Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

CEPTHUO®UKAT AHAJIU3A

Product : Finast (finasteride) film-coated tablets 5 mg
Tpopyrr: Gunact (punactepuit) TabAeTKH, NOKPLITHIE MIEHOUHON 0DOIOUKOI, 5 Mr

‘Market / Poinok

Russia / Poccns

Batch No / Batch Quantity / 1000000 tab /
| Cepust Ne 52400331 Pasmep cepun 1000000 Tab - |
Analytical Repovrt No / . 890001715278 Date of Analysis / 29/01/2024
_AnanuTHYecKHii oTuer Ne Jara anannza -
Date of Manufacture / 01/12/2023 Date of Expiry / 30/11/2026
JlaTa npon3BoacTBa I'ogen no B B
Mfg. License No. / MA ber: /
ITpon3BoacTBeNHAs 59/RR/AP/97/F/R HOMZ“'I‘};“ JINI-Ne(000835)-(PT-RU)
nuuensus No P

JITI-No(000835)-(PT-RU) ot 25.05.2022

Analysis performed according ND / Ananus nposeaen no H/I: JII-Ne(000835)-(PI'-RU) dt. 25.05.2022 /

Test / IlokazaTenn

Page 1 of S/ Crp.1m35

Result / PesyabTaTh!

1 Description / Onucanue

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 / OBanbHbBIC
JIBOSIKOBBINTYKJIbIE TaONeTKH,
TOKPBITHIE TJIEHOYHOM
00010UKOM CUHErO 1[BETA, C
TUcHeHueM «FIN» Ha ogHoM
CTOPOHE U «5» Ha APYroi
cTopoHe. Ha pazpese sipo
Tabnetku O0enoro UBsera.

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 to off white
core / OBayibHbie JBOSKOBBITYK/bIE
TabJeTKH,  MOKPBITBIE  ILJIEHOYHOM
000JIOUKON CHHETO 11BETA, C TUCHEHHEM
«FIN» Ha ofHOH cTOopoHE M «5» Ha
npyroii cropone. Ha paspese sapo
Tabnerku Oejoro wiM TmnoudrH Oesoro
LIBETA.

2 | Identification / Hpenrndpurxanusn

2a | Finasteride / Dunacmepuo

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.
Bpems yAepKUBanusl
OCHOBHOT'O nuka Ha
Xpomarorpamme
UCITBITYEMOTO pacTBopa
COOTBETCTBYET BpPEMEHH

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
yAEp)KMBaHUS OCHOBHOrO TIMKa Ha
Xxpomarorpamme UCITBITYEMOTO
pacTBopa [OJDKHO  COOTBETCTBOBAThH
BpPEeMEHH y1E€p)KHBaHNsl OCHOBHOTO NTUKa
Ha Xpomarorpamme pacTBopa
cTaHaapTHoro obpa3ua (uHacTepuna
(paznen «KonnuecreenHoe

Remarks : The Product confirms to ND/

IIpumeuanue: Iponykr coorseTcTBYeT Tpeboranuam HJL

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

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

IToaroToBneno: TlposepeHo: Onobpeno: Menemxkep / PykoBoaurens
Tt >

Date / Uy o)WY Date/  2\) sy | Date / B PE TN

JHara: JlaTa: Jara:




Dr.Reddy’s "5.'.

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Product : Finast (finasteride) film-coated tablets 5 m_g
HpoayxT: ®unact (hprHacTepna) TabneTku, MOKPbIThIE NJIEHOUHOM 060/10UKOH, 5 MI

Market / Poinok

Russia / Poccus

Batch No / Batch Quantity / 1000000 tab/

| Cepus No - e Pa3smep cepun 1000000 a6
Analytical Repovrt No/ 890001715278 Date of Analysis / 29/01/2024
AHanuTHuecknii oruer Ne Jata anannsa
Date of Manufacture / 01/12/2023 Date of Expiry / 30/11/2026

Jlara npounssoacTBa Togen 1o -
Mfg. License No. / MA ber: /
IIpousBoacTBennas 59/RR/AP/9T/F/R H e JITT-Ne(000835)-(PT-RU)

omep PY
| annen3ns Ne

| JITT-Ne(000835)-(PI'-RU) ot 25.05.2022

Analysis performed according ND / Anaaus nposeaen mo HJI: JITI-Ne(000835)-(PT-RU) dt. 25.05.2022 /

