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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A

Product : Finast (finasteride) film-coated tablets 5 mg
IIponykr: @unact (buHacTepnn) TabNETKH, NOKPbITHLIE MIEHOYHOH 000J04KOMH, 5 MI

Market / Poinox

Russia / Poccns

Junensus Ne

Batch No / C2404527 Batch Quantity / 1000000 tab /

Cepus Ne Pazmep cepuu 1000000 Tab

Analytical Repourt No/ 890001735167 Date of Analysis / 30/04/2024
AnannTndeckni oruet Ne JlaTa apaau3a

Date of Manufacture / 21/03/2024 Date of Expiry / 28/02/2027

Jara npou3BoacTBa T'ogen po

Mfg. License No. / MA ber: /

IpousBoacTeenHas 59/RR/AP/97/F/R HOM:;';;“ JITI-Ne(000835)-(PT"-RU)

Analysis performed according ND / Anaans nposenen no H/[: JII-Ne(000835)-(PI'-RU) dt. 25.05.2022 /
JITI-Ne(000835)-(PI'-RU) ot 25.05.2022

Page 1 of 5/Ctp. 1 n3 5

Test / Ilokazarenn

Result / PesynabTaTsl

Specification / Hopma

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 / OBajibHBIE
JIBOSIKOBBIMTYKJIblE TaOJNETKH,
MIOKPBIThIE NJIEHOYHOH
0007104KOM CHHEro 1BeTa, C
TucHeHnueM «FIN» Ha ogHol
CTOPOHE U «5» Ha ApYroH
ctopoHe. Ha pazpese anpo
TabseTk Oenoro Lsera.

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 / OBaJibHblE BOSKOBBITYKJIbIC
TabJEeTKH, NOKPEITBEIE  TUIEHOYHOH
000JI0UKOH CHHETO LIBETA, C TUCHEHHUEM
«FIN» Ha omHOWH CcTOpOHE M «5» Ha
npyrod cropone. Ha paspese smpo
TabneTrku Oenoro WM noyt Oenoro
LIBETA.

2 Identification / UnenTundukanus

Finasteride / @unacmepud

The retention time of the main
peak in the chromatogram of
the Test solution corresponds
to the retention time of the
main peak n the
chromatogram of the
Finasteride standard solution
as obtained in the Assay.

Bpewms yIep)KHBaHHS
OCHOBHOTO nuka Ha
XpomaTorpamme

UCTIBITYEMOr O pacTBOpa
COOTBETCTBYET BpPEMEHU

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
YACPKHBaHWs OCHOBHOIO INMKa Ha
Xpomarorpamme UCTILITYEMOTO
pacTBOpa JOJKHO COOTBETCTBOBATH
BPEMEHH YAEepKHBAHWsI OCHOBHOTO TIHKa
Ha XpoMaTorpamme pacTBopa
cTanaapTHoro obpasua ¢uHacTepuaa
(pa3gen «KonmnuectBeHHoe

Remarks : The Product confirms to ND/

IIpumeuanne: Ilpoaykrt cooTBeTcTRYET TpeboBaHusM H/J

Conclusion : APPROVED /
3akarouenne: OJOBPEHO

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

TloaroTosneHo: IIposepeHo: Onobpeno: Menemxkep / PykoBoauresns
, 2B —

Date / J} -307 Date / o) Date / Ao, OU Oy

Hara: B0 e/ Hara: l@ "OU - ll,; Jlara:
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

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

Hpoayxr: Ounact (punactepiin) TabieTKii, NOKPbIThie MIEHOUHOH 000N0UKOH, 5 MI

Market / Poinok

Russia / Poccus

Batch No / Batch Quantity / 1000000 tab /

Cepna Ne Coationy Pa3zmep cepun 1000000 Tab |

Analytical Repovrt No/ 890001735167 Date of Analysis / 30/04/2024

AnannTuyecknii oruer Ne JlaTta anainsa -

Date of Manufacture / 21/03/2024 Date of Expiry / 28/02/2027

Jara npousBojacraa Tonen go -

Mfg. License No. / MA ber: /

IIpou3sBoacTBeHHAs 59/RR/AP/97/F/R N e . JITT-Ne(000835)-(PT-RU)
omep PY

Juuensus No

Analysis performed according ND / Ananu3 npoeaen no HJI: JII-Ne(000835)-(PT-RU) dt. 25.05.2022 /

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

Page2 of S/ Ctp.2 n3 5

Test / Iloxaszarean

Result / PesyabTaTsl

Specification / Hopma

YAEpKHUBaHHUS
nMKa Ha  Xpomarorpamme
pacTBopa CTaHAApTHOTO
obpa3ua ¢uHacTepuaa (paszaen
«Konuuectsennoe
onpeneneHue))

OCHOBHOI'O

oTIpe/ieTIEeHUE)

Titanium dioxide /
Tumana ouoxcuo

2b

Orange red color is develop /
PactBop oxpammBaercs B
OpaH>KeBO-KpacHBIH LIBET

Orange red color should develop /
PacTBOp  MODKEH  OKpacuTbcs B
OpaHXEeBO-KPAaCHBIH LBET

3 | Dissolution / PacTBopenne

Unit-1/ Tabn.-1 95 %
Unit-2 / Tabn.-2 95 %
Unit-3 / Tabn.-3 96 %
Unit-4 / Tabn.-4 95 %
Unit-5 / Tabn.-5 96 %
Unit-6 / Tabn.-6 94 %

Not less than 75% (Q) of the labeled
amount of CyH3ieN2O2 (Finasteride)
should dissolved in 45 minutes.

He menee 75 % (Q) oT HOMWHanNbHOro
conepkanus CxHisNoO: (punacrepun)
JIOJDKHO PacTBOPUTLCS 33 45 MUH.

4 Related substances / PogcTBennbie npumecn

Impurity A / [Ipumecs A 0.09% / 0,09%

Impurity D / Tlpumecs D

Not detected / He oGHapykeHa

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

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

Remarks : The Product confirms to ND/
Hpumeuanne: Ilponykr cooTsercTByeT TpebosanusiM HJI

Conclusion : APPROVED /
3aknwuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IonroToBneuo: @/ Ilporepeno: 4@ Onobpeno: Menemkep / Pykosoautens
Date / ’ Date / Date /
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CEPTHUOUKAT AHAJIU3A

Product : Finast (finasteride) film-coated tablets 5 mg
IpoayxT: @yHact (buHacTepua) TabAETKH, NOKPHITHIE NJIEHOYHOH 000/104KOH, 5 Mr

Market / PoiHok :  Russia/Poccus

Batch No / ] Batch Quantity / ~ 1000000 tab /
Cepus Ne | S2abeon] Pasmep cepun © 1000000 Tab -
Analytical Repovrt No/ . 890001735167 Date of Analysis / . 30/04/2024
AHaJIHTHYeCKHI oTueT Neo data ananunza

Date of Manufacture / . 21/03/2024 Date of Expiry / . 98/02/2007

Jara nponsBoacrsa TI'onen no

Mfg. License No. / MA ber: /

IlponsBoacTBennan : 59/RR/AP/97/F/R H -l : JITT-Ne(000835)-(PT"-RU)

omep PY
aunensusi Ne

Analysis performed according ND / Anain3 nposenen no H/: JIII-Ne(000835)-(PT'-RU) dt. 25.05.2022 /
JITI-Ne(000835)-(PT-RU) ot 25.05.2022

Page3 of S/ Ctp.3 n3 5

Ne | Test/Ilokazarenn Result / PesyabTaThl Specification / Hopma

Impurity B / IIpumecs B Not detected / He o6HapyxeHa
Not more than 0.3 % / He 6onee 0,3 %

Impurity C / Tlpumecs C 0.08%/0,08%
Not more than 0.3 % / He 6onee 0,3 %

Maximum Unknown individual

impurity i Enununas Not detected / ne obHapyxkeHa |Not more than 0.1 % / He 6onee 0,1 %
HEWAEHTUGHIHPOBAHHAS

npumech

Total impurities /= Cymma | g 1700 /¢ 170 Not more than 0.6 % / He 6onee 0,6 %
npumeceii

