Hassauue #npoaykia,
thopma, TOIHPOBK2

'II:KH]'](‘,’TBEI!H“H

Lindopharm
GmbH

Batch No/Homep cepun: 2155422
Certificate of analysis / Cepruduxar anainsa

| Leatrisa, tablets, 2.5 mg/ ]
Jlearpuca®, rabnerxu, 2,5 Mr

Release form/
PDopMa BLIYCKR

Generic name/
 Ppyunuposounoe HaAMCUOBaHHE;

| Tibolone/

58 tablets in a PVC/PVDC/AL blister. 3 blisters with Instructions for
Use (package insert) in a cardboard pack./

28 rafaerox B Gamcrep w3 TIBX/AIBAX/AL 3 Gamerepa ¢©
uHCTpYKuHel N0  MEeIHHHMHCKOMY  UpHAMEReHHio (AHeTKOM-
| BRJIAABUIEM) B HAYMKY KAPTOHNYI0.

Tuboioun

' Country of import/ Crpana HMuopTa:

The Russian Federation/ Poccmiickas @enepauus

Registration Certificate Ne /
Perscrpansonnoe yiocrosepenne Ne:

JITI-Ne(001672)- (PI'"RU) or 16.01.2023

Registration  Certificate  holder  / Aristo Pharma GmbH, Fepmaﬂuul
Hepxareis perscrpanHonnoro | Apucro dapma I'm6X, Tepmany
yAOCTOBEPECHHS

Batch Ne/ Homep cepun: 2155422

Batch size/ Pasmep cepuu:

11192 packs/ ynaxosox

Manufacturmg date/ [laTa npoHIBOACTBA:

02.12.2024

F\:plre Date/ T'ojten no:

12/2027

“Manufacturer (All pmduchon stages)/ [lpuu:aanu-rcm. (Bce cTa1uH npunmnncrnn]

EA3C GMP Cepnu]mmir Ne, rojien jo:

Name/ Lindopharm GmbH Germany/

HanmenoBauue: | JdAnugodapm T'mbX, Iepmanus

Address/ Neustrasse 82, 40721 Hilden, Gcnngnyl“ =
Anpec: Hoiimrpacce 82, 40721 Xuaenes, lepmanns

Manufacturing Authorization Ne/ | DE_NW_03_MIA_2024_0011

Jiwuenzus ua nponzsoicrTeo Ne:

T EU GMP Corificate Mo, valid Gll/ | AM/EAEU/I/2023/01/01, till 03.02.2026/

AM/EAEU/H/2023/01/01, no 03.02.2026 1.

API, APl  manufacturer batch N'-.a
manufacturer of APl HaummenoBasnut
aKTHBHOH cyberanuuy, Cepun
cybcTantuy NPOH3BOAHTEH,
| POHIBOAMTEE!

The analysis was s carried out according to/
AHANTHS BLINOJNEH N0:

1 dossier JITI-Ne(001672)-(PT-RU) from 04.04.2024/ nocse JiTi- |

Tibolone/ Tubosou
Batch No/ Cepnsn Ne 2144065
Newchem S.p.A., Italy / Hetoxem Con.A., Hraaust

Ne(001672)-(PT-RU) ot 04.04.2024

Quality parameters/ TlokazaTeiu

Norms / Hopainl Results/ Pezyastats!

Description/

Ouucaune tablets.

Template/ HlaGaow AP-Form-P15.02/LeatrisaRLI Rev.d

White or off-white round slightly biconvex

ABORKOBRINYKIILIE TaBaeTky Gesloro nin
no4Ty Gesoro usera.

Whue mund sl:ghtly biconvex tablets. / |
Kpyriabie ciierka [BORKOBLINYKILIE
vabneriky Geaoro usera.

! Kpyrasie caersa
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O Lindopharm
GmbH

Batch No/Homep cepun: 2155422

Identification/
Haentadukauna

Tabler average wéighij
Cpeansa macca TabaeTen

Quality parameters/ Tlokazateqn ‘[7

Norms / Hopmit

Results/ PesynnraThi

The retention time of the principal peak on

test  solution  chromatogram  must
correspond to the tibolone peak retention
time on the standard  solution

chromatogram. /

Bpl!Mﬂ YaepAHBRHHA OCHOBHOIO NHKA
HA  XPOMATOrPAMME  HCNLITYEMOTD
pacTsopa  AO/®NO  COOTBCTCTBOBATE
BpeMenn yaepmuBanus nuka tubonona
HA  XPOMAaTOrpAMME  CTAHZAPTHOIO
pacrsopa 1.

The retention time of the principal peak on
test solution chromatogram corresponds.
to the tibolone peak retention time on the

standard solution chromatogram_ /
BpﬂHﬂ yﬂeplﬂ"ﬂﬂﬂ“ﬂ OCHOBHOTO MHKAR
HA  XPOMATOTPAMME  HCOLITYEMOrO
pacTBOPA  COOTBCTCTEYET  BpCMEHH
yAepwuBannsa nuka TuGoaoHa Ha
XPOMATOTpaMMe CTANAAPTHOTO
pacTeopa 1.

100 mg < 5% / 100 mr £ 5%

100.2 mg (mr)

| Dissolution/
PacTaopenue

Not less than 75% (Q) in 135 min/
He metee 75% () wepes 15 mun

94%

Related substances/
Mpumecn

Uniformity of dosage units/
 Oanoponnocts
eanuEm

AOINPOBAHHBLIX

| npumecedi: < 6,5 %.
[Tocnenuee npuemnemoe snavense win 30

Impurity A (hydroxyderivative): < | %/
lpumect A {ruppokcH-npoHIRDAHOE): S
1 %:

Impurity B (peroxyderivative): = | %/
Mpumecs B (mepoken-npomasoanoe): < 1
Yos

Impurity C (isotibolone): < 5,0 %/
IMpumeen € (m3oTuboson): < 5,0 %;
Single unidentified impurity: £ 0.5 %/
Eannnunan wewlenTH@UUNpOBAHHAA
npumecs: = 0.5 %;

Sum of impurities: NMT 6.5 %/ Cymma

<0.1%

0.2%

1 0.3%

=0.5%

0.5%

JAO3HPOBAHHBIX CAMHHIL MCHENIC HWITH PARHO
L1 ® HEH 0AHO fONYHEHHOE 3JHAHCHHC
COJICPAAHHA  AKTHBHOIO  BCHICCTBA B
KawAoH  A03MPOBAHHON  cHOMHMUE He
senbiune (1-L2 x 0,01) M #ian ne Goawme (1
+ 1.2 x 0,00) M. L.1 parno 15,0, a L2 —

Microbial purity/
Mnepolnogornaeckan YHCTOTA

Category 3A/
Kateropus 3A.
Total number of acrobic bacteria- NMT 10°
CFU in 1g. / Obutec uncao aspolubix
sMuKpooprainuimos — ue Gojee gem 107
KOEsln;

Total count of yeast and moulds — not more
than 10° CFU in 1g/ Obmee uymucio
APOAMCBEIX H IUICCHERKIX I'"pllﬁﬂll — HE

coli in

Goaee yem IPKOE g 1 13
lg/
Orcyrersuce Escherichia colis 1 1.

Category 3A/
Kareropus 3A.
Total number of aerobic bacteria/O6mee
HHCO SI'.'!POGHHI MHEPOMIDralnuiMos —
<100 CFUin 1 ¢/KOE &1 r1;

Total count of yeast and moulds/O6uiee
HHCTI0  IPOACKERBIX  H [HIECHCRLIX
rpuGor —< 100 CFU in | g/KOE 8 1 13
Excherichia coli - absent in | g/
Escherichia coli — orcyrerayers 1 .

Assay/ Konnuecraennoe
onpeiciicHue

Absence of Escherichia
Content of tibolone is 2,25 mg to 2,625 mg
(90 % to 105 % of stated content). /

2.458 mg (mr)
98.32%

Template/ Dlataon: AP-Form-P135.02/Leatrisakl! Rev.2
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Lindopharm
GmbH

Batch No/Homep cepum: 2155422

Quallty paramelcrsf ﬂuua:aﬂ:.un

Norms / Hopmsi

Results/ Pesyantars

Couep:i:;m} THGo0ME 0T 2,25 Mr 10
2,625 mr (o1 90,0 % no 105,0 % or

3:BHH.I'IEHIIDI 0 HNII‘I'IEQTBE)

Pack/_!’ua KOBKS

28 tablets ina PVC/PVIDC/AI blister. 1 or 3
blisters with Instructions for Use (package
insert) in a cardboard pack. /

28  raGherok 8 OancTep
NBX/TIBAX/AL 1 wm 3 Gawcrepa ¢
HHCTRYKUHe no MeAHUHHECKOMY
npHMeHeHno (IHCTKOM-BRIAMLINIEM) B

MaYKy KapTOUHY.

28 tablets in a PVC/PVDCIAL blister. 3
blisters with Instructions for Use (package
insert) in a cardboard pack. /

28 tmalnerok B OGamcrep w3
MBX/MNBAX/AL 3 OGaucrepa ¢
HHCTPYKUBel no  MCAHUMHCKOMY

NPHMEHCHNIO (AHCTROM-BRIANALILIEM)
B NAYKy KAPTOHHYH.

| Lat abelling/
MapkupoBka

Primary package of medicinal product.

_authorization. /_

On a blister in Russian state; trade name of
medicinal product with special marking ®,

‘international non-proprietary name, dosage,

dosage form, direction for use, batch
number, cxpiry date, indication of days of
the week, Tfactory pm:kage code (if
rcqmred)

namc
af

of“ the
Marketing

non-pmpnctary Iogo
company-owner
uuthonzatmn

idary package ¢ Q__mgg;ingmal product.
n a carton box in Rus tate: trade
ame of the drug product with special
arking ®, international non-proprietary
name, dosage, dosage form, direction for
us¢, quantity of tablets in package, name
and content of active substance in each

| tablet, «llpenapart COACPRHT JIAKTO3LI
MOQHOTHAPATY, «[TpuMensTs no
HATHAUCHHIO Bpaga.y, «Cnocol
NPHMEHCHHA:  CM.  HHCTPYKUHIO 1O
MEILHIMHCKOMY leHMlTHeHHlD (iucrok-
srnamasin).y,  «He | npusensts  no
HCTEMEHMH CPOKA OIHOCTH.», name and
country of the company-owner of

Marketing authorization, name and country
of the company-manufaclurer, slorage
conditions, « XpaHuTs B HEJOCTYNHOM LA
aereil Mecte.», prescription status, bar
code, «MECTO HaHecenHs HOMEpa CepHH,
faTsl  MPOW3BOMACTEA, JAATH OKOHYAHMA
CPOKa IOJHOCTH H BOIMMKHOTO HAHCCCHHN
ApYTHX  WICHTHDHKALHOHHLIX  CPEACTB
GTIN, SN)», pharmacode, factory package
codes (if required), Data Matrix code.
Additionally in English state: international
non-proprictary name, logo of the
company-owner of Marketing

Template/ Llabnom: AP-Form-P15.02/LeatrisaRU Rev.2

| IIPHMEHCHHA:

| country of

| HEJIOCTYTHOM

On a blister in Russian stated: trade name
of medicinal product with special marking
®, international non-proprietary name,
dosage, dosage form, direction for use, |
batch number, expiry date; indication of
days of the week, factory package code.
Additionally _in _ English _ stated: |
international non-proprietary name, logo
of the company-owner of Marketing
authorization. ‘
Secondary package of medicinal product.
On_a carton box in Russian stated: trade
name of the drug product with special
marking ®, international non-proprietary
name, dosage, dosage form, direction for
use, quantity of tablets in package, name
and content of active substance in each
tablet, «llpenapar coaepaHT JIBKTO3R
MOHOUHIPAT?, «llpuMeHaTE no
HAa3HAMCHHIO BpAuAY, «Cnocob
€M. WHCTPYKUHIO 110
MEIHIHHCKOMY [PUMEHCHHIO (JIMCTOR-
siansm).n,  «He  npumensTs  no
HCTCHEHHH CPOKA TOAHOCTH.», name and
the company-owner of
Marketing authorization; name and
country of the company-manufacturer,
storage  conditions, «Xpauute B
ans  Aeteft  Mecre.,
prescription status, bar code, «Meeto
HAMECCHMA  HOMepa  cepud,  Javsl |
NPOMIBOACTEA, [aThl OKOHUAHHA CpOKa
FOIAHOCTH W BOSMOMHOIO  HAHOCCHHSA
APYrHX HIEHTH(HKAUNOHHLIX CPEICTH
GTIN, SN)», pharmacode, factory |
package code, Data Matrix code,
Addilionally _in _ English __stated:
international non-proprictary name, logo |
of the company-owner of Marketing

| authorization. /
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PHARM

_Batch No/Homep cepun: 2155422

Lindopharm
GmbH

Quality parameters/ [loxazareny

Norms / Hopmt

IlepBHYHAR YN3KOBKA JEKAPCTREHHOTO
npenapata. Ha Samcrepe Ha pyccKoM

AILIKE !EEELIBH Il_t!l i TDPI’DB'DB
HENMCHOBAHHE npenapara c
npeaynpeanTensHod mapxuposkoli ®,
MedaYHapoaAHo? HCHATCHTOBAHHOS
HANMCHOBAHNE, AO3INpOBKE,
JeKapcTBeHHAN dopma, cnocob
NPHMEHCHHA, HOMED CEPHH, TOleH [0,
yKa3aHne el Heaean,

BHYTPHIABOACKHE KOBI YIAKOBKH (npy
HeoDX0AMMOCTH).

QDI!MI'IHTEJ'ILHU HA Elfl"."lllﬁl!‘lﬂ]M’ HILIKE

YKAILIBAKOT: | MCRAYRAPOIHOE
HENMHETEHTORAHHOT HAHMEHOBRHHE,
JOFOTHN BARAGALUE PErHCTPAUHOHHOID
¥YA0CTOBCPCHHA.

Bropuunan yNaKoBKa JEKADCTBEHHOTD
npenapata. Ha waproumoii nauxe Ha
PYCCKOM H3LIKE gkaimnamr TOpropoc

HARMCHOBAHHC npenaparta c
npeNynpeIHTeaLHOoN wMapxkuposxkoil ®,
MEKAYHAPOIHOE HENATEHTORANNOE
HARMEHORAHHE, Jlo3MpOBKaE,
NeKapeTaeHyan hopma, cnocol

upHMenenns, KoauvceTso taliaeTok B
-)'I"IEKDBK'E, I-IB.SBEHHE: H Eﬂﬂﬂp}!ﬂlllie
neficrayiomero seumecrsa, «flpenapar
ﬁﬂ]ﬂ!‘pﬂlﬂl'{' JIAKTO3LI MOHOT HApATY,
«[IpumMenaTs nNo HaIHAYEHHIO Bpaya.y,
«Cnocol npuMeneHns: oM, HHCTPYKUHIO
no MEIHUHACKOMY | TPHMEHEHHID
(mucTor-BRnaaem).y, «He npusenats
N0 MCTCHEHNH  CPOKE  TOAHOCTH.,
HAIBAHHE M CTPANE  BASCIRLR
perscTpansoHHoro Y/IOCTOBCPEHUH,
HAaIRaHHE H CTpaHa KOMITAHHHA
NPOMIBOANTEIH, YCJIOBHA XpaucHus,
«XpaHHTE B HE10CTYHUOM Jas acteil
MECTE.», YCIOBHSR OTNYCKE, WTPHX-KOA,
«Mecto HAHECEHHN HOMEPR CCPHM; AATHI
NPOHIBO/ACTBA, AAaThI OKOHMAaHHA CpoKa

TOAHGCTH W BOIMOMHOTO HAHCCCHHS
APYIHX MACHTHOUKAUHOMHBIX CpeaACTS
GTIN, SN, dapmarkon,

BHYTPHIABOJICKHE KO/IbI YNAKOBKH (NpH
neabxogumocTy), NBYMEpHEITT
lll'l."pl!lﬂﬂﬂu Kol

JonoinnTeisno Ha ARIIHACKOM S3bIKE

YKAILIBAIOT: MEAIYHARpOoAHOE
HENATEHTOBAHHOE HAHMCHOBAHHL,

JOroTHI BAANEALUA PErMCTPALNOHHOTD
YAOCTOBREPCHNA,

Results/ Pezynsrami

YHaKOBKA

_l !BEB‘H"IHH‘H
JekapcTBenmoro  npenapars.  Ha

GAKCTEpE HA PYCCKOM SIIbIKE YKAIZHO:
TDpI'OEﬂE HAAMECHOBARNE npenapaTa C
npeaynpennTeaknoil Mapruposxkoil ®,

MeRIyHapoanoe HENATCHTORAHHOE
HEHMeHOBaHHE, JII)‘JHPDBICB,
NeKapcTReHHan popma, cnocol
NpHMeHeARS, HOMED CEpHH, TOAEH J0,
yKazamne ane HENEenn,
BHYTpH23ROACKOM K01 YIIAKOBKH.

