Dr.Reddy’s ":‘

Batch No/

Cepusa Ne -
Analytical Report No /

| AnanuTHueckui otuet Ne

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product :Finast (finasteride) film-coated tablets 5 mg
[pony kT Gubact (punactepun) Tabnerku, HOKPLITHIC MACHOMIONR 0OONOUKOH. 5 M

- C2308004

890001673893

Date of Manufacture /
| Jlata npoussoacTea

: 06/2023

;TéstT Iloxasartenn

Result / Pesyabrarsl

1 _ligscription / Onncanune

Identification / Uapentudn Kallllﬂ-

2a | Finasteride / @unacmepuo

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 / OBanbHble

ABOAKOBBLINYKITbIC Ta6ﬂeTKl/I,

MOKPLITHIC NJIEHOUYHOM

000JIOUKOW CHHEro uBeTa, ¢

THUCHeHHeM «FIN» na onHown
CTOpPOHE M «5» Ha ApyroH

| cropone. Ha paspese sapo

Tadaerku Oenoro usera.

Complies as

prescribed/
Coursercipyer 1pebuBdaHMIM

Batch Quantity / 1000000 tab /
Pazmep cepiu 1000000 Ta6
Date of Analysis / 1 27/07/2023
Hata ananuza -

Date of Expiry / : 05/2026
T'oneu po

Analysis performed according ND / Anaju3s nposenen no Hj]_ JIH-N2(000835)-(PI“-RU)-250522_ -

Page 1 of 4/ Crp. 1 u3z 4

_Si)eciflcation / 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 / OBanbHbIC [BOSKOBBIMYK/IbIE
TabneTKH, NOKPbLITbIC MIAEHOUHOMN
000/104KOH CHHEroO LBETA, C TUCHEHUEM
«FIN» Ha oaHOW cTopoHE W «5» Hha
JApYroi cTopoHe.
Tabnetkn Oenoro WIU NoYTH 6Henoro
LBETA.

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. / Bpewms
YIOCP)KMBAHHA  OCHOBHOIO TMHMKA Ha
XpomaTorpamme UCTILITYEMOTO
pacTBOopa  JO/KHO  COOTBETCTBOBATD
BPEMEHH YACP)KHBAHUsI OCHOBHOIO MHKa
Ha XpOMaTOrpamMmme pacTBopa
cTaHJapTHoro obpasua (uHacTepuaa
(paznen «KonnuecTseHHoE
| onpeneacHue)

Ha paspeze sapo |

_Remarks : The Product confirms to ND/

Ilpumeuanue: llpoaykT coorszercrayert Tpebopanusim HJJ

Prepared_b;/ Checked by7 é:(ﬁ_ _Approved by: I\Ena_ger/Executive/
[osrororneno: @ MpoBepemy, - & Onobpeno: Meneukep / Pykososauresn
v e
Date / iy Date/ . A Date / QY -\ -9 x3
-0 H- oT 0 grC)-Zer) &
JlaTa: 28 o4 3t JlaTa: 9 ? 2 JaTa:

Conclusion : APPROVED /
3akmouenne: OJIOGPEHO




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A
Product - Finast (finasteride) film-coated tablets 5 mg
Hpoayic T Dunact (Qunaciepiin) 1ade riku, NOKPbITbIC T1IEHOUHOH 000JI0UKOH, 5 MI
Batch No/ - C2308004 | Batch Quantity / 1000000 taly /
Cepus Ne : Pazmep cepui 1000000 ta6
Analytical Report No / 890001673893 | Date of Analysis / - 27/07/2023
AnanurHueckuii otuer No o - | Jlata ananusa -
Date of Manufacture / : 06/2023 Date of Expiry / : 05/2026 o

Jlata nponsposcTra - I'ogen no _
Analysis performed according ND / Ananus nposeaen no H: JITI-Ne(000835)-(PT-RU)-250522

Page2 of 4/ Crp.2 n3 4

Ne | Test/ Hokasatens | Result/ Pe3ym,TaT|; Specification / Hopma
2b | Titanium dioxide / | Complies as prescribed/ | Orange red color should de\TeH) /
Tumana ouoxcud CooTBeTcTBYET TPEOOBAHUAM PacTBOp  AO/KEH  OKPACUThbesl B
| OpaHKEBO-KPACHbIN 1BET
3 Dissolution / Pacrsopenne ' Unit-1/ Ta6.-1 95 % | Not less than 75% (Q) of the labeled

z = | amount of CyH3N20; (Finasteride)
) - 0 S
| R WG AIGORE g should dissolved in 45 minutes.

. ' ol S 0
[ [ I S RGOS oo He menee 75 % (Q) oT HOMHHanbLHOTO
Unit-4 / Tabn.-4 94 % coaepxxanua Co3HigN>O> (punacrepun)
UnitS / Tabn-5 97 9 JIOJIIKHO PACTBOPUTBLCS 3a 45 MM i,
nit- abn.- (

Unit-6 / Ta61.-6 99 %

|

|

[ 4 Related substances / PoacrBennnbie npamecn |
| Impurity A / [Ipumecs A

0.07 %/0,07 % Not more than 0.3 % / He 6onee 0,3 %

Impurity D/ Ilpumect D Not detected / e 0bnapyxceHa

Not more than 0.1 % / lle 6onee 0.1 %

Impurity B/ [lpumeci, B Not detected / ne oOnapysxena

o}

Not more than 0.3 % / He Gonee 03 %

gty G/ AlpEmEEEr € 0.07 %/0,07 % Not more than 0.3 % / He Oonee 0.3 %

Maximum Unknown individual

impurit / E YHa

HRMLIEY AUHRYHAR | g 04 %/0,06 % Not more than 0.1 % / He 6onee 0.1 %
HenaeHTH(hUUUPOBAHHAS

NPHMECDH

ol imoutities / Cuangg | 0-20 %6/0.20%
| ‘ot mpunt yMma Not more than 0.6 % / He 6osnee 0.6 %

npumeceu
- - !
Remarks : The Product confirms to ND/ Conclusion : APPROVED / ]
Hpnmeuanne: [poaykTt coorpeteTByet Tpedbosanmam FHJT 3akmouenne: OJOBPEHO
Prepared by / o Checked hy / g;"CHZC?Ap_proved by: Manager/Executive /
IoarotosneHo: @ Iposeper ﬁ"',)/ﬂ Onobdpeno: Menemxkep / Pykosoanrests
: S
Dal_c-/ 2803 0T Dm_e / 29 ,C&.- o2 Date / QLY ~\ LS
| Mara: Hara: Jlara:




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIUM3A
Product :Finast (finasteride) film-coated tablets 5 mg |
[lponykT Ounacr (gunacicpiit) tabnerky, NOKPLITLIC IIEHOUHON 000/10UKOH, 5 M1
Batch No/ - C2308004 | Batch Quantity / 1000000 tab /
Cepng Ne | Pasmep cepuu 1000000 Ta6
Analytical Report No / : 890001673893 Date of Analysis / 0 27/07/2023
AnanuTHuecknii oruet No Jlara anannza
Date of” Manutacture / 1 06/2023 Date of Expiry / 0 05/2026
| Jlata npousBojicTBa I"open o

Analysis performed according ND / Anaans nposeaen no HJI: JHI-Ne(000835)-(PT-RU)-250522

Page 3 of 4/ Crp.3 uz 4

)_Ng | Test / okazaTess Result / Pesynbrathl Specification / Hopma
5 Microbial enumeration tests / 1\7[mcp06n0_norw|eckan YHCTOTA )
.. é)fotal Aerobic Microbial Count | Less  than 10CFU/g /| Not more than 1000 CF_U/g_ /
/ Obuwee uucno aspobHbix | Menee 10 KOE/r He 6osee 1000 KOE/r
MHMKPOOPraHU3MOB
'b) Total Combined Yeast and | Less than 10 CFU/g /| Not more than 100 EFU/g 7
moulds count / Ofwee uucno | Menee 10 KOE/r He 6onee 100 KOE/r
APMIOKEBBIX M [UIECHEBBIX '.
rpubon
| ¢) Escherichia Coli | Absent in 1 gr_am /| Shell  be absent in 1 gram _/
Orcytereyer B | 1 i OreyTetBue B i r
6 _Uniformity of dosage units /"|_ 23/23 | The Acceptance Value (AV) should be |
| Oanopoanoctn fo3upoBanig | less than or equal to 15.0 / ITokazarens
npuemsnemocti (AV) nomkeH ObIThL He
oonee 15,0.
7/ Assay /  KonmuecrBennoe 498 mg /4,98 mr Tablets contain not less than 4.75 mg o
olpeaejenne and not more than 5.25 mg of

(99.6 %/ 99,6 %)

' (¢punactepua) (ot 95% no 105% ot

Ca3HiN2O2  (Finasteride) (not less
than 95.0 % and not more than
105.0 % of the labeled amount). /

Or 4,75 MEP 10 5,25 MI C23H3(,N202

HOMMATBLIIOTO
TabseTkKe.

coaeprkaHus) B

[ Remarks : The Product confirms to ND/
IIpumenanne: [1poaykT cooTBeTCTBYET T

LD

" l;repared_by / [ cl

[Toarorosneno:

ﬂpOBepc‘W

pedoBanumsam HJ{

Conclusion : APPROVED /
Jakmouenne: OJOBPEHO

hecked by /

Date /

Jlarta: D’g 0% 0TS

Date /
Jlara:

2 q {5 'MZ JlaTa:

7PApproved by: Manager/Executi\;e/
Onoopeno: Menemkep / Pykosoautens

Date /

>
QA 01\ -\O\3




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A
‘ Product : Finast (finasteride) film-coated tablets 5 mg
Hpony kT Oupact (huaciepna) rabaerTki. NOKPLITIIC TACHOHO 00010UKOH. 5 MF
Batch No/ - C2308004 | Batch Quantity / 1000000 tab /
Cepust Ne_ Pasmep cepuu 1000000 Ta6
Analytical Report No / : 890001673893 ‘ Date of Analysis / © 27/07/2023
Ananutnyeckuii oruer Ne - Jlara anannza -
Date of Manutacture / : 06/2023 Date of Expiry R : 05/2026
Jlata npousBoacTea Tonen 1o

Analysis performed according ND / AHam3 1 HpoBc/aeH no H,Zl JITI-N2(000835)-(PI"-RU)- 250522

Page 4 of 4 / Crp. 4 uz 4

Ne | Test/ Mokazaress Result / PesynbTaTsl ’ Specification / Hopma '

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 TaGnerox B |
Gaucrep n3 menkn (TNIBX/TIS/NIBaX) / amomunvesoit doasru ¢ |
TEPMOK/IEEBbIM  NaKOBBIM TIOKpbITHEM. [lo 3 Onucrepa BmecTe ¢

MHCTPYKUMEH 1O MpUMeHEHHIO  (JIMCTKOM-BKJAZbILIEM) B Matky
K&pTOHHY10.
| API nzgne (INN) / HaumenoBanue A(I)C_(MHH): ] Finasteride /_(I)_quc_Tepnﬂ
API manufacturer batch number / ] ABPHO008501, ABPH009284
Homep cepun npoussoanrens ADC: _.
FP Manufacturer API Batch number / [ FCPAO1648, FCPAO01744
Homep cepun cy6eranmum nponssoantens I'JIdD: _
AP Manufactured by & country / Dr. Reddy’s Laboratories Ltd., India /
ITpousBoaurens A®PC, crpana: - | JI-p Pennn’c Jlaboparopuc Jlta., Mnans
Remarks : The Product confirms to ND/ o Conclusion : APPR_OVED /
Ipumeuanne: [Npoayxr coorercrayet Tpedosanman [1]] 3axmouenne: OJOBPEHO
W)y/ o | Checked by / by / Approved by: Manager/Executive /
[Toarorosneno: L@

llpOBepeno Onobpeno: Meneprep / Pykosoaurens
V

E:‘Te] 4 : OR O He UL E::i / %@{MJ 11:261 / LY -0 -3




