Dr.Reddy’s Q3¢

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJM3A
Product / lIpoaykr . Exifine tablets 250mg / Sx3udun® tabnetku 250 Mr B
Batch No / Cepus Ne : V2302271 Batch Quantity / : 115200 tabs /
O6bem HapTHH 115200 Tab.
Analytical Report No / ¢ 890001702975 Date of Analysis / : 30.11.2023
AHangTH4ecKHi oTyeT Ne JlaTa anajin3a
Date of Manufacture / 11/2023 Date of Expiry / : 10/2026
JlaTa NpoM3BOACTBA I'open no

Analysis performed according ND / Ananus nposesen no H/: [INO1153 6/01-260422

|

Page 10f 7/ Crp. Lus 7

surface on other side / Kpyrmnere
JBOSIKOBBIIYKIbIE Tabnerku Genoro
uBeTa C [JeNNTENBHOH PpUCKOH C

OIHOH  CTOPOHBl W  [NaJKOH
10BEPXHOCTBEO € ApYTOff CTOPOHEL.

Ne Test / IloxazaTess Result / PesynbTaThl Specification / Hopma
1 |Description / White round, biconvex tablets with|White to off-white round, biconvex tablets
Omnxucanne the breakline on one side and plain|with the breakline on one side and plain

surfaice on other side. /

JBOSIKOBBINYKJIBIE TabNeTku oT 6enoro no
mouTH 6eyoro UBeTa ¢ NENUTENbHON pHCKOit
¢ OJHOHW CTOPOHBI H IIAJIKOH MOBEPXHOCTLIO

¢ IpYyroH CTOPOHBL

Kpyrneie

Identification of terbinafine / IlogauuasocTh Tepounaduna

Remarks : The Product confirms to ND/
Ipumeyanue: IIpoaykT cooTBeTcTBYET TpeboBaHusam HJT

Conclusion : APPROVED /
3akmoyenie: ONOBPEHO

Prepared by /
IMonrorosneno: Santosh
Kumar Maurya

av

—

Checked by /
[Mposepero: Himesh Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykoBoauTeNs
Manoj Kumar

ool

Reprint Date /
HaTa: 30.11.2023

Reprint Date /
Jara: 30.112023

Reprint Date /
Hara: 30.11.2023

Registered Office: .

Tei <914

2:337; Road M Wapinea Hills, Fivels

'_:‘.‘::| I A




Dr.Reddy’s ":'.

Dr. Reddy's Laboratories Lid,
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
wwswsdrreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIHU3A
Product / MIpoaykr Exifine tablets 250mg / x3npuu® tabnerky 250 Mr
Batch No / Cepus Ne : V2302271 Batch Quantity / : 115200 tabs/

O6neM napTHH 115200 Tab.

Analytical Report No / 890001702975 Date of Analysis / : 30.11.2023
AHAJATAYECKHH 0T4eT No JlaTa anajiusa
Date of Manufacture / s 11/2023 Date of Expiry / : 10/2026
JlaTa npoM3BOACTBA Tonen go

Analysis performed according ND / Anaau3 nposegen no HJI: [T NO1 1536/01-260422

Page2 of 7/Ctp.2 u3 7

Ne

Test / Iloxa3zaTenn

Result / PesynbTaThi

Specification / Hopma

By HPLC/
BIKX

2a

Complies as prescribed /
CootBeTcTBYeT TpeOOBaHUAM

The retention time of the main peak in the
chromatogram of test solution should comply
with the retention time of the main peak in the
chromatogram of terbinafine hydrochloride
reference standard solution (section "Assay").
/ BpeMsi ynepxHBaHHA OCHOBHOTO IIMKa Ha
XpOMATOrpaMME  HCHBITYEMOTG  PACTBOP

JIOJDKHO COOTBETCTBOBATH BpEMEHH
YOEKHBAHHS  OCHOBHOrO  MNHKa  Ha
XpOMATOTpaMMe  pacTBOpa CTaHAAPTHOTO
obpazua  TepbuHadMHa  TMAPOXJIOpHIA
(paznen «KoNM4eCTBEHHOE ONPENEICHHE).

