JEPKABHA CIYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMU Y KNIBCHKIA OBJIACTI

npos. Coitnnysol Hamil, 3, m.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPIIOY 37078774

BUCHOBOK
npo sKkicTH BBesenoro B Yrpainy aikapesicore 3acoGy

01.11.2024 Nb 55375/24/10

ECIIA-KAPLE®

(HaiiMeNyDaHEA AlKAPCHKOTD 300y 3rigno 3 peecTpaniiini HOCEiAMEHAIM)
ranerrs mo 10 mr 110 25 Tabmerok y faicrepi, no 2 Gaicrepn y kaprouniii xopooui

(opMa BHIYCKY. AOIYBAKHS, BIJL IAKYBAHHA JIKAPCHROTE 3ac00Y)

Homep peccrpauiiiaoro nocsiguenns UA/12191/01/02 crpox aii peectpaniiinoro mocsizuenna 01.01.2099

Cepis nikapebkoro sacoby Ne 2147487 Kinsricrs sresestoro mxapenkoro sacoby 840
Bupobrrk Hinnohapm I'm6X, Himeuunua
{HaifveHyBaHHA BipeOHIKA TikapcsKoTe 3acofy, kpalna noxomsenus)
Beesexo B Ypaiy ChinbHe yKpailChKRo-eCTOHCHKE MANPHEMETES Y (opMi TOBAPHCTBA
1 ofmexenoro sianopizaasnictio "OmriMa-Gapm, JITHA", inenr. won:
21642228

(HaiiMenyBats 12 ko 20 €IPIIOY topnanysol ocobu abo npisenme, in's, no baTekozi Gizsirko]
acofk - ninnpuemus, it Micue npoxuBaHHA Ta peceTpaniinuit Homep ofikonof kKapTxH ATIIE
noaaTkis afo cepis Ta HOMEp nacriopra)

poroxoa sisyansuore kewrpoo six 28.10.2024 N 3310/4.

3a  pesyALTATAMH ACP/KABHOIO KOHTPOMIO  BCTAHOBJIEHO, WO JHKAPCHLKHIT 3aci® Beeseno B Ykpainy 3

AOTPHMAHHAM enMoT 32XOHOIABCTBA MO0 saGeancyeH s AKOCTI AIKAPChRHUX 3acoBiB.
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LINDO
PHARM

CEPTH®DIKAT AKOCTI
CERTIFICATE OF ANALYSIS

Lindopharm

GmbH

Haspa mpoayxry/name of product

Espa-carb®, 10mg tablets

Ecna-kap0®, tadmerin 110 10 mr/

No 50 (25x2) B 6micrepax/in blisters

ARTHBHICTE/ Activity

I rabaerka mictnts 10 Mr kapOimasosny/
1 tablet containg 10 mg of carbimazole

Kpaina noxopxenns/Country of origin

Himeyunna/Germany

Peccrpaniiianit nomep/Reg.Cert.No

UA/12191/01/02

Howmep cepii/Batch No 2147487
Posmip cepii/Batch size 19026 ynakesox/packs
/Jlata pupotuunrsa/Manuf, date 0772024
Tepwmin npugarnocti/Exp.date 07/2026

Bupobrmk/Manufacturer

Ninpodapm MabX, Himeuunna/
Lindopharm GmbH, Germany

Anpeca/Address

Hofturrpacce, 82, 40721 Tinpaen. Himewunua’
Neustrasse, 82, 40721 Hilden, Germany

Bupotmima sinersis/Manuf, License No

Lindopharm

Ceprndixar HBI/GMP Certificate No

DE NW 03 GMP 2022 0017

NXAPAKTEPHCTHKIY

CHELMDIKALILA/

PESYILTAT/

CHARACTERISTICS SPECIFICATION RESULT
Sosminmiit surasyY Appearance Kpyrani, BHITYKST rabyerky | Bianopizac/
Conforms

KOBTYBATOIO KOJABOPY 3 PHCKOKW 3
onuoro 6oky/ Yellow, round, convex
tablets, scored on one side

Posmipr/ Dimensions

Hiamerp/Diameter

7.0 mm (M)

6,8 -~ 7.2 mun (sMm)
Cepennn Maca/Mean weight 156-166 mg (mr) 160 mg (Mr)
< 5% 2 %

! Brpatn opy BHCYIIYBaHHI/
 Loss on drying
Fur Ph.2.2.32

Hac posnaay/
Disintegration time
Eur.Ph.2.9.1

< 7 min (x8.)

