
••• Dr. Reddy's ~:.• . CERTIFICATE OF ANALYSIS 
CEPTM <l>PIKA T AHAJill3A 

Product: Finast (finasteride) film-coated tablets 5 mg 
ITpo;zyKT: <1>1rnacT (cb1rnacTep11,a) n6neTK.li, n0Kpb1Tb1e IJJieHoqHoii o6ono'-IKOH, 5 Mr 
Market / PblHOK Russia / Poccm1 

Batch No/ 
C2514454 

Batch Quantity / 1000000 tab / 
CepHH .N!! Pa3Mep cepaa 1000000Ta6 

Analytical Report No / 
890001850524 

Date of Analysis / 29/11/2025 
AuaJIHTH'leCKHH OT'leT N!! .l{aTa auaJin3a 
Date of Manufacture / 

30/10/2025 
Date of Expiry / 

30/09/2028 
)laTa DPOH3B0JlCTBa roJleH JlO 
Mfg. License No. / 

MA number:/ 
IlpoH3BOJlCTeeunaH : 59/RR/AP/97/F/R 

HoMepPY 
: JJII-N2(000835)-(Pr-RU) 

JIHQeH3HH .N'!! 
Analysis performed accordin~ ND / AHaJIH3 npoee.r.eH no 11):J:: Jlll-N!!(000835)-(Pr-RU)-080724 

N!! Test/ IloKaJaTeJIL 

1 Appearance / Onucauue 

Result/ Pe1yJILTaTLI 

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 / Osam,u1,1e 
,IJ;B0HK0BbIIIYKJibie Ta6neTKH, 
rr0Kp1,n1,1e rrneHoqHoH o6onoqKoH 
CHHero QBeTa, c THCHeHHeM «FIN» 
Ha O,IJ;HOH CTOpoue H «5» Ha 
,n;pyroif cTopoue. Ha pa3pe3e H,n;po 
Ta6JieTKH 6enoro l(BeTa. 
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Specification / HopMa 

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. / 
OBa.JibHbie ,llBOHKOBbll1)'Kllbie Ta6JieTKH, 
rroKpbITbie IJJieHoqHoii o6onoqKou: 
CHHero l..lBeTa, c THCHeHHeM «FIN» Ha 
O,llHOH CTOpoHe H «5» Ha ,n;pyrou: 
CTOpOHe. Ha pa.3pe3e MPO Ta6JieTKH 
6enoro HJIH noqrH 6enoro QBeTa. 

2 Identification / ~enTect,eKaqaH 

2a Finasteride I <l>uHacmepuo 

2b Titanium dioxide 
TumaHa ouoKcuo 

I 

The retention time of the main 
peak in the test solution 
chromatogram corresponds to that 
m the fmasteride reference 
standard solution chromatogram. / 

BpeMH y,n;ep)l{HBaHIDI OCHOBHOrO 
IIHKa Ha 
HCilhiryeMoro 
COOTBeTCTBYeT 

xpoMaTorpaMMe 
pacTBopa 
BpeMeHH 

y,n;ep)KHBaHIDI 0CHOBHOro IIHKa Ha 
xpoMaTorpaMMe pacTBopa 
cTaH,llapTHoro o6pa.31..la 
qmuacTepH,lla. 

Complies / CooTBeTCTByeT 

The retention time of the main peak in 
the test solution chromatogram should 
correspond to that in the finasteride 
reference standard solution 
chromatogram (see Assay). / BpeM,r 
y,n;ep)KHBaHIDI OCHOBHOro IIHKa Ha 
xpoMaTorpaMMe Hcn1,nyeMoro 
pacTBopa ,llOJDKHO COOTBeTCTBOBaTI, 
BpeMeHH y,n;ep)KHBaHIDI OCHOBHOro IIHKa 

Ha xpoMaTOrpaMMe pacTBopa 
CTaH,llapTHoro o6pa.31..la q>HHacTepH,lla 
(pa.3,n;en «KOJIHqeCTBeHHoe 
onpe,n;eneuHe»). 

The solution should turn orange-red. I 
PacTBOp AOJI)KeH OKpaCHTbCH B 
opaH)KeBo-Kpacu1,1ii l..lBeT. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3aKJIIO'lenee: O,ll;O:liPEHO IlpHMe'laHHe: IlpO,ll)'KT COOTBeTCTByeT rpe60BaHIDIM ~ 

Prepared by / 
IToArOTOBJieuo: 

Date/ 
liaTa: 

Checked by I 
ITposepeH . 

Date/ 
)lam: 

so---t.1 -

:Approved by: Manager/Executive / 
O,n;o6peHo: Mette.l()Kep / P)'KOBO,llHTem 

Date/ 
)lam: 
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Dr.Reddy's ~~• . CERTIFICATE OF ANALYSIS 

CEPTHtl>MKAT AI-IAJil13A 
Product: Finast (finasteride) film-coated tablets 5 mg 
Ilpo,IJ;yKT: <l>HHaCT (qmHaCTepH):() Ta6JieTI<H, IlOKpbITble IlJieHoqHoH o6onoqKOH, 5 Mr 
Market I PblHOK Russia / Poccm1 

Batch No/ 
C2514454 

Batch Quantity / 1000000 tab / 
CepuH .N'!! P83Mep cepuu 1000000 Ta6 
Analytical Report No / 

890001850524 
Date of Analysis / 29/11/2025 

AttaJiuTu11ecKuii OT11eT N!! .[{aTa auaJiu3a 
Date of Manufacture/ 

30/10/2025 
Date of Expiry / 

30/09/2028 
l{aTa npoH3B0,IJ;CTBa ro,IJ;eH,IJ;O 
Mfg. License No. / 

MA number:/ 
Ilpou3eo,IJ;cTeeunaH : 59/RR/AP/97/F/R 

HoMepPY 
: JIII-N2(000835)-(Pr-RU) 

JIHO:eH3HH N2 
Analysis performed according ND/ AaaJIH3 rrpoBe,lJ;eH no H.ZI: JIII-N2(000835)-(Pr-RU)-080724 

3 

4 

Dissolution / PacTBopeuue 
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Unit-I/ Ta6n.-1 97 % Not less than 75 % (Q) oflabel claim of 

Unit-2; Ta6n.-2 99 % C23H36N2O2 (finasteride) should be 
dissolved during 45 min./ -----------------< 

Unit-3 / Ta6n.-3 98 % He Mettee 75 % (Q) OT HOMHHaJibHOro ,__ ___________ __, 

Unit-4 / Ta6n.-4 99 % co,L{ep)l(aHIDI C23H36N2O2 (q>HHacTepH):() 
,__ ___________ __, ,L{OJI)l(HO pacrnopHTbC.H 3a 45 MHH. 

Unit-5 / Ta6n.-5 97 % 

Unit-6 / Ta6n.-6 98 % 

Related substances / Po,IJ;CTBeHHbie npuMece 

Impurity A / IlpHMec1, A 0.07% I 0,07% 
Not more than 0.3 % / He 6onee 0,3 % 

Impurity D / IlpHMec1, D Not detected / He o6Hap~eHa Not more than 0.1 % / He 6onee 0,1 % 

Impurity B / IlpHMec1, B Not detected / He o6ttap~eHa Not more than 0.3 % / He 6onee 0,3 % 

Impurity C / IlpHMec1, C 0.15% I 0,15% Not more than 0.3 % / He 6onee 0,3 % 

Individual unidentified Below BDL(BDL=0.03%) / ~e 

impurity / E.L{HHffqHa.H nopora perncTµaQHH (ITP =0,03%) Not more than 0.1 % I He 6onee 0,1 % 
HeH):{eHTHqlHQHpOBaHHa.H 
npHMec1, 

0.22% I 0,22% 
Total impurities / CyMMa 
npHMeceii 

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3aKJiio11euue: O,ll;OliPEHO IlpuMe11auue: Ilpo.L{YKT coorneTcrnyeT Tµe6oBaHIDIM II,[( 

Prepared by / 
ITo~roTbBJieHo: 

Date/ 
llaTa: 

Checked by / - aJ )Approved by: Manager/Executive / 
ITpoBepeH-~~ ,...... r-'Q.L{o6peHo: Mette,L{)l(ep / PYK0Bo,n:men1, 

~ P±:--
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CERTIFICATE OF ANALYSIS 
CEPTIJ~l1KATAHAJil13A 

