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

CEPTHOHUKAT AHAJIU3A

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

ITpogyXT: <DHHaCT[quacrep|m} TabJIEeTKH, HOKPbITHIC TNIEHOUHOM 000104KO0H, 5 Mr

Market / Puinok . Russia/ Poccus

Batch No/ . Batch Quantity / 1000000 tab /

Cepus Ne i (EE00RG Pazmep cepun " 1000000 tab6

Analytical Report No / Date of Analysis/

AHaquTHYecKkui oryer Ne S Jdara anannza } SLOTE0e

Date of Manufacture / . Date of Expiry /

JHara nPoRSBOACTR 1 27/12/2024 Toxen 10 : 30/11/2027

Mfg. License No. / .

I ——— . 59/RR/AP/97/F/R il JIIT-Ne(000835)-(PT-RU)
Homep PY

Jinnen3 s Ne

Analysis performed according ND / Ananns nposenen no HJI: JITI-Ne(000835)-(PI'-RU) dt. 25.05.2022 /

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

Page 1l of 5/ Crp.1mu35

Ne Test / ITokazaTenn Result / Pe3yabTarsl

Specification / Hopma

1 Description / Onucanne 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 / OBaJibHBIE
JIBOSIKOBBINYKJTbIE TAOIETKH,
HOKPBITHIE TIEHOYHOH
000I0UKOH CHHErO LBETA, C
THcHeHHEeM «FIN» Ha omHO#
CTOpOHE U «5» Ha Apyroi
ctopoHe. Ha pazpese sapo
TabJyieTku Genoro 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 / OBalbHbIE IBOSKOBBITYKIILIC
TabNmeTkn,  MOKPBITBIE  TIEHOYHOMH
000JI0YKOH CHUHErO LIBETA, C TUCHEHHEM
«FIN» Ha omHOW cTOopoHe H «S5» Ha
apyroit cropoHe. Ha paspese sapo
TabnerkH 6Oeyloro WiIH MouTH 6esoro
UBETA.

2 | Identification / HaenTndpukanus

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.

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
yIep)KUBAaHUA OCHOBHOIO TMHKa Ha
XpoMaTorpamme HCMBITYEMOTO
pacTBopa [JOJDKHO COOTBETCTBOBATh

Bpems YACPXKUBAHUA
BPEMEHH YIS KUBaHUS OCHOBHOT'O ITHKa
OCHOBHOT'O 1Ka Ha
Ha Xpomarorpamme pacTBOpa
XpoMarorpamme
cTaHgapTHoro obpa3ua d¢uHactepuna
(paznen «KonnuecTBeHHOE
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpumeyanune: [Iponykr coorBercTByeT TpeboBanusam HJJ 3axmouenne: OJJOBPEHO
Prepared by / Checked by / l Approved by: Manager/Executive /
-@\‘ Onobpeno: Menemkep / PykoBoauTens

[MoaroroieHo: /’ ’C‘S(Cl\]% A IIpoBepeHo:

Ry

Date / ~——1 Date/ VOl —101S | Date/
Hara: ;( o] =214 Jara: 3 Hara:

1)4))«"}07/{’




- Dr.Reddy’s Q3¢

| JIII-Ne(000835)-(PT-RU) ot 25.05.2022

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIN3A
Product : Finast (finasteride) film-coated tablets 5 mg
TpogyxT: Ounact (Ppunacrepun) TabNETKH, OKPBITHIE IIEHOYHOH 060JIOUKOM, 5 Mr
| Market / Poinok Russia / Poccust
Batch No/ Batch Quantity / 1000000 tab /
Cepusi Ne 2500745 Pa3smep cepun 1000000 Tab
Analytical Report No / Date of Analysis /
AnanuTHYeCKHH oTueT No SO0 JlaTa ananusa SONE0eS
Date of Manufacture / Date of Expiry /
| A————— 27/12/2024 Toxen 10 30/11/2027
Mfg. License No. / - )
TipousBojcTBennas 59/RR/AP/97/F/R HA number: / JITI-Ne(000835)-(PT-RU)
omep PY
JHueH3ua No
Analysis performed according ND / Ananuz nposenen mo HJI: JII-Ne(000835)-(PI-RU) dt. 25.05.2022 /

