Dr.Reddys ‘.

CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJIH3A

1000000 tab /
1000000 TaG
14.06.2022

- 04/2025

Product : Finast (finasteride) film- coated tablets 5 mg
Tpojy KT Dunact (unacrepit/t) 1) TaBETKH, OKPBITBIC MIEHOUHOH 060/104KOH, 5 MI 5wmr
Batch ™o/ : C2206084 ‘Batch Quantity /
Cepus M - - Ob6nem cepiit
Analytlcal Report No / : 890001595638 Date of Analysis /
| AnannTHUccknii oTueT Ne Jaa anannza
Date of Manufacture / 1 05/2022 Date of Expiry /
Hata npPoniso/cTsa ["onen j1o

\II.!'\“"'“ performed according ND / Anasin3 nposejieH no H/L: TINO. N014380/Ol 030221

Puge 1 of 4/ Crp. 1 n3 4

Test / Tlokazareanb

Result / PesyabTarthl

Specification / Hopma

1 -FD;scrip_tion / Onucanne

Blue coloured, oval shaped_, biconvex
film coated tablets, debossed with

side. Cross cut description: white core
/ OBanbHbie IBOSKOBBITYK/IbIE
TabAETKH, MOKPBITHIE 1NIEHOYHUA
060/104KOM CUHEro 1BCTA, ¢
TucHenveM «FIN» Ha ogHOM cTOpoHEe
u «5» Ha apyroii ctopone. Ha paspese
aapo tabnerku Oenoro usera.

"FIN" on one side and "5" on the other

Biue coloured, oval  shaped,
biconvex film coated tablets,
debossed with "FIN" on one side
and "5" on the other side. Cross cut
description: white to off white core
/  ORanbHbIC  ABOAKOBLINYIJIIbIC
TabaerkK, NOKPbITHIC TJIEHOYHOM
o6oIouKol  CHHEero  UBeTa, ¢
TucHenuem «FIN» Ha  onHo#
CTOpOHE W «5» Ha APYroN CTOPOHE.
Ha paspese sapo Tabnetkun 6en0ro
WK NIOYTH OEnoro uBeTa.

"2 | Identification / IlogamuHOCTb

Finasteride / ®unacrepna

Complies as prescribed/
CooTBETCTBYET TpeOOBARMAM

Titanium dioxide
Turana mokena

2b |

/

Complies as prescribed/
CoOOTBETCTBYET TPEOOBAHUAM

The retention time of the main peak
in the chromatogram of the Test
solution should corresponds to the
retention time of the main peak in
the chromatogram of the Finasteride
standard solution as obtained in the

Assay. / Bpema yaepknBanus
OCHOBHOI0O nuKa Ha
XpomaTtorpamme HCTILITYEMOTO

pacTBOpa A0JHKHO COOTBETCTBOBATh
BPEMEHHW YACPHHUBAHUS OCHHOBHOTO
NUKa Ha XpoMarorpaMmme pacTBopa
CTaHAAPTHOTO obpasua
(puHacTepuaa (paznen
«KonuuecTBeHHOE ONPeACNENney)

Orange red color should develop /

PacTBOp NOMKEH  OKPACHTLCS B
OpaHKeBO-KPacHbIi LBeT

l_{emzzn'ks :

The Product confirms to NI/
Mpuseaase: poy kT coorpercTyeT TpeboBaHNIM HI

C():lclusi(m : APPROVE_D/
Jakmouenne: OJOBPEHO

Prepared by /
T1onroTOBIEHO:

o

I

’Checked by /
FMposepenu:

Approved by: Manager/Lxecutive /
Onodpeno: Metie;ukep / PykoponTeb

Fd A0 Ronlqeatisy

206 . 2022

N
Date / 208 -Q(JQ/Z/DMC/ Date/
Jlara: ; Jara: - 9 ~64 ~2692 Jlara:




Dr.Reddy’s ‘

CERTIFICATE OF ANALYSIS

CEPTUMUKAT AHAJIM3A

Product:Finast (ﬂnasterlde) film-coated tablets 5 1 mg

Tpony K1 dunact ((uracre

|“f|r|;]] I.'ll“HILH\!I FIUI\FINH I ﬂ.]'leHOllHOH 000101 KUH, 5 MI

[puveuanne: [IpoayKT cOOTBETCTBYET TPeOOBAHUAM HJI

Zarkmouenue: OJOBPEHO

Batch No/ - 2206084 Batch Quantity / + 1000000 tab /
Cepusn M O6vem cepun 1000000 Tag
Analytical Report No / : 890001595638 Date of Analysis / : 14.06.2022
AnanThueckuii otuet Ne - Jlara ananmsa -
Date of Manufacture / : 0572022 Date of Expiry / : 04/2025
Mara ripousBojcTBa | I'open j10 S ]
Analysis performed according ND / Anasns upe HpoBe; nen no I1)1: TIN014580/01-03022] -
Page2 of 4/ Crp.2 u3 4
[ Ne | Test/Ilokasatens : Result / PesyabTaThl Specification / Hopma )
"3 | Dissolution / PacTBOpenne Unit-1/ Tabn.-1 96% Not less than 75% (Q) of the labeled
Unit- / Ta6n.-2 05 :'amqunt of C%gHgoNzQz (Finasteride)
| is dissolved in 45 minutes.
1t I 0,
ﬂnt 3/ Tabn.-3 94% He wmemee 75 % (Q) or
Unit-4 / Tabn.-4 95% HOMMWHAJILHOTO conepIKaHus
— Cr3H3N,O
Unit-5 / Ta6n.-5 96% 73HiN2Os (Quniacrepin) aonikto
e pacTBOPUTHLCA 3a 45 MUH.
Unit-6 / Tabn.-6 95%
4 | Related substances / PoacTnennblie npumec o
Impurity A / Tlpumecs A Below LOD (LOD = 0.031 %)/ Huwke | Not more than 0.3 % / He Gonee 0,3
npenena obnapyxenus (110 = o,
0,031 %)
0,
Impurity D / [Ipumecs D Not detected / He oOHapyKeHa T(;Ic])tcymore tizant O£ ' v klemponce
N (\
: Not more than 0.3 % / He Gonee
] %
PRI BY JRRRERAD Not detected / He oOnapyseH 0,3 %
0
Impurity C / Tpumecs C };Jot more than 0.3 % / He Gonee 0,3
0.08% /0.08% ’
Maximum Unknown
individual impurity /
Eavisiias 0.01% /0 04% Ekl)t“ fnore than 0.1 % / He Gonee
HeuaeHTH(OULIMPOBAHHAS ! 7
[pUMech
Total impurities / Cymma | (.12% /0.12% Not more than 0.6 % / He Gosee
npumecen 0.6 %
"5 | Microbial enumeration tests / Muxpo61o1ornteckas HHerora o
Remarks : The Product contirms to ND/ N | Conclusion : APPROVED /

Prepared by /
IToarorosneHo:

’Checked by /
[Tposepeno:

(D~

Date/
Hara:

Date / —

Jlara:

2| ~66 20022

Approved by: Manager/Executive /
Onobpeno: Menekep / Pykosoireins

Date /
Hara:

2|~ 6200 2~




CERTIFICATE OF ANALYSIS

@
Dv. Reddy's !'.. CEPTU®UKAT AHAJIU3A

Product : Finast (finasteride) film-coated tablets 5 mg
oy KT: PuHACT ((itiactepust) Tadierki, NoKpLITLIe n1eHo4HoH 06os10uKol. S Mr

Batch TNo / 1 C2206084 Batch Quantity / - 1000000 tab /
Cepus -N9 o O6vem cepun IOOO(MTag
'Analytical Report No / : 890001595638 Date of Analysis / : 14.06.2022
Anai FHIeCckHii oryet No Jlara ananusa B B
Date of Manufacture / © 05/2022 Date of Expiry / 0042025
Jlata m POU3BOACTBA Tonen no -

Page3 of 4/ Crp.3 uz 4

Analysis performed according ND / Ananus n|mm-,e1_u;0 H: T1 NO014580/01-030221

"Ne | Test/Tlokaszatens Result / PesynbTaTsl Specification / Hopma
__a)_TFtal Aerobic Microbial | Less than 10 CFU/g/ Not more than 1000 CFU/g /
Count / O6wee wuucao | Menee 10 KOE/r He 6onee 1000 KOE/r
a39pOOHBIX MUKPOOPTaHN3MOB
" b) Total Combined Yeast and | Less than 10 CFU/g / o Not more than 100 CFU/g /
moulds count / O6umee uncno | Menee 10 KOE/r He 6onee 100 KOE/r
JPOAOCKEBBIX W TJIECHEBBIX
rprboB
_P(:)_Escherichia_Coli Absent in 1 gram/ Shall be absent in ]_gram /
OrcytetByerB I 1 OrcytctBue B 1 1
6 _U;iformity of dosage units / 257 2,5 B The Acceptance Value (ﬁ) should
OpnopoaHocThb be less than or equal to 15.0 /
JO3MPOBAHUS Ilokazarens npuemnemoctu (AV)
JlokeH ObITh He Gonee 15,0.
K —Kssay /' KoamuecTsennoe 491 mg/491 mr Tablets contain not less than
onpejeieHue 98.2% /98.2% 4.75 mg and not more than 5.25

mg of Co3H36N2O, (Finasteride)
(not less than 95.0 % and not
more than 105.0% of the
labeled amount). / |
Ot 4,75 mr no 5,25 mr C23H36N>0»
(¢puHactepun) (ot 95 % no 105 %
OT HOMMHANLHOIO COAEpIKaHHs) B

Tabnerke.
_Remark"s_: The Product confirms to ND/ Conclusion : APPROVED / ]
M pumeuanne: [lponyxt coorsercreyeT Tpebopatimsam H/JI 3akniouenne: OJOBPEHO

P
o

Prepa]_-ed by / | Checked by / Approved by: Manager/Executive /
nO,[lFO'I'OBﬂeHO_gV ITposepetio: Onodpeno: Menemxep / Pyxosoaurens
8 = ' P

Date/ o &~ | Date Date /
| Hata: 2,@6 Qiﬂz Jlara: 21 ~66 ~2020_ I[[zwaicg ~2OD22




; ...0 CERTIFICATE OF ANALYSIS
DLReddy’s Qe CEPTUOUKAT AHAJIM3A

 Product:Finast (finasteride) film-coated tablets 5 mg
Tpony KI: dunact (punactepu) TabNieTKH, MOKPBITHIC TNEHOUHON 06010UKOMH, 5 MI

Batch Mo/ : C2206084 Batch Quantity / - 1000000 tal /
Cepun N OGbem cepui 1000000 a6
Analyt i<l Report No / : 890001595638 Date of Analysis/ 14062022
AnanuThyeckuit otuer Ne Jlara ananuza
Date of Manufacture / : 05/2022 Date of Expiry / . 04/2025
| JlaTta n[uzBoncTsa T'onen no B

_Analysis performed according ND / Ananns nposesen no HJI: [1N014580/01-030221

Paged of 4/ Crp. 4 nzr 4

Ne | Test / Hokazatens Result / PesyabTaTni Specification / Hopma N

8 Packaging / Ynakoska 10 tablets in blister of (PVC/PE/PVDC)| 10  tablets in  blister  of
foil / Alu foil with heat seal lacquer. 3| (PVC/PE/PVDC) foil / Alu foil with
blisters and a patient leaflet in carton. /| heat seal lacquer. 3 blisters and a
TTo 10 Tabnerok B 6nuctep u3 nnenku | patient leaflet in carton. / ITo 10
(MBX/MAMBAX) /7 amomuaverod | TabneTok R OOUCTEp W3 nneHku
doabru ¢ TepmoriteeBbim sakoBbiM | (TTBX/ITD/TIBAX) / antomunueBoi
nokpbiTieM. llo 3 Gnuctepa BMecTe ¢| (poJIbIM C TEPMOKJIIEEBLIM JIAKOBhIM
MHCTPYKIHEH 10 NpUMEHEeHWIo B nauky | nokpoitrem. [lo 3 dntuctepa smecte
KapTOHHY!O. C MHCTPYKLHEH N0 NPUMEHEHUIO B
MayKy KapTOHHYIO.

9 _L_aFeling/MapKupOBKa Correspond to ND / CooteercTByeT " According to ND / B coorsercTBUM
HJT ¢ HJ
10 | Storage conditions / | At temperature below 25 °C. / TIpu Temneparype we Bbiue 25 °C.

Xpanenne

11 | Shelf life / Cpoxk FOAHOCTH 3 years /3 rona,

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

ITpumeuanne: [poaykr coorBercTByeT TpedoBarnusam H/JJ 3akmouenne: OJOBPEHO

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

”L),"lFO’IOBJ]CHO'.[p [1posepeno: Onobdpero: Meueukep / PykoBoinTenn

o
N~ | o> RoLfeoliny
Date/ 206 rgm Date / Date / o
— DY YL—

| Jara: Jlata: 2 ~64 ~oppp_ | Jara: 2| S~ 2




