Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Finast (finasteride) film-coated tablets 5 mg
Ipoayxr: @uHacT (puHacTepUn) TabIETKH, MOKPHITHIE INEHOYHON 060104KO{i, 5 Mr

Market / PoiHOK Russia / Poccus

Batch No / C2417130 Batch Quantity / 1000000 tab /

Cepus Ne Pa3mep cepun 1000000 tab

Analytical Repourt No/ 890001783803 Date of Analysis / 28/12/2024

AHanuTHIeckmii oTyer Ne Jara ananuza

Date of Manufacture / 06/12/2024 Date of Expiry / 30/11/2027

Jara npousBoacrea Toxen g0

Mfg. License No. / MA ber: /

IIpon3BoACTBEHHA 59/RR/AP/97/F/R u TUmD L JITI-Ne(000835)-(PT"-RU)
omep PY

JHen3us Ne

Analysis performed according ND / Anammu3s nposeaen o H/[: JII-Ne(000835)-(PT-RU) dt. 25.05.2022 /

JIII-Ne(000835)-(PI'-RU) ot 25.05.2022

Pagelof 6/Crp.1m36

Result / PesyasTaTsl

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 / OBanbHBIE
JBOSIKOBBINTYKJIBIE TAOJIETKH,
MOKPBITBIE TIEHOUHOM
000JI0YKOM CHHETO L[BETA, C
THcHeHHeM «FIN» Ha ogHOM
CTOPOHE U «5» Ha APYroi
ctopone. Ha pa3zpese a1po
TabJieTKH 6e10ro 1BeTA.

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 / OBaJbHblE BOSKOBBINYKIIbIE
TabJIeTKy, MOKPBITEIE  TUTEHOYHOMH
000JIOUKOM CHHETO LBETA, C THCHEHHEM
«FIN» Ha omHOH cTOpOHE M «5» Ha
Japyroii cropone. Ha paspeze sapo
TabJieTKH Oeyioro Wad moutH 6eJoro
LIBETA.

Ne Test / IlokazaTenn

1 Description / Onucanue

2 Identification / UaenTudnKkanus
2a Finasteride / @®unacmepuo

The retention time of the main
peak in the chromatogram of
the Test solution corresponds
to the retention time of the
main peak in the
chromatogram of the
Finasteride standard solution

as obtained in the Assay.
Bpewms YACP>KUBaHNUA
OCHOBHOT'O MHKa Ha
XpoMaTorpamme

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
yOep>KUBaHWs OCHOBHOIO IHKa Ha
XpoMarorpamme HCIIBITYEMOTO
pacTBOpa JIOJDKHO COOTBETCTBOBATh
BpeMeHH yiep>KHBaHUS OCHOBHOT'O ITMKa
Ha XpoMaTorpamme pactBopa
cranaaptHoro obpasua ¢QuHacTepuia
(pazmen «KonmuuecTBEHHOE

Remarks : The Product confirms to ND/

IIpumeuannue: [Iponykr coorBercTByeT TpeboBanusam H/J

Conclusion : APPROVED /
3axiwuenne: OJJOBPEHO

-

Prepared by / Checked by / /@ﬁ /J:Approved by: Manager/Executive /

[MoaroTosneHo: Hposepr%,ﬁ/ _~"Ono6peHo: Menemxkep / PykoBoaurens
£ -Qlaveer) Reddy Je

Date / >N 1” Date / )~12 ~QOD4 Date / An—roMY

Jara: ‘\f\r{iw\?f’ Jara: B1-1Z Jlata: )
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y °® CERTIFICATE OF ANALYSIS
Dr. Reddy S ‘.‘ CEPTUDUKAT AHAJIM3A