2b
metry/

Mempus

By UV-spectrophoto-

Y®-cnexkmpogomo-

Complies as prescribed /
CootsetcTByeT TpeboBaHUIM

The UV absorption spectra of both standard
and sample preparations should exhibit
maxima at the same wavelength /
V®-crieKTphl NOMMOMIEHU HUCIBITYEMOrO
ofpazya W CTaHAApTHOrO obpasua
TepOuHadyHa ~ THAPOXJOPHAA  HOJDKHBI
JEMOHCTPHPOBATE MaKCHMYM IOTJIOLIEHHS
NIPH OJIMHAKOBBIX [IHHAX BOJH.

Remarks : The Product confirms to ND/
Ipumexanue: [Tpojykr coorserctayer Tpebosanuam HJL

Conclusion : APPROVED /
3axmouenne; OJIOBPEHO

Prepared by /

Kumar Maurya

Ilogrotoeneno: Santosh

il

Checked by /
[Tpoeepeno: Himesh Kumar

S

Approved by: Manager/Executive / '
Onobpeno: Menemxep / PykoBoaurens

Manoj Kumar E 2

Reprint Date /
Hara: 30.11.2023

Reprint Date /
Hata: 30.112023

Reprint Date /
MHara: 30.11.2023

Registered iiiice: ©
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Dr.Reddy’s Q':'.

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drredcvs.com

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIA3A
Product / HpoayxT : Exifine tablets 250mg / Dx3uduu® Tabnerkn 250 mr
Bateh No / Cepus Ne V2302271 Batch Quantity / : 115200 tabs /
Ob6rem napTiu 115200 Tab.

Analytical Report No / » 890001702975 Date of Analysis / : 30.11.2023
AHANMTHYECKHIT oTYeT No Jara ananusa
Date of Manufacture / : 11/2023 Date of Expiry / : 10/2026
JiaTa npoH3BOACTBA Topgen 5o

Analysis performed according ND / Apanu3s npogeaen no H/I: [TN011536/01-260422

Page3 of 7/Crp.3 m3 7

Ne Test / Iloka3zarens

Result / PesyanTaTh!

Specification / Hopma

3 | Average Weight/
Cpennsisi Macca

401.5 mg/401.5 Mr

400 mg + 5.0% (380 mg to 420 mg) /
400 mr £ 5,0 % (ot 380 mr 1o 420 Mr)

4 |Dissolution /
PactBopenue

S1: 90%, 96 %, 90 %, 95 %, 91 %,

82 %,

S2: 92%, 92 %, 92 %, 90 %, 90 %,

92 %,

Not less than 75 % (Q) of the labeled amount
of C21HasN (terbinafine) should dissolve in 45

minutes. / He wmenee 75% (Q) or
HOMHMHANIBHOTO  CONEpPIKaHMsA Ca 1 HasN
(Tepbunad¥H) JODKHO PaCTBOPHTHCH Uepe3
45 MUHYT.

5 |Related Impurities { PoacTBeHHBIE IPUMECH

Highest individual
impurity / ExuHu4Has

TIIpUMECH

CymMmMa npHMecei

‘HenneH T HLIPOBaHHAS

Total impurities/

0.03 %

Not more than 0.2% / He 6onee 0,2 %

Not more than 0.7% / He 6onee 0,7 %

‘Water / Bona

—

Not more than 5.0% w/w /
He 6onee 5,0 % m/M

Remarks : The Product confirms to ND/
Ipumeuanne: ITpoaykr cootsercTyeT TpefosannsM HIL

Conclusion : APPROVED /
Zaxmouenue: QJOBPEHO

Prepared by /
Ilonrotoeneno: Santosh

Kumar Maurya :ﬁ‘ =
d.-f."'""_-_.

Checked by /
Iposepeno: Himesh Kumar

C“_\J—_,—’—Tb

Approved by: Manager/Executive /
Onobpeno: Mernemxep / Pykosoaurens

Manoj Kumar Q ’

Reprint Date /
JaTa: 30.11.2023

Reprint Date /
JHata: 30.112023

Reprint Date /
Jara: 30.11.2023

Fepisterad (ifice: 5-2-2
T w91 A0 AN
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D ' dd S ‘ Formulation Unit-6
r. Re y .. vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

Tel : +91 98166 56001-02
www.drreddvs.comi

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTU3A
Product / IIpoaysr . Exifine tablets 250mg / Dxanduu® Tabnetkn 250 Mr
Batch No / Cepust Ne s V2302271 Batch Quantity / : 115200 tabs /
Oonem napTUn 115200 Tab.
"Analytical Report No / : 890001702975 Date of Analysis / : 30.11.2023
Anamurnaeckunii oruer Ne JlaTa anajH3a
Date of Manufacture / s 11/2023 Date of Expiry / : 10/2026
JlaTa npoH3BOACTEA Topen no
Analysis performed according ND / Anaans nposeses no HJL: ITNO1 1536/01-260422 |

