CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Qe
Dr.Reddy’s ‘,’o‘

Product : Finast (finasteride) film-coated tablets 5 mg
ﬂponvm ®@uHacr (bunac, repnn) TabNIeTKH, MOKPbITHIE INICHOYHOH 060/104KOH, 5 M

| Market / PoIHOK . Russia / Poccus
Batch No/ . C2514454 Batch Quantity / 1000000 tab /
Cepus Ne ' Pasmep cepun 1000000 Tab
Analyfical Report No / 890001850524 Date of Analysis/ . )g/1/255

| AHAJTHTHYEeCKHH oTyeT No JMara anajan3za
Date of Manufacture / - 30/10/2025 Date of Expiry / . 30/09/2028
JlaTa npou3BOACTBA TI'ogen xo
Mfg. License No. / MA b {
I pou3BOACTBEHHAS : 59/RR/AP/97/F/R o numper: JITI-Ne(000835)-(PT-RU)

omep PY

JuueH3us Ne

Analysis performed according ND / Anaym3 nposeaen mo HJ/I: JITI-Ne(000835)-(PT'-RU)-080724

Pagelof 5/ Crp.1m35

Test / IlokazaTeian

Result / PesyabTaThl

Specification / Hopma

1 | Appearance/ Onucanne

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 / OBanbHEIe
JBOSKOBBIMYKJIBIE TaOJIETKH,
HOKPHITHIE IIJIEHOYHOH 060109K0#
CHHero I1[BeTa, ¢ THCHeHHEeM «FIN»
Ha OJTHOM CTOpOHE M «5» Ha
npyroii cropore. Ha paspese sizpo
TabyieTku 6enoro 1BeTa.

Oval, biconvex, blue, film-coated tablets
with "FIN" embossed on one side and
"5" on the other side. White to off-white
tablet core on the cross-section. /
OBanbHbIE ABOSKOBEIIMTYKIIBIE TaONeTKH,
MOKpHITEIE  TUIEHOYHOM  00osoukoit
CHHEro IBeTa, ¢ THCHeHHeM «FIN» Ha
OoOHOH cTOpoHEe H «5» Ha Opyro#
cropoHe. Ha paspeze suapo Tabnerku
6emoro iy noutH 6enoro 1BeTa.

2 | Identification / UnenTndukanus

2a | Finasteride / @unacmepuo The retention time of the main | The retention time of the main peak in
. peak in the test solution | the test solution chromatogram should
| chromatogram corresponds to that | correspond to that in the finasteride
in the finasteride reference | reference standard solution
standard solution chromatogram. / | chromatogram (see Assay). / Bpems
yOEpXKHBAaHMS OCHOBHOIO IIMKAa Ha
Bpems ynep)kMBaHHS OCHOBHOTO
XpoMarorpamme HCITBITYEMOT'O
IH1Ka Ha XpoMaTorpamMMe
pacTBopa JIO/DKHO COOTBETCTBOBATh
UCIBITYEMOTO pacTBOpa
BPEMEHH Y/IeP)KUBAHUS OCHOBHOT'O TMHKa
COOTBETCTBYET BpeMEHH -
Ha XpoMarorpamme pacTBopa
yIOep>KHBaHHA OCHOBHOTO ITHKA HA
craHmapTHoro ofpasua ¢uHacTepua
XpoMaTorpaMmme pacteopa
(pa3nen «KonugectrenHoe
CTaHJapTHOTO obpasua
orpeNieNIeHHe»).
¢uHacTepuna.
' 2b | Titanium dioxide / Complies / CooTBeTCTBYET The solution should turn orange-red. /
Tumana ouoxcud PacTBOp  HOMKEH  OKpacHTsCi B
OpaH)XeBO-KPACHBIH 1IBET.

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

IIpuameuanne: [TpogykT cooTBeTCTBYET TpeboBanmam H/J 3axmoyenne: OJOBPEHO

Prepared by / Checked by / -y “Approved by: Manager/Executive /

ToAroToBNIeHO: HPOBCPEHF L 2 ' Onobpeno: Menemkep / Pykosoautens
T =

I e
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y °® CERTIFICATE OF ANALYSIS
Or. Reddy S Q,O CEPTUOUKAT AHAJIM3A

Product : Finast (finasteride) film-coated tablets 5 mg
Ipoaykr: Punact (bunacrepun) TabieTku, NOKPHITHIE IUIEHOYHOM 0060J104KOH, 5 Mr
| Market / PoiHOK : Russia/Poccus
Batch No / . 2514454 Batch Quantity / . 1000000 tab /
| Cepust Ne ) Pa3mep cepun * 1000000 Ta6
Analytical Repo“rt No/ . 890001850524 Date of Analysis / . 29/11/2025
| AHAJIHTHYECKHI oTgeT Ne JaTa anajan3a
Date of Manufacture / - 30/10/2025 Date of Expiry / - 30/09/2028
| /laTa mpon3BoacTBa I'onen no
Mfg. License No. / MA ber: /
IponsBoacTBEHHAS : 59/RR/AP/97/F/R e : JITI-Ne(000835)-(PT-RU)
Homep PY
aunen3us Ne