CrifikicTs A0 pyHHyBanHs/
Resistance to crushing
Eur,Ph.2.9.8

Bunyex/Release 50-160 H
Bupogoex repminy
upuparnoctishelf-life 20-160 H

91 H

[nerragikanis kapdimazon/
[dentity carbimazole
Eur.Ph.2.2.29

3138 OKCHI HKOBTHIE, E172/
iron oxid yellow, E172
Eur.Ph. 2.3

Mae BLUTOBIATH BUMOTaM/
Must comply

Mae BIANOBIAATH BUMOTaM/
Must comply

Bixnosijac/
Conforms

Bianopinae/
Conforms
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LINDO Lindopharm
PHARM GmbH

XAPAKTEPHCTUKI/ CIELIMPIKALLLSY PE3YIBTAT/
CHARACTERISTICS SPECIFICATION RESULT
KinpxicHe BI3HAYECHHA 95-105% 9,70 mg (m1)
kapOiMasony/Assay carbimazole 97 %

Eur.Ph.2.2.29

Homimxn/Impurities
Fur.Ph.2.2.29 < 1% 0.2%
Homika A (riamazon)/Imrurity A

(thiamazole)

Hepusnaueni gomimxe, <0,2% Bianopijae!
okpemo/unspecified impurities, Conforns
single
SarasgpHa KUILKICTs goMintox/Total | <1,2% 0,2%
anpurities b
ORHOPIANICTE A030BAHNIN Mae BIITORIIATH BEMOTAM/ Bianorsijae/
oannris/Uniformity Must comply Conforms
Eur.Ph.2.9 40
Posunuenns/Dissolution (0,1 N > 75% in 30 min (3a 30 xB) Bimtosizae/
HCH Conforms
Eur.Ph.2.9.3
Mikpobiosoriuna TAMC < 10° KYO/r (CBU/g) Test is not
unerora’/Microbiological quality TYMC < 102 KYO/r (CBU/g) necessary/not
Escherichia coli sizcyrsi 8 1 1| performed on this
{absent in gm) batch
Tect He «

HeobXiaHuM/He
IPOBOAMBCS 2SI
i€l cepil

Itigreepiokenns sipnosiprocti/Confirmation of compliance:

LM 8 migmeepIokyIo, mo 1y mapris nikapeskux 3acobis BHIOTOBNEHA Ta Npofiuna nepesipky
BLANOBLHO A0 IHCTPYKUIA crocopuo obiry sikapebkix 32c0018. [HOTpYKUT 3030BOABHAOTD
gUMOTaM 3akony 1po mikapeski 3acobu (AMG) ta ITocrasoBi NIPO BHTOTOBNCHH JTIKAPCHKNX
3aco0IB T2 Jitounx peuosE (AMWHYV).

Hereby 1 confirm that this medicinal product batch was manufactured and tested in accordance
with instructions on medicinal products turnover. The instructions comply with requirements of
the Medicinal Products Act (AMG) and Ordinance for the Manufacture of Medicinal Products
and active Substances (AMWHV).

Oxpim 1BOIO, § HTBEPUKYIO, 110 HaBeeHa IHPOPMALLL € CIIPABKHEOIO Ta NPaBHIbHO0. Ceplsd
NPOAYKTY Oy1a BHTOTOBNCHA (BKIIOUAIOMH [AKYBAHHA/MapKYBAHHA) Ta JICPEBIpena 3atHaueHIM
BHULE THIPHEMCTBOM-BHPOOHMKOM ¥ TOBHIH BIANOBIHOCTT 3 BHMOTaMH moj0  Hajexuol
Bupobumdoi paktuxn (GMP) sianopizansgore oprawy iHCHEKUIl, 2 TAKOXK BIADOBLAMO [0
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LINDO Lindopharm

PHARM GmbH
crietmirailf, Mo MICTATECA Y PEECTPALIHHOMY  HOCKE.
Bupofuuya JIOKYMEHTAIA, NPOTOKONH ITAKYBAHHA T4 HPOTOKON KOHTPOII AKOCTI NpoHmiiM
MEPERIPKY T2 BIATIOBINAITE yeTaroBICHAM Napamerpam OMP.

Besides, I confirm that the information presented is true and correct. The product batch has been
manufactured, packaged, labeled and tested by the above manufacturer in full compliance with
requirements of Good manufacturing Practice (GMP) of the relevant inspecting authority and in
compliance with specification in the registration dossier. Manufacturing documentation,
packaging protocols and quality control protocol are tested and comply with requirements of
Good manufacturing Practice (GMP).

Hara/Date: 13/08/2024

Viosrosaxkena ocoba Dr Michael Uhr
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