Page2 of 5/Crp.2 w3 5

Test / Iloxa3zaTenn

Result / PesyabTaTsl

Specification / Hopma

UCTIBITYEMOTO pacTBopa
COOTBETCTBYET BpEMEHH

yACPKUBaHHU OCHOBHOTO
MMKa Ha  XpomaTorpamme
pacTBoOpa CTaHAaPTHOrO
obpasua puHactepuaa (pasnen
«KonuuecrsenHoe

ornpeaeeHHe»)

OTIpeiCTICHUEY)

Titanium dioxide /
Tumarna ouokcuo

2b

Orange red color is develop /
PacTBop  okpawuuBaeTcid B
OpaHKeBO-KPaCHBIH 11BET

Orange red color should develop /
PactBop  momkeH — OKpacHThCs B
OpPaH>KEBO-KPAaCHBIH LIBET

3 Dissolution / PacTBopenne Unit-1/ Ta6n.-1 99 % Not less than 75% (Q) of the labeled
- = 5 amount of Cy;HigN20O, (Finasteride)
CnitE2y a2 AV should dissolved in 45 minutes.
Unit-3 / Ta6s.-3 99 % He menee 75 % (Q) OT HOMHHAILHOTO
Unit-4 / Tabn.-4 102 % cogepxanusn Cr3sHigN2O: (dunacrepun)
Urit5 / Tabn.s 100 %% JIOJDKHO PAcTBOPUTHCS 3a 45 MUH.
bt - 0

Unit-6 / Tabn.-6 99 %

4 | Related substances / PoacTBeHHBIC IPHMECH

Below LOQ (LOQ = 0.067 %) /

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

Impurity A / TTpumecs A

Hioxe npenena

KOJINYECTBEHHOTO

onpepenenus (IIKO =

0,067 %)
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanne: [Ipogykr cooTBeTcTBYeT TpeboBanusam H/J 3axmouenue: OJJOBPEHO
Prepared by / Checked by / @ Approved by: Manager/Executive /
INoarorosieHo: %%fﬁ d IIposepeHo: Onobpeno: Menemxep / Pykopoaurens
Date / Date/ 2\~-O\~1&1< | Date/ '
Hara: ; |-l 202k Hara: Hara: x)ol —2° >S5




@e
- D r. Re d dy,s q'... CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
[ Product : Finast (finasteride) film-coated tablets 5 mg W
Hpoayxr: PuHact (pHuHACTEpH/) TAOIETKH, NOKPHITHIE MIEHOUHOH 060JOYKOH, 5 MI
Market / Poinok . Russia / Poccus
Batch No / . Batch Quantity / _ 1000000 tab /
Cepus Ne s IC2500766 Pa3mep cepun * 1000000 Tab
inalytlcal Repovrt No/ . 890001790125 Date of Analysis / 31/01/2025
HAJIHTHYECKHUH oTyeT No JdaTta ananau3za
Date of Manufacture / ) Date of Expiry / .
| ——— L 27/12/2024 Toxen 10 : 30/11/2027
Mfg. License No. / _ ber: /
TIpousBoacTBeHHAN : 59/RR/AP/97/F/R number: . JIII-Ne(000835)-(PT-RU)
Homep PY
JuneH3ns Ne
Analysis performed according ND / Ananu3s nposeaen mo HJI: JII-Ne(000835)-(PT-RU) dt. 25.05.2022 /
JITI-Ne(000835)-(PT-RU) ot 25.05.2022

Page3 of 5/ Crp.3 w35

Ne Test / [Toxazarean Result / Pe3yabTartsl Specification / Hopma
Impurity D / TIpumecs D Not detected / He oOHapy>keHa
Not more than 0.1 % / He 6onee 0,1 %
Impurity B / ITpumecs B Not detected / He oOHapyxeHa
Not more than 0.3 % / He Gostee 0,3 %
Impurity C / [Ipumecs C 0.12%/0,12%

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

Maximum Unknown individual |0.04% /0,04

tmpurity / Emuriranas Not more than 0.1 % / He 6onee 0,1 %
HEHAEHTH(DHULIMPOBAHHAS

