CERTIFICATE OF ANALYSIS

Dr. Reddy S ". CEPTUDUKAT AHAJIHU3A

Product : Finast (finasteride) tilm-coated tablets 5 mg
Ipoaykr: PuHacT (huHaCTECpH L) TAONETKH, NOKPLITHIE TUIEHOUHON 000N04KOI, 5 M

Batch No / C2211914 Batch Quantity / ; IOO()()()() tab /
| Cepns Ne - ) | Pasmep cepun 00000 Tad

Analytical Report No / : 890001630318 Date of Analysis / : ()7 12.2022

Anamutnuecknii otuer No - | Mara ananuza - )

Date of Manutacture / 01072022 Date of Expiry / 0972023

Jlata npoussoacisa ["ojien no -

Analysis performed auordm0 ND / Anains npOBeuen no HJ: JII-Ne(000835)-(PT-RU)-250522

Page 1 of3/Crp. 1133

Ne | Test/ Hoxasaiciin Result / Pesysibraibl Specification / Hopnia

1 Description / Onncanne Blue coloured, oval shaped. Blue coloured. oval shaped, biconvex
biconvex tilim coated tablets, film coated tablets. debossed with "FIN"
debossed with "FIN" on one on one side and "5" on the other side.
side and "5" on the other side. | Cross cut description: white to off white
Cross cut description: white core /  Opanbubic  TROSKOBBIMVKAKE |
core / Opansbic TaBACTKH,  HOKPBITHIC  IICHOUHOI |
JBOSKOBBIITYKJIbIE TAOJETKH, 000JI0YKOH CHHEro 1BETA, ¢ THCHEHUEM
MOKPLITIC TAEHOUHON «FIN» na oauoit ctopoHe u «5» hHa
o6onouKoi cuHero 1BeTa, ¢ apyroit  cropone. Ha paspeze  sanpo
THcHeHneM «FIN» na ogHoilt TadMETKK OCNIOrO WM [OUTH Oenoro
CTOPOHE W «5» Ha JIpyroi 1BeTa.

cropone. Ha paspese sapo
TabICTKKY 0EJIOro LBETa.

2 Identification / Haenrupnxauus

2a Finasteride/(l)uluaﬂcplm CompTies as prescribed/ | The retention time of the main peak m
Coorsercrryer rpeboBanysmM 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
obtamed in the Assay. / Bpewms
YAEPIKUBAHHA  OCHOBHOTO MNHKa Ha
Xpomarorpamme HCTIBITYCMOTO
pacTBopa  JIOJDKHO — COOTBETCTBOBATDL
BPEMEHH YICP/KUBAHHS OCHOBHOIO IUKa

Ha XpoMarorpamme pacTsopa
cranaapTHoro oOpasua (pUHACTCpHAa
(pasznen «Konuuecrsenhoe
onpeaeneHne»)
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpnmeuanne: [Ipoaykr coorsercrByeT TpeGoBanuam HJL 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
ﬂoarommenoﬁ [lpoBepeno: Onobpeno: Mene, hm.p!l’\*hmm ek
f\' ) | Retadd Ror Reard
Date / Date / _ Date /
12-Oc b2 2022
HaTa: 23 Q022 Jara: 23-(2 - 2002 JHara: 2




_Dr.Reddy’s ‘..

| Product : Finast (hnaslende) film-coated tablets 5 mo :

CERTIFICATE OF ANALYSIS

CEPTHDUKAT AHAJIM3A

[Tpojykr: Duract (puHactepuil) TadICTKH, MOKPLITHIE FICHOUHOH 0505104KO#1. 5 M

Batch No /
Cepnst Ne
/\nalvtmal Repont No /
| Anaawrtnucckmii otuet N

Date of Manufacture /
Jlara HPOH}BOJC rsa

| Ne | Test/ Horasarein

: C2211914 | Batch Quantity /
| Pasaiep cepun
- 890001630318 : Date of Analysis /
- ) | Hara anannza
¢ 10/2022 | Date of L\pn\//
[osen 10

Result / Pesyiibiari

| Specification / Hopmai -

1000000 tab /
1000000 Tad

07.12.2022

- 09/2025

Page 2 of 3/ Crp.2 u3 3

2b | Titanium dioxide /
Truranua gquoxci

Complies as prescribed/
CooTieiciBver 1peooBatisN

Orange red color should develop /
Pacrrop Lo kel oxpacuTses B
OPAH>KCBO-KPACHBIH LUBET

f 3 Dissolution / Pacrnoi)eune

4 Related substances / Pojucreennble npunecu

Not less than 75% (Q)_of the labeled
© CosblzeNoOs  (iinasteride)
should dissolved in 45 minutes.

He menee 75 % (Q) oT HoMHHanbHOrO

coaepzkanun CasHseN2Os (punacrepun)
LOJPKHO PACTBOPHUTLCS 32 45 MUH.

Unit-1 / Taon.-1 95%
Unit-2 / Tadu.-2 96, | Amount
Unit-3 / Tadu.-3 94%
Unit-4/Tabn-4 | 96%
' Unit-5 / Ta61.-5 97%

Unit-6 / Tadn.-6 96%

Impurity A / Mpumech A
Impurity D / [Npumecs D
Impurity B/ Ipuwmecs B
Impurity C / I'pumecs C

npuMecen

Maximum Unknown individual

impurity / Ennnuunag
HEUAEHTH(PMLIMPOBAHHAS
npumech

Total  impurities / Cymma

0.16% /0,16%

Not detected / ne oOnapysen

0.14%/0.14%

0.04% /0,04%

0.34% /0,34%

Not more than 0 3 % / He fionee 03 %
Not detected / ne oGHapyskena | Not more than 0.1 % / He Sonee 0,1 %
Not more than 0.3 % / He Gonee 0,3 %

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

Not more than 0.1 % / He Gonee 0,1 %

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

5 Microbial enumeration tests / MukpoGuonoraueckas 1ncrora

MHUKPOOPraHu3MoB

a) Total Aerobic Microbial Count | Less than 10 CFU/g/
/ OOuwiee umcno  aspodhuix | Menee 10 KOE/r

Not more than 1000 CFU/g/
He donee 1000 KOE/r

Remarks : The Product confirms to ND/
Hpumeuanne: [Ipoaykr coorBeTcTByeT TpeboBanusm HJJ

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /

Iloaroroenexo: ()7{;,

(
C)
=

| Checked by /
ﬂposepeno:

Approved by: Manager/Executive /

Onodpeno: Menemrep / Pykosoamnres
p \\ ’\—ﬁ_ LDQ c{d_@o %,“_,LD R-e d!_ﬁ/"‘/d/

Date / 29,(2’2022_
JHaTa:

Date / /o Date /
JlaTa: 23-12-2022- | jaa:

2622022




Dr.Reddy’s "'

Product :

CERTIFICATE OF ANALYSIS

CEPTUGUKAT AHAJIM3A

Finast (finasteride) film- coated tablets 5 mg

[Npoaykt: @unact (Ppunactepun) 1adACTKH, HOKPLITLIC 1CHOUHOK 000I0UKOH, 5 M

Batch No /

| Cepust No

Analytical Report No /
Ananurnueckuit otuct Ne
Date of Manufacture /
Hara npoussouctna

- C2211914
< 890001630318

102022

Batch Quantity /
Pazmep cepun

Date of Analysis /
Jlarta ananuza

1000000 tab /
1000000 Tad

; 07.12.2022

["omen

Date of Expiry /

¢ 09/2025
J10

Analysis perfor med accor dm(r ND / Anains uposejrent mo H/A: JITI-Ne(000835)- (PF RU)-250522

Page 3 of 3/ Crp.3 133

Ne | Test/ Hokasaiein | Resubt/ Pesyitbranii Specification / Hopma
' b)_Total Combined Yeast and | Less than 10 _CF_U/Q/_ | Not more than 100 Cru/g/
moulds count / Oolwee wuchio | Menee 10 KOLE/r He donee 100 KOE/r
APOAOGKEBBIX M TLICCHEBBIX
rpuboB
¢) Bscherichia Coli Absent in | eram / Shali be absent in | gram/ ]
OtrcyreTtByer s | T OrcytctBue B | 1
6 Uniformity of dosage units / 2.8/28 The Acceptance Value (AV) should be
OpnopoanocTs X031POBAHNS less than or equal to 15.0 / [Noka3zatens
npuemaemoctu (AV) nomxeH ObITe He
Oonee 15.0.
7 ?\ssay /' Kousnuectseunoe | 4.93 mg/4.93 M Tablets contain not less than 4.75 mg
onpeaeJieHne 8 6% /986" and not morc than 525 mg of
98.6% /986% Ca3H36N202 (Finasteride) (not less
than 95.0 % and not more than
105.0 % of the labeled amount). /
Ot 4,75 mr no 5,25 mr CxH;iN20,
(¢punacrepun) (ot 95% mo 105 % or
HOMUHAJBLHOTO CoJlCpIKatins) B
TabneTke.

8 | Packaging / YuaxoBka 10 tablets in blister of (PVC/PE/PVDC) foil / Alu foil with heat scal
lacquer. 3 blisters and a patient leaflet in carton. / [lo 10 Tabnetok B
omuctep w3 menku (NBX/TID/TIBaX) / amomunueBoit ¢onbru ¢
TEPMOKIICCELIM  takoBLIM - nokpuITHenm. [lo 3 Onuerepa  Bmecte ¢
WHCTPYKUMCH 1o npuMencuio  (IMCTKOM-BKJIQALINICM) B NAYKY
KapTOHHYIO.

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

Ipumeuanne: Iponyxr coorsercTrRyeT TpedboBanusm HJ 3akmouenne: OJJOBPEHO

Prepared by / &(7 Checked by / Approved by: Manager/Executive /

[Toaroroenewo: (‘/_"fc/ 2 2 Iposepe @ Onodpeno: Mulum\ep,’ PykopojuTest
% N~ = PGS i@,w 0 e otlty

Date / 23"2#2029/ Date/ — Date / o 20270

JHara: JaTa: 23-(2-2022 Hara: 2 (2~