Product : Finast (finasteride) film-coated tablets 5 mg 1

IIpoaykr: @unact (bunacrepun) TabraeTKu, MOKPHITHIE MIICHOUHOM 000/104YKOH, 5 MT

Market / PbiHoK . Russia/ Poccus

Batch No / . 2417130 Batch Quantity / 1000000 tab /

Cepus Ne ' Pa3mep cepun " 1000000 tab6

Analytical Repovrt No/ . 890001783803 Date of Analysis / . 28/12/2024

AHanuTH4YecKuii oruer Ne Jara anaausa

Date of Manufacture / - 06/12/2024 Date of Expiry / - 30/11/2027

Jarta npou3BoacTsa T'ongen oo

Mifg. License No. / MA ber: /

IlpousBoacTBEeHHAS : 59/RR/AP/97/F/R e - . JITI-Ne(000835)-(PT-RU)
omep PY

JuneHzus Ne

Analysis performed according ND / Ananu3 npoBeaen mo H/I[: JITI-Ne(000835)-(PT'-RU) dt. 25.05.2022 /
JITI-Ne(000835)-(PT-RU) ot 25.05.2022

Page2 of 6/ CTp.2 n3 6

Ne Test / [IokazaTesn Result / PesyabTaTsl Specification / Hopma

WCIIBITYEMOro pacTBOpa | OmNpeAcIICHUE»)
COOTBETCTBYET BpeMEHH

yIAESpP>KUBaHU OCHOBHOTO
nMKa Ha  XpoMmarorpaMme
pacTBopa CTaHIAPTHOTO
obpasua ¢uHacTepuna (pazaen
«KomnuecTseHHOE
oTipefeIeHUe»)

2b Titanium dioxide / | Orange red color is develop / | Orange red color should develop /
Tumana ouoxcuo Pacteop okpammBaercs B | PacTBOp  OOJDKEH  OKpacHThca B
OpamKeBO-KPaCHBIH LIBET OpaH)XeBO-KPacHbIH LIBET

3 Dissolution / PacTBopenne Unit-1 / Tabn.-1 98 % Not less than 75% (Q) of the labeled
- - 5 amount of CHisNO: (Finasteride)
Ny daons 20 should dissolved in 45 minutes.
UnitS y b = 9% He menee 75 % (Q) oT HOMHHAJILHOTO
Unit-4 / Ta6bn.-4 97 % conepxkanus CyHzsN202 (dunactepun)
Unit5 / Tabn.s 08 % JOJDKHO PACTBOPUTHCH 32 45 MUH.
- s 0

Unit-6 / Tabi.-6 99 %

4 Related substances / PoacTBenHble NpHMeECH

Impurity A / [Tpumecs A 0.08% / 0,08% Not more than 0.3 % / He 6onee 0,3 %
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpumeuanue: [Iponykt coorBercTBYeT TpeboBanusm HJI 3axiaouyenne: OJOBPEHO
Prepared by / Checked by / \/p Approved by: Manager/Executive /

[ToaroroeneHo: Ipose : /&p OnobpeHo: Menemxep / PykoBoaurenn
€ -Qlovern Reddy W ﬁ‘%
Date / Date / [-12 Qe Date / Y
[\M \ r\?/’wdf N 24 g

Hara: Hara: JlaTa:
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L) 2@® CERTIFICATE OF ANALYSIS
Dr. Reddy S ‘.’ CEPTH®UKAT AHAJIM3A
Product : Finast (finasteride) film-coated tablets 5 mg
Ipogyxr: ®unact (q)umcnpn,ﬂ) TabJIETKH, TOKPBITHIE TUIGHOUHOM 06OI0UKOH, 5 Mr

Market / PoiHOK . Russia / Poccus
Batch No / . 2417130 Batch Quantity/ | 1000000 tab /
Cepus Ne ' Pasmep cepun " 1000000 Tab
A = :

nalytical Repovrt No/ - 890001783803 Date of Analysis / . 08/12/2024
AHanuTHYECKHH oTYeT No Jarta anannsa
Date of Manufacture / . 06/12/2024 Date of Expiry / - 30/11/2027
Hata npousBoacrea T'ogen g0
Mfg. License No. / MA ber: /
IpousBoxcTBeHHAN . 59/RR/AP/97/F/R e :  JITI-Ne(000835)-(PI"-RU)

Homep PY

JHneH3ns Ne

Analysis performed according ND / Ananu3s nposenen mo HJI: JIII-Ne(000835)-(PT-RU) dt. 25.05.2022 /
JITI-Ne(000835)-(PT-RU) ot 25.05.2022

Page30f6/Crp.3u36

Ne Test / Ilokazarenn Result / Pe3yabTaTsi Specification / Hopma
Impurity D / ITpumecs D Not detected / ne obHapyxeHa
Not more than 0.1 % / He 6onee 0,1 %
Impurity B / ITpumecs B Not detected / ne obHapyxeHa
Not more than 0.3 % / He 6onee 0,3 %
Impurity C/ ITpumecs C 0.12%/0,12%
Not more than 0.3 % / He 6onee 0,3 %
Maximum Unknown individual | Below BDL (BDL~0.03%) /
impurity / Enunnunas | Huwke nopora peructpauvu B B
i o e (TP =0,03 %) Not more than 0.1 % / He 6onee 0,1 %
MpHUMEChH
Total {’mpurltles /- Cymma Not more than 0.6 % / He 6ouiee 0,6 %
fipumMeced 0.21%/0,21%
5 Microbial enumeration tests / MukpoOHoIornueckas 4HCTOTA
a) Total Aerobic Microbial Count | Less than 10CFU/g /| Not more than 1000CFU/g /
/  Ofwee uucao adpobHeix | Menee 10 KOE/r He 6onee 1000 KOE/r
MHKPOOPTraHU3MOB
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: Ipoaykr coorBeTcTBYeT TpeboBaHusM HJI 3akmouenue: OAOBPEHO
Prepared by / Checked by / ; “A Approved by: Manager/Executive /

IMoxrotorneno: IMposep y Ono6peHo: Menemxep / PykoBoautens
12

R-(laverr) Reddy . Kr>—
Date / W\,\L 2/0@1/ Date / B31-12 ~9 024 | Date/ ,;\/W,ww

Hara: Hara: Jara:




Dr.Reddy’s @€

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

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

IMpoayxr: @unacr ({]jlmacn]}nm TabJeTKH, TIOKPbITHIE TUIEHOYHOH 060104K0i, 5 MP

Market / PoiHok . Russia/Poccus

Batch No / C2417130 Batch Quantity / ~ 1000000 tab /

Cepus Ne Pasmep cepun " 1000000 Ta6

Analytical Report No / Date of Analysis /

AHajinTHYeckmii oTaer Ne SR0DINBS0S Jlata anaausa ehiaetei

Date of Manufacture / Date of Expiry /

e 06/12/2024 [onen 10 30/11/2027

Mfg. License No. / M .

IlpouszsoacTBenHan ¢ 59/RR/AP/97/F/R AAmumbers;/ : JIII-Ne(000835)-(PT-RU)
Homep PY

Junensns No

JITI-Ne(000835)-(PT'-RU) ot 25.05.2022

Analysis performed according ND / Ananus nposenen nio HJI: JIII-Ne(000835)-(PT-RU) dt. 25.05.2022 /

Page4 of 6/ Crp.4u3 6

Ne Test / Ilokazarein

Result / PesyabTaTsl

Specification / Hopma

b) Total Combined Yeast and
moulds count / O6mee uucao
OpPOAOKEBBIX W ILIECHEBBIX
rpuboB

Less than 10 CFU/g
Menee 10 KOE/r

/| Not more than 100CFU/g /
He 60s1ee 100 KOE/r

c) Escherichia Coli

Absent in 1 gram
OtcyrctByerB I T

/| Shall be absent in 1gram /
OrcyrcTBHE B 1 T

6 Uniformity of dosage units /
OnHOpOAHOCTH 103HPOBAHMS

22/2.2

The Acceptance Value (AV) should be
less than or equal to 15.0 / ITokazarens
npuemnemMocty (AV) nomken GBITH He
6onee 15,0.