TIPUMECH

Totel impurities /  Cymma | 160010 160 Not more than 0.6 % / He 6onee 0,6 %
npumecei

5 | Microbial enumeration tests / Mukpo6uosorayeckasi YucToTA

a) Total Aerobic Microbial Count | Less than 10CFU/g /| Not more than 1000CFU/g /
/  Ob6bwee uucio adpobueix | Menee 10 KOE/r He 6omree 1000 KOE/r
MHKPOOPTraHH3MOB

b) Total Combined Yeast and | Less than 10CFU/g /| Not more than 100CFU/g /

moulds count / O6uiee uucno | Menee 10 KOE/r He 6onee 100 KOE/r
JPONOKEBBIX M IUIECHEBBIX
rpubos
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Ipoaykr coorBeTcTBYET TpeboBanuim HJJ 3axmouenne: OJOBPEHO
Prepared by / Checked by / . Approved by: Manager/Executive /
IToarorosneHo: }{;W ¥ IposepeHo: l@ Onobpeno: Menemxep / PykoBoauTens
Date / Date / ~0l g | Date/ o
Jara: ;(’e’" 20K Jlara: 20 Tara: T)ep | —z02




@
D r. Re d dy’s ‘;. CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A
Product : Finast (finasteride) film-coated tablets 5 mg
IIponyxT: @uHact (buHacteprn) TabIETKH, TOKPHITHIE MIIEHOYHOH 060JI0YKO#H, 5 MI
Market / Poinox :  Russia / Poccus
Batch No / _ Batch Quantity / 1000000 tab /
Cepus Ne §_C2500746 Pazmep cepun 1000000 Tab
Analytical Repo:’t No/ - 890001790125 Date of Analysis / . 31/01/2025
AnaguTHdecknii oruer Ne JaTta anannza
Date of Manufacture / - 27/12/2024 Date of Expiry / . 30/11/2027
Jarta nponsBoacrea Togen g0
Mfg. License No. / i ber: /
TponsBoacTBeHHas :  59/RR/AP/97/F/R e : JITI-Ne(000835)-(PI-RU)
omep PY
JuneH3us Ne
Analysis performed according ND / Auanus nposenen mo H/[: JII-Ne(000835)-(PI-RU) dt. 25.05.2022 /
JITI-Ne(000835)-(PI'-RU) ot 25.05.2022

Page 4 of 5/ Crp.4u3 5

Ne Test / Iloxa3atenn Result / PesyabTarsl Specification / Hopma
c) Escherichia Coli Absent in lgram /| Shall be absent in 1gram /
OrcyrctByerB I T OtcyrcTBHE B 1 T
6 | Uniformity of dosage units / 1.8/1,8 The Acceptance Value (AV) should be
OpHopoAHOCTD 103HPOBAHHS less than or equal to 15.0 / ITokasaTens
npueMieMocTH (AV) fmomxkeH ObITH He
6onee 15,0.
7 | Assay / KoangecTBeHHOE 4.96 mg/ 4,96 mr Tablets contain not less than 4.75 mg

and not more than 5.25 mg of
C2H36N,0; (Finasteride) (not less
than 95.0 % and not more than
105.0 % of the labeled amount). /

Or 4,75 mr go 5,25 mr CiHisN2O»
(dunactepun) (ot 95 % no 105 % or
HOMHHAJILHOTO Coiep KaHus) B
TabneTke.

onpeneJieHne (992 %/ 99,2 %)

8 | Packaging / YnakoBka 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 Tabnerok B
onuctep w3 nnenkn ([IBX/IIS/TIBaX) / amoMuHUEBOH GOJIBrH ¢
TEPMOKJICEBBIM JIaKOBBIM MOKpbiTHeM. [lo 3 6nucrepa BMecTe ¢
WHCTPYKUMEH 1O MNPUMEHEHWIO (JIMCTKOM-BKJIAJbIIIEM) B TA4Ky

KapTOHHYIO.

