I I 5
NDO Lindopharm

H'IARM GmbH

CEPTHODIKAT SIKOCTI
CERTIFICATE OF ANALYSIS

| Hazsa nponykry/name of product | Ecna-kap6®, tabaetk 1o 10 mr/
| Espa-carb®, 10 mg tablets
Ne 50 (25x2) s Gaictepax /in blisters

' AxrusHicTs/Activity 1 Tabnetka micTuts 10 mr kapGimazomy/
; o | tablet contains 10 mg of carbimazole
| Kgama uoxo;mceHHﬂiCountry of ong_m 7 Himeuyuna/Germany -
Peectpauiitnuii momep/Reg.Cert.No UA/12191/01/02 -
| Howep cepii/BatchNo | 00INBO S _
Posmip cepii/Batch size 19115 ynakosok/packs .
Jlara supobnuurea/Manuf. ¢ date ) - 03/2020 -
| Tepwin npugatuocti/Exp.date 0372022 _
Bupobuux/Manufacturer JHinpodapm FM6X Himeuauuna/
_ S Lindopharm GmbH, Germany
Apnpeca/Address Hoitirrpacce, 82, 40721 Timbjen, HiMeuunna/

I o |Neustrasse, 82, 40721 Hilden, Germany
Bupo6ruua nineusis/Manuf, License No | DE _NW_03_MIA_2018 0040 013 _Lindopharm
Cepmudixar HBIV/GMP Certificate No | DE NW 03 GMP 2018 0038* :

*Ceprudixar HBIVGMP Certificate No. (sianosizuno Bacuosxy moao nireepmxcuus
BionoBignocri ymos BHpofuHiTBa Nikapesxux 3acobis Bumoram HBIVIn accordance to the
conclusion of confirmation of GMP in Ukraine Ne 363/2019/C-1142 sin/dtd 11.09.2019)

XAPAKTEPUCTHUKH/ CIEH®IKAILL/ PEIYIIBTAT/
CHARACTERISTICS SPECIFICATION RESULT
3opHimHiH BUrnan/ Appearance prr i, BHEI}’KIII rabetsu | Binnosisac/
JOBTYBATOro KONLOpY 3 puckoo 3 | Conforms
oauoro Boky/ Yellow, round, convex

| tablets,scoredonomeside |

Poamipu/ Dimensions Hiamerp/Diameter ' 7,0 mm(mm)
S T iy, SR SR 638 mm 7,7’2 mm(MM) R W—

Cepems maca/Mean weight | 156-166 mg () | i62mgen
Brparu npun sucymypangi/ <5% 2 0%
Loss on drying
Yac posanany/ <10 min (x8) < 3 min (xg)
Disintegration time
EurPh29.0 e o o
Cridkicts 1o pyﬂﬂynaﬂﬂﬂ/ Bunyck/Release 50-160 H 75 H
Resistance to crushing Bripogoex  TepMiHy  npuaarHocTi/
Eur.Ph.2.9.8 7 | shelf-life 20-160H |
l,zieu'rmjnxaumlldennty Mae Bianosigati BuMoram/ Bijmosinae/
kapbiMazoi/ carbimazole Must comply Conforms
Eur.Ph.2.2.29 i T o

n

@y gl VA Y g,/@ J6.03.LEH




3anita oxcH)| xoosruil, E172/
Iron oxid yellow, E172
BucPh23.1
Kurskiciie BuznaueHs
i xapbimMazony/Assay carbimazole
Eur Ph 2 2 29 .............
| Jlomiwxn/ Impuntses
Eur.Ph.2.2.29
Hosimxa A (tiamazon)/Imrurity
A (thiamazole)
HeBusHaveni JOMIKH,
okpemo/unspecified impurities,
single
3araneHa KUILKICTD
,uommox/’f‘ota! impurities

LINDO Lindopharm
ARM GmbH

Mae BijjuoBizatn Bumoram/
Must comply

1 95-105%

1%

<0,2%

<1,2%

O}.IHOpI,I}HlL Th MO30BAHKX
oxuauus/Uniformity
Eur.Ph.2.9.40

| PozuuHenHs/

Dissolution (0,1 N HCD
Eur.Ph.2.93
Mtxpoﬁionormna yucrora/
Microbiological quality
Eur.Ph.5.1.4

Mae Bill[[.t)Bi,ZIaT;;HMO[‘aM/
Must comply

| Binnosizac/

TAMC < 10° KYO/r (CBU/g)
TYMC < 102 KYO/r (CBU/g)

Escherichia coli sigcytuin | r
(absentin | g)

[Migreepxennn Bianosignocti/Confirmation of compliance:

Test is not

| cepii

Bumom}rac/
Conforms

10,00 mg(mr)
100 % i

0,2 %

Bianosigae/
Conforms
0,2 %

Conforms

Biunésinaef
Conforms

necessary/not
performed on  this
batch

Tecr HE €
HeoOXinHuM/He
MPOBOAMBCA /L4 1iiel

HuM A miaTBepKyio, WO UA MapTis NIKapeskuX 3aco0iB BUrOTOBACHA Ta MPOHILTA ITepeBipKy
BIIIIOBIAHO MO IHCTPYKLi# c¢TOCOBHO 06iry sixapcekux 3acoGin. [HeTpykuil 3a10BONBHAIOTE
BUMoraM 3akoHy mpo Jikapchki 3acodu (AMG) ra [locTtanoBu Upo BUrOTOBJISHHS JIKAPCHKHX
3acobis Ta girourx pewosud (AMWHY).

