/ Bianosipae

Eur. Pharm. 2.2.25 / Eep, dapm.
2225

be used for 10 g of lozenges /
Ha 10 r nacTunoK mae BuTpaYaTica He Gifblle Hiw 5,0 ma

po3yKHY HaTpito rigpokenay (0,1 moab/n).

Loss on drylng/ Brpata B macl ! 8,0 — 13,0 %. 9,9%

npy BUCYWYBaHH]

Eur. Pharm. 2.2.32 / Eup. dapm.

2,232

Acidvalue / Kuenothe uncno | Not mare than 5,0 ml of sodium hydroxide (0,1 mol/l) should | 2,8 ml/ 2,8 mn

Batch / Cepin 1 24D057A

page / ciopiHka 2 of /i3 4




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

==

ENGELHARD

Arzneimitte]

Visual test/
BlayanbHuit xontpons

200 lozenges, that corresponds to 240 mi, should not cantairy

1. forelgn preparations,

2. foreign matter,

3. lozenges with drip tails,

4, lozenges with jageed edges,

5,  sticky lozenges,

6. totally deformed lozenges.
The sample may contain no more than 10 lozenges with an uneven
iower undersurface and/or starch lumps an or in the lozengeas.
Ifthese criterfaare netfulfilled, a test should be carried out again with
approximately 200 lozenges.
After these not more than 20lozenges from 400 lozenges can
conitain an uneven lower undersurface and/or starch lumps onorIn
thelozenges/
Cepep 200 nactmnok, Wo sianosiaalots 240 ma, HE NOBUHHO
MICTHTHCD:

1. [Inwinpenapaty;

2, HyopigHi Tina;

3. TIacTHAKM 3 KanNAenoa]GHMA 3aYCeHMLEaMu;

4, TlacTHNKM 3 3asyBpeHuMK Kpaami;

5.  3nainal nactvagm;

6. TosHicTio gedopmoBan] nacTHAKK,
¥ npobi moske MicTuTica He Binblue 10 nacTuaoK 3 HepisHO
HIUHHLOIO CTOPOHOIO | 3ryCTKamKM Kpoxmamo Ha abo 8
NACTUAKAX,
Ao ul YMOBM He BMHOHYIOTLCA, NPOBOAATL TIOBTORHE
sunpofysaHHn npubanaHo 3 200 nactunKkamu,
[lican Toro cepep 400 NacTHAOK MOe mMicTUTHCD He Ginbwe
20 REcTUAOK 3 HEPIBHOIO HUKHBOIO CTOPOHOIO Ta 3rYCTKAMM
Kpoxmanic Ha abo B nacrMnKax.

Complies / Bianostaae

Assay/ KinbiicHe
BM3Ha4ueHHA ~Fumaricacid /
dymapoBa RMCAOTA

Eur. Pharm. 2.6.12, 2.6.13,
26,31, 5.1.8.B / €ap, dapm.
26.12,26,13, 2631, 5188

Bile-tolerant gram-negative bacteria: 10° CFU/g;

Absence of Sa/monelfa (25 g);

Absence of Escherichia coli (1g) /

BarazibHe uncio  aepofHux  mikpoopraunismie (TAMC):
10 KYO/r;

3arajibHe YHCNo JpiKaKoBKX Ta nalcenesux rpubls [TYMC):
107 KYO/r;

TonepaHTH go o8yl rpamHeraTHBH] Bakrepin: 102 KYO/r;
BigcytHicTb Safmonelia {25 1),

BipcytHicte Escherichia coli (1 1).

- Agueous extract of [celand Not less than 8 pigffoz f He meHw 8 mKr Ha nacT. 59,7 pgfloz/
moss (0,4-0,8: 1) / rogumii 58,7 mur/nacr.
EKCTRAKT [CNaH ACbROro MoXy 80mg/loz5,0% / 80 mr/nacr. £ 5,0 % 76,3 mgfloz/
{0,4-0,8: 1) 76,3 mar/nacr.
Eur. Pharm. 2.2.29 / €ésp.

bapm, 2.2.29

Microblological purity® / Total aerobic microbial count {TAMC}): 10° CFU/g; Complies /
MigpoSionoriuna uncrota* | Total combined yeasts/ molds count (TYMC): 102 CEU/g; Bignosiaae

*—the testls carrled out on every tenth batch /eunpoBysatiio rignArae ikoxma 10-Ta cepis.

Batch / Cepin : 24D057A

page / cropiHka 3 of /i3 4




ENGELHARD Arzneimitte! GmbH & Co.KG ey =.=.

Herzbergstrasse 3, 61138 Niederdorfelden GERMANY =L/

ENGELHARD
Arzneimittel

| 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.

CnpasiHim A nigTBepAAYIO, WO BRLIIEBKA3AHA iHdopMaLin € AOCTORIPHOIO | TouHolo. flana cepin npoayiTy Gyna
NPOBeJeHa/BUIOTOBAEHa, BKAIOYAICHM YNAKOBKY/MapKYBAHHA Ta KOHTPOAL AKOCT, HA BULIEBHA3aHOMY
BUPOBHIMYGMY MakfaH ity B MOBHI BinoBiAHOCTI 3 BmOramu GMP, BCTaHOBAGHUMM MICLIEBM PEryAATOPHIM
OpraHom, a Tako y BianosiaHocTl si cnelydikatiami, At mictaTben 8 peectpaviiHomy 4ocke KpaiHu-iMnoprepa.
[poToron enpobHULTEa, YTakoBIi Ta akaniak Gy nepesipeHi Ta BcraHosneHo ix signosigricte GVIP,

Dr. Oliver Schmidk Date/Nata: 06.03.2025

Qualified Person/YrnoBHoBaxeHa ocoba

Batch / Cepln : 24D057A page / cropitia 4 of /12 4




PATEL TR

NEPKABHA CIIVIKBA 3 JIKAPCLKUX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTHKAMM y M. KHEBI

npos, Hanif Caitanunod, 3, 02099, ten. (044) 295-26-85
E-mail; dis.kyiv@dls.gov.ua, Kok EIPTIOY 37079055

BUCHOBOK
npo AKiCTL BBE3eHoro B Ykpainy JikapebKoro 3acoby

06.02.2025 No 5485/25/26

ICJIA-MOOC

(nRiMCUYRATHA RIKUPLEKOTO apcoly P03 peecTpaLifHiIM NOCRLAHEIHANM)
nzaeroaxi o 80 mr mo 10 nacviiiok y Gaicrepi; o 3 Gaicrep B wapronuiil Kopudni

((hopMa BHIYCIY), LO3YRRINA, NIA NAKYBALH nikapeskora aacoGy)

Homep peecrpanifinoro nocsiauens UA/2188/01/01 crpox aii peccTpauliiHoTo MOCBIAHGRHS neofiMeneHi

Cepin nixapebkoro 3acoby Ne 24D0O57A [CinbKicTs BREICNOFO Nikapeskoro 3acoby 11520
Rupobauk Enrensraps ApiuaiidiTrenl 'v6X & Ko, KT, HimeuduHa
(imiinenyBaiing BRpoSIKKA nixapeniora 3acoby, kpaii TTONOJDKCHILA)
Bseaeno B Vipainy MpusaTite akUiolcpHE TOBAPHCTBO "HATYPOAPM", inent. wous
24930169

(nafmMeciyBaia Ta KoL S0 CHPIOY 1opuakunoi ocobH nGo npiznuime, in', 110 Barbikont
{izimn) acoGH - NIANPHEMUA, 11 micHe NPOMIBRINIA T4 peecl pauiifi# nomep aBnikonal
KOPIKH TIAATIHER RORTKID afin cepian ra HOMCp 14Enep1a)

TIpOTOROA Bi3yARLHOID KOIITPOIO BiL 06.02.2025 Ne 321/01.10-25/3.

3a  pesyALTaTAMM JIEPHABHOTO  KOWTRONKD BCTANOBAGHO, WO MiKkApCBKWT 3acid  BBECICHO B Yrpainy 2
JOTPHMAMHSIM Bumor 3aK0H0AARCTBA MO0 3afeaneuets AKxocTl nikapeeiux 3acoGis,

(7)_ ~ Bixrop MAXHOBELb

10) {nianuc) (iniwiane Ta nplasiue)
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JEPKABHA CJIYIKBA 3 JIKAPCBKUX 3ACOLIB

TA KOHTPOJIO 3A HAPKOTHUKAMM y m. KHEBI
npos. Hagii Ceitnnumoti, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €JIPTIOY 37079055

BUCHOBOK
PO AKICTL BBE3EHOTO B YXpaiHy MiKAPCLIOre 3ac0o0y

21.05.2025 N 24931/25/2611

ICJAA-MOOC

(naiimenysauns TiKkapenKkoro 3acofy srigno 3 peecTpanikinm MOCBIIHCHISIM)
pacrankn ne 80 mr o 10 nacrunox y 6aicrepi; o 3 dJicrepi B KAPTOHHIK KopoGui

((hopma BURYCKY, I03YBAHHS, BH IAKYBAHHS NKAPCHKOTO 38C00Y)

Homep pecerpanitiiioro nocsinuenss UA/2188/01/01 crpox nii peccrpauiiinoro nocsimuens He0OMEmeH 1t

Cepist nikapesioro sacoty Ne 24D064 A Kinbkicts BBeseHoro gixkapebioro sacoby 43000
BupoOGurik Eurensrapn Apunadimitrenn 'M6X & Ko. KI', Himeuunna

(naitmenysanus sBHpobnuKa nikapeskoro 3acoly, kpaina THOXQLKCHHS)

Beseno B Yipaiuy Npusarue akuionepue ropapuctso "HATYPOAPM", inenr. won:
24930169

(naliMenypanns Ta o 3a CIAPTIOY wpuuraol ocobu abo npizsuiue. iM's, 10 Garnkosi gisniuol
0coBl - nianpreMus, i Micue npoKkUBAMES Ta peecTpaniilnuii HoMep 00IKOBOT KAPTKH HIATHAKA
nojarkis abo cepist ra HOMEP NACAOPTA)

IpoToico Bisyanbuoro konrposuo sin 21.05.2025 Ne 1786/01.10-25/3.

