Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

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

Hpogyxt: ®unact (c[nmanepnll) TabJIETKH, TIOKPbITHIE [ITEHOYHOM 060/104KOif, 5 MI

JuneHsas Ne

Market / Poinok Russia / Poccus
Batch No/ Batch Quantity / 1000000 tab /

C2504656
Cepua Ne Pasmep cepun 1000000 Ta6
Analytical Report No / Date of Analysis /
AHanuTHYecKHii oT4er Ne LU Jdara anannza i
Date of Manufacture / Date of Expiry /
Hdara nponssoacrsea VRGNS T'ogen g0 SI08/2025
Mfg. License No. / MA ber: /

number:

IlponsBoacTBEeHHAR 59/RR/AP/97/F/R Homep PY JIII-Ne(000835)-(PT"-RU)

Analysis performed according ND / Auaams nposenen mo HJI: JII-Ne(000835)-(PI'-RU) dt. 25.05.2022 /
JITT-Ne(000835)-(PT-RU) ot 25.05.2022

Page 1 of 5/Crtp. 1135

Ne Test / ITokazaTejin Result / PesynbraTsl Specification / Hopma
1 Description / Onucanne Blue coloured, oval shaped, Blue coloured, oval shaped, biconvex
biconvex film coated tablets, film coated tablets, debossed with
debossed with "FIN" on one side | "FIN" on one side and "5" on the
and "5" on the other side. Cross other side. Cross cut description:
cut description: white core / white to off white core / OBabHbIe
OBasibHbI€ ABOSKOBBIMYKLIE JBOSKOBBIMYKJIbIE TabneTkwu,
TabJETKH, NOKPHITHIE IUIEHOYHON | MOKPHITHIE ILIEHOYHOH 06GOJIOUKOl
000104YKOM CHHErO 1[BETA, C CHHEro LBeTa, ¢ THCHEeHHeM «FINy
tucHeHueM «FIN» Ha ogHOM Ha OIHOM CTOPOHE M «5» Ha JAPYroi
CTOpOHE U «5» Ha Apyro# cropore. Ha paspese siapo tabnerku
cropone. Ha pa3spese sapo 6enoro WM MoYTH GENIOro LIBETA.
TabnieTku OeI0ro LBeTa.
2 | Identification / UnenTndnxannn
2a | Finasteride / @unacmepuo The retention time of the main | The retention time of the main peak

the chromatogram  of

obtained in the Assay.

TTHKa HAa XpOMaTorpaMme

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

the

Finasteride standard solution as

Bpems ynepxuBaHHs OCHOBHOTO

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. / Bpemsa ynep>xuBaHus
OCHOBHOTO THKa Ha XpoMaTorpamme
HCIBITYEMOTO ~ PacTBOpa  JIOJDKHO
COOTBETCTBOBATh BpEeMeHH
yIaep>KMBaHHA OCHOBHOTO IHMKa Ha
XpoMartorpamme pacTtBopa
cTaHpaptHoro obpasua ¢puHacrepuna
(pasaen «KonuuecTBeHHOE

Remarks : The Product confirms to ND/
IIpnmeuanue: IIponykt cooTBeTcTBYeT Tpebopanusm HJJ

Conclusion : APPROVED /
3axmouenune: OJJOBPEHO

Prepared by / g}/(/’ Checked by / Approved by: Manager/Executive /
IMoarorosneno: IIposepeno: @ Onobpeno: Menekep / Pykosoaurens

Date/
Jara:

Date /
Jlata:

Sorou 2015

Date /
Jara:




CERTIFICATE OF ANALYSIS

[ 1)
-Dr.Reddy’s ‘,‘.‘

CEPTHOHUKAT AHAJIM3A

 Product : Finast (finasteride) film-coated tablets 5 mg
Hpogyxr: @uHacT (puHacTeph) TabAETKH, NOKPBITHIE INIEHOYHOM 0GON0YKOI, 5 MT

Market / Poinok

Russia / Poccus

Jaunensua Ne

Batch No / Batch Quantity / 1000000 tab /
Cepus Ne 2304656 Pazmep cepun 1000000 Tab
Analytical Report No / Date of Analysis /
ABajiuTHyeckHii oTuer Ne 850001807718 Jdara ananmsa S0/042025
Date of Manufacture / Date of Expiry /
T S——— 02/04/2025 Toxen 10 31/03/2028
Mfg. License No. / YA o
numper:
IIponsBoacTBeHHas 59/RR/AP/97/F/R Homep PY JITT-Ne(000835)-(PT"-RU)