Test / HOKa?.a_TeJlb

“Result / PesyabTaTni

Page2 of S/ Crp.2 u3 5

yIep>KUBaHUS
MMKa Ha  XpoMaTorpamme
pacTBopa CTaHAAPTHOTO
obpa3ua ¢unacrepuaa (paznen
«KonuuecTtBenHoe
ofpezerneHre»)

OCHOBHOI'O

Specification / Hopma

onpenenecHuey)

Titanium dioxide /
Tumana ouoxcuo

3 Dissolution / PacTBopenne

Orange red color is develop /
Pacteop  oxpammuBaercs B
OpaH)XeBO-KPacHbIi1 LIBET

Orange red color should develop /
PacTBOp  [OMKEH  OKpacuUThCi B
OpaHKEeBO-KPACHBIH LIBET

Unit-1/ Ta6n.-1 101 %
Unit-2/ Ta6n.2 | 100 %
Unit-3 / Ta6n.-3 103%
Unit-4 / Ta6n.-4 9 % |
Unit-5 / Tabn.-5 100 %
Unit-6 / Tabn.-6 101 %

Not less than 75% (Q)E“ the labeled |
amount of CHiN2O, (Finasteride)
should dissolved in 45 minutes.

He menee 75 % (Q) oT HOMMHAJIBHOTO
coneprkanns C3HisN2O» (punacrepnn)
JTOJI)KHO PacTBOPUTHCS 3a 45 MUH.

4 Related substances / PO,[ICTECHHMC npuMecu

Impurity A / lpumecs A

Impurity D / Tlpumecs D

0.12%/0,12%

Not detected / He obHapy»eHa

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

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

Remarks : The Product confirms to ND/

IIpumeuanue: [Ipoaykt cooTBeTcTByeT TpeboBanusm HJJ

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

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

IloaroroBaeHo: [TposepeHo: @ Onobpeno: Meuenkep / Pyxooanrens
Jowy S

Date / Date/  3\rO\ n2 A2 ’ Date / 3 gy AN

Hara: 3y o)1 Jara: Hara:




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

CEPTHDHUKAT AHAJIM3A

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

Ipoayxr: ®@uuact (punacrepun) TabneTku, MOKphIThIE MIEHOUHONH 060104KOH, 5 MI

JaMuen3us Ne

‘Market/Poinox Russia/ Poccus - o
Batch No / Batch Quantity / 1000000 tab /
| Cepus Ne C2H008I Pasmep cepun 1000000 1ab -
Analytical Repourt No / . 890001715278 Date of Analysis / 29/01/2024
AHaIHTHUeCKHI oTueT No Jarta anajuza
Date of Manufacture / 01/12/2023 Date of Expiry / 30/11/2026
Jara npounsBoacTaa I'open no -
Mfg. License No. / MA ber: /
MponsBoacTBeHHAs! 59/RR/AP/97/F/R HOML‘;';;“ JI1-Ne(000835)-(PT-RU)

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

Analysis performed according ND / Ananu3 nposeaen no HJI: JII-Ne(000835)-(PI'-RU) dt. 25.05.2022 /

Page3 of 5/ Crp.3 u3 5

Maximum Unknown individual

impurity / Envnnunas 0.05% / 0.05%
HeueHTHHUNUPOBaHHas ’ ’
npuMech

Total  impurities / CymMa 031% /031%

npumecei

S Microbial enumeration tests / Mukpo6uosornueckas YHCTOTA

Ne | Test/IloxazaTesn Result / P_esy.anaTbl Specification / Hopma
Impurity B / I[Ipumecs B Not detected / He oOHapyxeHa
Not more than 0.3 % / He 6onee 0,3 %
Impurity C / IIpumecs C 0.10%/0,10%

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 %

a) Total Aerobic Microbial Count | Less  than
/ O6bmee wuncno adpobueix | Menee 10 KOE/r
MHUKpPOOPraHH3MOB

10 CFU/g  /

Not more than 1000 CFU/g /

He 6onee 1000 KOE/r

b) Total Combined Yeast and
moulds count / Obmee uucno

Less  than
Menee 10 KOE/r

10 CFU/lg  /

Not more than
He 6onee 100 KOE/r

100 CFU/g  /

OtcyterByeTB 1 T

JOPOMOKEBBIX WM TIJIECHEBBIX
rpuOOB
¢) Escherichia Coli Absent in 1 gram /| Shall be absent in 1gram /

OtcyTrcTBHE B I T

Remarks : The Product confirms to ND/
IIpumeuanne: [ponyxr coorsercTByeT TpedoBanmsim HJI

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

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

Tloaroroaeno: IIposepeHo: tg:)\ Onobpeno: Menemxkep / Pykopogurens
S >

Date / U o | O Date / RAG L V1 BY Date / 3V Ay

Jara: JlaTa: JlaTa:




CERTIFICATE OF ANALYSIS

@
Dr.Reddy’s ‘;’

CEPTUOHKAT AHAJIM3A

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

Tpoaykr: @unact (unactepul) TabneTku, NOKPhIThIE TIEHOHYHOH 000I0UKOM, 5 MT

| Market / Puinox Russia / Poccus

| THneH3ust Ne

Batch No / Batch Quantity / 1000000 tab /

Cepns Ne B ehile | Pasmep cepun 1000000 Tabd B
Analytical Repourt No/ 890001715278 Date of Analysis / 29/01/2024
Ananutnuecknii oruer Ne Jara anannza -
Date of Manufacture / 01/12/2023 Date of Expiry / 30/11/2026

| JlaTta npounsBogcTBa I'onen mo
Mfg. License No. / MA ber: /

IIpon3BoOACTBEHHAs 59/RR/AP/97/F/R HOML‘;';‘,;“ JITI-Ne(000835)-(PT-RU)

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

Analysis performed according ND / Ananu3 nposeaen mo HJI: JIII-Ne(000835)-(PT'-RU) dt. 25.05.2022 /

Page4 of S/ Crp. 4135

Specification / Hopma

The Acceptance Value (AV) should be
less than or equal to 15.0 / Mokazartens
npuemnemocti (AV) nomkeH ObiTb He
6onee 15,0.

Ne | Test/Iloka3aTenn Result / P_e3y.TIbTaTbl
6 | Uniformity of dosage units / 53753
OnnopoaHoOCTL AO3UPOBAHNS
EB As&?y /' KosnuyecTBeHHOE 4,92 mg/ 4,92 mr
ompenesnenne

(98.4 % /98,4 %)

Tablets contain not less than 4.75 mg
and not more than 5.25 mg of
C23H36N2O, (Finasteride) (not less
than 95.0 % and not more than
105.0 % of the labeled amount). /

Or 4,75 MI Ao 5,25 Mr Ca3zHisN203
(bunacrepun) (ot 95 % no 105% ot
HOMWHANLHOTO coiepKanus) B
Tabnerxe.

8 Packaging / Ynakoska

UHCTPYKUUEN
KapTOHHY!O.

no

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 Tabnetok B
onucrep w3 mnenkn (IIBX/TIS/MTIBnX) / amomunneBod ¢onbru ¢
TEPMOKJIEEBBIM  J1aKOBBIM TokpbiTHeM. Ilo 3 6auctepa BmecTe ¢

NPUMEHCHUIO (ﬂI/ICTKOM-BKﬂaﬂbILUCM) B MaykKy

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

Finasteride / ®unacrepupn

API manufacturer batch number /
Homep cepuu npouszsoantens A®C:

ABQH003021,ABQH003020

FP Manufacturer API Batch number /
Howmep cepnn cydcTanNN NPOU3BOANTEJIS
TJd:

FCQAO01119,FCQAO01120

Remarks : The Product confirms to ND/
IIpumeuanne: IlponyxT coorBeTcTBYET TpeboBanusm HJ|

Conclusion : APPROVED /
3akaouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
ITonrorosnexo: IIpoBepeHo: (éD\ OnobpeHo: Menemkep / Pykosoautenb
Jowg >
Date / Date / Date /
_woM ~2OT 3V oy
Jara: 3o Jara: 3‘ o) 4 Hara: ™