Page4 of 7/ Cyp. 4 u3 7

Ne Test / ITokazares Result / PezyabTaThl Specification / Hopma

7 | Uniformity of dosage 1.6 Acceptance value (AV) should not exceed
units / OpHopogHOCTH 15.0 / TloxasaTtens IpueMNIEMOCTH (AV)
J0JbkeH ObITh He bonee 15,0

XO3HPOBAHHSA
8 |Microbial limits / MurKpoGHOo/I0rHYECKAS YHCTOTA

a) Total acrobic microbial Less than 100 CFU/g/ Not more than 1000 CFU/g/

count / Obuiee 4ucio Memnee 100 KOE/r He 6onee 1000 KOE/r

a3p0o0HBIX

MHKPOOPraHU3MOB

b) Total combined yeasts Less than 100 CFU/g / Not more than 100 CFU/g/

and mould count / O6ee Meunee 100 KOE/r He 6onee 100 KOE/r

YHUCJIO JPOXOKEBBIX H
TJIeCHEBBIX TPHOOB

C) E. coli Absentin 1g/ Shall be absent in 1 g/ )
OrcyTcTRYET B 1T JloMmKHBI OTCYTCTBOBATH B 1 ©
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpameuanue: [IpogykT cooTseTcTBYET Tpebdorauiam HII 3axmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroTtosnaexo: Santosh Ipoeepeno: Himesh Kumar Onobpeno: Mernemxkep / PykoBoauTens
Kumar Maurya . | Manoj Kumar
= =} . = Bl
Reprint Date / Reprint Date / Reprint Date /
Hara: 30.11.2023 Hara: 30.112023 Hara: 30.11.2023
Pepisterac Gifice: $-2-337, Road Mo &, &

Tei91 04200 2500,




Dr.Reddy’s Q':‘.

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill, Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.corii

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A
Product / TIpoaykr . : Exifine tablets 250mg / Diauuu® tabnerki 250 mMr
Batch No / Cepus Ne : V2302271 Batch Quantity / : 115200 tabs /
Q0beM NAPTHH 115200 Tab.
Analytical Report No / ;. 890001702975 Date of Analysis / : 30.11.2023
| ApanuTHYeCKHil 0TYeT Ne Hata anaiauza
Date of Manufactare / : 1172023 Date of Expiry / : 10/2026
JaTa OPOH3BOACTRA Toznen ao

Analysis performed according ND / Ananus nposejen no HJI: I1 N011536/01-260422

PageSof 7/Cxp.Su3 7

Specification / Hopma

No more than one individual mass deviates
from the average mass by more than = 15 %
and no individual mass deviates from the
average mass by more than + 25% /
He 6Gosnee onHONW MHAMBHUAYaIBHOM Macchl
OTKJIOHAETCA OT CpeAHero 3HaueHus Gonee
yeMm Ha +15 % ¥ HYM ojHA WHAXUBHOYaJibHAasA
Macca He OTKJIOHSETCS OT CPEIHErO 3HAYECHUS
6onee ueM Ha 25 %.

Ne Test / IloxazareJs Result / PesyabTaThl

9 | Subdivision of tablets / Complies as prescribed /
J{eJIUMOCTb Ta0JIETKH CoOTBETCTBYET TPEOOBAHMAM

10 |Assay/ 247.54 mg / 247.54 mr
KoaunuecTBeHHOE (99.02 %)
orpeaesieHne

237.5 mg to 262.5 mg (95.00 % to 105.00 %
of the labeled amount) of CyHasN
(terbinafine) per tablet / Ot 237,5mMr no
262,5mr (or 95,00% mo 105,00% or
HoMuHanpHOro  comepkanus)  CziHasN
(repbunadu) B TabONETKE.