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

Analysis performed according ND / Ananns nposenen mo HJT: JITI-Ne(000835)-(PT'-RU) dt. 25.05.2022 /

Page2 of 5/ Crp.2m3 5

Ne Test / IloxazaTesn Result / PesyabTaTsl Specification / Hopma
HCTBITYEMOro pacTBOpa | omnpenesieHHe»)
COOTBETCTBYET BPEMEHH
YAep>KUBAHUS OCHOBHOTO IMHKA Ha
XpoMaTorpaMmme pactBopa
CTaHIapTHOTO obpazua
¢buHacTeprna (pazmen
«KomuuecTBeHHOE
onpenesicHHe»)
2b | Titanium dioxide /| Orange red color is develop / | Orange red color should develop /
Tumana ouoxcuo PactBop OKpalLHBaETCs B | PacTBop nomkeH oOkpacHTbCH B
OpaHXXeBO-KPACHBIH LIBET OpaH;KE€BO-KPACHBIH LIBET
3 Dissolution / PacTBopenue Unit-1 / Ta6n.-1 98 % Not less than 75% (Q) of the labeled
: = = amount of C»H3sN>O, (Finasteride)
Umi2y Taones BV should dissolved in 45 minutes.
Unit-3 / Tabun.-3 99 % He wmenee 75 % (Q) or
Unit-4 / Tabn.-4 96 % HOMHWHAJILHOT'O coacpKaHHUA
N C23H3¢N2O2 (puHacTepua) HOMKHO
Unit-5 / Tabn.-5 98 % pacTBOpHUTbCS 3a 45 MUH.
Unit-6 / Tabn.-6 98 %
4 | Related substances / PoxcTBennnie npumMecH
Impurity A / lpumecs A Below LOQ (LOQ =0.067 %) / Not more than 0.3 % / He 6onee 0,3 %
Hinke npesesna KOJIMYECTBEHHOTO
onpeaenenus (ITKO = 0,067 %)

Remarks : The Product confirms to ND/
IIpumeuanue: IIponyxr coorBeTcTByeT TpeboBanusm HJI

Conclusion : APPROVED /
3axawoyenne: OJOBPEHO

Checked by /
IIpoBepeno:

Prepared by /
[MoaroToBneHQ!
p

N, %D

= ,é""a/&y_a-

Approved by: Manager/Executive /
Onobpeno: Menemxep f(fg/l{)ilm Tenb
)

=

-

Date /
Hara:

Date /
Jata:

Loy Yoy

SOOU~1DU5

Date /
JlaTa:

20 —0 -0 %
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-Dr. Reddy’s ‘ p. CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJI3A

’_dP_roduct : Finast (finasteride) film-coated tablets 5 mg
[poayxr: ®unact (dhunacrepun) rabnetku, HOKPBITHIE TNIEHOYHOM 0007104KOIH, 5 Mr

Market / Prinox Russia / Poccus

Batch No / Batch Quantity / 1000000 tab /

Cepusn Ne Ernp Pasmep cepun 1000000 tab

Analytical Report No / Date of Analysis /

AnajnnaTuyecknii oryer Ne e Jara aHaJn3a S0042005

Date of Manufacture / Date of Expiry /

Hiita npoH3BONCTE 02/04/2025 Togen.jio 31/03/2028

Mfg. License No. / .

TIpouseoxcreennas 59/RR/AP/97/F/R MA number: / JITT-Ne(000835)(PT-RU)
_ Homep PY

Jamnensus Ne

Analysis performed according ND / Ana;u3 npoBe/eH mo HJ/I: JIII-N2(000835)-(PT-RU) dt. 25.05.2022 /
JITI-Ne(000835)-(PT-RU) ot 25.05.2022

Page3 of 5/Crp.3 u3 5

Ne Test / Ilokazaresn

Result / Pesyabrarst

Specification / Hopma

Impurity D / Tlpumecs D

Impurity B / ITpumecs B

Impurity C / Ilpumecs C

impurity /
HEeUJIeHTH(QULIUPOBaHHAs
npuMech

Total  impurities /
npuMece

Maximum Unknown individual
Enuanyaas

CymmMma

0.10%/0,10%

0.04% /0,04

0.14%/0,14%

Not detected / He obHapyxeHa

Not detected / He 0bHapy>xeHa

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

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

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

Not more than 0.1 % / He 6o5ee 0,1 %

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

5 | Microbial enumeration tests / MuKpoGHOTOrHYECKAS] YHCTOTA

JpOMOKEBBIX U
rpuboB

moulds count / O6mee yucao
[JIECHEBBIX

Menee 10 KOE/r

a) Total Aerobic Microbial Count | Less than 10 CFU/g / | Not more than 1000CFU/g /
/  Obmee uucimo adpobubix | Menee 10 KOE/r He 6omnee 1000 KOE/r
MHMKPOOPTaHH3MOB

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

He 6omee 100 KOE/r

Remarks : The Product confirms to ND/
IMpumeuanune: Ilpogykr coorBeTcTBYET TpeboBanusM HJ

Conclusion : APPROVED /
3axnwuenne: OTOBPEHO

Prepared by / T Checked by / Approved by: Manager/Executive /
IMoaroroeneng” IIpoBepeHo: Z@ Ono6peno: Menemxep / PXKOBO[[I/ITCIIB
Date / 20072025 Date / 4 O OUZNE Date / 30 —0 U~V G
Jara: Jara: Hara:
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-Dr. Reddy’s ‘.o. CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIU3A

Product : Finast (finasteride) film-coated tablets 5 mg
Ipoayxr: Ounact (prnacrepin) TabieTky, MOKPHITbIC MIEHOYHOM 060N04KOI, 5 MI

Market / Peinok :  Russia / Poccus

Batch No / Batch Quantity / . 1000000 tab /

Cepns Ne 2000 Pasmep cepun "~ 1000000 Tab

Analytical Report No / Date of Analysis/

AHasMTHYecKMil oTyeT Ne 890001807718 Hara ananusa i SR04

Date of Manufacture / Date of Expiry / .

Jata nponssoncTsa 02/04/2025 Toxen 16 : 31/03/2028

Mfg. License No. / M .

Ilpon3zBoacTBEHHAN ¢ 59/RR/AP/97/F/R ESnumbers JIII-Ne(000835)-(PI"-RU)
Homep PY

JHIeH3us Ne

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

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

Page4 of 5/ Crp. 4 u3 5

Ne Test / Ilokazareis

Result / PesyabTaThl

Specification / Hopma

¢) Escherichia Coli

Absent in 1 gram
OtcyrctByerB 1 1T

/

Shall be absent in 1 gram /
OtcyrctBHe B 1 T

6 | Uniformity of dosage units /
OnHOPOIHOCTH J03UPOBAHMSA

23/23

The Acceptance Value (AV) should
be less than or equal to 15.0 /
Iokazatens mnpuemnemoct (AV)
JoJkeH ObITh He Gogtee 15,0.

7 | Assay / KoangecTBenHoe
onpexaeJieHHe

5.01 mg/ 5,01 mr
(100.1 %/ 100,1 %)

Tablets contain not less than 4.75
mg and not more than 5.25 mg of
C2H3sN>O>  (Finasteride) (not
less than 95.0 % and not more
than 105.0 % of the labeled
amount). /

Or 4,75 MI' 4o 5,25 Mr C23H36N202
(dunactepun) (ot 95 % no 105 % ot
HOMHUHAJILHOTO  COJEpXKaHHsd) B
TabneTke.

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
6nuctep w3 miaenkd ([IBX/IID/IIBaX) / amomuHueBodt ¢oasru ¢
TEPMOKJIEeBbIM JTakOBbIM MOKphITHEM. Ilo 3 Onucrepa BmecTe ¢
HHCTPYKLMEH 1O NPHMEHEHHIO (JIMCTKOM-BKJIAJBILIEM) B IayKy

KapTOHHYIO.

API name (INN) / Haumenopanue A©®C (MHH):

Finasteride / ®unacTepun

API manufacturer batch number /
Howmep cepun npounssoantens ADPC:

ABSH000943

Remarks : The Product confirms to ND/

D pumeuanue: [Iponyxr coorBercTByeT Tpedoanusm HJJ

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Checked by /

Prepared by / D
IToaroropneHo: W IIpoBepeHo:
&E

Approved by: Manager/Executive /
Onmobpeno: Menemxkep / Pykosoaurens

-

Date / 2055~ 2025 Date/  Qex Oy <2025~ Date /

Jara:

Jlara:

Hara:

20 ~ou-—"0M
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

‘ Product : Finast (finasteride) film-coated tablets 5 mg
[Ipoayxr: Ounact {c]JHHaCIeplm} TabJIeTKH, MOKPbITHIE TUICHOYHOM 060JI04KOMH, 5 M

Market / PoiHok Russia / Poccnst
Batch No / Batch Quantity / 1000000 tab /

C2
Cepusn Ne Sl Pazmep cepun 1000000 tab
Analytical Report No / Date of Analysis /
AHaJiMTHYeCKHH oT9eT No 890001807718 Jdara ananuza =020
Date of Manufacture / Date of Expiry /
Jiira nposissozcraa 02/04/2025 Tonen i@ 31/03/2028
Mfg. License No. / MA ber: /

numper:

IIponzBoacTBEeHHAn 59/RR/AP/97/F/R Homep PY JITT-Ne(000835)-(PI"-RU)
JHIeH3ng Ne
Analysis performed according ND / Ananns nposenen mo HJI: JITI-Ne(000835)-(PT-RU) dt. 25.05.2022/ |

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

PageSof 5/Crp.5u3 5

I'J1d:

FP Manufacturer API Batch number /
Homep cepun cyGecraHuHA NPOM3BOAHTEIS

FCSA00240

API Manufactured by & country /
ITpousBogutear A®C, cTpauna:

Dr. Reddy’s Laboratories Ltd., India /
J-p Pennu’c Jlaboparopuc JIta., Uaaus

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HaumeHoBaHHe, apeC, JTHUEH3HS JJIs
IlpousBoacTBeHHAs MJIOMAAKA /

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/97/F/R) /

IMpounseoacteenHoe noapazzaenenue-Ill, Yuacrok Ne 41,
bauyynannu Bunnamk, Bauynannu Maupan, Menuan
Mankamxrupu Jductpukr, Llitar Tenanrana, 500 090, Ungus
(muensus Homep S9/RR/AP/97/F/R)

Declaration of certification:

established».

3akaYeHHe 0 COOTBETCTBHH:

«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

«HaCTOﬂIJ.II/IM S NOATBEPXIAr0, YTO IIPUBEACHHAs BLILIC HH¢)OpMaHHﬂ ABNACTCA

JIOCTOBEPHOM U TOUHOM. DTa ceprs MPOAYKLHH Mpou3BeaeHa (BKIIIOYas YIIaKOBKY (MApKUPOBKY) H KOHTPOJIb KauecTBa)
Ha BBIIEYKa3aHHOH MPOU3BOJCTBEHHOM IUIoIaaKke (IUIOMa Kax) B MOJHOM COOTBETCTBHH C TpeGoBaHusMHU [IpaBun
HajUIeXkalled MPOU3BOACTBEHHON MNpaKTHKH EBpa3sHiCKOro 3KOHOMHYECKOrO cOK3a M TpeOOBaHHAMH KOHTPOIIS

KaJyeCTBa JICKAPCTBCHHBLIX CPENCTB,

a TakKKe B COOTBETCTBHH CO CHCL[PI(l)I/lKaHI/IHMI/I,
pEerucTpaliliOHHOM JOOChE CTpPaHBI-UMIIOPTEpA. 3anucu 10 NpOU3BOACTBY, YINAKOBKE W aHaJIM3y IIPOBCPCHBI,

COACpKALUUMHUCT B
H

YCTaHOBJIEHO UX COOTBETCTBHE TpeGoBaHMAM IIpaBui Hamuexamied NPOM3BOJICTBEHHOH NpaxkTUKM EBpasuiickoro

IKOHOMHYECCKOro COro3a».

Remarks :

The Product confirms to ND/
ITpumeuanme: [Iponykr coorBercTByeT TpeboBanusm HJ

(V)

Conclusion : APPROVED /
3akarouenne: OJOBPEHO

Prepared by / i C;,.ﬂj_j}’.' Checked by / Approved by: Manager/Executive /
l'[omo]-onneno%{f;/ ITpoBepeHo: L@ Ono6peno: Menemxep / P\ KOBOZIHTETh

; @ —
Date / Ro-©5 ~90pg | Date/ —| Date/ o~ M
JHara: 6 Jlara: ?O(‘O L‘F%Q Jlara: 20 0




