UNCONTROLLED COPY Issued On 13-08-2025

Qe
Dr.Reddy’s ‘,‘.‘

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A

Product : Finast (finasteride) film-coated tablets 5 mg
| Hpoaykr: ®unact (punacrepuiy) TabAETKH, MOKPBIThIE TJIEHOYHON 000J0YKOM, 5 M

Market / Poinok

Russia / Poccus

Batch No / C2504656 Batch Quantity / 1000000 tab /

Cepust Ne Paszmep cepun 1000000 Tab

Analytical Repovrt No / 290001807718 Date of Analysis / 30/04/2025

Awvanurnyeckuii oruer Ne Jara anaymsa

Date of Manufacture / 02/04/2025 Date of Expiry / 31/03/2008

Hara nmpoussojacrsaa I'open 1o

Mfg. License No. / REA ny

[ponssoxcTBeHHAs 5O/RR/AP/97/F/R number: JI1-Ne(000835)-(PT-RU)
Homep PY

Jnensus Ne

Analysis performed according ND / Anasms nposeaen mo HJI: JITT-Ne(000835)-(PI'-RU)-080724

Page 1 of5/Crp.1u35

Ne | Test/ Ilokaszareab

Result / PesyabraTni

Specification / Hopma

1 Appcarance / Onucanue

Blue coloured, oval shaped,
biconvex film coated tablets,
debossed with "FIN" on one side
and "5" on the other side. Cross cut
description: white core / OBasnbHbIe
JIBOSIKOBBITTYKJIbIE TaOJICTKH,
MOKPLITHIC TJICHOUHOH 000510UKOl
CHHETO LiBeTAa, ¢ TUCHEeHHEeM «FINY
Ha OJIHOH cTOpoHE M «5» Ha
JApyroi cropone. Ha paspese a1po
TadseTKn OEJoro 1BETA.

Oval, biconvex, blue, [ilm-coated tablets
with "I'IN" embossed on one side and
"5" on the other side. While to off-white
tablet core on the cross-section. /
OpanibHble JABOSKOBBLIMYKJIbIC TaOAETKH,
MOKPBITHIE — MJACHOYHONW  0OO0JIOUKO#
cuHero upera, ¢ TMcHeHHeM «FIN» Ha
OJIHOW CTOpOHE MW «5» Ha JApyrow
cropore. Ha paspese sapo Tabnerku
0eIoro WilK 1oYTH OEeJI0ro LBeTa.

2 | Identification / MpenTuduranus

2a | Finasteride / @unacmepuo

The retention time of the main
peak in the test solution
chromatogram corresponds to that
in the finasteride rcfcrence
standard solution chromatogram. /

BpGMﬂ YACPKUBAHHST OCHOBHOI'O

nuKa Ha XpomaTorpamme
MCITBITYEMOTO pacTBopa
COOTBETCTBYET BpEMEHH
YJ€PXKUBAHKS OCHOBHOTO TIMKa Ha
Xpomarorpamme pactBopa
CTANAPTIIOrO obpasua

dhuHacTepUa.

The retention time of the main peak in
the test solution chromatogram should
correspond to that in the finastcride
reference standard solution
chromatogram (see Assay). / Bpewms
yJEp)KUBaHUS ~ OCHOBHOrO TIHMKa Ha
XpomMarorpamme UCTIBITYEMOTO
pacTBOpa  JIOJDKHO  COOTBETCTBOBATH
BPEMEHH YJICPY)KHBAHUSI OCHOBHOI'O MUKa
Ha Xpomarorpamme pacTBopa
crangapTHoro obpasua (uHacrepua
(paznen «Konuuectsertoe
ornpeeselnen).

2b | Titanium dioxide /
Tumana Ouorxcuo

Complies / CooTBETCTBYET

'I'he solution should turn orange-red. /
PactBop  JO/DKEH  OKPacuThCsl B
OPUIDKEBO-KPACHLIA LBET.

