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Release form/ ‘ 28 tablets in a PVC/PVDC/AL blister 1 blister with Instructions for
Dopma BEIAYCRA Use (package i En&._snnﬂmwnﬁ___ﬁu&ﬂ
28 vafnerox ® Gamevep w3 TENMBAX/AL 1 Gancrep e
HCTpysredt mo  METANHACKOMY unswnj-. ...:nﬂnn
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Generic name’ Tibolone! %\ 00y . ,u..” &
| CpysnnpoBoMEDE ERRNEH Trbounok \n.“w/mw/ﬁ
j Country of import! Crpana amropra; The Russian Federation' wﬂ@.ﬂ.ﬂmﬂ TN
Regisiration Certificate Mo/ JTEM(801672)-(FT-RU) o7 16.01.2023 =
Perscrpaunonsve ynocroscpenne M: L} "APUCTE GAPMA™ =
Registration  Certificate. holder Emsaﬁﬂmmaumﬂ opmnnmg /|| _,__ Voo
HepaaTenan peruerpauronrero | Apiucro @apma MwbX, Tepaamin ¢.._// w
FOOCTOBEPEHN o x.o.\...
Batch Mo/ Howmep cepo: 2155421 L TS0y
Batch size/ Pramep cepun: _ 33749 packs! ynaxnsoK ..,.m.“..qOﬂImm“.‘. 2
u._némﬁﬂsumn&&hﬁi Eﬂuan.nﬂ.ub 02.12.2024 S
Expire Date/ T'ogen go 122027
Manufacturer (All H&;ﬁ.ﬁ stages) Iipomsnoprens (Boe cragwn npoi aupns.uﬁ.
Name/ [ Lindopharm GmbH, Germany/
HaumenoBanLe: Jinmodapy TmGX, Teprannn
Address’ ) ) | Neustrasse 82, 40721 Hilden, Germany/
Aapec: Holiwrrpacee 82, 40721 Xnapnes, Depamnmis

Mancfacturing  Authorization Mol | DE_NW_03_MIA 2024 0011
Jinmeszun 2 RpouIBogeTRo Ni: W
EADU GMP Cerificate Mo, valid tilll | AM/EAEUM2023/01/01, till 03,02.2026/

EAZC GMP Cepraduicar Mo, ropen go: | AM/EAEU/HI2023/01/01, o 03022026 1.

APl, APl manufacturer batch M, | Tibolene/ Trboaon

manufacturer of APY Hasmeuosamae | Batch Mo/ Cepam Na 2144065

AKTHBHOM eyberammumn, Cepsn | Newchem 8.p.A., linly / Hetowes CunA., Bivamns

cyGeranmun NpOUIBNETEAN,

HPORIBOHTENLL y e )

The analysis was carried out according to/ | Dossicr JILI-Me(001672)-(PT-RU) from 04.04.2024/ gocee JITT-
AHATHI BLUTOTHEH TH0: Ha{(01672)-(PT-RU) or 04.04.2024
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_u-:,ﬂ. _“_--!....E..ﬂ-_q ThoEasaeT
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Omucanme tablets. i Kpyrnmee caerwa | Kpyrase €RerKn  QBOSAKOBGIAYICARIE

gaoskoasImycane TafineTion Gemoro man | Tanevin Genoro useTa.
ngETH Geaor yserd.
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Identification!

“The retention time of the principal peak on

“The retention time of the prncipal peak on

Haerrmadurranm test  solotion  chromatogram  must | fest sofution chromatogram coaresponds
comespond to the tibalone pesk retention | fo the tibolone peak retention time an the
time on the standerd  solotion | standerd sobution chromatogram. /
chromatogram. Bpesta YIEpRHBARKA DCHOBHOTD KR
BprMe YAESHBIANS OCHOBHOTD OHEE | HA  XPOMATOTDAMME  HCHBITYGHEOTO
B XPOMATOIPAMME  MCLITYEMOMD | PACTBOPR  CODTBETCTOYET — BREMElH

PRCTEOPE  AOULEHD Su...uﬂ.ﬁﬂﬂ_n...-. yoepEMBAEME nWEa  TaGenoms  ma
BpEMENR YIEPeKIIBRIES THKS TROOAOHE | XPOMATOrparme CTENLAPTHITD
HE  EpOMETOrPAMME ﬂ..ﬂ-ﬁ.nm..ﬂu-.u pacTeopa 1.
ernopa I
Tabler average weight! 100 mg + 5% 7 100 mr+ 5% Ea.u.n..m?__.u___
c Cpeanmn mecce Talenn L
Dissobution/ Zﬁgg.__m# (Q) in 15 min/ 5%
PacTopeHne He meree 5% (Q) uepes 15 v e
— i 1 VI

Related substances/ Tmpurity .__p ﬁﬁg& vative); < \m.uuk\lnrqq_nb.

