Dr.Reddy’s qs®

Batch No/

| Ceprin Ne

Analytical Report No /
AnanurTHuecknit otuer No
Date of Manufacture /
Hara nponssoncTsa

(2304797

890001661322

: 04/2023

CERTIFICATE OF ANALYSIS

CEPTHUDUKAT AHAJIU3A

Product : Finast (finasteride) [i m coated tablets 5 mg
HpoaykT: dunact ((huiiacrepit) TabNeTKu, HOKPbITbiE MIEHOYHOH 000NI0UKOMH, 5 Mr
Batch Quantity /
Paszmep cepum
Date of Analysis /
JlaTa ananuza
Date of Expiry /
["oneH no

Ne | rl:es_t/IImcmaTe.m,

1 De_scription / Onucanne

2a | Finasteride / @unacmepuo

2 Identification / I/IueHTu(buKauuﬂ'

Analysis performed according ND / Ananns n[;o'];ﬂeu no HJL: JIH-N9(000835)-(PF—RU)-250523_

1000000 tab /
1000000 Ta6
11/05/2023

0372026

Page 1 0of4/ Crp. 1134

Result / PCSyJ]l;T;Fbl

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
core / OBanbHble
JBOSIKOBbIMYKJible TaOAETKH,
NOKPBITbIE MIEHOYHON

| oGonoukoii cuHero ueera, ¢
TucHeHueM «FIN» Ha ool
CTOPOHE U «5» Ha APYTOH
cropoHe. Ha pazpeze sapo
TabneTku Oesoro uBeTa.

Complies as prescribed/
CooTBeTcTBYET TpebOBaAHMAM

| pacTBOpa

| cranpaptHoro obpasia

|

onpeaencHue»)

The retention time of the main peak in

film coated tablets, debossed with "FIN"
on one side and "5" on the other side.
Cross cut description: white to off white
core / OBankHble ABOAKOBBLINYKIbIE
TabneTKH, MOKpbITbIE MJEHOUHON |
00OJIOUKOH CHMHEro LiBeTa, ¢ TUCHEHHUEM
«FIN» Ha oaHol cTopoHe M «S5» Ha
apyroit ctopone. Ha paspesze sapo
TabneTky Oenoro unu no4dTU Oenoro
LBETA.

Blue coloured, oval shaped, biconvex ‘

the chromatogram of the Test solution
should corresponds to the retention time
of the main peak in the chromatogram of
the Tinasteride standard solution as
obtained in the Assay. / Bpewms
YACPIKMBAHKMSA  OCHOBHOIO THMKAa  Ha
XpoMaTorpamMmme HCTILITYEMOTO
AOJDKHO — COOTBETCTBOBATH
BPEMEHU YACP>KUBAHHWS! OCHOBHOTO NHKa
Ha Xpomarorpamme pacTtBopa
uHacrepuaa |
«Konuuecraennoe

(paznen

Remarks : The Pl'o_ducl confirms to ND/

IMpumevanne: poayxr coorseTeTByeT TpeboBanusm HJI

Prepared by /
[Moarorosneno:

>

_1 2 ~0S—20623

Date /
Hara:

Checked by /

[Tposepeno: é’

Date /
Jlara:

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Approved by: Manager/Executive /
Onodpeno: Menekep / Pykosonurens

V

120503

Date /
JlaTa:

RN T




Dr.Reddy’s Q"

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHATIU3A

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

[TpoayxT: dunact (hpuHacTepu1) TAONETKH, MOKPBITHIE TIEHOUHON 000A0UKOH, 5 MI
Batch Quantity /
| Pasmep cepun

Batch No /
Cepus Ne

Analytical Report No /
Ananuryueckui otuet No
Date of Manufacture /
JlaTa npou3BoACTBa

1 04/2023

2304797

890001661322

1000000 tab /
1000000 1a6 !

Date of Analysis / 11/05/2023 |
Jarta ananuza |
Date of Expiry /

- T'oaen no -
Analysis performed according ND / Ananaus nposenen no H/: JITI-Ne(000835)-(PI'-RU)-250522

" Test / Homnnem)

- 03/2026 ‘

Page 2 of 4/ Crp. 2 u3 4

Result / PesyabTarsl

Titanium dioxide
Tumana ouoxcuo

3 Dissolution / Pacrsopenue

1 I

[ Impurity A/ Hpumecen A
Impurity D/ Ilpumecs D
Impurity B/ [Ipumecs B

Impurity C / Tlpumecs C

Maximum Unknown
impurity /
HEUEHTUD ULIMPOBAHHAS
nprUmeCh

Total  impurities  /
npumMecel

individual
Enunnunurnas

Cymma

Speciﬁcz_ltion / Hopma

/ | Complies as prescribed/
CootsetcTByeT TpebOBaHUAM

Orange red color should’ devclop /
PactBop  nomkeH — OKpacuTLCs B
OpaH)KEBO-KPACHbII LBET

“Unit-1/ Ta6a.-1 94 %
| Unit-2 / Tabn.-2 93 %
Unit-3/Tabn-3 | 93 %
Unit-4 / Tabn.-4 | 92 %
Unit-5/ Ta6n.-5 94 %
Unit-6 / Tabn -6 94 %

4 | Related substances / Poacrsennsie npumecn

. Not less than 75% (Q) of the labeled |

amount of CzH3N202 (Finasteride)
should dissolved in 45 minutes.

He menee 75 % (Q) oT HOMUWHANLHOTO
copepaanmns Cz3HisN20:2 (punactepun) 1
JIOJDKHO pacTBOPHUTHLCA 3a 45 MUH.

0.08 %/0,08 %
Not detected / He obHapyskeHa

0.09 %/0,09 %
0.04 %/0,04 %

0.22 %/0,22 %

Not detected / ne oOnapysxena | Not more than 0.1 % / He 6onee 0,1 %
| Not more than 0.3 % / He 6onee 0.3 %
| Not more than 0.3 % / He Gonee 0,3 %

Not more than 0.3 % / He Gouiee 0.3 %

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

Not more than 0.6 % / He 6onee 0.6 %

S | Microbial enumeration tests / MukpoOuostorutueckast yucrora

_Remarks g The?oduct confirms to ND/

T pnmeuanne: [lpoaykT coorsercrByeT TpeboBannam HJJ

Prepared by / o
[Toarorosneno:

©

\2 05~ 202%

| Date /

Jlara:

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

| Checked by /

[lposepetio: %

Date /
Jara: 208021

| Hara:

Approved by: Manager/Executive /
Onob6pero: Mewekep / Pykooautens

S/

Date / \ ‘\;04;\9\/)




CERTIFICATE OF ANALYSIS

.o
Dr. Redd s ‘f CEPTI/](DI_/IKAT AHAJIM3A

Product : Finast (fin: 1~te||de) [ilm-coated tablets 5 mg

[poaykr: @unact (Gunacicpui) 10/1¢1KH. NOKPBITbIE MIEHOYHOH 00004KOR, 5 MI

Batch No / _ - C2304797 Batch Quantity / 1000000 tab/
Cepus No Pasmep cepiin 1000000 a0
Analytical Report No / 890001661322 Date of Analysis / 11/05/2023
AHANUTHYECKHUHA oTuer Ne - 'l|| | aHau3a )

Date of Manufacture / : 04/2023 Date of Explry /- : 03/2026
/aTa npouspoacTea l'onen no

Analysis performed according ND / Anasus nposeaen nmo HJI: JIH-N9(000835)—(PF-RU)—2505£2_

Page 3 of 4/ CTp. 3 uz 4

Ne | Test/ Mokasatean Result/Pesy.ﬂbTaTbl_ Specification / Hopma N
| a) Total Aerobic Microbial Count | Less  than 10 CFU/g /| Not more than 1000 CFU/g /
|/ Ob6uee wuneno adpobueix | Menee 10 KOE/r He 6onee 1000 KOE/r
MUKPOOPIraHW3MOB
b) Total Combined Yeast and | Less than 10 CFU/g /| Not more than 100 CFU/g /
moulds count / O6wee umcno | Menee 10 KOE/r He 6onee 100 KOE/r
LPONOKEBBIX M TIECHEBBIX
rpuboB |
¢) Lscherichia Coli Absent in 1 gram /| Shell be absent in I gram /
OtcyTetByeT B 1 1 OtcyTterBue B 1 r
6 Un_iformity of dosage units / 28/28 The Acceptance Value (AV) should be
OaHopoANOCTD 10311 POBAHHS less than or equal to 15.0 / [Mokasarens
npuemneMoctH (AV) nojkeH ObITh He
Ooniee 15,0. |
|“ 7 Assay  / KomuuecTrennoe 4,95 mg /4,95 mr Tablets contain not [ess than 4.75 mg
onpenejieHnne : : and not more than 5.25 mg of
Q2006 20 ) CsHiN2Oy (Finasteride) (not less |
than 95.0 % and not more than '
105.0 % of the labeled amount). / |
Ot 4,75 mr no 5,25 wmr CaHiN-O»
(¢punacrepun) (o1 95 % no 105 % or
HOMMWHAJIBHOTO coaepkaHus) B
TabneTxe. |
'8 Packaging / Ynakogska 10 tablets in blister of (PVC/PE/PVDC) foil / Alu foil with heat seal |
| lacquer. 3 blisters and a patient leaflet in carton. / 1o 10 TaGnetok B 1
| Oaucrep w3 naenxku (TIBX/TID/MIBaX) / amomunuesoit  ¢onbru ¢
I | TEPMOK/IEEBLIM  JIaKOBLIM  mokpbiTHem. [lo 3 Gaucrepa BmecTe ¢
UHCTPYKUMEH 1O NPUMEHEHUIO  (JTUCTKOM-BI/IA[bILIEM) B [AUKY
[ KAPTOHHYHO. :
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeuanne: [Npoaykr coorpercrsyer TpeGosanmam HJI 3akaouenue: OAOBPEHO
 Prepared by / Checked by7 Approved b)7: Manager/Executive /
Ioarotosneno: Z@ Ilpogepeno: Onobpeno: Menepkep / PykosoauTtenb
V
Date / — Date/ Date /
= — 201 2 Joof —ss
Jlata: 1)’ 0> 613 Jara: B [E.—os vzt IlaTa_: 2




CERTIFICATE OF ANALYSIS

@
Dr.Reddy’s ".. CEPTUOUKAT AHAJIU3A

Product : Finast (finasteride) film-coated tablets 5 mg
[poayicr: @unact (Guiactepi/i) TABNETKU. HOKPbITbIE MIEHOYHOW 000104 KOH, 5 MT !
Batch No / : C2304797 | Batch Quantity / 1000000 tab / |
Celm_u NQ_ B l_ Pa§:\|L'_J| C i_-_|_n||ﬁ ]0020@ Tao i
Analytical Report No / - 890001661322 Date of Analysis / 11/05/2023 R
Ananutuueckui otver N | MaTa ananu3sa - -
Date of Manufacture / . 04/2023 Date of Expiry / 0 0372026
Jlata nponsBoncTaa - lopen no -
Analysis performed according ND / Ananus nposeaen nmo HJI: JIII-Ne(000835)-(PI'-RU)-250522

Page 4 of 4/ Crp.4 n3 4

API name (INN) / Hanmenopanne A®C (MHH): Finasteride / ®unacrepun N T
API manufacturer batch number / ABPHO006113 N _‘
f Homep cepun npoussoantenn AP®C: - - - |
| FP Manufacturer API Batch number / FCPAO01341 i
| Homep cepun cyGerannun npoussoantens I'JId: - i
API Manufactured by & country / Dr. Reddy’s Laboratories Ltd., India / '
Hponspoaurens APC, crpana: _I[—p Penaw’c Jlaboparopuc Jlta., I/IHLU/IH_ |

[ Remarks : The Product confirms to ND/ .. Conclusion : APPROVED / )
IIpumeuanne: [Ipoaykr coorsercTByet TpeboBannam HJJ 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
INoaroroeneHo: AQP [IposepeHo: Onobpeno: Menenxkep / PykoBoauTens
y’
Date / | Date / | Date/ o
05~ 2 ~
Hara: 1265 oL Hata: (oS-t [ata: ‘QUO( \)_99




