Dr.Reddy’s Q¢°®

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIM3A

Product : Finast (ﬁnasterlde) film-coated tablets 5 mg
TIponykr: @unacr (hunacrepuit) TabNEeTKH, MOKPHITHIE MJIEHOYHON 0007104KO#, 5 Mr

Batch No / : C2201776 Batch Quantity / : 1000000 tab /
| Cepus Ne - O61nemM cepun 1000000 Ta6 |
Analytical Report No / : 890001578710 Date of Analysis / : 13.03.2022
ARaJINTHYECKUH OTYET Ne Jata anannsa -
Date of Manufacture / : 0172022 Date of Expiry / 0 1272024

JlaTa npousposicrsa T'onen no

Analysis performed according ND / Anamns nponegen no HJL: TTN014580/01-030221

Page1of4/Crp.1u3 4

Result / Pe3yabTaThl

Specification / Hopma

Blue coloured, oval shaped, biconvex
film coated tablets, debossed with
"FIN" on one side and "5" on the other
side. Cross cut descriplion: while cure
/ OBanbHBIC NBOJKOBBINYKIIbIE
TabNEeTKY, NOKPbITbIE NIIEHOYHOH
000104KOIH CHHETO LIBETa, C
THcHenueM «FIN» Ha oJtHOU cTopoHe
U «5» Ha apyro# cropone. Ha paspese
aapo Tabnerkn Genoro upera.

dioxide /

Ne | Test/Ilokazarein
1 Description / Onucanne
2 Identification / Hognunnocrs
2a | Finasteride / ®unactepun R
2b | Titanium
Turana fHoOKCHA

Blue coloured, oval shaped,
biconvex film coated tablets,
debossed with "FIN" on one side
and "5" on the other side. Ciuss cut
description: white to off white core
/ OBanpHblE  JBOSKOBBINYKJblE
TabNeTKy, TMOKPHIThIE MJIEHOUHON
0o00JIOUKOl  CUHEro  1BeTa, ¢
tucHennem «FIN» na  onHoit
CTOpOHE W «5» Ha APYTON CTOPOHE.
Ha paspese sapo Tabierku 6enoro
WJIH TIOYTH GeJIoro LiBeTa.

Complies as prescribed/
CootsercTByeT TpeboBaHMAM

" 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. / Bpems ynepixuBaHus
OCHOBHOT'O nrKa Ha
Xpomarorpamme UCTILITYEMOTO

pacTBopa 10J’KHO COOTBETCTBOBATh
BpPEMEHU YAEPIKMBAHUA OCHOBHOTO
ny¥Ka Ha XpoMarorpaMMe pacTsopa
CTaHAapTHOTO obpazua
dbunacrepuaa (pazmen
«KonnuecTBeHHOE OTpeneneHme)

Complies as prescribed/
CooteeTcTBYeT TpebOBaHUAM

Orange red color should develop /
PacrtBop J10JDKEH OKpacHTbes B
OpaHXKeBO-KPACHBIN LBET

Remarks The Product confirms to ND/
IIpumeuanne: INpoaykt coorsercTByeT TpeboBanuam HJ|

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by / ",/-,(-’ “Checked by / Approved by: Manager/Executive /

IToaroTrosneto: 053’ [pon -&y) OHO%HO Meuesukep / Py z\nuuuum.M
=2 3 7‘ =alel O %ﬁm Qe

Date / p ~0oN ) Date / 1 h3 - 9022 Date /

Jara: ,A @ 2 JlaTa: Lt . Jara: ‘S\f—OS,.’lO'D/Q/
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Dr.Reddy’s Qe

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

Tpoaykr: Punact (duHacTepun) TabNETKH, TOKPBITHIE IEHOUHON 060104KOMH, 5 MK

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Batch No7/ : C2201776 Batch Quantity / : 1000000 tab /

Cepus Ne O61bem cepun 1000000 Ta6
Analytical Report No / : 890001578710 Date of Analysis/ : 13.03.2022
Ananutryecknii otuet Ne - B JlaTa ananuza -
Date of Manufacture / : 01/2022 Date of Expiry / 0 12/2024 |
Jata npon3BojcTBa Coaen Jio

Analysis performed according ND / Anann3 nposeien no HJL: TTN014580/01-030221

Page2 of 4/ Ctp.2 uz 4

Ne | Test/Ilokaszarean

Result / PesynabTaTsl

Specification / Hopma

3 | Dissolution / PacTsopenne

Unit-1/ Ta6n.-1 97%
Unit-2 / Ta6n.-2 96%
Unit-3 / Tabn.-3 94%
| Unit-4 / T'a6n.-4 94%
Unit-5 / Tabn.-5 92%
Unit-6 / Tabn.-6 94%

Not less than 75% (Q) of the labeled |
amount of C23H3sN»>O; (Finasteride)
is dissolved in 45 minutes.

He wmenee 75 % (Q) or
HOMUWHAJIBHOTO cozepKaHus
C23HigN2Os (dhuHacTepun) noskHo
pacTBOpPUTECS 3a 45 MUH.

4 Related substances / PoacTBennble npumecH

Impurity A / Tlpumecs A

Impurity D / ITpumecs D

Impurity B / [Ipumecs B

Impurity C / Ilpumecs C
Maximum Unknow
individual impurity
Ennnnunas
HeUAEHTUD UM POBAHHAs
NpUMECh

Total impurities / Cymm

TipuMecen

0.13%/0,13%

0.08% /0,08%
'} 0.03% /0,03%

0.24% /0,24%
a

Not detected / He o6Hapy>keHa

Not detected / He obHapyKeHa

Microbial enumeration tests /

MukpobuoJiornueckas 4ncToTa

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

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

Not more than 0.3 % / He GoJee
0,3 %

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

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

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

a) Total Aerobic Microbial
Count / OOwee uucno
a3po6HBIX MUKPOOPTaHHW3MOB

Less than 10 CFU/g/
Menee 10 KOE/r

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

Remarks : The Product confirms to ND/
Ipumeuanue: [poaykt coorsetcTByeT Tpebosanusam HJJ

Conclusion : APPROVED /
Zaxawuenue: OJJOBPEHO

Prepared by /

of

Checked by /

Approved by: Manager/Executive /

nOﬂFOTOBﬂeHOW Iposepetio: OpnobpeHo: MeHnemkep / Pykopoaurens
~7 F2es2(3] Rpni Reocediry

Date / ) - Date / Date / —
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Dr.Reddy’s Q‘!‘

CERTIFICATE OF ANALYSIS
CEPTUDOHUKAT AHAJIM3A

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

Tposyir: @uHacT (punacrepu) TabieTku, NOKPLITHIE MIEHOUHONW 000N10YKOH, 5 MT

Batch No/ : C2201776 Batch Quantity / : 1000000 tab /
Cepus Ne B O6nbem cepun 1000000 Ta6

Analytical Report No / : 890001578710 Date of Analysis / : 13.03.2022 |
| AHanuTHueCKn# oTyeT No Jara ananunza - -

Date of Manufacture / : 0172022 Date of Expiry / 1 12/2024

JlaTa npousBoacTBa I"onen no - |

| Analysis performed according ND / Ananns npoBejaen no HJI: TIN0145 80/01-030221

'ITesW Iloka3zarein

| Result/ Pe3y§1|>TaT|)|

b) Total Combined Yeast and
moulds count / O6iuee yncno
OPOJCKEBBIX M TJIECHEBBLIX
rpuboB

Less than 10 CFU/g /
Menee 10 KOE/r
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' Specification / Hopma

Not more than
He 6onee 100 KOE/r

100 CFU/g /

' ¢) Escherichia Coli

Abscntin 1 gram /
OrcyrctByeTB 1 1

Shell be  absent in lg@ /
OtcytctBUE B 1 T

6 | Uniformity of dosage units /
OnHopoaHoCTh
03HPOBAHKS

7 | Assay / KoandecrBennoe
onpeneyieHHe

2.8/ 2,8

497 mg/4,97 mr
99.4% /99,4%

The Acceptance Value (AV) should
be less than or equal to 15.0 /
IloxazaTene npuemnemoctu (AV)
JoJoked 6bITh He 6onee 15,0.