Product: Finast (finasteride) film-coated tablets 5 mg 
Ilpo.a:yKT: <1>1rnacT ((fJHHaCTepH,D;) Ta6nenrn, IIOKPI,ITI,Ie IIJieHOqHOH o6onoqKoi-i, 5 Mr 
Market/ PbIHOK Russia / PoccIDI 
Batch No/ 

C2514454 
Batch Quantity / 1000000 tab / 

CepHH .N"!! Pa1Mep cepuu 1000000 Ta6 
Analytical Report No/ 

890001850524 
Date of Analysis / 29/11/2025 

AuaJIHTH11eCKHii OT11eT .N"!? )];aTa anaJIH3a 
Date of Manufacture/ 

30/10/2025 
Date of Expiry / 30/09/2028 

I{aTa DPOH3B0/l:CTBa ro.a:eu.a:o 
Mfg. License No. / 

MA number:/ IlpOH3B0/l:CTBeHHaH : 59/RR/AP/97/F/R 
HoMepPY 

: JIII-N!i(000835)-(Pr-RU) 
JIHU:eH3HH .N"!? 
Analysis performed accordin2 ND/ AmLJIH3 npoBeJJ:eH no H)J:: JIII-.N"2(000835)-(Pr-RU)-080724 
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5 Microbiological purity / MuKpo6uoJioru11ecKaH 11ucT0Ta 

a) Total Aerobic Microbial Less than 10 CFU/g. / Not more than 103 CFU/g. / 
Count I O6~ee ql{CJIO MeHee 10 KOE/r. He 6onee 103 KOE/r. 
3.3p06HbIX MHKpoopraHH3MOB 

b) Total Combined Yeast and Less than 10 CFU/g. / Not more than 102 CFU/g. / 
moulds count I O6~ee qHcno MeHee 10 KOE/r. He 6onee 102 KOE/r. 
,n;po:>IOKeBbIX H rrnecHeBbIX 
rpH60B 

c) Escherichia Coli Absent in 1 gram / Shall be absent in 1 gram. I 
OTcyrcrnyeT B 1 r OTcyrcTBHe B 1 r. 

6 Uniformity of dosage units / 1.2/ l,2 The Acceptance Value (AV) should be 
O,n;uopo.a:uocTb less than or equal to 15.0. / IloKa.3aTen1, 
,IJ;03HpoeaHHH rrpHeMJieMOCTH (AV) ,IJ;OJDKeH 61,1Tb He 

6onee 15,0. 

7 Assay / KoJiu11ecTeeuuoe 5.04 mg I 5,04 Mr 4.75 mg to 5.25 mg of C23H36N2O2 
onpe,a;eJieuue (100.7 % / 100,7 %) (finasteride) (95 % to 105 % oflabel 

claim) per tablet./ 
OT 4,75 Mr ,n;o 5,25 Mr C23H36N2O2 
( (pHHaCTepH,D;) ( OT 95 % ,n;o 105 % OT 
HOMHHaJII,HOro co,n;ep)KaHIDI) B 

Ta6neTKe. 

8 Package appearance / 10 tablets per blister of 10 tablets per blister of (PVC/PE/PVDC) 
Onucauue ynaK0BKH (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. 
I 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 / 
IIpuMe11auue: Ilpo,n;yKT coorneTcrnyeT TPe6oBaHIDIM II,[( 3aKJI1011eune: O)];OliPEHO 

Prepared by / 

0--
Checked by/ 0 _ CApproved by: Manager/Executive / 

Tio,n;roTOBJieHo: ITposepe~ • O,n;o6peHo: MeHe,Zl;)Kep / PJKOBO,n;HTem 

p~. 
Date/ 3o ~ tl-1.oL-S Date/ SO~l-2..92& Date/ 

~e,--1l-z,o ~ liaTa: ,[{aTa: ,[{aTa: 



•·· Dr.Reddy's ~:.• . 
CERTIFICATE OF ANALYSIS 

CEPTHct>ID<.A T AHAJOOA 
Product: Finast (finasteride) film-coated tablets 5 mg 
IlpOJ:lYKT: ct>uttacT ( qrnttacTepHA) Ta6nenrn, noKpbITbie TIJiettoqttoii o6onoqKoH, 5 Mr 
Market/ PbIHOK Russia / PoccIDI 
Batch No/ 

C2514454 
Batch Quantity / 1000000 tab / 

Cepua N!! Pa:JMep cepuu 1000000 Ta6 

Analytical Report No / 
890001850524 

Date of Analysis / 
29/11/2025 

AaaJIHTHlfeCKHii OTlfeT N!! .ZJ;aTa aHaJIH3a 
Date of Manufacture / 

30/10/2025 
Date of Expiry / 

30/09/2028 
.[(aTa DPOH3B0)1CTBa roJ:leH )IO 

Mfg. License No. / 
MA number:/ 

IIpou1eo)lcTeeuuaa : 59/RR/AP/97/F/R 
HoMepPY 

: JII1-N!!(000835)-(Pr-RU) 
JIHQeu1ua N2 

Analysis performed accordin2 ND / AHa.JIH3 npoee,11;eu no II)];: JIII-N2(000835)-(Pr-RU)-080724 
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Ilo 10 Ta6JieTOK B 6JIHCTep H3 
TIJieHKH (IlBX/I13/IIB,zvC) / 
aJIIOMHHHeBOH 

information leaflet (package insert) in a 
carton./ 
Ilo 10 Ta6JieTOK B 6nucrep H3 IIJieHKH 
(IlBX/I13/IIB.zvC) / aJIIOMHHHeBOH 
<t>onbrH C TepM0KJieeBbIM JiaKOBbIM 
noKpbITHeM. Ila 3 6JIHCTepa BMeCTe c 

<l>oJibrH C TepM0KJieeBbIM 
JiaKOBbIM noKpbITHeM. Ilo 3 
6nucTepa BMecTe c HHCTP~eii 
no npHMeHeHHIO (JIHCTKOM- HHCTPYKQHen no npHMeHeHHIO 
BKJia,AbIIIIeM) B naqKy ( JIHCTKOM-BKJia,AbIIIIeM) B naqKy 
KapTOHttylO. 

API name (INN) / HanMenoeauue A Cl>C (MIIll): 
API manufacturer batch number / 
HoMep cepuu npou1eo,AHTeJIH ACl>C: 
FP Manufacturer API Batch number/ 
HoMep cepHH cy6cTaHQHH npOH3B0J:lHTeJIH rJicI>: 
API Manufactured by & country/ 
Ilpou1eQJ:lHTeJib ACl>C, cTpaua: 

Name, address, authorization No for FP 

KapTOHttylO. 
Ilo 14 Ta6JieTOK B 6JIHCTep H3 TIJieHKH 
(IlBX/I13/IIB,zvC) / aJIIOMHHHesoii 
<t>onbrH C TepMOKJieeBbIM JiaKOBbIM 
noKpbITHeM. Ila 2 6JIHCTepa BMeCTe c 
HHCTPYKQHeii no 
(JIHCTKOM-BKJia,AbIIIIeM) 
KapTOHffYIO. 

Finasteride / Cl>HttacTepHA 

ABSH006182 

FCSA01524 

npHMeHeHHIO 
B naqKy 

Dr. Reddy' s Laboratories Ltd., India/ 
,[l-p PeMH'c Jia6opaTOpHC JlT,A., MlmIDI 

Formulations Technical Operations - Unit-III, Survey No 
41, Bachupally Village, Bachupally Mandal, Medchal 

manufacturing site / Control site / Release site / 
Malkajgiri District, Telangana State, 500 090, India (license 

HanMeuoeauue, a,ZJ;pec, JIHqeu3aa ,a;JIH 
IlpOH3BOJ:lCTBeHH3H IlJIOiqa)l;Ka / Ilrioiqa,ZJ;Ka 
KOHTPOJIH Ka11eCTBa / Ilrioiqa,ZJ;Ka BbmycKa 

Remarks : The Product confirms to ND/ 
IlpHMe11auue: IlpOJlYKT C00TBeTCTByeT TPe60BaHIDIM H,[l 

Prepared by I 
IToArDTOBJietto: /.1 

(_I;;--

Date-/ 
)lam: 

Date/ 
)lam: 

No. 59/RR/AP/97/F/R) I 
IlpoH3BOJlCTBeHHoe no,Apa3,AeJiettue-III, Y11acTOK N!! 41, 