3a  pesysbTaTaMM  JICDKARHOFO  KORTPOMO  BCTAHOBRNEHO, 110 jikapehkud  3aciG  BBeseHo B Ykpaiy 3

AOTPUHMAaHH M AKOHOHABCTBA 0JI0 3abesnedenst skocTi Aikapehicnx 3acobis.

Muxona XOJIOLEHKO

£poo) (mignuc) (idinianu Ta ApizBrULLE)

Page 1/1



AEPXABHA CHVIKBA 3 JIKAPCBKWX 3ACOBIB
TAKOHTWJMG3AHAN“”MKAMHyMJ@KBI
rpos. Hanii Ceitaunot, 3, 02099, e, (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kox €PITOY 37079055

BUCHOBOK

Mpo sAKICTHL BBE3eHOro B YKpainy JKAPCLKOro 3acoby

21.05.2025 Ne 24908/25/26

ICJIA-MOOQC

(watimenysanns nikapeskoro 3acofy 3riano 3 peecrpaniifimm nocsirieinm)
nacruiku 1o 80 mr ne 10 nacruiox y Gaicrepis o 3 Gaicrepn B kaproamii Kopooui

(popma sunycky, josysanns, s TaKyBAHUS NIKAPCLKOrO 3uc6y)
Homep peecrpauiiinoro nocsiguenns UA/2188/01/01 CTPOK Al peccrpauiitHoro noceienns HEOOMEIKEH M
Cepist nikaperkoro 3aco0y Ne 24D064 A Kinexicts Beesenoro nikapeskoro sacofy 24770

Bupobrusk Enressrapn Apugativitrens 'moX & ICo. K I", Himeuunmna

(naiiMenysauns BupoGHIKa RiKAPCLKOTO 3acoBy, kpatia HoXoKEH )

Beeseno B Yipainy Mpusatue aknionepue ToBapuctso "HATYP®APM", ixenr. won:
24930169

(nalimenysanns Ta kog 3a CLAPIIOY opuHIHeT ocobu abo npizpuine, iM's, 10 GaTLKORI hizugnol
0cobu - nianpuemia, 17 Micue NPOAKBAKHES TA PEECTPARiHUMI HoMep 06aIKOROT KapTIK NIATINIA
nogarkin abo cepist Ta Homep nacnopTA)

Hpororoin sisyansnoroe kontpomo six 21.05.2025 N 1779/01.10-25/1.

3a  pesynpTaTamu  JICPIKABHOIG  KOHTPOMO  BCTAHOBACHO, IO Jikapesknil  3aci6  sseseno B Yepaiwy 3

AOTPHMAHHAM BHMOT 3AK0HONABCTBA OO 3a6e3reueis FKocTi Jikapcekyx 3acobis.

Mukosna XOJIOOEHKO

'POITIO) (ninruc) (inivian ta npissuie)
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ENGELHARD Arzneimittel GmbH & Co.KG
Herzbergstrasse 3, 61138 Niederdorfelden GERMANY

cmmmey vinvevan
TR ) weswmiianon

ENGELHARD

Arzneimittel

CERTIFICATE OF ANALYSIS N2 24D0G4A

CEPTHM®IKAT AHAIZY Ne 24D064A

Product/ ﬁgogyuT:

box with labelling in Ukrainian fanguage / ICA-MOOC, nactinmu no 80 mr no
10 nacrwnox y Gnicrepi; no 3 Gnicrepu Yy Kapronmii kopoBiy 3 mapikysarHam
YKPAIHCLKOIO MOBOIO

Country-manufacturer /
Kpaita-rpoGHun

Germany /
Himeyunaa

Registration Certificate number /
Homep Peecrpauilinoro
1OCBIgYEHHA

UA/2188/01/01 valid from 06.02.2020 - unlimited /
UA/2188/01/01 8is,06.02.2020 repmin 4 - Geacrpokoauii

Strength / Activity /
Cuna pii / AkTusHicTs:

1lozenge contains 80 mg of aqueous extract of Icefand moss (lceland moos)
(0,4~0,8: 1); extraction agent: water; contains sucrose (1:1,7375)/ 1 nacrunira
MICTUTE 80 MF BOAHOMO @KCTPaKTY ICAGHACLKOTO moxy {lceland moos) (0,4-0,8:
1); excrparent: Boga; micTuTL caxaposy (1: 1,7375)

Batch / Cepin: 24D064AA

Batch size/ Posmip cepil: 72770 packages / 72770 ynakosoi

Manufacturing date/ 04/2024

Hara srpobHuursa:

Expiry date/ Tlpwpathmit go:  |03/2008 T R

Manufacturer / BupoBHuKk:

Engelhard Arzneimittel GinbH & Co. KG

Herzbergstrasse 3, 61138 Niederdorfelden, Germany/
EHrenvrapa Apunanmitrens MibX & Ko. KI
Xepubeprwrpacce 3, 61138 Hinepaopdensaen, HimeuunHa