Tablets contain not less than
4.75 mg and not more than 5.25
mg of C23H36N20, (Finasteride)
(not less than 95.0 % and not
more than 105.0% of the
labeled amount). /

Or 4,75 MT 10 5,25 Mr C23H3(,N202
(dwnnacrepun) (ot 95 % no 105 %
OT HOMMHAJILHOIO COJIep>KaHus) B
TabeTke.

8 Packaging / Ynakoska

10 tablets in blister of (PVC/PE/PVDC)
foil / Alu foil with heat seal lacquer. 3
blisters and a patient leaflet in carton. /
Ilo 10 Tabnerox B GnucTep M3 NiEHKU
{IBX/1ID/MIBaX) / amoMuHueBoi
GonbrM ¢ TEPMOKIIEEBLIM  JIAKOBbIM
nokpbiTieM. Ilo 3 6aucTtepa Bmecte ¢
MHCTPYKLUEH MO NPUMEHEHHIO B NAuKy
KapTOHHYIO.

10 tablets in  blister of
(PVC/PE/PVDC) foil / Alu foil with
heat seal lacquer. 3 blisters and a
patient leaflet in carton. / [fo 10
Tabnetok B OnucTep M3 TUIEHKH
(INBX/T12/T1BaX) / anoMuHueBoi
(bOJIbIM C TEPMOKIIEEBbLIM JIAKOBBIM
nokpsitiem. [1o 3 6uctepa Bmecte
C MHCTPYKUMEH NO NPUMEHEHHIO B
navKy KapTOHHYIO.

Remarks : The Product confirms to ND/

IIpnmeuanue: Ilpoaykt cooTBeTcTBYET TpeboBanusm HJJ

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / o f

| Checked by /

Approved by: Manager/Executive /

[ToaroToeneno: Ipoeepeno: O,-'?)Gpu:m: Menexep / |]_\’l(t}1iO)1H;E;JzJ4/
, = ]
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Date / | 4rR3 - 001272 Date/ | J,~03 ~9022 | Date/ ) CTo02 2022 —
| JlaTa: JlaTa: JlaTa:




CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A

 Dr.Reddy’s €5

‘Product : Finast (fin: mlulde) film-coated tablets 5 mg

| LIposykr: Ounact ((unacrepu/i) TaBACTIN, NOKPLITHIC IIICHOUHOH 060/104K0iT, 5 MT

Batch No / - C2201776 Batch Quantity / : 1000000 tab/
Cepua Ne - O6bem cepun 1000000 Ta6
Analytlca] Report No / : 890001578710 Date of Analysis / 0 13.03.2022

| AHannTHueckuii otyer Ne Mara ananuza -
Date of Manufacture / : 0172022 Date of Expiry / : 12/2024 ]
Hata nponssojcTra TI'open po

_Analysis performed according ND / Anaaus nposenen no HJI: 1 N014580/01-030221

Page 4 of 4/ Crp. 4 uz 4

Specification / Hopma

According to ND / B cooTBeTcTBUM
c HA

At temperature below 25 °C. / Ilpu Temneparype He Bbitue 25 °C.

Ne | Test/ITokazarenn Result / Pesynbrarsi
9 | Labeling / Mapknpogska Correspond to ND / Coorsercrayer
HJI
10 | Storage conditions /
Xpanenue
11 | Shelflife / Cpox rognocrn 3 years / 3 rojua.

Remarks : The Product confirms to ND/
Hpumevanne: Ilponykr coorsercrayer TpeGoparuam HJJ

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / p (/

“OHFOTOBHCHO?/

Checked by /
[posepetio:

I~

Approved by: Manager/Executive /
Onotpeno: Menemep / Pykosonnrent,

Footol® Roni Reoptiry

Date /
JaTa:

]6%@«—20% Date / ; (’J—f’OB 2022

Jara:

Date/ | —_ 2 _2022—

JlaTta:




