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CEPTH®DIKAT SIKOCTI
CERTIFICATE OF ANALYSIS

Hasna npoaykry/name of product

Ecna-rubona®, tadiicrku u(;Z,S v Ne 28 (28x1)
y buictepax/Espa-tibol®, tablets 2,5 mg No 28
(28x1) in blisters

Axtusticro/Activity

|1 tablet contains 2,50 mg of tibolone

% L : NE—
I rabaerka Micturn TuGosony 2,50 M1/

Pecerpaniiiinii novep/Reg. Cert.No

Kpaitta noxojoxenus/Country of origin_—

| HimMeuunna/Germany

Homep cepii/Batch No

Poamip cepil/Butch size

Jlara supoGuuisay Manuf, date

Tepmin npuanrnocri/tixp.date

UAIN700401000
2141002 - -

17303 ynakouok/pucks S—
0372024 R
03/2027

BupoGuuk/Manufacturer

w?\.’lpcca]Addrer

Jinzogpapm  I'm0X. Himeuwunna/Lindopharm
 UmbH, Germany e
Hoftmrrpacee, 82, 40721 [Nannen, !'Iimmmna/!
Neustrasse, 82, 40721 Hilden, Germany '

BupoGuuua ninensis/Manut. License No

_ Ceprudixar [IBIVGMP Certificate No

L DE_NW _03_MIA_2022 0008

— _“‘

| DE_NW_03_GMP_2022 0017

XAPAKTEPUCTHK M/
CHARACTERISTICS

CHELTUGIKALLISIY
SPECIFICATION

PI3VIIRTAT
 RESULT

Sosaimmnii BHT Y
Appearance

aisyannol visually

Bini aGo wmaiixe &iai kpyrii radacTRH /fBi:moaizlm‘/
White to almost white, round tablets

Jlianerp ra6:rerkn/
Tablet diameter

Ha sunyex/Release: 6,0 M (mm) =02 Mv
(mm)

I Contorms
i

e s

T SR e
6.0 MM (mm)

Bucora raaerkn/
Tablet height

Hla aunyen/Release: Gawbko/approx.. 3.3
MM (Imm)

—

2.9 aM (mm)

Maca rabserku/Tablet mass
ey weighing
Oanopitunicr, HONOBANUN
asutuun! Uniformity of dosage
units

Lwr.Ph. 2,940, HPLC

Ao

| Liewrudianin/ Identity
FTubonon/Tibolone (/1-Fis

%

[ ! reference spectrum
] 1

!

| TuGosow Tibolone JIPLC ™~

!

|

i
il G R, 1 e e st e s - s

| 100,0 Mi(myg) =5% 199.9 wir(mg)

BLIOBLAC «onopi ety ckaaty (CUMW | Bizwonizaer J
complies with “content uniformity (CU)™ t Conforms ’
| Ha aunyersRelease: Bizuoniac l Bianosizace? ;
KORTPOALHOMY cltekTpy/ complics with " Contorms ;
!
~~~~~~ E g




Do Lindopharm

PHARM GmbH

[ XAPAKTEPUCTHKW | CTIELMOIKAITISY I PEBVIRTATY |
 CHARACTERISTICS | SPECIFICATION _ (RESULT
oo | Conforms

 BwicrmGonony v 1| Ha swnye/Release: 2,5 mr (mg) + 5% 12,5 mr (mg)
raGuctui/Assay per tahlet :
HrLC B ] - o
Hoviwsy/ Related Substances (HPLC) e

" Nomiimka A (Cap. ®apm.) f<1.0% T~ 0.1 %

| (rinpokeunoxiwi)/ Impurity A ' |

' (Ph. Eur.) (Hydroxy derivate) N
Joaimka B ((‘B;M(Dﬂp\t) T3 1.0 % 0.1 % :
(nepokeunoxizmi) Impurity B

| (Ph. Eur.) (Peroxy derivate) | i

Jlomitka C ((fﬂp. Dapu.) tHa (:Ufﬂtk/RdCZQ <20% T 03w
(isornbGonon)/ Impurity C (Ph.

Eur.)w(lsotibolonc)

 HenisoMi nomituks, oS T - T Bimosinaed
okpemo/Unspecified f | Conforms 5
impurilies, cach | b
Jlomiinen, pasom/ | Ha qunves/Release: <3.0 % 0.4 %

[Impurities, total !
- ; : el e e
Powmuuicrs/ Dissolution rate  : > 75 %, (Q)

Biarnouwi;iac/

L EurPh 293, HPLC ;‘!&‘E“?.’ﬁ.,:S.!E,'i:“,‘.‘..'i’_',,ﬁﬁ_‘%[,,!5‘7}1@_@05... | Conforms
! Mikpo&ioaoriuna | Teer  we ¢
; wHerora*/Microbiological ‘ CHeodxiumsie
[ purity* | UPOROIMKCH ;1A
VEvrPh.5.1.14 ! | uiet cepii / Test
" newnoni npenapani Oas C TAMC < 10P KYO# (CBU/g) i not

i

| repopannoso emocyeanus/ | TYMC < 102 KYO/r (CBU/g)
I Non-aqueous preparations for | E.coli igeymin | 1 (absent in ) g) performed  on
_oral use o [thisbatch |
*arKOHYETLCH Mt Koxuol 10-0f cepii abo U1 oARicT cepii mopiuno/performed every 10® batch
or | batch per year

neeessary/not

Mirreepirkenns Binnosianocri/Confirmation of compliance:

[y s vigrsepaxyto, mo us napris MKAPChKHX 3acobiB BUroToRICHa Ta npoftuaa nepepipy
BUMIOBIAHO S0 iHCTPYKILH €TOCORHO 0Biry AIKapehKHX 3aco8in. IHCTPYKIUIT 3080 1LHI0 TS
BHMOraM Jakony 1po jlikapehki sacofu (AMG) ra [Toctaionm 1PO RHTOTOWICHIS AIKAPCHKHX
3acobin ra liiounx pevosun (AMWHV).

tereby I confirm that this medicinal product batch was manufactured and tested in adriits S
with instructions on medicinal products tumaver, The instructions comply with requiffgieniseRiE Tl



Lindopharm

M GmbH

the Medicinal Products Act (AMG) and Ordinance for the Manufacture of Medicinal Products and
active Substances (AMWHYV),

Oxpiv Uhoro, s NLITBEPKYIO, 110 HaBeacHa inopmanis € cripamxibolo Ta nparitibnoro. Cepis
HPOAYKTY Oynia BHIOTOBNENA (RKAIOMAIOUN 1aKyBaHHA/MAPKYBAIHA) Td 1IEPCRIPCHA 1ATHAUCT HM
BHINC MEANPHCMCTBOM-BUPOGHAKOM Yy NOBIIE BiMOBLANOCT 3 BUMOraMH moie |ancxknol
BupoGuuuoi [lpakruku (GMP) wignosi;wibmoro opraity inenekidi, a rakox Binosino ;10
cuendirauiit, o Micrsrnes y peccrpauifinomy pocke. BupoGuuua JIOKYMEHTaLA, HPOTOKOH
Nakysanus Ta HPOTOKON KOITPONO AKOCT Hpodutiw 1epeRipKy Ta Bi;noBiaoT, YCTaRORIICHUM
napametpam GMP.

Besides, | confirm that the information presented is true and correct. The product batch has been
manufaclured, packaged, labeled and tested by the above manufacturer in full campliance with
requirements of Good manufacturing Practice (GMP) of the relevant inspecting authority and in

compliance with specification in the regiswration dossier. Manufacturing documentation,
packaging protocols and quality control protacol arc Lested and comply with requirements of Gaod
manufacturing Practice (GMP).

Yuostosaskena oco6a/ Qualified person: S\ f
(Signatwdfnakie, position)

JIi‘lTa/Datc: l S' MA' ZUZ‘ Dr. Michael Uhr

Lindopharm GmbH
Postfach S 60 » 40705 Hilden
Neustr, 82 » 40721 Hilden
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HAEPXKABHA CJIYXBA 3 JHKAPCBKHUX 3ACOBIB TA KOHTPOJHO 34
HAPKOTHUKAMMU ¥ KHIBChKIM OBJIACTI
npos, CriTaunoi Hagii, 3, a.Kisis, 02099, Ten/haxe: (044) 363-06-50
E-mail: dis koidls.gov.ua, Kog €JIPITOY 37078774
BHCHOBOK
PO SIKICTH BBE3EHOT0 B YKpPAIHy JiKapchLKoTo 32c00y
15.08.2024 N 39737/24/110
ECHA-TUBOJI® .
(I!T![\TE}I)’B"IHII!{ nmapcbmrc 33300\' 3mH0 3 pCCCTpﬁﬂlIEHI['\{ ['!OCB].:I.‘[LHH?I\I)
TabaeTrH o 2,5 mr, no 28 Tabaerox y Gaicrepi; mo 1 Gaicrepy B Kaprouniit xKopodui
(thopya pismycky, NO3YBANKA, BISA IBKYBIHHS MiKAPEHKOTC 2a006Y)
Hoxiep pecerpauifinoro nocsizrenns UA/17004/01/01 cipox ait peectpauitisoro nocsiawenns 01.01.2099
‘Cepis nikaperkors sacaby No 2141002 KisnkicTn BRe3enoro nikapeskero sacady 400
Brpobuuk JTingohapy Fm6X, Himeuunna
{H"lﬂ‘\mll}'ﬂﬂllﬂﬂ B]Ipﬂﬂﬂlﬂ\ﬂ "Ill\ﬂ.pCBhﬂPB ";ﬂCDQ), [\pama HO‘((‘L‘J!}\LHHR}
Bresero B Vipainy Cuinsue yrpailichbro-ecTonchbKe MANPHEMCTBO ¥ Popmi TOBApHCTEA
3 ofmemenoro BinnosigaasnicTio "Ourima-®Gapy, ATA", inenr. rox:
21642228
(rafimenysanng Ta kog 32 CPTIOY opnmrnol acolu ado npissume, ir's, No Barsxosi dizmmo
ocofin - miznpiesi, i sticne IPERURAHIN TA peccTpaniiinyi nosep sinikonol xapTkir nasthima
ttOAaTKIE 160 cepid Ta HoMep nacnopray
Ipororea eisyansnoroe xkenrpoao wig 14.08.2024 xe 2340/4,
3a posynbTaTasy  ACPAABHOTO. KOWTPOAIO. BETWAUBRERO, M0 NiKAPCHRINY 3ACi6  ®ECicH B Vipaiay 3
ZoTpH MAHHSIM minor 3K0110428CTBE 11010 3A6CINCYCHHA AKOCTE aAikapeskiX 3aco0is.
S o
\3 H}' ‘f .
Hauans _ A5 Biktop CTECDKiBCI)KP‘HfI-
(mo dom opfhif Aepi 'ﬂuuro wrpomo)  —~A =R P ' {inininmm ta npnnmnc}

210Ky Jos
' I!EHI]{IB <




JIEPYKABHA CJIYKBA 3 JIKAPCHBKHX 3ACOBIB TA KOHTPO.TIO 3A
HAPKOTHUKAMH Y KHIBCHKINA OBJIACTI

npos. Ceitnnunoi Hanii, 3, m.Kuis, 02099, ten/baxc: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Kog €APIIOY 37078774

BUCHOBOK
PO SIKiCTH BBe3eHOro B YKpainy JiKkapcbKoro 3acody

24.04.2025 Ne 18593/25/10

ECIIA-THBOJI®

(HalMeHyBaHHS JTIKAPCHKOT0 3aC0BY 3TiIHO 3 PeECTpaLiiHUM NOCBIAUCHHAM)
tabaerku mo 2,5 Mr mo 28 TaéaeTok y Gaicrepi; no 1 Guictepy B kapTonsii kopooui