API name (INN) / Haumenosaune A®C (MHH): Finasteride / ®unactepun

API manufacturer batch number / ABRE009739

Homep cepnn nponssogureiss ADC:
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanme: [Ipogykr coorBeTcTBYeT TpeboBanusM HJJ 3axaouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IoaroroemneHo: L{* ;(0. :f’f- A [IpoBepeno: = OnobpenHo: Menemkep / PykoBoanutenn
Date / Date/ 31 )10 s Date / '
Hara: 3(-0l &M Jlata: IaTa: <)ep) — 2025




Qe
Dr. Reddy’s ".. CERTIFICATE OF ANALYSIS
) CEPTU®UKAT AHAJIV3A

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

Mpoayxr: PuHacT 1(1}11Hacmpu:1) TabJIETKH, MOKPBITHIE IIEHOUHOH 000104KOI#, 5 MP

Market / Poinok :  Russia/ Poccus

Batch No / _ Batch Quantity / 1000000 tab /

Cepusn Ne i E2500id0 Pazmep cepun " 1000000 Tab

Analytical Report No/ . 890001790125 Date of Analysis / . 31/01/2025

Ananurudecknif oraer Ne JlaTa anannza

Date of Manufacture / . 27/12/2024 Date of Expiry / . 30/11/2027

HdaTta npouszBoacTea T'onen go

Mfg. License No. / - ber: /

IponsBoacTBEHHAS : 59/RR/AP/97/F/R H umber: JITT-Ne(000835)-(PT-RU)
omep PY

Juuenzus Ne

Analysis performed according ND / Anann3 nposenen no H/I: JHII-Ne(000835)-(PI'-RU) dt. 25.05.2022 /

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

PageSof 5/Crp.5u35

FP Manufacturer API Batch number /

Howmep cepun cy6cTaHIHH NPOH3BOAHTEIA FCRA02774

T'J1®:

API Manufactured by & country / Dr. Reddy’s Laboratories Ltd., India /
IIpouzsoaurear APC, cTpana: I-p Pegnwn’c Jlaboparopuc JIta., Maaus

Formulations Technical Operations - Unit-1II, 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/9T/F/R) /
HaumenoBaHue, anpec, JHIeH3HS 151 [MpouseoncteenHoe noapasnenenue-1II, Yuactox Ne 41,
TIpousBoacTBeHHas NJomwAanka / Bauynannu Bunnamwk, bauynammm Mannan, Meguan

Mankamxrupu JJuctpukr, IlItar Tenanrana, 500 090, Mnaua
(muuensus Homep S9/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».

3ak/0ueHne 0 COOTBeTCTBHH: «HacToslyM s MOATBEPXKAAD, YTO NPUBEJCHHAS BbIlle HHGOPMAlHMS SABJIAETCS
JOCTOBEPHOM M TOUHOH. DTa cepHsl MPOLYKIIMHU POM3BeIeHa (BKIIIOUAs YNIaKOBKY (MAPKUPOBKY) M KOHTPOJIb Ka4eCTBa)
Ha BBHIIIEYKA3aHHOM IPOM3BOACTBEHHON Myowanke (IoiaaKax) B MOJIHOM COOTBETCTBUH ¢ TpeboBauusamu [Ipasun
HajuleXkalleil MPOM3BOACTBEHHON NpPaKTHKM EBpasuiickoro 3KOHOMHYECKOTO CO03a M TpeOOBaHMAMH KOHTPOJI
KauecTBa JIEKAPCTBEHHBIX CpPEINCTB, a TaKkke B COOTBETCTBUH CO CHENM(QHKALMAMM, COACDKAIUMMHUCS B
PETUCTPALMOHHOM JIOChe CTPaHBI-UMIIOPTepa. 3alucd MO TPOM3BOACTBY, YNMAKOBKE M aHalW3y IIPOBEPEHbI, H
YCTaHOBJEHO MX COOTBETCTBHE TpeGoBaHWsM IIpaBun Hajiexaiell MpOM3BOACTBEHHOW NpakTHKH EBpasuiickoro

3KOHOMHYECKOI'0 COrO3an.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpumeuanne: [Ipoaykr coorBeTcTByeT TpeboBanuam HJT 3akmoyenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroeneHo: /(W IIpoBepeno: : Onobpeno: Menemxep / PykoBoauTesnb
Date / Date/ 7R)~0)~20L5 | Date/

Jara: 2i-0l- S Jara: Jlata: 2ol —2025