S Microbial enumeration tests / Mukpo6rnonoruyeckas YucToTa

a) Total Aerobic Microbial Count | Less  than ﬂ)(ﬁﬂg /[ Not more than 1000 CFU/g /

/  Obwee wuncno aspobueix | Menee 10 KOE/r He 6onee 1000 KOE/r
MUKpPOOPraHH3MOB
b) Total Combined Yeast and | Less than 10CFU/g /| Not more than 100CFU/g /
moulds count / Obuwee uucno | Menee 10 KOE/r He 6onee 100 KOE/r
JPOMOKEBBIX M [UIECHEBBIX
rpuboB
c) Escherichia Coli Absent in 1 gram /| Shall be absent in 1gram /
OrcyrctByerB 1 T OtcytctBue B 1 1
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [IpoayxT cootBeTcTRYET TpeboBanusm HJJ 3akmouenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Iloaroroenexo: @7 IIposepeno: 64_@ Onobpeno: Menepxep / PykoBoaurens
Date / L Date / Date / .
ol 307 20 0Y. 2oy
Jara: Pk el Hara: 50 OYr W Jara;
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CEPTUDHUKAT AHAJIM3A

[T’}oduct : Finast (finasteride) film-coated tablets 5 mg

Mpoaykr: @ubact ((punactepi) TabieTki, NOKPLITHIE MIEHOYHON 060N0UKON. 5 MI

Market / PbiHOK Russia / Poccus -

Batch No / Batch Quantity / 1000000 tab /

Cepnsi Ne el Pasmep cepun 1000000 Tab

Analytical Repourt No/ 890001735167 Date of Analysis / 30/04/2024

Ananurnyeckuii oruer Ne JlaTa anaan3za

Date of Manufacture / 21/03/2024 Date of Expiry / 28/02/2027

JlaTa npou3BoacTBa I'onen no

Mfg. License No. / MA ber: /

Ilpon3BoACTBEHAAS 59/RR/AP/97/F/R ol JITI-Ne(000835)-(PT-RU)
Homep PY

Junensus Ne

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

Analysis performed according ND / Anamm3z nposenen no H/: JIII-Ne(000835)-(PT-RU) dt. 25.05.2022 /

Page4 of 5/Crp.4n3 5

Ne | Test/IlokazaTenn Result / PesyabraTsl Specification / Hopma
6 | Uniformity of dosage units / 34/34 The Acceptance Value (AV) should be
OnnopoaHoCTh A03HpPOBAHMSA less than or equal to 15.0 / Ilokazatens
npuemneMocty (AV) nomkeH ObITh He
6onee 15,0.
7 | Assay / KoandecrBeHHOe 5.03 mg/ 5,03 mr Tablets contain not less than 4.75 mg
ompeneseHne o o and not more than 5.25 mg of
(100.5 % /100,5%) C23H36N20» (Finasteride) (not less
than 95.0% and not more than
105.0 % of the labeled amount). /
Ot 4,75 MI' o0 5,25 Mr Ca3H3eN20
(bunacrepun) (ot 95% no 105% or
HOMMWHAaJILHOTO COAEP>KaHH) B
Tabnerke.
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 Tabaerox B
Oonuctep w3 naenku (TIBX/IIS/TIBaX) / amomuHueBoi ¢oabru ¢
TEPMOKJICEBbIM N1aKOBbIM MokpbiTHem. [lo 3 Onucrepa BMecte c
UHCTpYKLUMEH 1O TPUMEHEHHIO (NMCTKOM-BKIaibllieM) B  MNauky
KapTOHHYIO.