Remarks : The Product confirms 1o ND/
TMpumeuanne: [TPOyKT CONTRETCTRYET TPEAORAHUSIM HJT

Conclusion : APPROVED /
Bakmouenne: OQMOBPEHO

Prepared by / }/Q “ Checked by / Approved by: Manager/Executive /
[loprorosneugs 7 . [TpoBepeHo: L‘ Ono06peno: Menemxep / Pykosojuresib
2= P
Date / DD DD Date/ O~ 2L < Date / _ o2 &

Hara: /\? & 2 e Jlara: 13-0% S Jara: 1% o&
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Qe
Dr.Reddy’s Q,‘o‘

CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIM3A

Product : Finast (finasteride) film-coated tablets 5 mg

Hpoaykr: dunact (punacrepus) TabaeTKH, MOKPHITHIE MIEHOUHOIH 000JI0UKO#, 5 Mr

Market / Poinox

Russia / Poccust

Batch No / 2504656 Batch Quantity / 1000000 tab /

Cepust Ne Pasmep cepun 1000000 Tab

Analytical Repovrt No / 890001807718 Date of Analysis / 30/04/2025

Ananurnyeckuii oruer Ne Mara ananmsza

Date of Manufacture / 02/04/2025 Date of Expiry / 31/03/2028

HJaTa npousBoacrsa Topen xo

Mfg. License No. / MA ber: /

ITpousBoacTBennas 59/RR/AP/97/F/R H N : JITT-Ne(000835)-(PT"-RU)
omep PY

Jnuensus Ne

Analysis performed according ND / Ananu3 nposeaen mo HJI: JII-Ne(000835)-(PT-RU)-080724

Page 2 of 5/ Crp.2 u3 5

3 | Dissolution / PacrBopenue

Unit-1/ Ta6un.-1 98 %
Unit-2 / Tabn.-2 98 %
Unit-3 / Ta6n.-3 99 %
Unit-4 / Tabn.-4 96 %
Unit-5 / Ta6n.-5 98 %
Unit-6 / Taba.-6 98 %

Not less than 75 % (Q) of label claim of
Co3H3gN2O,  (finasteride) should  be
dissolved during 45 min. /

He menee 75 % (Q) or HoMMHAIBLHOTO
cozepkanms Co3HigN2Oo (punacrepu)
JTOJDKHO PacTBOPUTHCA 3a 45 MUH.

4 Related substances / PoxcrBennbie npumecu

Impurity A / ITpumecs A

Impurity D / ITpumecs D

Impurity B / I[Tpumecs B

Below LOQ (LOQ = 0.067 %) /
Hwxe npejena KoJIMYECTBEHHOTO
onpenenenns (I1KO = 0,067 %)

Not detected / ne oOHapyxkena

Not detected / He 0OHapyskeHa

Not more than 0.3 % / He 6onee 0,3 %

Not more than 0.1 % / He 6onee 0,1 %

Not more than 0.3 % / He 6onee 0,3 %

Impurity C / [pumecs C 0.10%/ 0,10%

Individual unidentified
impurity / Epunuunas
HeUeHTU(GULIMPOBAHHASI
npHMech

0.04% /0,04

Total impurities / Cymma

npumecei

0.14%/0,14%

Not more than 0.3 % / He 6osee 0,3 %

Not more than 0.1 % / He 6ouiee 0,1 %

Not more than 0.6 % / He 6onee 0,6 %

Remarks : The Product confirms to ND/
Hpumeuyanmne: [ponyxr COOTBGTC’@pr TpedoBanusam HJ|

Conclusion : APPROVED /
Zakmouenne: OJOBPEHO

=

Prepared by / +Checked by / Approved by: Manager/Executive /

[ToarororneHo; [TpoBepeHo: l@ Onobpeno: Menemxep / Pykosoauresb
j Date / Date / o -

Date / 2o oo ® 5
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Qe
Dr.Red dy’s ".‘ CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

-08-2025

Product : Finast (finasteride) film-coated tablets 5 mg

Ipoayxr: dunact (punacrepmt) TaGieTku, NOKPHITHIE MICHOUHON 060I0UKOMH, 5 MK

Market / Poinox : Russia / Poccus

Batch No / . C2504656 Batch Quantity / : 1000000 tab /

Cepust Ne Pasmep cepun 1000000 Tab

Analytical Report No / . Date of Analysis /

Anajgurnyeckuii oryer No 890001807718 Jara anammsa 301042025

Date of Manufacture / . Date of Expiry /

Jlata npowsoncTra ©02/04/2025 Conen 20 31/03/2028

Mfg. License No. /

IponsBoacTBeHHAs : S9/RR/AP/97/F/R MLa number; £ : JITT-Ne(000835)-(PI'-RU)
Homep PY

Jauensust Ne

Analysis performed according ND / Auaaus nposeaen mo HJI: JITI-Ne(000835)-(PT-RU)-080724

Page 3 of 5/ Crp.3 u3 5

5 Microbiological purity / Mukpo6uosiornueckas 4ucrora

OtrcyrctByerB 1 1

a) Total Aerobic Microbial Less than 10 CFU/g. / Not more than 10* CFU/g. /
Count / OO6wee uwucno Menee 10 KOE/r. He Gosiee 103 KOFE/T.
a’POOHBIX MUKPOOPraHU3MOB

b) Total Combined Yeast and Less than 10 CFU/g. / Not more than 10> CFU/g. /
moulds count / O61ee uucio Menee 10 KOE/r. He 6onee 10> KOE/r.
JAPOAOKEBBIX W TICCHEBBIX

rpuboB

c) Escherichia Coli Absent in 1 gram / Shall be absent in 1 gram. /

OtcyrcTBue B 1 1.

foil with heat seal lacquer. 3
blisters and patient information
leaflet (package insert) in a carton.

6 Uniformity of dosage units / 2.3/23 The Acceptance Value (AV) should be
OnnopoaHoCTH less than or equal to 15.0. / [Tokasarenn
JO3HPOBAHUS npuemsieMoct (AV) nosvkeH ObITh He

6onee 15,0.
7 Assay / KosiuuecTBennoe 5.01 mg/ 5,01 mr 4.75 mg to 5.25 mg of Cp;H;zsN,0,
onpeaeseHne (100.1 %/ 100,1 %) (fiqasteride) (95 % to 105 % of label
’ claim) per tablet. /
Or 4,775 mr no 5,25 mr CyHisN,O,
(¢punacrepun) (or 95 % no 105 % or
HOMHHAJILHOTO COJICPIKAHMSN) B
TabnerKe.

8 Package appearance / 10 tablets per  Dblister of | 10 tablets per blister of (PVC/PE/PVDC)

Onuncanne ynakoBku (PVC/PE/PVDC) film/aluminium | film/aluminium foil with heat seal

lacquer. 3  blisters and patient
information leaflet (package insert) in a
carton.

/ 14 tablets per blister of (PVC/PE/PVDC)
film/aluminium foil with heat seal
lacquer. 2  Dblisters and patient

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanne: [poaykr coorsercTByeT TpedboBaHusm HJI 3axmiouenne: OJJOBPEHO

P\
Prepared by / hecked by / Approved by: Manager/Executive /
[ToarorosieHy: ] [Iposepeno: Z@ Onobpeno: Menemkep / PykoBoauresb
Date / 9_'9 X ~ | Date/ Date / ‘ , Bl
Jlara: l & 202-5 Jara: Yo tzMLg Jara: |20 !
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[ X
Dr.Reddy’s €5¢

CERTIFICATE OF ANALYSIS

CEPTUDOHUKAT AHAJIM3A

| Product : Finast (finasteride) film-coated tablets 5 mg
Ipoaykr: dunact (puHacrepu) TabiaeTKH, MOKPHITHIC MIICHOMHON 060I0UKOM, 5 M

Market / Poinox : Russia/ Poccust

Batch No / C2504656 Batch Quantity / 1000000 tab /

Cepust Ne Paszmep cepun 1000000 Tab

Analytical Repovrt No/ 890001807718 Date of Analysis / 30/04/2025

AHajguTHYecKHi oTueT Ne Jara ananmsza

Date of Manufacture / 02/04/2025 Date of Expiry / 31/03/2028

Jara npousBoacrsa Topen no

Mfg. License No. / MA ber: /

IIpousBoacTBennas 59/RR/AP/97/F/R fumber: : JI-Ne(000835)-(PI"-RU)
Homep PY

Junensusn Ne

Analysis performed according ND / Anaaus nposeen mo HJI: JITI-Ne(000835)-(PI'-RU)-080724

Page4 of 5/Crp.4m3 5

[To 10 Tabnerok B Gumcrep w3
mienkn  (NIBX/TID/TIBaX)  /
aJIOMUHHEBOM

(dosbru c TEPMOKJIEEBbIM
JJAKOBBLIM ~ MOKpbITHEM. [lo 3
6amcTepa BMECTE ¢ MHCTPYKLMEH
no  npuMeHeHuro  (JINCTKOM-
BKJIA/IbIILIEM) nauky
KapTOHHYIO.

B

information leaflet (package insert) in a
carton. /

[To 10 Tabnerox B GsuvcTep M3 IIeHKH
(MBX/TID/MTBaX) / antoMuHmeBoii
(Gosibru ¢ TEPMOKJIEEBLIM  JIAKOBBIM
nokpbiThem. Ilo 3 Onucrepa Bmecre ¢
MHCTPYKIIHEH 1o NPUMEHEHHIO
(JIMCTKOM-BIJIQ/IBILIIEM ) B nauky
KapTOHHYIO.

[To 14 Tabnerok B Guucrep M3 njeHKH
(INBX/TID/TIBaX) / anmoMuHueBoi
(Gosibru ¢ TEPMOKJIEEBBIM  JIAKOBBIM
nokpoituem. o 2 6auncrepa Bmecre ¢

MHCTPYKIHCH no MPUMEHEHHIO
(JIMCTKOM-BKJIAJIbIIIEM) B navKy
KapTOHHYIO.

API name (INN) / HaumenoBanue APC (MHH):

Finasteride / ®unactepu

API manufacturer batch number /

Homep cepun cyocranmun npoussoaurens I'JId:

ABSH000943
Homep cepun npomsBogutess ADC:
FP Manufacturer API Batch number / FCSA00240

API Manufactured by & country /
Hpoussogurens APC, crpana:

Dr. Reddy’s Laboratories Ltd., India /
J-p Pennu’c Jlaboparopuc Jlta., Uuaus

KouTpoas kauecrsa / [lnomanka B

Name, address, authorization No for P
manufacturing site / Control site / Release site /
HanmvenoBanue, agpec, IMUEH3HS TJI5
IponsBoacTBennas niaomaaka / Inomanka

BITyCKA

Formulations Technical Operations - Unit-111, Survey No
41, Bachupally Village, Bachupally Mandal, Medchal
Malkajgiri District, Telangana State, 500 090, India (license

No. 59/RR/AP/97/F/R) /

[TpouspoacreenHoe noapasaencuue-1II, Yuacrok Ne 41,
bauynamim Buiamk, bauynaniu Maupasn, Mepuai

Remarks : The Product confirms to ND/
HMpumevanne: [Tpoaykr COOTBengsyﬁ Tpebosanusm HJ

Conclusion : APPROVED /
Zakmouenne: OJOBPEHO

" Checked by /

(=

Approved by: Manager/Executive /

Prepared by / /
nOﬂFOTOBHGIW [Tposepeno: Onobpeno: Meunepkep / PykoBourens
Date / X . Date/ \q _ —9p825 | Date/ _ gooely

Jara: 13 € 8-202 Jara: il 8 = Jara: 1'¢ o8&
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Qe
Dr. Reddy’s ".. CERTIFICATE OF ANALYSIS

CEPTHUDHUKAT AHAJIM3A

Product : Finast (finasteride) film-coated tablets 5 mg
Ipoayxr: dunact (Gpuuacrepus) TabieTKM, MOKPHITHIE TICHOUHON 060JI0UKOH, 5 MI

Market / Poinok : Russia/ Poccus
Batch No / Batch Quantity / 1000000 tab /
o C2504 ;

Cepust Ne C2alhest Pasmep cepuu 1000000 Tab

Analytical Repovrt No / - 890001807718 Date of Analysis / 30/04/2025

AsajnuTnyecknii oruer Ne Jara ananmsza

Date of Manufacture / . 02/04/2025 Date of Expiry / 31/03/2028

JarTa npousBoacrsa Togen po

Mfg. License No. / MA T

I[ponsBoacTBennAast : 59/RR/AP/97/F/R B Dt : JIT-Ne(000835)-(PI-RU)
omep PY

Junensus Ne

Analysis performed according ND / Anaums nposeen o HJI: JITI-Ne(000835)-(PT-RU)-080724

Page 5 of 5/ Crp. 5m3 5

Mankamxrupn Jucrpukr, Hltar Tenanrana, 500 090,
Mujns (iuuensus Ne 59/RR/AP/97/F/R)

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of
product has been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in full
compliance with the GMP requirements of the Furasian Economic Union (No. GMP/EAEU/RU/01293-2024 dt. 17
April 2024) and requirements to the medicinal quality and with the specifications in the Marketing Authorization dossier
of the importing country. Production, packaging and testing records are verified and their compliance with Good
Manufacturing Practice of the Eurasian Economic Union is establishedy.

3akinouenne o coorBercTBuM: «HacTOSAWMM s TOATBEPIIAIO, YTO NMPUBEJEHHAS Bbile MHOOPMALWMS SIBIISIETCS
JOCTOBEPHOI M TOUHOI. DTa cepust NPOYKLMK TPOU3BEIeHa (BITIoUas ynakoBKy (MApKMPOBKY) M KOHTPOJIb KauecTBa)
Ha BbILICYKA3aHHON MPOM3BOCTBEHHON MUIOIA/IKE (TUIONIA/KaX) B MOJHOM COOTBETCTBUM ¢ TpeGoBanusmu [lpasu
Hajy1eKalell MPon3BOACTBEHHOM npakTHku EBpaszuiickoro skonomuueckoro corosa (Ne GMP/EAEU/RU/01293-2024
or 17 anpenst 2024) u TpeOOBaAHUIMH KOHTPOJISI KAUueCTBa JICKAPCTBEHHBIX CPEJCTB, a TaK)KEe B COOTBETCTBHM CO
crneurpUKaLMsIMK, COAEPKALUMMUCS B PErMCTPALIMOHHOM JIOChE CTPaHbI-UMIIOpTEpa. 3alucH N0 NMPOU3BOJCTBY,
YNaKOBKE W aHaJM3y MPOBEPEHbl, M YCTAHOBJIEHO HX COOTBeTCTBUE TpeboBaHusM [Ipasui  Hamnexalueit
NPOU3BOACTBEHHOM MpakTHKU EBpazniickoro sKOHOMMUYECKOro COro3a.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpuveuanne: [1ponykr COOTBGTCﬁgyﬁ TpedoBanusm HJI Zakmiouenne: OJJOBPEHO
0 .

Prepared by /  Checked by / Approved by: Manager/Executive /

[Toprorosiner [TposepeHo: A@ Onobpeno: Menemxep / PykoBoautesb
T

Date / / _ — | Date/ g Date / o125

Jlara: 5eB-202.5 Jara: 140 8 2028 Jlara: 1%