Analysis performed according ND / Anann3 npoBeaen no HJI: JITI-Ne(000835)-(PT'-RU)-080724
Page2 of 5/Ctp.2 m3 5

| 3 | Dissolution / PacTBopenue Unit-1 / Ta6n.-1 97 % Not less than 75 % (Q) of label claim of
| = CxH3sN20, (finasteride) should be
Urit-2 [ Tabw.-2 9% | gissolved during 45 min. /
Unit-3 / Ta6r.-3 98 % He menee 75 % (Q) oT HOMHHAIBHOTO
Unit-4 / Tabn.-4 99 % copepxanust CyHisN2O (bunactepun)
Unit-5 / Tabn.5 97 % JIOJDKHO PacTBOPHUTHCA 32 45 MuH.
Unit-6 / Ta6bn.-6 98 %

4 | Related substances / PogcTBeHHBbIE IpHMECH

Impurity A / Ilpumecs A 0.07%/0,07%
Not more than 0.3 % / He 6onee 0,3 %
Impurity D / TTpumecs D Not detected / He 06HapyxeHa Not more than 0.1 % / He 6onee 0,1 %
Impurity B / [TIpumecs B Not detected / He obHapyxeHa Not more than 0.3 % / He 6onee 0,3 %
Impurity C / Ipumecs C 0.15%/0,15% Not more than 0.3 % / He 6onee 0,3 %
Individual unidentified | Below BDL(BDL=0.03%) / Hixe
. . =] 0
nr{punty / Enpmiranas | nopora peructpatpu (ITP =0,03%) Not more than 0.1 % / He 6onee 0,1 %
HEMICHTH()HIMPOBaHHAA
MPUMECH
0, V)
Total impurities / Cymma 0.22% D,22% Not more than 0.6 % / He 6onee 0,6 %
npuMecel
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [IpoaykT cootBeTcTBYeT TpebGoBaHMaM HJ[ 3akmouenne: OJJOBPEHO
Prepared by / Checked by / i V. YApproved by: Manager/Executive /
[ToarorogneHo: (/D/ ﬂponepeH?Kf D 2 “Ono6peno: Menemxep / PykoBoautens
- — o Pf =
Date/ T Date/ 201/~ 9 ) 5| Date /
Hara: 30 —ftt—2ol5" Jara: Jata: o t1—2>f
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) LY CERTIFICATE OF ANALYSIS
| Dr. Reddy’s Q.O CEPTHOUKAT AHAJIA3A
' Product : Finast (finasteride) film-coated tablets 5 mg
| IIpoayker: @uHact (buHacTepua) TableTKH, MOKPHITHIE IULICHOYHOH 060/104KOH, 5 MI
Market / PoiHoK : Russia/Poccus
Batch No / . C2514454 Batch Quantity / 1000000 tab /
| Cepus Ne ) Pasmep cepun 1000000 Tab
Analytical Repourt No/ . 890001850524 Date of Analysis / . 20/11/2025
| AHAJTHTHYECKHi oTyeT Ne Jarta agaiuza
Date of Manufacture / . 30/10/2025 Date of Expiry / . 30/09/2028
JlaTa mpou3BoacTBA ITopen g0
Mfg. License No. / MA ber: /
IIpousBomcTBEHHASN : 59/RR/AP/97/F/R e I : JIII-Ne(000835)-(PT-RU)
omep PY
THnensusi Ne
| Analysis performed according ND / Ananu3 nposenen no HJ{: JII-Ne(000835)-(PI'-RU)-080724

Page3 of 5/ Crp.3 w35

5 | Microbiological purity / MukpoGHoIornyeckas 4ucToTa
a) Total Aerobic Microbial Less than 10 CFU/g. / Not more than 10* CFU/g. /
' Count / O6mee wymcno Menee 10 KOE/T. He 6onee 10° KOE/r.
a3poOHBIX MHKPOOPTaHH3MOB
b) Total Combined Yeast and Less than 10 CFU/g. / Not more than 10> CFU/g. /
moulds count / Ob1ee uucIO Memnee 10 KOE/Tr. He 6onee 10?2 KOE/T.
JIPOMOKEBBIX M IUIECHEBBIX
rpuboB
c) Escherichia Coli Absent in 1 gram / Shall be absent in 1 gram. /
OrcyrcrByerB 1 T OrcyrctBUe B 1 T
6 | Uniformity of dosage units / 1.2/1,2 The Acceptance Value (AV) should be
OpHopoaHOCTH less than or equal to 15.0. / Iloka3arens
JO3HPOBAHHS npuemieMocTd (AV) noibkeH GBHITH He
6omnee 15,0.
7 | Assay/KonuuecTBeHHoe 5.04 mg/ 5,04 mr 4.75 mg to 5.25 mg of Ci3HzsN,O;
onpegeieHHe (100.7 %/ 100,7 %) (finasteride) (95 % to 105 % of label
’ : claim) per tablet. /
Or 4,75Mr po 5,25 mr CHigN2O»
(¢unacrepun) (ot 95 % mo 105 % or
HOMMHAJIEHOTO COZCPIKAHHA) B
TabJeTKe.
8 | Package appearance / 10 tablets per Dblister of | 10 tablets per blister of (PVC/PE/PVDC)
Onuncanye ynakoBKH (PVC/PE/PVDC) film/aluminium | film/aluminium foil with heat seal
foil with heat seal lacquer. 3 | lacquer. 3  blisters and patient
blisters and patient information | information leaflet (package insert) in a
leaflet (package insert) in a carton. | carton.
/ 14 tablets per blister of (PVC/PE/PVDC)
film/aluminium foil with heat seal
] lacquer. 2  blisters and patient
Remarks : The Product confirms to ND/ Conclusion : APPROVED /

IIpumeuanne: IIpoaykT cooTBeTcTBYeT TpeOoBaHusam HJ|

3awnouenne: OJJOBPEHO

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

TToaroroBieHo: é)/ l'[poaepencg}.'fd—i?;; / = " OnobpeHo: Menemkep / PykoBoaurens
il pA=.

Date / 0 _ oL Date / 2o |- 2025 Date / |

IaTa: & Jlara: ' Jlara: Co—ll—7 =]




CERTIFICATE

Dr.Reddy’s €3¢

OF ANALYSIS

CEPTHOUKAT AHAJIM3A

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

| pomyxr: Ounact (huHacTepua) TabIETKH, OKPHITHIE IVIEHOYHOH 0001049KOH, 5 MT

| Market / PoiHOK . Russia/ Poccus

Batch No / . C2514454 Batch Quantity / 1000000 tab /
Cepusn Ne ) Pa3smep cepun 1000000 Tab
Analytical Repo.f't No/ - 890001850524 Date of Analysis / . 20/11/2025
| AHAJIMTHYeCKHH oTyeT N2 JlaTa anaan3a
Date of Manufacture / . 30/10/2025 Date of Expiry / . 30/09/2028
| laTa npoH3BOACTBA I'onen g0
Mfg. License No. / MA ber: /
IIpousBoacTBeHHAN : 59/RR/AP/97/F/R H o : JII-Ne(000835)-(PI'-RU)
omep PY
JHIeH3Hs Ne

Analysis performed according ND / Anaau3 nposenen mo H/I: JITI-Ne(000835)-(PI’-RU)-080724

Page4of S/ Crp.4m3 5

Howmep cepun cyOcranuuu npounssoguress IJID:

ITo 10 Tabmerox B Oamcrep w3 | information leaflet (package insert) in a
wiedkn  (IIBX/TIS/TIBaX) / | carton./
AIOMUHHEBOK ITo 10 Tabnerok B GaUCTEp M3 IUIEHKH
domeru c tepmowsieeBsiM | (IIBX/TIO/TIBaX) / amoMuHHEBOIA
JakoBbIM MOKpbITHEM. Ilo 3 | doneru c TEPMOKIEEBBIM JIaKOBBIM
6nuctepa BMecTe ¢ MHCTpYyKIme#t | mokpeiTeM. Ilo 3 Gimcrepa Bmecte c
MO0  NpHUMEeHEHMI0  (JIACTKOM- | HHCTPYKIMEH no NIPUMEHEHHIO
BKJIAJIBIIIIEM) B nayky | (IMCTKOM-BKJI3ABIIIEM) B navKy
KapTOHHYIO. KapTOHHYIO.
ITo 14 tabnerok B GimcTep M3 IUIEHKH
(IIBX/TID/TIBaX) / anrtoMUHHEBOi
¢onErH ¢ TEPMOKJIEEBHIM  JIAKOBBIM
nokpsrrueM. Ilo 2 6nucrepa BMecte ¢
HMHCTpYKLHEH 1o MPHMEHEHUIO
(JTUCTKOM-BKJIaJIBIIIEM) B Ma4YKy
KapTOHHYIO.
 API name (INN) / HanmenoBanne A®C (MHH): Finasteride / ®unacrepuy
API manufacturer batch number / ABSHO006182
Homep cepun npouzsogurtens APC:
FP Manufacturer API Batch number / FCSA01524

. API Manufactured by & country /
ITpousBoaurens APC, crpana:

Dr. Reddy’s Laboratories Ltd., India /
I-p Pexow’c Jlabopatopuc JIta., Uuaus

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HanmenoBaHHe, agpec, THIEH3HS 1A
IIpoussoacTBennas miomagka / ILtomanaxa
KOHTpOJIsi KayecTBa / Ilnomagka Bbimycka

Formulations Technical Operations - Unit-II, Survey No

41, Bachupally Village, Bachupally Mandal, Medchal

Malkajgiri District, Telangana State, 500 090, India (license

No. 59/RR/AP/97/F/R) /
IMpousBoncteennoe noapasaenenue-IIl, Yaacrok Ne 41,
Bauynanm Bunnamxk, bauynannu Mangan, Menuan

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

IIpumeuanue: IIpoaykt coorBeTcTBYeT TpeboBanuam HJ| 3axmouenne: OJOBPEHO

Prepared by / Checked by / __ ~{]PApproved by: Manager/Executive /

I1oArOTOBJIEHO: () [TpoBepenoy” 7 £~ Onobpeno: Menemxkep / PykoBoauTesnb
| = N ’ Pfli‘ 8

Date/ 1 29 5 Date / ~ (2ol | Date/ :

Mara: 30 Jara: £o Jara: T o——d
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9 2 CERTIFICATE OF ANALYSIS
_ Dr.Reddy’s ‘,‘ CEPTUGUKAT AHAJIU3A
| Product : Finast (finasteride) film-coated tablets 5 mg
| IIpoayxT: @unacT (huHacTepua) TabIETKH, HOKPHITHIC INIEHOYHOH 0G0I0UKOH, 5 ML

| Market / Poinok . Russia/ Poccus
Batch No/ . C2514454 Batch Quantity / . 1000000 tab /
Cepus Ne ) Pazmep cepun 1000000 Tab
Analytical Report No/ . 890001850524 Date of Analysis / - 29/11/2025
_AHAJIMTHYECKHH oT4eT No JaTa anajau3za
Date of Manufacture / . 30/10/2025 Date of Expiry / . 30/09/2028
JaTa npoH3BOACTBa T'omen 1o
Mfg. License No. / MA ber: /
IIpon3BoacTBEeHHAs ¢ 59/RR/AP/97/F/R o number: : JII-Ne(000835)-(PT"-RU)
omep PY
Juuen3us Ne
Analysis performed according ND / Ananu3 nposenen o H/I: JII-Ne(000835)-(PI'-RU)-080724

PageSof S/ Crp.5u3 5

Mankamkrupu Quctpuxr, llrat Tenanrana, S00 090,
Hugua (munensus 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 Eurasian 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 established».

3axiouenne 0 coOTBeTcTBHM: «HacTosAlUM s MOOTBEPXKNAIO, YTO NPHBEJEHHAs BHIE MHQOPMAaLHs SBIAETCS
JOCTOBEPHOM ¥ TOYHOM. ITa cepust PONYKIIUH MPOU3BEIeHA (BKIIFOYAs YTIAaKOBKY (MapKHUpPOBKY) U KOHTPOJb Ka4eCTBa)
Ha BBIIICYKA3aHHOM MPOU3BOICTBEHHOM IUIOIMAKe (IUIONUIaKax) B MIOJIHOM COOTBETCTBHH ¢ TpeboBaHusamu [IpaBuin
HaJIeXcalleil MPOU3BOACTBeHHOIM mpakTHKH EBpasuiickoro skoHoMudeckoro coto3a (Ne GMP/EAEU/RU/01293-2024
or 17 anpens 2024) u TpeOOBaHUAMH KOHTPOJIS KAauyecTBAa JICKAPCTBEHHBIX CPEJCTB, a TAKXKE B COOTBETCTBHH CO
crielM(PUKALMAMH, COAEPKAIIMMHUCS B PETrHMCTPAlMOHHOM JIOChE CTpaHbl-MMIOPTEpa. 3alMCH IO IPOM3BOACTBY,
ylaKOBKE H aHajJu3y IPOBEPEHbl, M YCTAHOBJIEHO HX cOOTBeTcTBHE TpeboBaHuaM IlpaBun Hatexamei
MIPOHU3BOJCTBEHHOM NpakTHKU EBpasuiickoro 3KOHOMHYECKOTrO COI03a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpameuannme: IIpogykt cooTBeTcTBYET TpeboBanuam HJJ 3axmouenne: OJOBPEHO

Prepared by / Checked by / i )y Approved by: Manager/Executive /
[HoaroToBneHo: @ [posepengt 7, -~ < | Onobpero: Menemwkep / Pykosomurens

FF e
Date / T Ts =1y Date/ Q-0 s Date / _— ,”,,?,0’7/(
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