Manufacturing License /
JliueHsin Ha BUPOBHUUTBO:

DE_HE_01_MIA_2024_0025 from 12.06.2024/
DE_HE_01_MIA_2024 0025 eig 12.06.2024

Certificate of GMP compliance /
Cepmudikar signosigHocTi

DE_HE_01_GMP_2024_0153 from 19.06.2024/
DE_HE_01_GMP_2024_0153 sia 19.06.2024

npogyky

product / [ara BUMYCKY roTOBOIO

GMP;

Art. No. / Aptukyn Ne: 646543
QCReport / 40000063623
38T 3 KOHTPONIO AKOCTI:

Specification/ Cneupebikava: 046540/08
Date of release of finished 23.08.2024

Batch / Ceplsi : 24D0G4AA

page / cropinka L of /13 4
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ENGELHARD Arzneimitte] GmbH & Co.KG e (CIEN
Herzbergstrasse 3, 61138 Niederdorfelden GERMANY .\ ‘j ™
ENGELHARD
Arzineimittal
B T e, S T Resuns
__.__NMOKA3HUKK el CIEUNDIKALLLS . PE3YNbTATY '

........ R PRI s il e

Flat, irregularly round, lens»shaped, ISFownlsh, rubbé?ﬁke Ioze@.
Air bubbles in lozenges are allowed / Mnoci, HepiBHOMIDHO okpyrsj,
ni;-faonop,iﬁHi, KOpuyHiosaroro KONLOPY, rymonoaiGui nactinku;
A wﬁﬂtﬂgﬂ%ﬂﬂm@w@w~
/ Biam 280 20,5 mm/ 16,0+ 0,5 i, -
Height/ Bucora A2 07/ A3 /47 0,77
Identification / J,u,enmd)ilcasrifr o
—Aqueous extract of Iceland
moss (0,4-0,8: 1) / BOLHMI
CICTPaKT ichanacororo MoXy
(0,4-0,8: 1)
A) Eur. Pharm, 2.2.29/ €up,
Dapm. 2.2.29
B) Method based on
Monograph "leeland Moos" Eur,
Pharm. Method C/Merop,
Po3pobneHmi 1a Gasj
Mororpadii "lenanaceiui mox®
€8p. bapm, Meroa C

Characters / Oryc Complies / B;lzﬁ&z;w:

Diameter /1

iamerp

a) Correspondence of the retention times of the fumaric acid peaks Complies /
in the chromatograms of the test ang standard - solutions/ Bignosinae
a) Bignosigmicr, Hacy yrpumarms niis bymaponoi Kuenoru

Ha  xpomatorpammax Bunpobysanoro Ty CTarAapTHOrO

Po34nnie,

bJA blue color s formed after the addition of Lugols solution/ Complies/ Bignonigac
6) Y1Bopioetben Chie 3a6apsneng npu nosasanmi postHy
Thoromo,

¢) The solution becomes doudy after the addition of methanol, and Complies/ Bianosigae
later gives 4 residuum of arabic acid / 8) Poauun Kanamyriie npu

AoLaBaHHi METaHony, a  notim YTBOPIOETLCA  ocug

apabivosoi Kucnorn,

—Acacia (gummiarabic) /
dKauin (ryMMiapaﬁm)
C) Method based on
Monograph "Acacia" Eur.
Pharm, / Merog,
PO3poGaemuii Ha Gasj
Monorpadii "Arauisn” €8p.
| Papm. N - N |
Average mass / 1055mg £5%/ 1000 mr+ 59
Cepegha maca nacrunox
Eur, Pharm. 2.9.5 / €Bp. dapm,
2.9.5
e e T —— e
Uniformityofmass/ The individual mass of not more than 2 from 20 lozenges
OaHopiguicrs Macu may deviate by more than g % from the average mass,
Eur. Pharm, 2.9.5/ €ap, Dapm. | however 0 one mass of lozenge can not deviate by more
2.9.5 than 10 9% / Imausigyansia maca He Binbwe 2 3 30 facTnon
MOKe BigXunnTuce Binviue Hin 1a 5 % 8ig, cepenHbof macH,
OfiHaK maca MOAHOT NACTUNRM He moye BILXUAATUCH Binbie
i ia 10 %,

1012 img /1071 mr-

CompﬁéfBUmor; x/m{ 1

Loss on drying/ Brpara b maci 8,0-13,0 %, ) T T 10,0%
M sucywyBamj
Eur. Pharm. 2.2.32 / €ap. Dapm.
2232 e — mhvarei T
! Acid valﬁ?e‘/jéazzawe mo Not more than S?JT{)I of sodium hydroxide (0,1 mol/l) shauld 28mi/2,8 mp
! Eur. Pharm, 2.2.25 / €8p. dapm. | he used for 10 g of lozengas / }
2.2.25 Ha 10 r NAacTnnoK mae BUTpavaTen He Ginpwe HiMC 5,0 mn
— ._P.Qi‘ﬂi’i\{_.ﬂéIEL'&Uﬂ&‘l’_.‘ﬁ%w_!‘&‘_’i{'}:_._.-__,w........,.~_.‘,.,.,......h..-_ ]
Batch / Cepin : 2400644 page / cropinna 2 of /iz 4
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ENGELHARD Arzneimittel GmbH & Co.KG ey o
Herzbergstrasse 3, 61138 Niederdorfelden GERMANY T\ S Jem
ENGELHARD
g S Arzneimittel
PARAM ETEE s Nmr“-“liCSUR[:_TS“
___NoKkashmis | CHEWpOIALS | pesyabTATi

200 lozenges, that corresponds {o 240 ml, should not conlgﬁ: T

1. foreign preparations,

2. foreignmatter,

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 fumps on or in the lozenges.
Hthese criteria are not fulfitled, 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 on or in
the lozenges /
Cepeg 200 NacTMaoK, wo sianosigaoTe 240 M, HE MOBUHHO
MICTUTUCh:
lHwi npenapartw;
Hywopiani Tina;
Macrinm 3 kannenogiGummu 3ayceHuyamm; !
Mactunku 3 3asy6penmu Kpasmi;
3ninni nacTmnum;
Nosticrio pedopmosari NacTuAKY.
Y npo6i moxe mictutics ne 6inbwe 10 nacrnok s HepitHoo
HWKHBLOIO CTOPOHOI | BrycTramu KPOXManio Ha afio s
NacTU/iKax.
AKWO ui ymosn we BUKOHYIOTHCR, NposoaaTs nobTOopHe
BUNPOBYBAHNA NPUBIU3HO 3 200 RACTHAKAMM,
Nicns roro cepeq 400 nacTHAoK MoKe MICTUTICH He Ginsie
20 NacTHAOK 3 HEPIBHOIO HIBKHbOID CTOPOHOIO Ta 3rycTkamm
KPOXMaN0 Ha abo B nacTMnkax,

Bisyansiiit konmpons

’
|

[N RN TTRY RN

Assay/ Kinoiicre

BUIHAUEHHA
~Fumaric acid / pymaposs Not less than 8 ug/loz / He menw 8 MKI Ha nacr, 65,7 ug/loz /
Kucnora 65,7mKr/nacr.
=~ Aqueous extract of Iceland 80 mg/loz5,0% / 80 mr/nact, + 5,0 % 78,8 mgfloz /

mass (0,4~0,8: 1)/ sognuti 78,8 mr/nacr.
EKCTPANT ic/1aHacLKoro Moxy
{0,4-0,8: 1)

Eur. Pharm. 2.2.29 / €sp,

 Dapm. 2.2.29
Microbiological purity* /
Mikpo6ionoriuna uyucrora*
Eur, Pharm. 2.6.12,2.6.13,
2.6.31,5.1.8.8/¢ap. bapm.
2,6.12,26.13, 2.6.31,5.1.8.8

Total aerobic 1;1—i.cr?>bialcmmmt (TA_I\Z_C): 10° CFU/g; Complies /
Total combined yeasts/ molds count(TYMC): 102 CFU/g; Bianosigae
Bile-tolerant gram-negative bacteria: 102 CFU/g;

Absence of Saimonella (25 g);

Absence of Escherichia coli (1g)/

3aransHe  uucio aepobHx mikkpoopraniamis (TAMC):

109 KYO/r; ]
3aranbHe uucno APBRIMOBUX Ta niceHesux rpuGis (TYMC): ’
10 KYO/r; ! !
Tonepastri po skosui fpamuerarmeni Gakrepli: 102 KYO/r; /

BiagcyrHicrs Salmonella (257r),
~ ] Biacyrnicre Escherichia coli (1), )
*—the test is carried out onevery tenth batch /sunpo6ysanmio niassrae koskma 10-1a cepin,

Batch / Cepin : 24D0G4A page / cropinra 3 of /ia 4
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ENGELHARD Arzneimittel GmbH & Co.KG

Herzbergstrasse 3,61138 Niederdorfelden GERMANY = ,/mym
ENGELHARD

Arzneimittel

I hereby certify that the above information is authentic and accurate. This batch of product has been fabricatec/
manufactured, including packaging/labe”ing and quality control at the above mentioned site (s)in full compliarice with
the GmIP 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 Gvp,

CnpasiHim s nigrsepIKyIo, LU0 BUIeBKasaHa indopmans e BOCTOBIPHOIO | TOUHOI0. Hana cepin npoAayKry Gyna
npoaeaeHa/eromBneHa, BRAIOUAIO M YRAKOBKy/MapiyBaHHa  ra KOHTpONL  sikocri, wa BUILeBKazatomy
BUPOGHMUOMY MaﬁAaHtMKy B NOBHINA BiAnosigHocr 3 Bumoramu GMP, scrarosnerimmn MicLesim PerynaToprim
opraHom, a Tako y BIAMOBIAHOCT] 3] cneupdikaLinmm, i MICTATLCA 8 peectpauiittonmy nocee Kpait-imnoprepa,

Mporokony BAPOBHMTBA, YriakosKu Ta aHanizu Bym nepesipeHi Ta BCraHoBNEHo fx Bignosigmicre GMP,

¢

Tobias Glinther %, Date/flara:; 19.12.2024
Qualified Person/VnOBHoBameHa ocoba

Batch / Cepin : 2400644 page / cropinua 4 of /i3 4
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ENGELHARD Arzneimittel GmbH & Co.KG S ) biamand
Herzbergstrasse 3, 61138 Niederdorfelden GERMARNY LT -
ENGELHARD
Arznelmittel
CERTIFICATE OF ANALYSIS Ne 24D063A
CEPTUDIKAT AHAAI3Y Ne 24D063A
Product / Npopyxr: ISLA-MOOS®, 80 mg fozenges; 10 lozenges in a blister; 3 blisters in a cardboam

box with labelling in Ukralnian language / ICNA-MOOC, ractiuniu no 80 wmr; o
10 r2civnox v Gnicrepi; no 3 Gnicrepu v raprormil KOPOBL 3 MapiysaHpam
YRpaHChkoia MoBolo

Country-manufacturer / Germany /

Kpaika-BupoGHmg Himeuyupa
’E@istraﬁon Certificate number / UA/2188/01/01 valid from 06.02.2020 - unfimited /

Homep Peecipa GikHoro UA/2188/01/01 Big 06.02.2020 Tepmin Aii- BezcTpokosui

NOCBIAHEHHA

Strength / Activity / 1lozenge contains 80 mg of aqueous extract of Iceland moss (lcefand moos)

(0,4-0,8: 1); extraction agent: water; contains sucrose (1:1,7375)/ 1 nacrunra
MiCTUTh 80 MF BogHorO EXCTRAKTY iCnaHacerore moxy (lcetand moos} {0,4-0,8:
1); excrparenT: BOAE; MICTWTE Caxa poay (1:1,7375)

24D063A

72720 packages / 72720 YMNaKoaoK

0472024

Cuna air / ArtushicTb;

Batch / Cepin:

Batch size/ Poamip cepir:
Manufacturing date/
Hara eupobHuuraa;
Expiry date / NDpugartiui ao:
Manufacturer / Bupo6nuk:

03/2028
Engelhard Arzneimittel GmbH & Co. KG

Herzbergstrasse 3,61138 Niederdorfelden, Germany/
Evrensrapg ApuHalimirrent Tmex & Ko. KF
XepuBeprurpacce 3, 61138 Hizepaoppennnen, Himeuvuna
DE_HE_01%MIAH2024_0025 from 12.06.2024/
DE”_HE_M_OSL_MIA_ZOZZL_DOZS Big 12.06.2024
DE_HE_O'I_GMP_2024_O1'53 from 19.08.2024/
DE_HE__D!_GMP__2024_O‘153 Big 19.06.2024

Manufacturing License /
Jliuensin Ha BUROSHWUTBO:
Certificate of GMP compliance /
Ceprudivar signoeignocti
GMP:

Art. No./ Aptuiyn No:
QC Report /

38ir 3 KoHTPOMO AKOCT]:
Specification/ Cneupdinatgs:

646543
40000063559

046540/08
19.08.2024

Date of refease of finished
preduct / fAata sunyery rotosoro
npoayiry

Batch / Cepin : 24D063A page / cropivna 1 of / iz 4
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ENGELHARD Arzneimitte! GmbH & Co.KG
Herzbergstrasse 3, 61138 Niederdorfelden GFRMANY

g
S ]
==

ENGELHARD

Arzneimitial

o PARAIIETERS
SE MORABHURY

<L RESULTS, |
- PESYAILTATH .

—Characters/ Onuc

Fiat, irepularly round, lens-shaped,
Alr bubbles in lozenges are allowed / Nnoci, HEPIEHOMIPHO CitpyrT,
AHacnoaisHi, WOPUIHIOBATOrO KOMBOPY, FYMONOAISHT nacruaim H
AOTYCKBETLEA NPMCYTHICTS NYyMpLa ITOBITPA,

brawnish, rubberlfe lozenges. | Complies / Bignosinae

i Diameter / Qiamerp

16,0 £0,5 mm/ 16,0+ 0,5 mm.

16,0mm /16,0 mm

Helght / Bucora

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

Identification /laentudicauin
—Aqueous extract of Iceland
moss {0,4-0,8: 1) / sogmuii
SHCTRAKT ICAAHACHKOrO MoXy
{0,4-0,8: 1)

AYEur, Phavm, 22,29/ €ep,
bapm, 2.2.29

B) Method based on
Menograph *lceland Moos" Eur.,
Pharm. Method ¢/ Merog,
Pozpobnenuii Ha Gasi
Motorpagii "lenamgceinsii mox"
€8, Dapm. Metog C

—Acacia {gummiarabic) /
axkauia {rymmiapabin)

C} Method based an
Monograph "Acacia® Eur.
Pharm, / Meroa,
Po3podneduii Ha Gasi
MoHorpadii "Axauin" €sp.
Dapm.
Averaga mass /
Cepegin maca nactinoxk
Eur. Pharm. 2.9.5 / gsp. Papa.
235

a} Correspondence of the retention times of the fumaric

in the chromatograms of the

a) BlanosigHicts HACY YTPUMEHHA NiKIB dyMapoBoil ’KucaoTH
Ha Xpomararpammax BUNROGYBaHOrO Ta CraHaAapTHoro