@e
Dr. Reddy’s ".. CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIM3A

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

| IIpoaykr: QuHacT (¢HHaCTepMﬂ) TabNETKH, NOKPbITHIE MIEHOUHOW 000N0UKOH, S MI* o

| Market / Putnok . Russia/Poccus - -

Batch No / Batch Quantlty/ ~ 1000000 tab /

. C2400331 ;

Cepus Ne Pa3smep cepun 1000000 Tab -

Analytical Report No/ . 890001715278 Date of Analysis / . 29/01/2024

AnaaurTHueckKui oTuer Ne JlaTa ananu3a -

Date of Manufacture / - 01/12/2023 Date of Expiry / . 30/11/2026
| laTa npou3BoacTBa Tonen po o

Mfg. License No. / MA number: /

I[Mpon3BoacTBeHHAR :  59/RR/AP/97/F/R HOM:p PY ’ : JIII-Ne(000835)-(PI'-RU)
nunen3us Ne -

Analysis performed according ND / Ananus nposeaen no HJI: JIII-Ne(000835)-(PI'-RU) dt. 25.05.2022 /

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

Page S of 5/ Crp. 5u3 5

API Manufactured by & country / Dr. Reddy’s Laboratories Ltd., India /
IIpon3eoanrtenn A®C, crpana: J-p Pennn’c JlaGopatopne HT,u Uupnst

* Formulations Technical Operations - Unit-111, Survey No 41,
Bachupally Village, Bachupally Mandal, Medchal Malkajgiri

Name, address, authorization No for FP District, Telangana State, 500 090, India (license No
manufacturing site / Control site / Release site / 59/RR/AP/97/F/R) /

HaumenoBanmne, agpec, JHIEH3Us 5 IIpousBoacteeHHoe nonpasznenenne-11I, Yuacrok Ne 41,
ITpou3zBoacTBeHHAsI MJIOMIAAKA / bauynannu Bunnamwx, bauynannmm Mannan, Menuan

Mankamkrupu Quetpukt, Ltat Tenanrana, 500 090, Muaus
(muensus nomep 59/RR/AP/97/F/R)

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».

3akmiouenue o coorBercTBuM: «Hactosumm s moaTeBeprkaato, 4Tto MpHBelcHHAas Bblllle WH(opmauMs sBiseTcs
JOCTOBEPHOH M TOYHOH. DTa cepus NpOAYKLMH MPOU3BEACHa (BIUIIOUAs YNaKOBKY (MApKHPOBKY) H KOHTPOJIb KaYeCTBa)
Ha BBILIEYKa3aHHOH MPOM3BOACTBEHHOM Muolaake (NIoIAAKax) B MOJHOM COOTBETCTBMU ¢ TpeOGoBaHusimu [lpaBun
HajJie)Kalel NpOM3BOACTBEHHON npakThkd EBpa3uiickoro sKoHOMHYECKOro cotoza W TpeOOBaHWAMH KOHTPOAs
KauecTBa JIEKAPCTBEHHbIX CpPEACTB, a TakKe B COOTBETCTBHM CO crienMdpukaumamy, coaepalliMucs B
PETUCTPALIMOHHOM J10ChE€ CTpaHBl-UMMOpTepa. 3anvcy nNo NpoW3BOACTBY, YNAKOBKE W aHanNu3y MNpPOBEPEHbI, W
YCTaHOBJIEHO HX cOOTBeTCTBUE TpeboBanusam [lpaBnn Haanexkalied nNpoW3BOACTBEHHOH npaxkThku Espasniickoro
IKOHOMHUECKOIO COK3a).

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

IIpnmeuanne: [lpoayxt coorBercTByeT TpeGoBanuam HJJ 3akmouenne: OJJOBPEHO

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

IToarororneHno: IIpoBepeHo: @ Onobpeno: Menemkep / PykoBoaurelis
T S~

Date / (3 ) o )P_t\,o'),\\ Date / 3\7‘0 } rQ@Q/M Date / I o) o,

Jara: Hara: HaTa:




