| Analysis perform

' Ne | Test/ Noxazarens
1 Description / Onuncanne

"2 | Identification / TlopaunnocTs
2a | Finasteride / ®unacrepun
2b | Titanium

dioxide

Turana AMOKCH)A

Dr.Reddy’s ".'.

—

/

CERTIFICATE OF ANALYSIS
CEPTHUOUKAT AHAJIM3A

Product : Finast (finasteride) film-coated tablets 5 mg -
Mposyxr: @unact (puiactepui) TaBNETKHN. TIOKPHITHIC TLICHOUHOM ¢ 060N10UKOH, 5 MT -
Batch No/ - C2208105 | Batch Quantlty/ - 1000000 tab / ‘(
| Cepns Ne o - O6bem cepun 1000000 Ta6
Analytical Report No / : 890001608358 Date of Analysis / 15.08.2022

| AsanutnueckudiorwerNe Jlara ananuza -
Date of Manufacture / . 07/2022 Date of Expiry / 0 06/2025
PIE lTa_[_UlHHnJlLIIhl I"onen po - o

Pagel of 4/ Crp. 1 nz 4

Result / PexynabTaThl

film coated tablets, debossed with

/ OBanbHbIE LBOSKOBLITYKIIbIE
TaGAeTKN, NOKPHITHIE MIEHOMHOH
000MOUKOIM CHHCI O UBETA, C

sapo TabneTky Oenoro UBeTa.

Blue coloured, oval shaped, biconvex

"FIN" on one side and "5" on the other
side. Cross cut description: white core

Tucnenvem «FIN» Ha oqHo# cTopoHe
i «5» na apyro# cropone. Ha paspese

Specification / Hopma

Blue 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
/  OBajibHbIE  JIBOSKOBBITYKJIbIE

TabAETKH, TOKPLITBIE NJIEHOYHON
obonmoukod  cuHero  usera, ¢
Tucuenmem «FIN» Ha  oaHOM

CTOPOHE M «5» Ha PYrod CTopoHe.
Ha paspese siapo Tabyietku Genoro
WM NouTH 0enoro ueera.

Complies as prescribed/
CooTtpetcTByeT TpeOOBaHMIM

Complies as prescribed/
CoorBeTcTBYeT TPEOOBAHUIM

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 ynepxkuanus
OCHOBHOTO nuKa HA
xpomarorpamme UCTILITYEMOTO

pacTBOPa NOJMHO COOTBETCTBOBATD
BPEMEHH YACPIKHBAHUA OCHOBHOTO
NKKa HA XpPOMAaTOrpaMMe pacTBopa
CTAHAAPTHOIO oOpazua
¢uHacTepuaa (paznen
«KonuuecTBeHHOE ONPEAEIEHNEN)

Orange red color should develop /
PacTBOp NOJ/DKEH OKPACHTHLCS B
OpaHIKeBO-KPacHbIN LiBET

Remarks The Product confirms to ND/
Tpumeuanne: poaykT COOTBCTCTBYET rpebosanunam HJL

Conclusion :
Zakmouene: OJOBPEHO

APPROVED/

Prepared by /
IToaroToBieHO:
| Date /
_Ilaja:

7

Checked by /

Approved by: M

Manager/Executive /

[poseperiu: Onodpeno: Menemkep / Pyropojmre
N ~2 R AdD Ronl Restbuy
b'@gm Date / Date / 9 Co% 20721
2 Jara: 25~06 ~2022 Jlarta: % >




CERTIFICATE OF ANALYSIS

" Dr.Reddy’s €z¢

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

CEPTUOHKAT AHAJIM3A

TlpoaykTt: ®unact (puHacTepnn) TAGACTKH, HOKPLITHIE TNIEHOUHOH 00010HKOM, 5wMr

JlaTa nponssoscrea

Batch No / : C2208105 Batch Quantity / 1000000 tab/
Cepus No - | Obbem cepum 1000000 a6
Analytical Report No / : 890001608358 Date of Analysis / : 15.08.2022

| AH@in i nueckmnii oTyeT Ne JaTa ailannza o
Date of Manufacture / : 07/2022 Date of Expiry / : 06/2025

T'onex no

| Analysis performed according ND / Anaans nposenen no H/I: [1N014580/01-030221

Page 2 of 4/ Crp.2 n3 4

No | Test/ IlokazaTenn Result / PesyabTaTbl ' Specification / Hopma
'3 | Dissolution / PacTBopenue ~Unit-1 / Ta6n.-1 93% Not less than 75% (Q) of the labeled
== —azo -+ amount of C»3H3N>O2 (Finasteride)
SIiiEe “IEOuRs | s | is dissolved in 45 minutes.
Unit-3 / Tabn.-3 95% i memee 9 P 1O 65
Unit-4 / Tabn.-4 94% HOMMHAaNLHOro coaepkaHus
. — ————— CxH3eN20; (punacrepus) nomxHo
Unit-5 /"12671.-5 &k pacTBOPUTHCS 3a 45 MUH.
Unit-6 / Tabn.-6 94%

4 Related substances / PoacTBeHHbIe NpUMeECH

0 0,
Impurity A / Ilpumecs A 0.18% /0,18%

Impurity D / Ilpumecs D

Impurity B / Tlpumecs B Not detected / He oGHapy»xen

Impurity C / I'lpumecs C
Menee (TIKO : 0,065%)

Maximum Unknown
individual impurity /] 0.03% /0,03%
Eaunnuunas

[ HEWJICHTUPULIMpOBAHHAS
| npHMech

Total  impurities 0.21%/0,21%

npisecei

/ Cymma

Not detected / He obHapyxeHa

Less than LOQ (LOQ:0.065%)

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

Not more than 0.1 % / He donee
0.1 %

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

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

Not more than 0.1 % / e Oonee
0.1 %

Not more than 0.6 % / He Gonee
0.6 %

Remarks : The Product confirms to ND/
NMpumeuanne: [pojsykr coorsercTyeT Tpebosanusam HJI

Conclusion : APPROVED /
Jakarouenne: OAOBPEHO

e Y
Prepared by / Checked by / Approved by: Manager/Executive /
Ioarorosacho: [TpoBepeno: O,100peno: Merte:nkep / Pykoso, ure
d D~ Raced Rt Resuny
Date/ 0 S50 &~ Date Date / 20 L')/_
Jlara: B _ ZM Jara:  25-08-2022 | Jlara: ?’EP O~




Dr.Reddy’s €z

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIU3A

Product : Finast (ﬁnastende) film-coated tablets 5 mg
ponykT: ®unact (PpuHactepnt) TabNETKH, NOKPLITHIE MIEHOYHON 000I0UKOH, 5 MI

Batch No / : C2208105 Batch Quantity / 1000000 tab /

Cepusa Ne Obbem cepun 1000000 Ta6

Analytical Report No / : 8390001608358 Date of Analysis /- : 15.08.2022 .
| AHanuTHuecKnil oTuer Ne Hara aHanuza -

Date of Manufacture / : 07/2022 Date of Expiry / : 06/2025

Hata npousBoacTea [onen o

| Analysis performed according ND / Auannz nposeaen no HJL: 11 NO014580/01-030221

Page 3 of 4/ Cvp. 3 n3 4

Ne | Test/Ioxa3zarenn

Result / Pe3yJITi_inl

Specification / Hopma

5 | Microbial enumeration tests / Mukpo6uoJiornsieckas 1ucrora

| a) Total Aerobic Microbial
Count / OOwmee uwucio
a3pOOHBIX MUKPOOPIaHM3MOB

b) Total Combined Yeast and
moulds count / O6iee yucno
JOPONOKEBBIX M TJIECHEBBIX
rpuboB

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

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

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

Not more than 100 CFU/g / |

He 6onee 100 KOE/r

' ¢) Escherichia Coli

Absent in 1 gram /
OtcyrcTBYeTB 1 1

Shall be absent in
OrcyrcTBue B | 1

I gram /

6 | Uniformity of dosage units /
OaHopoaHOCTL
J03HPOBAHUSI

onpeaejieHnue

7 Assay / KoanuecrBennoe

23/ 23

4.89 mg/ 4,89 wmr
97.8% /97,8%

The Acceptance Value (AV) should
be less than or equal to 15.0 /
Ilokaszarens npuemaemoctu (AV)
JioJi>keH ObiTh He Gosiee 15,0,

Tablets contain not less than
4.75 mg and not more than 5.25
mg of C23H1sN»O, (Finasteride)
(not less than 95.0 % and not
more than 105.0% of the
labeled amount). /

Ot 4,75 mr no 5,25 mr Ca3H36NO;
(¢punacrepun) (ot 95 % no 105 %
OT HOMMWHAJILHOIO COJIep>KaHus) B
TabneTke.

Prepared by /

Bl
nonromgneHoW

| Remarks : The Product confirms to ND/
HMpumeuanne: [poaykr coorsetcTRyeT TpedoBanusm H/JL

| Checked by /

Conclusion : APPROVED /
Jaxmouenne: OJJOBPEHO

Hporepeno:

IO~

Approved by: Manager/Executive /
Os00peno: Meneuxep / Pykopoamrent

2 A ARD Rp~~L e atliry

Date /

| Mara:

2<0 Z-9077)

Date /
Jlara:

Date /

25-06- 2022 JlaTa:

2 0f-2022




Qe
Dr.Reddy’s ‘%_‘

Product : Fina;(ﬁnasteride) film-coated tablets 5 mg
Hpoayxr: ®unact (punacrepua) TabNeTKH, MOKPLIThIE NAEHOUHOH 000J0YKOH, 5 M

CERTIFICATE OF ANALYSIS
CEPTHUDOHUKAT AHAJIM3A

| Analysis performed according ND / Anann3s nposeaen no HJI: I1 N014580/01-030221

Batch No / 0 C2208105 Batch Quantity / : 1000000 tab /
Cepus Ne - O6bem cepun 1000000 Ta6
Analytical Report No / : 890001608358 Date of Analysis / : 15.08.2022
AHanwryveckuii otuet No B Jata anannza - -
Date of Manufacture / : 07/2022 Date of Expiry / : 06/2025

Jlata npoussoacrea I'onen 1o

| Result / Pesyabrarsl

Ne | Test/Ilokazarensn
8 Packaging / YnakoBka
9 Labeling / Mapxknposxa
10 -_Storage conditions /
Xpanenne
11 | Shelf life / Cpox roanocru

foil / Alu foil with heat seal lacquer. 3
blisters and a patient leaflet in carton. /
TTo 10 TabneTtok B GnucTep W3 MIEHKH
(IIBX/TID/MBaX)  /  antomuHueBoi
(onbrn ¢ TEPMOKIIEEBLIM  JIAKOBLIM
nokpsitvem. Ilo 3 Gnuctepa BMecTe ¢
WHCTPYKLHEH NO NMPUMEHEHHIO B MAvKy
KapTOHHYIO.

10 tablets in blister of (PVC/PE/PVDC)"

Paged4 of 4/ Crp.4 n3 4

Specification / Hopma
10 tablets in  blister of
(PVC/PE/PVDC) foil / Alu foil with
heat seal lacquer. 3 blisters and a
patient leaflet in carton. / ITo 10
tabnerok B OJIMCTEp W3 MIEHKU
(MBX/TID/MIBaX) / antoMunnesoii
(hONBLTH ¢ TEPMOKIICEBBIM J1AKOBbLIM
nokpeiTheM. Tlo 3 Gnucrepa Bmecrte
C MHCTPYKIMEN NO NPUMEHEHUIO B
NauKy KapToHHYIO.

Correspond to ND / Cooreercryer

HI

According to ND / B cooTercTBum
¢ HJT

At temperature below 25 °C. / Ilpu Temneparype ne Boine 25 °C.

3 years /3 rona.

Remarks : The Product conlirms to ND/
Hpumeuanne: Ipoaykt coorsercreyer Tpedosanusy HJL

.Prepared by /

Ioarorosieno;

/W

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Checked by /
[[porepeno:

Approved by: Manager/Executive /
Ooopeno: Menepkep / Pykopoanres
‘F«Bi’CQo(_cC) Ror i e artf

Date /
Hara:

0 Ceog-f o2l

Date /

Date/
Jlara: D5~08 - 20 22 Jlata:

2C-08-2021