JonoanureisHo HA auranicKom
HiILIKE !Eﬂlnllﬂ: Mmyltapomme
HENAETEHTOBRHHOC HAHMCHORIHHAE,
AOTOTHI BlaAeIbL1E

]JEFI‘ICTPEHHUHHDTD YAOCTOBCpENHA.

npenapata. Ha kapronnofl nauke na

PYCCKOM  S3RIKE  VEKAIAHO: TOProBoe
HastMCcHOBARNE npcnaparTa c
npeaynpeanTeabtoil Mapkuposkoi ®,
MERIYHAPOIHOE HCNATEHTOBAHHOE
HAHMEHOBAHHE, NOIMPOBKA,
NexkapeTReHNan thopma, enocob

npuMencnns, KoaudecTee TabaeTok B
YNAKOBKE, HAIBANHE H COACpKAHME
AeiicTeyOmero semectss, «Mpenapart |
COJEPHHT  JAKTO3hE MOHOIHADAT»,
((anHEHHTL o) HAIHAMEHHIO Bpasa.y,
«Cnocof | NpHMEHEHHAL oM.
HHCTPYKLUHIO 1o MEAHIHHCKOMY
NPHMERERHID  (THCTOK-BKIAZALIN).»,
«He NPHMEHATE N0 HCTEYEHHH Cpﬂlﬂl
TOAHOCTH.», HAIBAHME M CTpaHA
BAAENLIA perucTpalHoHHOro
yAOCTOBEpeHMSl, HATHBAHHC H CTpANA
KOMINAHNHHE NPOHIBOANTENR, YUIOBHA
xpamenusi, «XpaHuTs B HEJIOCTYIHOM
A8 jgeTeil MecTe., YCJI0BHH OTRYCKE,
wTpui-koa,  «MecTto  Hauecenus
HOMEpA Cepii, JaTsl NPOMIBOJCTEA,
AaThl ODKOHYMAHWA CPOKA TOJAHOCTH H
BOIMOXKHOIO  HEHECCHHA  JPYIHX
maeHTHpAKaunonnnx cpeacrs GTIN,

SN)», dapmakon, sHYTPHIABOICKON
Kon YNAKOBKH, JAB¥YMEPHLIR
WITPHXOBROI Ko,

Jonoauutensino Ha AHCAHATKOM
HIBIKE  VISR3AHO: My HapoiHoe
HENMATEHTOBAHHOE HANMEHOBAHHE,
A0roTHN RIEAEILIAE

PETHCTPARUHMONNONO YAOCTOBCDCHHA.

Template/ [MaGnon: AP-Form-P15.02/LeatrisaRU Rev.2
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L

Lindopharm
GmbH

Batch No/Homep cepun: 2155422
Storage: At the temperature not more than 25 °C/ Xpanenne: Tlpn temMuneparype ne ssnue 25 °C.

Shelf-life: 36 months/ Cpok rognocti: 36 mecauen:
Confirmation of compliance/ ToaTaepaciensie cooTBeTCTBHA:

It is hereby certified that the above information is authentic and accurate. This batch has been manufactured, including
packaging and quality control, at the above mentioned site in accordance with the requirements of GMP and in accordance
with the agreed Manulacturing Instructions, dossier JIT1-Ne(001672)-(PT™-RU) [rom 04.04.2024 |, Component and Product
Specifications provided by the Customer. No deviations occurred during bateh processing, packaging and analysis which
could adversely affect produet quality.

Hacrosutnm noarsepsiacs, 410 suilucyrasannan nudopmauns sengeres noaannnoi o rounoli. danHan naprua
ﬁbl.’lﬂ HITOTOBAECHA, YIaRKOBaAHA H HCIILITANA Ha Bhlﬂlﬁyﬂﬂ}aﬂ“ﬂﬁ ﬂpOHSHDuﬂHEHHuH THIoIg/Ke B COOTBETCTBHMH €
TpedosanuaMu GMP W B COOTBETCTBHM € YTBEDWICHHLIMH [POHIBOACTBCHHLIMH HHCTpYRKUuaMH, focke JII1-
Ne(0D1672)-(PT-RU) o1 04.04.2024, coctaBoM M cneuHHKALMIAMH NPOIYKTS, KOTophic OBLIM NpeACTARICHLI
Zawazunkom. Bo BpeMs NpoHIBOACTES NAPTHH, YHAKOBKH H IPH AHAIHE HHKAKHX mmoucnuﬂ He NPOHIOULID, MTO
Moo Gl OTPHOATRIRHO HORIHATL HA KAYECTBO NPOLYKILHN.

Qualified person/¥ nonuomoucHuulii npeacrasnTeIs;

Job title/ Tomwnocrn: Jya li &v( Pﬂ 304 -

Name/Mss: Dr. MiChae‘ Uhr Lind h m GmbH

o, T 31 JAK. 2055 Neustrale 82
40721 Hilden

l'emplate/ [HaGxom: AP-Form-P15.02/LeatrisaRU Rev. 2 SiakS