TEpansecs Tip P I_. Frg
19%; i
Impurity B (peroxyderivative): < Ke <01% :

Tpamecs B (nep P L.___ v 1
#. _ _ K AT S___Q

Tmpurity C (isctibalonek < 5,0 %/ | oas U h__ fo ]
Ipassecs, C (maomieGonon): <50 .ru__ 'z
Single snidentified kmpurity: < 0.5 %, - / m”.."wm‘
EQHIASHER ReameE TaluHposan o Py

npewech: <0,5 %; -ﬁ-/ //n.,..ﬂr“fh st~ W.m.
Sum of impuritics: NMT 6,5 %/ Cymma ,;/@@Iﬂllw\. e
npumeced: < 6,5 %.

Uniformity of dosape units/ Tlocnegies npsemuemos stieime anm 30 | (L1 ulmS. AV =23

25,0,

ORHOPOANOCTE  JOINPOSANHLIL | JDIHDOSIITHEK ENHME MEHERS HIR PAEHO
EAAHAL LI w um oosn HROYHSHERS ISSYSHHC
COJIEpWANEE ARKTHEHDID SEIGECTEE B
waeooll  Eoamposanmodl  egummae  HE
tnEEw.n_.ruaFE.,.EEmwmﬁwﬁnﬁ_
+12 % 0,01) M. Lt pasno 15,0, 8 L2 —

Microbizl purity! Category IAS
Muxpoluonsraucekan sucrore | Kameropua JA.

CFU in 1g. / Ofumes wmesn

Tatal number of aerobic bacteria - NMT _ﬁ...

Category 3AS
Kateropns 3A.
Total nu E&E&nw-n!eﬁmﬁ

KOEslr

Gonee vem 1IPKOE 8 1 3

Oreyrersne Escherichia colin 1 1.

MHKPOOPIAHAIM0D — _Hmaz#nn:_n#
d&gﬁﬂﬁﬁﬁmgﬁu not mare

than 10* CFU in g/ Ofuge wmeno
gr.n:ﬂ..-ﬂ.u-:niuauu|ﬂ

Absence of Escherichia eoli in 1g/

uHEn Grmx MHKD nLﬁlEﬂl
_S.n_a?mw_ﬁﬁm_
Total cownt of ¥ R&ﬂnﬁﬁﬁuﬁanﬁ
qHCAD AP M R ax
rpubos —< 100 CFU in | gKOEn I r3
Ercherichla  coli — absent im 1g/
Escherichla coll - omeyverayer s 1 r

Assayl KoangecTaenmoe
RpCAeACHIE (909 to 105 % of steted coatent), £

Conteat of tiholone is 2,25 mg to 2,625 mg

2516 mg {ar)
100.64%4
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Quaelity parameters’ nuﬁij -

Copepanne TRET0RA 01 1,25 Mr 1o
2,625 An...un.m_ﬂhn nm.m-.mrn._.

ATTpHMERATE DO IMINRNEHHD BpaMLy, | aCaocod NPHMEHEHHE, =78
use, quartity of tablets Fun&umn. name | and content of sctive substance in esch — #CoCof APUMEHRHNN: O MICTPYRUNO | MHETRYKHMID N0 MeTMIHHCKOMY
end content of active substance in cach | tablet, allpenaper comepwmr nakroas = MO MEAMIEHCKOMY  NPHAENEUEID | IPEMERCHMI  {MNCTON-BRAARIELH,
tablet, «[lpenapar COQCPWRHT  AKTONE] | MOHOCHIPATH, wllprMeETTS o (mcrox-pranatin)s, oHe npumensTs | «He NPHMEHATE M0 HCTERLNMN CHoKa
MOHOCHIPSTS, wllpresaTs no | HAIHESEHMO Bpa=s,n, #Crocod ]