Hereby I 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 (AMWHY),

OxpiM 0BOrO, S TITBEPIUKYIO, UI0 HaBeAeHa indopMaLlis € CpaBXHBOIO Ta npasuAbHo0. [apTig
NpojyKTy Dyjla BMroTOB/IEHA, YNAKOBAHA Ta MEPEBipeHa 3a3HAMCHHM BHIUIE I1i[IIPHEMCTBOM-
BHPOOHHKOM Yy TOBHIA BiamosimHocti 3 BuMoramu mogo Hanexuol BupoGuuuol Ilpaxtuku

page2 of 3




Lindopharm
GmbH

b 2
A
PHARM

(GMP) BignosifansHoro oprany incieKuii, a TaKoX BiAIoOBLIHO A0 crieudiKaiiii, Mo MicTaTses
y peecrpauiiiHoMy poche. BupoOGHHuA JOKyMEHTALIS, TPOTOKONM IIAKYBaHHH TA [POTOKOI
KOHTPOITO SIKOCTI NpoHUIK [epeBipKy Ta Bi/UIOBIaI0TL yeTanoBIEHUM napaMerpam GMP.

Besides, I confirm that the information presented is true and correct. The product batch has been
manufactured, packaged and tested by the above manufacturer in full compliance with
requirements of Good manufucturing 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: 487 AUB. 2020
N N——m"“”""""‘

Ynostonanéua ocoba/ Qualified person
(name, position, signature)

Dr. Guido Zimmermann Lindopharm GmbH

Postfach 5 60 » 40705 Hilden
Neustr. 82 + 40721 Hilden
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JAEPXIIIKCITYXKBA
JAEPKABHA CJIYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBHKIN OBJIACTI

npocnext Banepis Jlobaroscbkoro, 51, m. Kuie, 03110, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kox €JIPTIOY 37078774

BUCHOBOK
Npo fKiCTh BBE3€HOro B YKpaiHy JiikapchKoro 3acoby

25.03.2021 Ne 12446/21/10

ECITA-KAPB®

(HaliMeHyBaHHs TiKapceKOro 3acofy 3riHO 3 peecTpauiifHuM NoCRifYeH M)
Tabaerku no 10 mr, no 25 Tabaerok y Guicrepi, mo 2 GaicTepn y kapronsiii Kopoomi

(tbopma BHIyCKY, 103yBaHHS, BU/ NAKyBAHHSA NiKAPCHKOTO 3ac00y)

Howmep peectpauiiinoro nocsizuenns UA/12191/01/02 ctpoxk aii peectpauititoro nocsimuenna 01.01.2099

Cepis nikapcekoro 3acoby Ne 001NB0 KinekicTs BBe3eHOrO Nikapcskoro 3acoby 2160
BupoGHuxk Jlinpodapm I'm6X, Himeuunna
(HafiMeHyBaHHA BUPOGHHMKA Nikapcskoro 3acofy, KpaiHa NOXOmKEeHHS )
Bsaeseno B Vipainy Crinbre ykpaincbKo-ecToOHChbKE MANPHEMCTBO y opmi ToBapHCTBa
3 o6mezkeHom0 BiinoBinaabHicTIO "OnTimMa-®apm, JITX", inenr. kox:
21642228

(nakivenyBarHd Ta ko 3a €[IPTIOY ropuau4soi oco6u abo npiseume, iM's, no GatbkoBi diswaroi
0cobH - mianpuems, 1i Micle MPoXKUBAHHS Ta peecTpauiiuuit HoMep 06miKoBOT KapTKH MJIaTHHKa
nozarkis abo cepin Ta HoMep nacrnopra)

TIpoTokon Bisyanasuoro koutpomo ein 17.03.2021 & 0765/4.

3a pesynbTaraMH [€pKaBHOTO KOHTPONO BCTAHOBJIEHO, WO JHiKapchkuii 3aci6 BBeseHO B Vkpainy 3

AOTpHMAaHH Or 3aKOHOJABCTBA IO/ 3a0e3nedeHHs AKQETI JTiKapchKHX 3acobiB.
YKPAES
\B TA KOKpp,, 4
n}@s-\i\m'sﬁ Po’?'b
.9‘.\.‘.““ *¢,~? e a,
3a H YaJlbH H t 7 £ —Onekciit COJIOOPAU

(mianuc) (iHiliaTH Ta npisBMIme)
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