Po3UKHIB.
bYA blue eolor i formed after t

6] ¥YTBOPIOETLEA CHMe jaGapsne
Torana.

c)

AdARBAHHI  metadony, a
apabinosoi kucnaru,

The solution becomes cloudy after the addition of rmethangl, and
later gives a reslduum of arabic acid / &) Posumy wana MYTHIE APy
NoTiM  YTBORIOETLEA

1,3 mm. 48mm /4.8 mm
acid peaks | Complies /
test and standard  solutions/ Bianosiaae

e addition of Lugals solution/ | Complias/ Bignosigae

HHA NPY ADAABAHHI po3vLHy

Complies/ Biznosigae

ocag,

1000mg£5%/ 1000 mr+ 5 9

1015mg/ 1015 mr

Unlformity of mass /
Opropinnlers macu

Eur. Pharm. 2.9.5 / €ap. Papm,
2495

The individual mass of not mo
may deviate by more than 5
however no one mass of lozen

than 10 % / IHAMBIRYanLHE Maca we Ginblse 2 3 20 nacruvnox

MOKE BiAXHAATHEA Binblre i
OAHAK Mmaca soAHOT nacTHArM H
HiXK Ha 10 %,

K BUCYIUYBAHH]
Eur. Pharm. 2.2.32 / €ep. Dapm,
2.2.32

Loss on drying/ Bipata 6 mac]

.
Complies/ Bignosigae

re than 2 from 20 lozenges
% from the average niass,
ge can not deviate by more

5% 8iA cepegHbol macu,
eigxunaTica Blnutue

Ha
2 MosKe

8,0-13,0%.

101%

Acid valua / Kuenore HUCHO
Eur, Pharm. 2,2.25 / €Bp. Dapm,
22,25

Not more than 5,0 ml of sodium
be used for 10 g of tozenges /
Ha 10r nacrunan mae BUTpaYys

BO34MHY Hatplio rigpokenay (0,1 mMoAas/n}.

hydroxide (0,1 mal/l) should 2,9ml/ 2,9 mn

THCA He Binsle nim 5,0 ma

Batch / Cepin : 240063

page/ cropinxa 2 of /s 4
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ENGELHARD Arzneimittel GmbH & Co.KG ....,....-.._..
Herzbergstrasse 3, 61138 Niederdorfelden GERMANY

ENGELHARD

Arzneimittel

_ ,‘ ON RESULTS:
o TONAZHMK % L CNELHPIKAL s | PE3VAIBTATU -
Visual test/ 200 lozenges, that corresponds to 240 m, should not contain: Complies / Bignosinae
Bisyasibrmii Korrponn 1. foreign preparations,
foreign matter,

lozenges with drip tails,
tozenges with Jagged edges,
sticky lozenges,
totally deforrned lozenges.
The sample may contain no more than 10 lozenges with an uneven
lower undersurface and/or starch lumps on or in the lozehges,
IFthese criteria are not fulfilled, atest should be carried out againwith
approximately 200 fozenges,
After these not more than 20lozenges from 400 lozenges can
contain an unaven lowear undersurface and/or starch lumps onorin
tha lozenges /
Cepeg 200 NACTHACK, o alanosisaioTs 240 MA, HB MOBKHHO
MicTUTMED:

1. i npenaparu;

2. Mysmoplani Tina;

3. Nacrhauu 3 KannenoaibHumn 3ayceHnyamu;

A, Nactinku 3 383yBpeHuMI Kpaamh;

5. 3ninai NACTHAKK;

6. MeosHicrio aehopmosan! nacyusixy,
¥ npabi moxte mictuTien He Glnbiue 10 nacminon 3 HepiBHOW
HIBKHEOR cTOROHOW | 3rycrramu KPOXMano Ha abo w
nacTuaKax,
AkWwo ui ymosu we BUKOHYIOTLER, NpoBoaATh nosTopHe
BURpoOYBaHHA TpuGAv3HO 3 200 nactinkamm,
ficns Toro cepes 400 nactunor mome mleTuTucs He Binbuie
20 nactunow 3 HEPIBHOIO HMKHBO CTOPOHOIO Ta 3rycTHamy
KpoxmManto Ha 260 8 nacTuakax.

AW

Assay/ KiabricHe
BHIHaveHHsa

—Fumaricacid / pymapoea Notless than 8 ug/ioz / Ha menw 8 mur Ha nacy., 65,6 pg/loz/
KUCAOTa 65,6 MmKkr/nacr.
—Aqueous extract of fceland 80mg/loz £5,0% / 80 mr/nact. £ 5,0 % 8L9mgfloz /
moss (0,4-0,8: 1) / sogumit 819 mr/nacr,

EKCTPEKT icnaHackkoro MOXY

{0.4-0,8: 1)

Eur. Pharm, 2.2.25 / Eop.

Papm. 2.2.29

Micrebiclogical purity* / Totalagrobic microbial count {TAMC): 10° CFU/g; Complies /
Mikpoionoriuta ymcrora™ Tatal combined yeasts/ molds count (TYMC): 102 CFU/g; Bianosigae
Eur. Pharm. 2.6.12, 26,13, Bile-tolerantgram~negative bacteria: 10° CFU/g;

26315188/ €ap. Papm. Absence of Saimoneila (25 g);
2.612,26.13,2,6.31,5.1.88 Absenice of Escherichia colt (1 g/
3aranshe yucno agpobuux  mlkpoopranizmia (TAMC):
10° Kyo/r; ’
3aranche Yucho APNRoBUX Ta naiceHesuy ronGis {Tymcy:
10% KYO/r;
Tonepanthl 2o wopvi fPamueratsni Baxrepii: 102 BYO/r;
Blacyrulers Saimonellg (25 1),
BlacyrHicte Escherichia coll (1r).
*—the testis carried out on every tenth batch founpoSysanmio niganrae kosHa 10-Ta cepln,

Batch / Cepis ; 24005634, page / crophua 3 of /13 4
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ENGELHARD Arzneimittel GmbH & Co.KG ..._..,....,._
Herzbergstrasse 3, 51138 Niederdorfelden GERMANY R =
ENGELHARD

Arzneimitea]

manufaciired including Packaging/labelling and quality control at the ahove mentioned site (s) in full compliance with
the GMP requirements of the focal Regulatory Authority and with the specifications in the Marketing Authorization of
the fmporting country, The batch processing, packaging and analysis records were reviewed and found to ke in
compliance with GMP.

Cnpasaim s niaTBEpMKYIO, 110 BULLCBIAsaH HpOpmaLin e AOCTOBIPHOIO | TouHOK. [ana cepin npoayrTy Gyna
npoBeAeHa/BUroTOBNEHa, BNONaloNn  ynakorky/mapiysania  Ta KOMTROAL  AKocTi, Ha BULLLEBKIIAHOMY
BHPOGHWUOMY MAROAHUARY B NOBHIL BIAMOBIAHOCT] 3 BUMOraMI GMP, Becranosnenmmu MicLesmn PEIVAATORHMM
OpraHom, a TaKo! y BlanosifgHoCT 3§ cnetudikauinnm, aki MicTaTees 8 peecTpalijiiomy aocee kpaiiu-tmnoprepa,
Npotoroau BHPOSHNUTE], YNaKoBKW Ta aHa”n3K Gysn nepesipeni ta BCTEHOBACHD IX BinnosiaHicrs GMP,

Vi
Y ‘;\‘
Tobias Ginther - B \‘ Date/Tara: 19.12.2024
Dol

Qualified Person/Vriostibeanena ocosa

Batch / Cepin : 24D0634 page [ cropivka 4 of /i3 4
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HAEPXXABHA CIVIKEA 3 JIKAPCBKUX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTHAKAMEK y m. KHEBI

pos. Hauii Coimmiunof, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog EAPIIOY 37079055

BHCHOBOK
Npo AKiCcTE BBe3enoro i Yxpainy nixapesikoro 3acoby
21.05.2025 No 24930/25/26
ICTA-MOOC .
(natisienynaung nikapeLkoro 3aco6y arigne 3 peecTpALitiingag rocsipden )

nacrien o 80 mr mo 10 nacrmnox Y GuticTepi; mo 3 OxicTepu B Rapronuiii kopodui
(c]:opMa BUDYCLCY, NO3YBAILIA, BRI TAKYBaHmIA nikapetkoro aacofy)

Honep peectpanitinoro nocipuenus UA/2188/01/01 erpox Rif peectpauiitnoro mocsigyenny HeobMexeHul

Cepis nixapenkoio sacaby Me 24D063A Kimukicts peezenoro MKapeskore sacofy 72720

BrpoGik Eurensrapg ApunaitmiTrens Im6X & Ko. KI", HiMeyuuna

(nalisrcayBars Bipolnmka nikapenkora 3acoly, kpalita NOXOLCHHR)

Breseho B Vxpauty Hpusarne axuioncpire TonapaeTso "HATYPDAPM", ienr. wcon:

24930169

(ralimeuysanmg o kog3a CAPTIOY opunuioel ocolGu abo npuasmHute, in's, 1o GaTLkozi thianunol
ocoln ~ mianpreatus, if micue NPOXHBANR TA peccTpaifiunfi HOMep 0BMikoROT KApTKH maTHIE
noxarkls aGo cepin Ta feMep nacnopra)

Nporarcen sayannuoore won rpoao pig 21.05.2025 M 1786/01.10-25/2,

32 pesymntavami  mepiasHora KOHTPOAIO  BCTAHOBAEHD, 1Mo nirapesiuit  3aci6  meeseno Vepainy 3

AOTPHMAHIISIM BUMOT ,__:‘s_g.‘:f::wnancma lono sabesnevenus srocri nirapeiux aacoGiz,
Hig i/"qf
Yo
2

,/“/3&005!5]-
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Muxona XOJIOHEHKO

oo} (niannc) (iafuinnm npiamme)
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