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

Finasteride / ®unactepun

API manufacturer batch number /

 Homep cepun npoussoaurens AQC: DR

FP Manufacturer API Batch number /

Homep cepun cyOcTaHINA NPOM3BOAMTES FCQA02039

I'JId: |
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: Ilponykt cooTBeTcTBYET TpeboBarusm HJI 3akawouenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Tloarotosneno: @/ Ilposepeno: Onobpeno: Menenxep / PykoBogurens
Date / 203 Date / Date / o,

20-4~H1YG 0. O\ -

Jlara: JaTa: ZO(\OH "W Jara:
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-Dr. Reddy’s Q'.. CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A
Product : Finast (finasteride) film-coated tablets 5 mg_—_ N |
| Ipoayxr: @unact (guuactepi) TabNeTkH, NOKPbITbIE MIEHOYHOH 0605104K0i, 5 MT -
| Market / Poinox : Russia / Poccus
Batch No / Batch Quantity/ = 1000000 tab/
Cepnsa Ne - C240_4527 ) Pasmep cepun * 1000000 Tab
Analytical Repovrt No/ . 890001735167 Date of Analysis / . 30/04/2024
AHnaauTnyecknii otuer Ne Jarta anannza
Date of Manufacture / . 91/03/2024 Date of Expiry / . 28/02/2027
JarTa npou3BoacTBa Tonen oo
Mfg. License No. / MA ber: /
IIpou3BoACTBeHHAs : S9/RR/AP/97/F/R . - (t : JIIT-Ne(000835)-(PT-RU)
omep PY
JuneHsust Ne
Analysis performed according ND / Ananus npoeaen no HJ/I: JII-Ne(000835)-(PT-RU) dt. 25.05.2022 /
JITI-Ne(000835)-(PT-RU) ot 25.05.2022

PageSof5/Crp.5u3 5

API Manufactured by & country / Dr. Reddy’s Laboratories Ltd., India /
Ipounssoaurens A®C, crpana: H-p Pepy’c Jlabopatopuc JIta., Uunus

- Formulations Technical Operations - Unit-1I1, 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) /
HaumenoBanue, agpec, 1Hued3us ajia IIpouzBoactBeHHoe noapazaenenue-1Il, Yuactok Ne 41,
IIpom3BoacTeennas niomaaka / Bauynannu Bunnak, bauynannu Manaan, Menuan

Mankamxrupu Quctpuxr, llitat Tenanrana, 500 090, Muaus
(nuuensus Homep S9/RR/AP/97/F/R)

Declaration of certification: « 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

establishedy.

3akmouenue o cooTeTcTBHH: «Hacrosiumm s noarsep>kaaro, 4To NpHBeACHHas Bbllle WHGOpMaUMs SBISETCS
JIOCTOBEPHON ¥ TOUHOM. DTa cepus NPOAYKLMY NPOU3BEAcHA (BKIIIOUas YTIAKOBKY (MapKHPOBKY) H KOHTPOJIb KauecTBa)
Ha BbIlIEYKA3aHHOW NPOU3BOACTBEHHON Muollaake (MUiolllajkax) B MOJHOM COOTBETCTBUM ¢ TpeboBanusimu Ilpasun
HaJnexaumen nNpou3BONCTBEHHONW MNpPAaKTUKH EBpa3uiickoro 3KOHOMHYECKOro coro3a M TpeOOBaHMAMHM KOHTPOJs
KayecTBa JIEKApCTBEHHbLIX CPEACTB, a Takke B COOTBETCTBHM €O CHelU(HKALMIMH, COAEp)KalUUMHCS B
PErnCTPaLMOHHOM [OCbE CTPaHbl-MMNOpTEpa. 3anucu 10 FPOW3BOACTBY, YMNAKOBKE M aHalNU3y INpPOBEpPEHbl, U
YCTAHOBNEHO HX COOTBercTBHME TpeboBanusM [IpaBun Haanekamed npow3BoAcTBeHHOH npaxThkn Espasuiickoro
3KOHOMHMYECKOI0 COH3ax.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpnmeuanne: [1poaykT coorBeTcTByeT TpeboBanusm HJJ 3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IoaroroeneHo: @/ I'lposepeHo: /,4@ OnobpeHo: Menenxep / PykosoauTens
Date / 30t ~ 307y Date/ Qg U ~Leozy | Date / 6. 0. v
JHara: Jara: Jara:




