CEPTH®IKAT SIKOCTI

‘CERTIFICATE OF ANALYSIS

. { Ha3lpa npony;:*ry/name of product | Etbepmcc Taﬁ,nc'rm no 50 mkr Ne 100 (25x4) ¥ ?’
6aictepax/Eferox, tablets 50 pg No 100 (25x4) in |
b S blisters |
| AkrunnicTs/Activity 11 rabnerka MmicTHTs JeBOTUpOKCUHy natpiio 50|
| Mxr/ 1 tablet contains S0 ug of Levothyroxine |
. e | Sodium |
| Kpaina noxbﬁmennxi(ﬁomﬁy of origin Hme*—nmuaf(}cnnan}
Peecrpauifinvit uomép/Reg. Cert No 1 UA/19204/01/02 (nic ﬂﬂ/vahd it 10: 02 2027)
| Homep cepii/Batch No | | | 2126451
| Posmip cepii/Batch size | 1 8942 ynamaoxﬁpacks
| Nara supoGuuurea/Manuf, date 107/2023
. + | Tepmis npuaareocti/Exp.date ) 1 01/2025 o - )
/| Bupobunx/Manufactiirer | Jlinnogapm  ['w6X,  Himewuuna/Lindopharm
o | | | GmbH, Germany
© { Anpeca/Address | Holitrrpacee, 82, 40721 Tlimnaen, Himeqqnﬂaf
o Neustrasse, 82, 40721 Hilden, Gennagy
. BupobBuuua aiuenziz/Manut, License DE_NW_03_MIA_2022 0008
o Ce yrndikar HBI IEGMP Certlﬁcatc No | DE_NW 03 GMP 2022 0017
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XAPAKTEPMCTHKW CHELVDIKALIISY PEIVIIBTAT/ |
- | CHARACTERISTICS | SPECIFICATION RESULT.
¥ 3osuimmiit surany/ Appearance | bint kpyrai Taﬁnmn, ymmyﬁ 3 ﬂmfaro Bianosijac/
- | eizyaabno/ visually 1 6oky, onykai 3 inuoro, 3 Haciukow am | Conforms
- f |'posnomy  (Tabnerxky MoxHa po:s.nmu*m
HATHCKAHHAM) T2 3 rpaBiloBaHHAM
| mozysanna «S50»/ White, round, vaulted
| tablets with break mark (snap tab) and
. _{ dosage elngra_vmg *50”
. |:Po3mipu (nepesipka y npoueci | Jliamerp/Diameter.
| BupoGumitrea)/ 17,0 MM (mm) £0,2 Mmm (mm) 7,0 vy (mm)
- |.Dimensions: (tested as in-process | Bucota/Height
n comml) [ 2,9 MM (mm) £0,3 MM (mm)

3,0 MM (mm)

Cepc)msi ‘Maca TaGicTku/T ablct 120 mr (mg) + 5% 123,5 Mr (mg)

< | average mass

" { zeaxcyeanun/ weighing

- | Jnenrndixanis/ Identity | o
“ [ Jlcorupokcun/Levothyroxine | Ha eunycx/Release: Y®-cniexp na Bianosinae/
| Youy, XpoMmaTorpamax CTauAapTHOTO | Conforms

§ e — JIOCAIDKYBAHORO POTUMHIB OBUHEH ByTH
noaibHuM 3a nopxuim xswti 200-400 um/
‘Sample and standard

{ solution should be similar at 200-400 nm

i Bnpodoeasc mepstiny npudamuacmi/ shelf-
life: ve nepenipsethes’ not tested

i
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XAPAKTEPUCTHKW/

- .| CHARACTERISTICS

SPECIFICATION

“PEIVIILTAT/ |
RESULT

- ﬂewwpomgnmcvﬁtﬁymxine

| BEPX/HPLC
| Ph. Eur.2.2.29

Yac yTpuMyBaHus MiKis 1EBOTHPOKCHHY

| H&Tpit(} Ha XPOMATOrpaMax CTAHAAPTHOrO i
| iocHiKyBaHOTO PO3IUHHIB NTOBHHEH ByTH
| woai6uum/ The retention time of the peak
1 in the chromatogram of the sample

| solution should corresponds to:peak in the
| chromatogram of the standard solution.

anosmad
Conforms

- [ Brpara macx npn_

| Bucymysanui/Loss on drying.

| Ph. Eur.2.2.32

5-9%

| 7.!!5%- - u

- IlsuakicTs pozunnenns/
{ Dissolution rate

| Eur.Ph 293

*530%@

Rinnosijac/
Conforms

- - OaHOpiAHICT H030BAHUX
| onunnus/Uniformity of dosage
- | forms

| Eur.Ph. 2.940

Mae BignosizaTH sUMOTAM/

| Shﬂll]d complies to |
| ‘Eur.Ph, 2.9.40, (onnopignicrs smicty/CU),
|L1=1512=25

| Bnpodoexc  mepsiny -npudamuocmi

nepesipacmocs/ shelf-life: not fested

ne |

Binnosigae/

{:Conforms

Kinexicund amic*r'ﬂélmmpomuﬂy

+ | ua ! Tabnerxy/Assay of
. Levothyroxine per tablet

{ Eur.Ph. 2.2.29

- Ha sunycr/Release:. 950-105,0%

1 [47,5-52,5 vkt (ug)] |
;__;Bnpo()amc mepminy npudamtiocmi/ shelf-
life: 90,0-105,0%

[45-52,5 mxr (pg))

1°50,6 mxr (ug)

f Cynmi nomimxn/ Related Substances (Eur.Ph. 2.2.29)

- | Nowmimxka A / Impurity A

<£1,0%

=5 %-_ |

-:'_:: { Nlomimka H / impllﬁ-‘s??-H

<1,0%

0,1%

151,0%

0,1%

-mpoaamrﬂaﬂeﬂa KHCH10Ta/
© 4 3,5,3",5-Tetraiodothyromandelic
+ 1acid

CIO%

0,2%

| Hesigomi aominrku, okpeMo/

| Unspecified impurities, each

<1,0%

Bianosizac/

Conforms

=1 Jlomitku, pazom/

1 Impurities, total

| Ha sunycx/Release: <2.5 %
| Brnpodosxc mp,ufny:-__ npuoamnocmi

He

0,8%

~ '} Mikpobiosoriana

| uncrora/Microbiological purity

Eur.Ph, 2.6,12

| Eur.Ph. 2.6.13

| xomua gecwra cepin, npunalMKi oiana cepis |

1 va pin/ 1 of cach 10 batches, or at least
{-once a year

nepesipncmoci’/ shelf-life: < 5,0 %
Eur.Ph.5.1.1 4

neaadnz npeH e 4

Teer #e: c¢f

| HeoBxiaHuMm
5| s
| cepiifTest s |
‘not  necessary
| for this batch

uiet |
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mﬁﬂﬁliﬂ*ﬂ“lﬂi sianosimnocri/Confirmation of compliance:

- 1um 8 migTRepIUKYHO, 1O- U4 napris mxapcwux 3aco6in BUTOTOBICHE Ta TIPOMIILIA TIEPEBIPKY
'-:gég_'ﬂlnnonlﬂno 10 mcmymlm crocosno 00iry. nikapebkux  3aco0is.. THCTpyKILT 3a10BO/ILHAIOT
“puMoraM 3akoHy npo fikapeski 3acolu (AMG) Ta IlocratoBn Npo BHIOTOBRIEHHA JIIKAPCHKUX
“3aco6iB Ta Ailoumux pevosHH (AMWHYV),

“Hereby-l confirm that this medicinal product batch was manufactured and tested in accordance

: ;wuh instructions on medicinal products tumover. The instructions comply with requirements of
‘the Medicinal Products Act (AMG) and Ordinance for the Manufacture of Medicinal Products and
actwﬂ Substances (AMWHV),

3 0Kle 1{LOTO, # T/ITBEPIDKYIO, L0 HaBEACHA {HPOPMALA € CHPABXHEOIO Ta npanunbnem Cepis
- mpoiykry Oyna BUroToBIeHa (BKAOHAIOYH naxyaaann/uapxyammx) Ta nepesipena JasnadeHum
© .BHINE MIANPHEMCTBOM-BHPOOHWKOM ¥ MOBHIA BIANOBLIHOCTI 3 BMMOTaMH 1100 Hanexnol
| Bupaﬁnuqon flpamuﬁu (GMP) sianosinansoro oprany iHcnekuil, a Takox BIAMOBIAHO J10
«cncﬂmbmamﬁ HIO MICTATHCS Y PEECTPALIHOMY JOCHE. Bnpoﬁnwa JOKYMEHTAILR;. IPOTOKOIH
TIaKYBAHKHS TA MPOTOKOI KOHTPOIIIO. SKOCTI NpoiuLIM NEpeBipky Ta BUINOBUIAKTh YCTaHOBACHNM
‘napamerpam GMP.

. ‘Besides, 1 confirm that the information presented is true and correct. The product batch has been
 -manufactured, packaged, labeled and tested by the above manufac:{urer in full compliance with
-"requtrements of Good manufactunng Practice (GMP) of the relevant inspecting authority and in

" compliance with spécification in the registration dossier. Manufactunng documentation,

" packaging protocols arid quality control protocol are tested and comply with requirements of Good
~ manufacturing Practice (GMP).

Vnommaaﬂceua ocoba/ Qualified person:
(S:gnat e, yame, posmon)

05.SEP. 2023 Dr. Michael Uhr

---lIa'l a/Dater
Lindopharm GmbH

Postfach 5§60 - 40705 Hilden:
Neustr, 82 . 40721 Hilden
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