) ..
" Dr.Reddy’s &

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A

Product : Finast (finasteride) film-coated tablets 5 mg
_ﬂpou_yKT_: @unact (prnacTepu1) TAONETKH, NOKPLITLIE NIEHOYHON 000s104KOH, 5 Mr

JlaTa npou3soAcTBa

Batch No / - C2304798 Batch Quantity / © 1000000 tab /
Cepust Ne - | Pasmep cepuu 1000000 Ta6 :
Analytical Report No / : 890001661496 Date of Analysis / 12/05/2023
_AnanuTnueckui otuet Ne JlaTta ananusa o

Date of Manufacture / : 04/2023 Date of Expiry / : 0372026

["'oneH no

Analysis performed_ac;)raing ND / Ananus nposenen no HJ/I: JIH-NQ(OOOSS5)-(PF-RU)-250522_

Ne | Test/ Iokasatenn

1 Description / Onncaunne

Page 1 of4/ Crp. 1 uz 4

Result / Pe3yﬂElTbl

Speciﬁcati_on / 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
cote / OsanbHbIE
ADOAKODLINYKILIC TAONETICH,
MOKPbITLIE NACHOUHON
000/104KOH CUHErO 11BETA, C
TucHeHuem «FIN» Ha oaHou
CTOPOHE M «5» Ha APYTroH
cToporie. Ha pazpese anpo
Tabnerku Genoro uBera.

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 / OBanbHble JIBOSKOBBINYKIbIE
140JICIRA,  HOKPbIIBIE TLIEHOUHOR
00ONOKOH CHIIETO LDETA, ¢ THCIICIIHCA
«FIN» Ha oaHOW cTOpoHE W «5» Ha
apyroii  cropone. Ha paspesze sapo
Tabnerki 0Genoro Win nourtu 0Genoro
11BETA.

2 | Identification ﬁ/lueuﬂupukaulm

Finasteride / @unacmepuo

Complies as prescribed/
CooTBeTcTRYET 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
YEPKUBAHUS ~ OCHOBHOIO MNuKa Ha
Xpomarorpamme MCTILITYEMOro
pacTtBopa  [IOJDKHO — COOTBETCTBOBATD
BPEMEHU YAEPKHBaHUsE OCHOBHOTO NHKa
Ha XpoMaTorpamMmme pacTBOpa
cTaHaaptHoro obpasua  (uHacTepuia
(paznen «Konuyecrtsennoe
onpenescHUeY)

Remarks : The Product confirms to ND/

IIpameuanune: [lpoaykt coorsetcTRyeT TpeboBanusm /|

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

[ToaroTosneHo: ITpoeepeno: Onobpeno: Menepxep / Pykosoantens
S

Date / | G0 G~Fos2 Date / 15-05-10253 Date / \C 0§ 0%

Jlara: Jara: Jlara:




" Dr.Reddy’s €z¢

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

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

MNpoaykr: @unact (Ppunacrepun) TabsieTkK, NOKPLITHIE TNIEHOYHON 000NOUKOW. 5 MI

Batch No /
Cepms Ne
Analytical Report No /
AHanuTHueckmii otuet No
Date of Manufacture /
| /lata npon3BoOACTBa

. C2304798

: 04/2023

Batch Quantity / : 1000000 tab /
Pazmep cepnu 1000000 rap
: 890001661496 Date of Analysis / 12/05/2023
- Jlata ananusa -
o Date of Expiry / . 03/2026
Toneu no

Analysis performed according ND / Anain3 I;[)OBelleH no H: JIII-Ne(000835)-(PT-RU)-250522

Specification / Hopma

Page 2 of 4/ Ctp. 2 n3 4

Orange red color should develop /
OKpacuThecs B

Not less than 75% (Q) of the labeled
(Finasteride)

He meHee 75 % (QQ) OT HOMUHANLHOTO
comepkanus CnHigN-Os (punactepun)

Not more than 0.3 % / He 6OHGCW’/0_
Not more than 0.1 % / He 6onee 0,1 %
Not more than 0.3 % / He 6onee 0,3 %
Not more than 0.3 % / He 6onee 0.3 %

Not more than 0.1 % / He 6onee 0.1 %

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

Ne | Test / Ilokazarenn Result / PesyabTatsl
2b | Titanium dioxide / | Complies as prescribed/
Tumana ouoxcud CootsercTByeT TpebOBAHUAM PactBop  /IOJDKEH
OpaHKEeBO-KPACHbII LIBET
3 Dissolution / PactBopenne Unit-1/ Taba.-1 95 %
= — - amount of Cr3H3N->Os
Unit2/ Tadn.-2 957 should dissolved in 45 minutes.
Unit-3 / Tabn.-3 95 %
Unit-4 / Tabn-4 | 92%
O/KHO PACTBOPUTLES 32 45 MUH.
Unit:S/Tabn-5 | 92% | Rt
Unit-6 / Tatn.-6 92 %
| 4 Related substances / PoacTBennbie npuvecn R
L
Impurity A / llpumecs A 0.08 %/0,08 %
Impurity D / Tpumecs D Not detected / He oOHapyskeHa
Impurity B / T1pumecs B Not detected / He oOnapyskeHa
Impurity C / Tlpumecs C 0.09 %/0,09 %
Maximum Unknown individual | 0.04 %/0,04 %
impurity / Eaunuunas
HenaeHTupHurpoBanHas
npumMech
Total lvmplll'lthS / Cymma 0.22 %/0.22 %
npumeceh
5 | Microbial enumeration tests / Muxpoouojoruueckas Yncrora

Remarks : The Product confirms to ND/
ITpumenanume: [poykr cooTBeTcTBYET Tpeboanuam HJI

Conclusion : APPROVED /
3akmouenne: ONOBPEHO

Prepared by /

ol
I ]oﬂrmosnenoW

Checked by /
[TposepeHo:

Approved by: Manager/Executive /
Onobpeno: Menespkep / Pykosoaurent

S/

Date / | G5 ~Pop2 | Date /
JaTa: Jata:

|5e510458

Date /

i \S 0 -9n3
laTta.




CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Dr.Reddy’s €3¢

[ Product : Finast (hndstende) film-coated tablets 5 mg
[ponykr: DunacT (GpuHacTepu) TaOAETKH, HOKPLITLIC MIEHOYHOM 000JiI0UKOH, 5 Mr

Batch No / C2304798 | Batch Quantity / 1000000 tab/
Cepus Ne | Pazmep cepun 1000000 Ta6
Analytical Report No / - 890001661496 Date of Analysis / 12/05/2023

| AnanuTHueckni otuet Ne Jlara aHanusza B

. Date of Manufacture / 0 04/2023 Date of Expiry / 0372026

| /lata npousBoacTBa ["onen o
‘ Analysis performed according ND / Ananus nposeaen no HJ: JIII-Ne(000835)-(PT-RU)- 250522

Page3 of 4/ Crp.3 uz 4

\ No | Test/ IlokazaTean Result / PesyabTaThl Specification/HopT
" a) Total Aerobic Microbial Count | Less  than 10 CFU/g_ /| Not more than 1()_00_CFU/g /
| / Obwee uucno adpodubix | Menee 10 KOE/r He 6onee 1000 KOE/r
& MHUKPOOPraHu3MoB
'b) Total Combined Yeast and | Less than 10 CFU/g /| Not more than l—OOEFU/g /]
| monlds coomt / Ofmee wwena | Menee 10 KOF/r He donee 100 KOE/r
APOJIOKEBBIX M TIJIGCHEBLIX |
: rpubos |
ll ¢) Escherichia Coli Absent in | gram /| Shell be absent i1 gram /
| OrcytetByer B I 1 OtrcyTterBue B 1 1
6 i Uniformity of dosage units / 1.4714 The Acceptance Value (AV) should be |
| OtHopoaHoCTh J03HPORANINS | less than or equal to 15.0 / TTokaszarens !
5 | npuemnemoctn (AV) jlomken ObITh He
| ' ' Gonee 15,0.
7 Assay /  Koanuecrpennoe i 4.94 mg / 4,94 mr Tablets contain not less than 4.75 mg
onpenenenne 08 9 %/ 08 O o and not more than 525 mg of
(RS AR50 Ca3H3sN2O2 (Finasteride) (not less
than 95.0% and not more than
105.0 % ol the labeled amount). /
Or1 475 mr no 5,25 mr CaHisN20O,
(Ppunacrepun) (ot 95 % no 105% or
HOMMWHANLHOTO cofiepykaHms) B |
TabneTke.

8 | Packz\(_ging/YHaKOBKa 10 tablets in blister of (PVC/PE/PVDC) foil / Alu foil with heat scal
lacquer. 3 blisters and a patient leaflet in carton. / flo 10 Tabnerok B
oaucrep w3 nnenxku (TMBX/MD/TIBaX) / aniomunueBoi  doibru ¢
TEPMOK/IEEBbIM  NIAaKOBLIM nokpbiThem. 1lo 3 Oaucrepa BmecTe ¢
MHCTPYKUMEH 110 NpUMEHEHWIO  (IMCTKOM-BKJazbllieM) B Mauky

‘ KAPTOHHYIO.

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

Hpumeuanne: [poaykT coorseTeTByeT TpeboBarmsim HJ| 3akmouenune: OJJOBPEHO

Prepared by / [ﬂﬂ Chf;kedFy_/ Approved by: Manager/Executive /

nOﬂr()T()Bﬂekl()%/ [Tpogrepetto: Onobpero: Menepkep / Pykosoauresib
S~

Date / ~ o Date / Date /
(505~ 20% YR YLY:
Jlara: Jara: Se6v0r3 JlaTa: ¥5-ok




CERTIFICATE OF ANALYSIS

Dr.Reddy’s ‘f:_'.

CEPTUDUKAT AHAJIN3A

' Batch No/ - C2304798
Cepus Ne

Analytical Report No /
'AHanutnyecknit otuer Ne
Date of Manufacture /

/JlaTa npousBo/IcTBa

0 04/2023

Product : Finast (finasteride) film-coated tablets 5 mg
[Mponyxr: Punact (unactepun) TabAETKU. NOKPHITHIC MIEHOUHONH 000JI0UKOH. 5 Mr

- 890001661496

Batch Quantity / 1000000 tab /
Pasmep cepun 1000000 a6
Date of Analysis/ 12/05/2023
Jara ananuza o
Date of Expiry / : 03/2026
I'onen no

Analysis performed according ND / Ananns npdheneﬂ no HJI: JIH-N9(000835)-(PF-RU)-25052§_

Page 4 of 4/ Crp.

API name (INN) / Haumenosanne A®C (MHH):

API manufacturer batch number /
Howmep cepun npoussoaurens ADC:
FP Manufacturer API Batch number /

API Manufactured by & country /
1Ipouzsoanrtens A®C, crpana:

Howmep cepun cyGeranuuu nponssoaurens I'JId:

Finasteride / ®uHactepun

ABPH006113

FCPAO01341

Dr. Reddy’s Laboratories Ltd., India /
| I-p Penan’c Jlaboparopuc Jita., Uhaus

4u34

| Remarks : The Product confirms to ND/

IIpumeuanue: Ilponykr coorsercTByeT TpeboBanusm HJJ

Conclusion : APPROVED /
3aknwuenne: OJJOBPEHO

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosonntens

S

Prepared by / ﬁ(?ﬂ? Checked b)7
nOﬂI‘OTOBﬂeHO:pf[/Iv_&)’_!/ INposepeHo:
Date / /S:?;ZS"‘W ' Date /
_[laTa_: _ o JlaTa:

1505029

Date /
Hara:

\S S ey