(popma BuIyCKY, 03yBaHHs, BUI NAKYBaHHs TiKapchkoro 3acoby)

Homep peectpaniitroro nocsizuents UA/17004/01/01 crpox ait peecrpaniiinoro nocsipuenns 01.01.2099

Cepis nixapcbkoro 3aco6y Ne 2155889 KinbkicTh BBe3eHoro nixapeskoro 3acoby 600
Bupo6Huk Jlinpodapm I'm6X, Himequnna
(nafiMenyBanHs BMPOGHUKA JIKApPCHKOTO 3ac0BY, KpaiHa NOXOKCHH)
Baeseno B Yxpainy CrijibHe YKpaiHChbKo-eCTOHCbKe MiANPHEMCTBO Y OpMi TOBAPHCTBA
3 o6Meskenoro BinnopinansHicTio "Ourima-®Papm, JITH", inenr. xou:
21642228

(HaiiMeHyBaHHs Ta Kox 3a €JIPTIOY ropumuanoi ocobu abo npissue, iM's, no 6aTeKoBi GisHUHOT
0co6u - nignpuemus, ii Micue IpoXHBaHHA Ta peecTpallifini HoMep 061ik0BOT KAPTKH [IATHIKA
noaatkis aGo cepis Ta HOMEp NAacnopTa)

IporoKkoa Bisyansnoro kontpoemio sin 21.04.2025 Ne 1178/1.

3a  pesyiabTaTAMM JepKABHOTO KOHTPONIO BCTAHOBJEHO, IO JiKapchkuit 3aci6 sBesewo B Ykpainy 3

JOTPHUMAHHAM BUMOTI 3aKOHOJABCTBA 1100 3a6e3nedeHHs AKOCTI JiKapchKux 3acobiB.

P
/’1/
1% Onsra €PLOMEHKO

{oinnuc) (iniuiame Ta npissrine)
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LINDO Lindopharm
FHARM Gmbﬁgj

CEPTHDIKAT IKOCTI
CERTIFICATE OF ANALYSIS

Hasra nposyxry/name of product Ecna-mubon®, tabnerkn no 2,5 mr Ne 28 (28x1) Y
Omicrepax/Espa-tibol®, tablets 2.5 mg No 28
(28x1) in blisters

I rabnerxa Mictures tHGOIOHY 2,50 M1/

! tablet contains 2,50 mg of tibolone

Himeyuuna/Germany

AKTHBHICTE Activity

Kpaina noxopkenns/Country of origin

Peecrpauiitnnii nomep/Reg. Cert.No UA/17004/01/01
Homep cepii/Batch No 2155889

Posmip cepii/Batch size 11018 ynaxosox/packs
Hara upobumirea/Manuf, date 12/2024

Tepwin npunarnocti/Exp.date 12/2027

Jingodapy TMeX, HiMenyuna/
Lindopharm GmbH, Germany
Hoimrpacee, 82, 40721 I'imsaew,
Neusirasse, 82, 40721 Hilden, Germany
DE NW 03 MIA 2024 00]1

DE NW 03 GMP 2025 0026

Bupobun/Manufacturer

Anpeca/Address Himeuunna/

Brpobuiua ninewsis/Manuf, License No
Cepmudixar HBII/GMP Certificate No

XAPAKTEPHCTUKHY/ CHELHDIKALLS/ PE3SVIILTAT/
CHARACTERISTICS SPECIFICATION RESULT
3opHimuii B | Bimi alo maitke 6im xpyrod raberin / Bianorixae/
Appearance White to almost white, round tablets Conforms

BizvaanHo/ visuglly

Hiaserp tabnercu/
Tablet diameter

Ha sunycx/Release: 6,0 My (mm) 0,2 mm
(mm)

6,0 MmM (mm)

Bucora radnerkn/
Tablet height

Ha sunycr/Release: 6anspro/approx.. 3,3 mm
{mm)

2,9 MM (mm)

Maca rabnerxn/Tablet mass
seascyeanns/ weigling

100,0 mr(mg) £5%

100.9 mr(mg)

OxapopinsicTs A030BANMX | BiANIOBizac «opHopinicTs ckiany (CU)»/ Bimosinae/

oummnie/  Uniformity  of | complies with “content uniformity (CU)” Conforms

dosage units

Eur Ph. 2,940, HPLC

[neurndiranis/ Identity

Tubonow/Tibolone UV Fig Ha sunycx/Release: Bimnosinae Bianosigae/
KORTPOJILHOMY criekTpy/ complies with Conforms
reference spectrum

Tubonow/Tibolone HPLC Ha sunycx/Release: Bianosinae/complies Bianorinae/

Ay L
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Lindopharm

PHARM GmbH
 XAPAKTEPMCTHKE/ NELHPIKALILY | PE3VIBTATY |
| CHARACTERISTICS SPECIFICATION RESULT |

Conforms !
b

Basiwr tubonony 1 |
tabnerui/Assay per tablet
HPLC

Ha sunven/Release: 2,5 mr (mg) = 5%

2408 mr {mg)

doriuren/ Related Substances (HPLO)
; domika A (€pp. Dapn.) < 1,0%
{rigpoxcunoxiaui)/ Impurity A <0,1%
{Ph Bar) (Hydroxy derivate)
Hossura B (€np. dapat) < 1,0% < 0,19
. {(nepokennoxiap) Impurity B
(Ph, Buv) (Peroxy derivate)
| Hontimxa C (€np. Dapar.) Ha sumyer/Release: < 2,0 % $4.,3%
{isotaBonon) Impurity C (Ph.
Eur.} (Isotibolong)
Hepuiont nosinign, 0,5 % Biustosinme’
oxpemo/Unspecified Conforms
impurities, each
Hontinnien, pason/ Ha eunyex/Release: < 3,0 % 0,4%
. Impurities, total
- Posumuiicrs/ Dissolution rate | > 73 % Q) Bimnosiaac/
Eur Ph 293 HPLC vepes 15 xninun/ afler 15 minutes Conforms

L oral use

Mixpofionoriuaa
nucrora/Microbiological

. purity

Ewr,Ph.5.1 14

L Heaodnl npenapamy 38

BEPOPUTO RGO SACIHDUYGUHIA
Now-agueous preparations for

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

E.coli igcyrui v 1 r(absent in 1 g)

Tecrue ¢
nealxianming
NPOBOIIIBCA s
niei cepiifTest is
not necessary/not
performed for this
batch

Piarvacprrenna stanosipsocti/Confismation of complianee:

Lure g nigreepasyo, mwe na aaprin rikapeekix 3acobin murotomicna Ta npoiinma nepesipry
BIANORIANO An ineTpysuifl crocomwe obiry uixapenrux  3s008is THerpyxati 3ag0so5bisI0Ts

Busorar 3akony npo mikapeski sacoby (AMG

3300618 Ta AuoMAY pesoant (AMWHV)

3 ora Tocranosu 0P BHYOTOBACHEN NIKAPCRKIX

Hereby | confirm thai this medicinal product batch was manufactured and tested i accordonce with

nstructions on medicinal products turnover. The

Medicing!
active Substances (AMWHV).

mstructions comply with requitements of the
Products Act {AMG) and Ordinance for the Manufacture of Medicinal Products and



Lindopharm
{ GmbH

Oxpin wpore, 8 NiATBEPIAYIO, IO HaEenena fopnanis ¢ crpasiaboio Ta npasILEOW. C epin
upoaykry Oyna BHrOTOWICHM (RKIOYAKMH NAKYBAHHSMAPKYBAHNA) Ta NEPCBIPEHA 3ATHAUCHIMM
BIME  HANPHEMCTROM-BAPOGHHKOM ¥ NORHIT BIAMOBITHOCTT 3 BIMOTAM wono  Hanexwuof
Bupofunaol Hpacrmen (GMP) siznosinansHoro oprany Hcnekuil, a Tekom BANOBUWMC fo
crenudnkauii, wo Micwrees y peeeTpatiiinosy accke. BupoGunun sokymewranis, npovokonn
HARYBANAA T4 NPOTOKOR KOWTPOO aK0CTi Npolimme nepesipry 1a BUIBOBLIAOTE YCTAHOBNEMIM
napasmerpanm 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 manufaciurer in fiull compliznce 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
manufachuring Practice (GMP),

Hara/Date: 31012025

YrnosnopaxeHa ocoba

(S’fgnaam{jrﬁ'@}w. pusition}
D, Biichaal Uhy

Pape 3 of 3
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