7 Assay / Koaugecrsennoe
onpejaesieHHe

4.92 mg/ 4,92 mr
(98.4% /98,4 %)

Tablets contain not less than 4.75 mg
and not more than 5.25 mg of
C23H3N20, (Finasteride) (not less
than 95.0 % and not more than
105.0 % of the labeled amount). /

OT 4,75 MIC 10 5,25 MTI* C23H36N207_
(dunacrepun) (ot 95 % no 105% ot
HOMHHAJILHOTO COZIePIKaHH) B
Taberke.

8 Packaging / YnaxoBxa

10 tablets in blister of (PVC/PE/PVDC) foil / Alu foil with heat seal
lacquer. 3 blisters and a patient leaflet in carton. / I[To 10 Tabnerok B
onucrep w3 mnenku ([IBX/TIS/IIBaX) / amromuHueBOH ¢oneru ¢
TEPMOKJICEBBIM JIaKOBBIM MOKpbITHeM. [lo 3 Onmcrepa BMmecte ¢
MHCTPYKLHEH [0 TPHMEHEHHIO (JIMCTKOM-BKJAJbIlIeM) B Mauky

KapTOHHYIO.

Remarks : The Product confirms to ND/

IIpumeuanne: [Ipoaykr coorBercTByeT TpeboBaHuam HJJ

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

x

JlaTa:

Date / ) OW 4 Date/ 2-)2 -
‘\}“(“Q}\.—\l’ Ilara: &) 20%

Prepared by / Checked by / /&P Approved by: Manager/Executive /
IToaroroeneno: [Tpoeep ,(/ OmobpeHo: Menemxep / PykoBoaurens
¢ -C\laveerv Leddy Koo
Date / A AL Y

Hara:
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y °® CERTIFICATE OF ANALYSIS
Dr. Reddy S Q.' CEPTUDUKAT AHAJIV3A

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

Ipoayxr: @unacr (dmuacrr.psm} TabJIeTKH, HOKPBITBIC [UICHOYHOM 060/104K0ii, 5 Mr

Market / PoiHoK . Russia/ Poccus

Batch No / C2417130 Batch Quantity / . 1000000 tab /

Cepus Ne Pasmep cepun "~ 1000000 tab

::nalytlcal Repourt No/ . 890001783803 Date of Analysis / - 28/12/2024

HAJIMTHYECKHIT oTyeT No Hara ananusa

Date of Manufact.ure / - 06/12/2024 Date of Expiry / . 30/11/2027

Hara npon3Boacrea Coaen g0

Mfg. License No. / MA number: /

IpousBoacTBeHHas : 59/RR/AP/97/F/R e : JITI-Ne(000835)-(PT-RU)
Homep PY

JinneHsus Ne

JII-Ne(000835)-(PT-RU) ot 25.05.2022

Analysis performed according ND / Anasu3 nmpoBefeH mo H/: JITI-Ne(000835)-(PT-RU) dt. 25.05.2022 /

PageSof 6/ Crp.5u36

| API name (INN) / Haumenosanue A®C (MHH):

Finasteride / ®unacrepm

API manufacturer batch number /
Homep cepum npoussogurensi APC:

ABRHO005532, ABRH009474

FP Manufacturer API Batch number /
Homep cepun cyGcTaHIHH NPOU3BOAUTE.IS
TJI®:

FCRA02091,FCRA02646

API Manufactured by & country /
IlpousBoantennr ADC, crpana:

Dr. Reddy’s Laboratories Ltd., India /
J-p Pegnw’c Jlabopatopuc JIta., Uuaus

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HaumeHoBaHue, ajpec, JHNMEHIHS T/
IIpon3BoacTBEeHHAS MJIOIAAKA /

Formulations Technical Operations - Unit-III, Survey No 41,
Bachupally Village, Bachupally Mandal, Medchal Malkajgiri
District, Telangana State, 500 090, India (license No
59/RR/AP/9T/F/R) /

[TpoussoacTBeHHOE nonpasaeneuue-11I, Yuactok Ne 41,
bauynamnu Bunnamk, Bauynann Maungan, Menquan
Manxapxrupu Quctpuxr, LUtar Tenanrana, 500 090, Maaus
(nmuuensus Homep S9/RR/AP/97/F/R)

Remarks : The Product confirms to ND/

IIpumeuanue: IIpoxykr cooTreTcTBYeT TpeboBanusm HJL

Conclusion : APPROVED /
3akawuenue: OJOBPEHO

Prepared by / Checked by “(5 Approved by: Manager/Executive /

[TogroroBneHo: [Mpogepy _f// Ono6peno: Menemxkep / PykoBoaurensb
€. \aveen) Reddy - foa

Date / 2 O"‘"’ Date / /12 r21:24 Date / q\Ar—°M

JlaTa: WJ?)\P 127 Jara: 8 Jlara:




CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJINU3A

| ..
Dr.Reddy’s €3¢

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

Hpoayxr: PuHact (puHacTepua) TABAETKH, IOKPHIThIE IIEHOYHOM 000104KO, 5 MT

Market / PoiHok Russia / Poccus

Batch No / C2417130 Batch Quantity / 1000000 tab /

Cepus No Pa3mep cepun 1000000 Tab

Analytical Report No / 890001783803 Date of Analysis / 28/12/2024

AHajguTHYeCcKHH oT9eT No HMaTa ananuza

Da'te of Manufaclfure / 06/12/2024 Date of Expiry / 30/11/2027

Hara npousBoacrea T'open g0

Mfg. License No. / MA ber: /

IpousBoacTBeHHAN 59/RR/AP/97/F/R e JITT-Ne(000835)-(PI"-RU)
Homep PY

JHUHeH3us No

Analysis performed according ND / Auayus nposexen no HJI: JITI-Ne(000835)-(PT-RU) dt. 25.05.2022 /

JHI-Ne(000835)-(PT-RU) o 25.05.2022

Page 6 of 6/ CTp. 643 6

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of
product has been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in full
compliance with the GMP requirements of the Eurasian Economic Union and requirements to the medicinal quality and
with the specifications in the Marketing Authorization dossier of the importing country. Production, packaging and
testing records are verified and their compliance with Good Manufacturing Practice of the Eurasian Economic Union is
established».

3aK/JII09eHHe 0 COOTBETCTBHH: «HacTosdImuM s MOATBep)KAaro, YTO MPHUBEAEHHAs Bbillle HHGOPMALMS SBJISETCS
JIOCTOBEPHOI ¥ TOUHOH. OTa cepust NPOAYKLMH NPOoH3BeIeHa (BKIIOYas YIIaKOBKY (MapKHPOBKY) H KOHTPOJIb KA4ECTBA)
Ha BBILICYKAa3aHHOH NPOHM3BOACTBEHHOM IuIolaqKke (IIOMAAKaX) B IOJHOM COOTBETCTBHHU C TpeOoBaHusMu IIpaBui
HaJJIeKallell MPOu3BOACTBEHHON NpakTHKU EBpasuiickoro 3kOHOMHYECKOTO coro3a M TpeOOBaHHAMH KOHTpPOJIS
KauecTBa JIGKAPCTBEHHBIX CPEACTB, a Talokeé B COOTBETCTBUH CO CHEIU(UKAIMAMH, COACPKAUIUMHCI B
PErHCTPaLlMOHHOM JOChE CTPaHBI-MMIIOpTEpa. 3alucH 10 IIPOU3BOACTBY, YMAKOBKE H aHAJIW3y TIPOBEPEHBI, H
YCTAHOBJIEHO HMX COOTBETCTBHE TpeboBaHusM [lpaBun Hagnexaiueld MpOM3BOJCTBEHHOH mpakTHkM EBpasmuiickoro
SKOHOMHYECKOTrO COI03a».

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Remarks : The Product confirms to ND/
IIpameuanne: Ipoaykr coorBercTByeT TpebGoBanusm HJJ

Prepared by / Checked by / ’0{ ' Approved by: Manager/Executive /

INoaroroBneHo: ﬂia()sepeW Omobpeno: Menemxep / PykoBoaurensb
K -Qlavee) Reddy : s

Date / 2N // Date / 1272 Date / oWy

Jara: %\*’n Jara: £ ﬁZﬁ Jara: 2 =