Saqynannu BHJIJia,J:VK, Eaqynannu MaHAaJI, Me,A11an 

Conclusion : APPROVED / 
3aKJI10qeuue: O,ll;OliPEHO 

' 'Approved by: Manager/Executive / 
OJ:lo6petto: Mette,wKep / PYKOBOJlHTeJib 

p 



Dr. Reddy's ~f e . 
CERTIFICATE OF ANALYSIS 

CEPTM<l>HKAT AHAJil13A 

Product: Finast (finasteride) film-coated tablets 5 mg 
Ilpo.11:yKT: <1>1rnacT ( dnrnacTepH,ZJ;) Ta6rrenm, 110Kp1>1T1>1e IIJieHoqttou: o6orroqKou:, 5 Mr 

Market I PblHOK Russia / Poccm1 

Batch No/ 
C2514454 

Batch Quantity / 1000000 tab / 

CepuH.N'!! Pa:JMep cepue 1000000 Ta6 

Analytical Report No / 
890001850524 

Date of Analysis / 
29/11/2025 

AttaJIHTHqecKHH OTlfeT .N'!! JJ:aTa aHaJIH3a 
Date of Manufacture/ 

30/10/2025 
Date of Expiry / 

30/09/2028 
llaTa npoH3BOJJ:CTBa ro.11:eu.11:0 
Mfg. License No./ 

MA number:/ 
Ilpou3eo,11;cTeeunaH : 59/RR/AP/97/F/R 

HoMepPY 
: JIII-J\fa(000835)-(Pr-RU) 

JJHUeH3HH N!! 

Analysis performed accordin2 ND/ AuaJIH3 npoee,11;eu no Hll: JIII-N!!(000835)-(Pr-RU)-080724 
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MaJIKim,KrHpH .[{HcTPHKT, IIITaT TerraHraHa, 500 090, 

MHJ:\IDI (JIHQeH3IDI .N!! 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». 

3aKJIIOlfeHHe O COOTBeTCTBHH: «HacTOBru;HM jJ 110,!J;TBep)K)];aIO, ~o rrpHBe,z:i;eHHaB BbIIIIe HHq>OpMaQIDI RBmeTCR 
)],OCTOBepHOH u TOqHoH. 3Ta cepIDI rrpO,!l;YKQHH rrpOH3Be,z:i;eHa (aKJIIOqaB yrraKOBKY (MapKHpOBKY) u KOffTPOJlb KaqecTBa) 
1-rn BbIIIIeYKa3aHHOH rrpoH3BOJJ:CTBeHHOH rrrroru;a,z:i;Ke (IIJioru;a,z:i;Kax) B rrorrHOM cooTBeTCTBHH c TPe6oaaHIDIMH IIpaBHJI 
Ha)],Jie)Karu:eu: rrpoH3BOJJ:CTBeHHOH rrpaKTHKH EBpa3HHCKoro 3KOHoMuqecKoro co103a (.Mi GMP/EAEU/RU/01293-2024 
OT 1 7 arrpem1 2024) H Tpe6oBaHIDIMH KOffTPOJIR KaqecTBa JieKapcTBeHHblX cpe,z:i;CTB, a TaK)Ke B COOTBeTCTBHH co 
crreQHqJHKaQIDIMH, co,z:i;ep)Karu;HMHCB B perHCTPaQHOHHOM ,!J;OCbe CTPaHbI-HMIIOpTepa. 3arrHCH 110 rrpOH3B0,!J;CTBY, 
yrraKOBKe u aHaJIH3Y rrpoBepeHbl, u ycTaHOBJieHo ux COOTBeTCTBHe TPe6oBaHIDIM IIpaBHJI Ha,!J;Jle)Karu:eu: 
rrpOH3B0,!J;CTBeHHOH rrpaKTHKH EBpa3HHCKOro 3KOH0MffqeCKOro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe11auue: IlpOJJ:YKT cooTBeTcTByeT TPe6oBaHIDIM ~ 3aKJiro11euue: OJJ:0:6PEHO 

Prepared by I e-- Checked by I ~ ) Approved by: Manager/Executive/ 

Tio)],rOTOBJieHo: Ilpoaep~ ,-/ 0,z:i;o6petto: Mette)J;)Kep / PYK0B0,z:i;HTerr1, 

f~. 
Date/ Jo ~I r-2z::fL~ Date/ !3C'-f I ~2-rUt '= Date/ 

'30 ~11---2'°~ llaTa: ~aTa: LJ;am: 