W0 HCTESCHHH CPOEA  PORHOCTH.S, TOARHOCTH.N, NAIBAHAE ®W CTDaRA

0 ]

PETRCTRREHOANOTD YRGCTUBEPEHES, EHHR, cTpaps
HEBCKONLY (amcToR- | sxsamum)a,  wHe npemenErs  mo HANBANNE CTPERE  KOMTEHAA | KDMOEHEH DPORIGOANTERR, YCAOBHS
BENRAELE) (He  npemesate po BCTESEHHM CPOKA MONADCTH.Y, RAme and DPOHSBOAATER, YCRUBHR  XPAHEHHH, | upancHER, «XPRUNTE B HeROCTYRAOM
HCTEMBHEN CPOER TORROCTHLN, MEme an ountry of the company-owner of «XpEMATE B MeioCTYMmM0M Anm geredt | mom mevell MecTes, Yemomus oTmycks,
country of the company-owner of | Marketing authorizalion, name and MECTEN, YCAOBHA OTIEPCKA, ITPAX-ROM, | ITPRN-KON,  #MECTO  HEHecenms
Marketing authorization, nams and country country of e company-manufacturer, «MecTo neReCEHNE FOMERS CEPRN, XBTL | BOWEPE CEDIH, AATA] NpPONIBOACTEE,
of the company-manufacturer,  storage storage  conditions,  aXpapmT MPOAIBORCTES, GATE] GECHREHAN CPOKE | DSTHLI OKONYANHE CPOKE rOQHCCTH &
conditions, «XpestnTs B HEROCTYTHOM DEE HOmOCTYREDM  jma pevell  Mecreln, MOGHOCTE W o o HA pyrax
Aereli mecren, prescription status, bar prescription status, bar code, «Mecto IpYTHE HABSTHQUKAUKONELE CPENCTE | RICHTHGNKATHORE epeacra GTIN,
code, «MecTo nawecomms woMepa cepamw, | nameccams HOMEPA  CEpER,  AATSl GTIN, BN, papuarog, | SN)e, bapmawon, BuyTpmIEEOACIKOH
BATH  [POHIBOACTES, JAATHl OKOHYEHEN | NPCHSSONCTER, JETH OEOHMAIHT cpoma BHYTPRIABOACKIS KOOLI YAAKCEE (IPH | KOA  YNEK0BKA, muynepell

CPORE MOSRACTA H BOZMOMEHOTD BARCCOHHA | TORHOCTH M BOSMOWHOTD  BAHECSHIN B TH)y AByneepakait A Kom.
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Batch No/Homep copun: 2155421
Storage: At the tempernture not mars than 25 *C/ Xpenesmze: Tipn TeMOepaType ne aaane 15 °C.

Shekf-Fifie: 36 manths! Cpose roamocTa: 36 Mecames.
Confirmation of compliance! MogTecpaaenie COOTBETCTAN

It is harchy cesified that the above fnfocmation is authestic and accurate, This befch hes been mamufactured, incliding
packaging and quality contzol, at the above meationed site in dnmce with the reqguirements of GMP end in eecordance
with the agreed Menufachering Instructions, dingsicr JITT-M{B01672-FT-RU) from 04.04.2024, Companent and Product.
Specifications provided by the Customer. No deviations gecurred during bateh processing, peckaging and analysis which
could adwerssly affect preduct quality,
HscTomiitn HOATBEPRUIREN, 470 BReywacannae nitdiopMausa RERErts Rominitiol W TouioiL. Jaimen nopTaa
: COOTBETCTEHN €
i, fidens L=

Brina HATOTOBIERE, ..._un..ﬂ.uﬁun B HCALITRIR HA BEUREYRATaRIOH APOIBORCTALHEOR MIOHBLKE B
TpefosannanE GMI" w8 COOTBETCTENN ¢ YTBEMAIRIMEIMN TIPOHIDORCTREHIEIMN HiseTpYRUN

Cualified personY nomosso Rk 1PERCTEBIITENS ‘
sob title! Aprmemoers: Qi ied Fers ‘
Name/He: Dr. Michael Uhr
Lindopharm Gm
Buseliocn: AN Meustrafte 82
40721 Hilden
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