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LINDO Lindopharm
PHARM GmbH

CEPTHOIKAT SIKOCTI
CERTIFICATE OF ANALYSIS

Hassa ﬁpoﬂﬁfﬁ'fyfnéﬁié of _p}bduct

Edepoxe, rabrerky no 100 Mxr Ne 100 (25x4) y |
Gaicrepax/Eferox, tablets 100 ug No 100 (25}{4) f
in blisters |

| AkTupaicT/Activity

| TabreTka MICTHTE ﬂeBOTHpo}CCHHy Halpii{) 100
mkr/ | tablet contains 100 pug of Levothyroxine |
Sodium '

|+ Kpaiua noxomxenna/Country of origin

Hiveyunna/Germany

| Peecrpauiiinuii Homep/Reg.Cert.No

UA/19204/01/03 (nie no/valid till 10.02.2027)

+ Homep cepiil/Batch No

2114694

1 Posmip cepii/Batch size

i {309 ynakosok/packs

1 Hara supobuuyrsa/Manuf. date 01/2023
| Tepmin npuaatTHOCTI/EXp.date 04/2025
‘Bupobnux/Manutacturer Jhingodapm T'wbX, Himeuunna/Lindopharm !

GmbH, Gerimany

| AﬂpﬂtﬂfAddress

Hoidiwrtpacce, 82, 40721 @'iawaen, Himewsunal
Neustrasse, 82, 40721 Hilden, , Germany

Bupobuuua ninensis/Manuf, License No

DE NW 03 MIA 2022 0008

Ceptudixar HBIVGMP Certificate No

DE NW 03 GMP 2022 0017

XAPAKTEPMCTUIH/

CIIEHHDIKALLLSY PE3YJILTAT/
| CHARACTERISTICS SPECIFICATION RESULT =
3oruiwgil purasa/ Appearance BIJ kpyrit TabaeTky. yBIrHyT!I 3 oaHoro | Binnoeinae/

gizyareno/ visually BoKy, ONyKIi 3 iHWOro, 3 Haciukow Aas | Conforms

po3noMy (TabieTKy MOKHa
HAaTMCKAHHAM) Ta 3
qo3ysanHs «100»/ White, round, vaulied t
tablets with break mark (snap tab) and |

dosage engraving “100”

PDO3JIIATH |
FpaBilOBAHHAM |

| Poamips (nepemipka. y nporeci
| BupoOHHLITRaY

| Dimensions (tested .as. in-process
| control)

IliameTp/Diameter

7,0 mM (mm) £0,2 MM (mm)
Bucora/Height

2,9 M (mm)-£0,3 MM (i)

7.1 MM (mm)

2.8 MM (mm)

Cepenns Maca TaGnerku/Tablet t 120 mr (mg) £ .5% 120.0 Mr (mg)
average mass
| 3eaxncyeanns/ weighing
Lnenndikania/ Identity
| HesorupokcHb/Levothyroxine Ha sunycr/Release: Y®-criexrp Ha Binnosizae/
P Yo/UY, XpoMaToTpamMax CTaf ZapTHoro | Conforms
Ph. FEurd 225 AOCIIKYBAHOTO POIYUHIB NOBUHEH BYTH
e e NOAIGHHM 328 2oBIHH XBuit 200-400 1M/
Sampie and standard
solution should be similar at 200-400 nm
Bnpodoegac mepyiny npuoamnocmi/ shelf-
life: ne nepenipseThes/ not tested o
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UNDO Lindopharm
PHARM GmbH

Ha | TaOneTky/Assay of
Levothyroxine per tabiet
Eur Ph. 2.2.29

95-105 mxr (ng)]

Brpoooceaic mepminy npuodamuocmi/ shelf-
fife: 90,0-1035,0%

90105 Mxr (ug)]

100.8 Mkr (ug)

Hesorupokcus/Levothyroxine Uac yTpumyBaHHS IiKiB JIEBOTHPOKCHHY Bianoeizae/
BEPX/HPLC HATPIIO Ha Xpomatorpamax cravaaptHore | Conforms
Ph. Eur.2.2.29 | IOCTI &Y BAHOrO PO3YHHIB FIOBHHEH | |
OyTu noxibrum/ The retention time of the. | -
peak in the chromatogram of the sample _'
solution should corresponds to peak inthe . |
chromatogram of the standard solution, o :
Brpara macu npu 5-9 % 7.1 %
| BucywyeaHAi/Loss on drying |
Ph. Eur.2.2.32 | R .
i LLIBHAKICTD PO3YHHEHHS/ >80 % (Q) Binnosizae/
Dissolution rate ‘yepes 15 xsunud/ after 15 minutes _Conforms
Lur Ph. 2.9.3 | _. - 0
ORHOPLIHICTL A030BaHEX Mae BinnosiatH BUMoram/ Bijsnosijgae/
oauuu s/ Uniformity of dosage Should complies to Conforms .
| forms Eur. Ph. 2.9.40, (OmHOPITHICTE
Eur-Ph. 2.9.40 | BM]CT}’/C.U),.L.I. =..1.-5,_L2:f-~"25 ) |
Bupoooegsic mepxiny  npuoamuocmi - He |
nepegipsicmies / shelf-life: not tested e N i
KinbkicHuil BMICT J€BOTHPOKCHNY | Ha sunver/Release: 95,0-105,0% 100.8% :

Cynyrm gomimikl/ Related Substances (Eur.Ph. 2.2.29)

1 Homiwka A / Impurity A < 1,0 % <0.1%
Homiwka H / Impurity H <1,0% 0.1%

i Homiwmka D/ Impurity D <1,0% 0.1%
3.5,3",5 -teTpatiog Tupomurganesa | <1,0% 0.1%
kucnora/ 3,5,3°,5°-

- Tetraiodothyromandelic acid - -
| Heninomi gominxu, okpeMo/ < 1,0 % Biﬂﬂﬂ.l;ihﬂf;‘f_‘ |
Unspecified impurities, each Conforms

1 JloMiuikH, pazom/ Ha gunver/Release: <2.5% 0.7%

impurities, total

Brnpodoexc mepminy npudamuocmi e
nepesipsemsca / shelf-life: < 5,0 %

i MikpoGionoriuna

{ uncrora/Microbiological purity
Eur Ph. 2.6.12

Eur. Ph 2.6.13

KOXKHG jiecATa cepis, NnpuHaiMHi
onHa cepin Ha pix/ 1-of each 10
batches, or at |east once a year

Fur Ph.5.1.14

HeBOOHI Rnpenapamu Ot NePOPanbHO2O
sacmocyeanna/ Non-aqueous preparations
for oral use.

TecT He € HeobxigHuM |
ans uiei cepii/Test is |
not necessary for this.

batch
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LINDO Lindopharm
PHARM GmbH

Higrrepixenns sinnosianocri/Confirmation of compliance:

1{um a1 nigTBEpAKYIO, O LA NApTiA JiKApehKuX 3acobiB BUrOTOBIGHA Ta MPOHILA NEpEBIpKY
BIAMOBIAHO [0 iHC’rpyHnii“-i CTOCOBHO- 00Iry mIKapchbkux 3aco0iB. IHCTPYKUIT 330BOALHSOTE.
BUMOraM 3akoHy npo aikapchki 3acodbu (AMG) ta TloCcTavOBH PO BUTOTOBIEHHS nmapcm{m_
3acobis Ta AHOYHX peuosHH (AMWHV).

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 (AMWHV).

OxpiM UBOT0, s NIATBEPIKYW, 1O HaBEACHA iH(OPMALLg € CIPaBKHLOIO Ta ITPABUABHOI0. {epis
NponykTy Gyfla BUroTOB/IcHA (BKIHOYAKOUM IAKYBaHHI/MAPKYBaHH) Ta NEpesipeda. sasHaveH UM
BHILE MiANPUEMCTBOM-BUPOOHHKOM Y MOBHIA BiANOBIAHOCTI 3 BuMOramu wono HanemHoi
Bupobuuyol llpaxtuky (GMP) BIANOBIAANBEHOrO Oprany -1HCOEKILl, a TAKOXK BLANOBIAHO JO
cneurdikauii, 1o MICTATbCA Y peecTpalifiHomy Aocke. BupoOHuua JoKyMEHTALIN, NPOTOKOIIM
NaKyBaHHA Ta MPOTOKOA KOHTPOIO AKOCT] MPOHLILUTH NEPEBIPKY Ta BIANOBIAAIOTE YCTAHOBICHUM.
napamerpam GMP.

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).

JMata/Date: 13.03.2023

Yrnosiopadera ocoba/ Qualified person:. A
CNCUSRITN, R JYOREITRE
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