Remarks : The Product confirms to ND/

Hpumeuanne: [Iponykt coorsercrayer Tpebosanuam HIT

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IoarotoeneHo: Santosh IMpogepeno: Himesh Kumar Onobpeuno: Menemxep / Pykoponurens
Kumar Maurya Manoj Kumar
. e fodusl!
Reprint Date / Reprint Date / Reprint Date /
Jara: 30.11.2023 Hara: 30.112023 IMara: 30.11.2023
legistered Gilice: @-2-337, Roadd No. 3, Bai

Tiat= 91 ¢11.4800 2500, Fax: 4l &
Cinds 1

[y




Dr. Reddy's Laboratories Ltd,

Qe
Dr. Reddy,s ‘.... Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIHU3A

Product / Ipoayxr : Exifine tablets 250mg / Dxzndun® Tabnetks 250 Mr
Batch No / Cepust Ne s V2302271 Batch Quantity / : 115200 tabs/
. Q0nem napTHH 115200 Tab.
Analytical Report No / + 890001702975 Date of Analysis/ : 30.11.2023
AManuTHYecKHi oTyeT Ne JlaTa aHa)M32
Date of Manufacture / : 11/2023 Date of Expiry / : 10/2026
JlaTa npoH3BOACTEA I'ogen go
Analysis performed according ND / Ananns nposeies no H: TIN011536/01-260422 |
Page 6of 7/Ctp. 6 u3 7
Ne Test / IToxasarensb Result / Pe3yabTarsl Specification / Hopma

11 |Package / YnaxkoBka 16 tablets in PVC/aluminum blister, 1 |4 tablets in PVC/aluminum blister, 4, 5, 7 or
blister and a patient information |10 blistcrs and a paticnt information leaflet in
leaflet in a carton pack. / Ilo 16]a carton pack. :

tabnetoxk B IIBX/amomuHuessii | 16 tablets in PVC/aluminum blister, 1 blister
6nucrep, 1 Guucrep Bmecte c¢|and a patient information leaflet in a carton
MHCTpYKLMEH NO npumeHerno B|pack./

Mayky KapTOHHY!O. o 4 Tabnetkd B IIBX/anoMuHEAEBbIH
6muctep, 4, 5, 7 unu 10 6G1ucTepoB BMeECTE C
MHCTPYKUHMEH MO TPUMEHEHHIO B Ia4Ky
KApTOHHYIO.

Ilo 16 Tabnerox B [IBX/amoMHHHERBIH
Gnuctep, 1 GuucTep BMECTE C MHCTPYKUHMEH
110 IPUMEHEHHIO B NA4KY KapTOHHYIO.

12 |Labeling/ Complies as prescribed / According to ND /
MapkHupoBka CooTBeTcTBYET TPeGOBaHHAM B coorsercteuu ¢ H]J

13 |Storage conditions / At temperature below 25 °C. / Ilpu Temnepatype e Bbiilte 25 °C.
XpaHeHue

14 | Shelf life / 3 years / 3 roza

Cpox ronHoOCTH

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

IIpumeuanne: [IponykT cooteercrayer TpeGosanmam HII 3awmovenne: QJJOBPEHO

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

Tloarorosnexo: Santosh IMpoeepeHo: Himesh Kumar Onobpeno: Menemxep / PykoBoauTens

Kumar Maurya QY - ! Manoj Kumar Q Q
L — B

Reprint Date / Reprint Date / | Reprint Date /

Hara: 30.11.2023 Jlata: 30.112023 Jlara: 30.11.2023

Hemsiered *-237, Read No. 2, Ba Hitis, Hyderbatt - 3000, Toli




Dr.Reddy’s €%¢

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A
Product / TIpoaysr : Exifine tablets 250mg / Dxsudnu® rabnerku 250 Mr
Batch No / Cepus Ne 1 V2302271 Batch Quantity / : 115200 tabs/
Oonem napTHi 115200 Tab.
Analytical Report No / + 890001702975 Date of Analysis / : 30.11.2023
AnanaTryecku i oTyer Ne JlaTa aHaJaH3a
Date of Manufacture / 1 11/2023 Date of Expiry / : 10/2026
JlaTa Npon3BO/ICTEA I'onen ao
Analysis performed according ND / Anajn3 mpoBe/ies 1o HJI: TI NO11536/01-260422 |
Page Tof 7/Crp. Tuz 7
API name / Haumenopanue ADC: Terbinafine hydrochloride / TepGunaduna rHApoXnopu
INN / MHH Terbinafine/ Tepbunadu
API manufacturer batch number / TN22090064

Homep cepun npomssogutens AOC:

Homep cepun cyOcTanIHE npoussopuTens I'JID:

FP Manufacturer API Batch number / FEPA04307

API Manufactured by & country /
Iponseoautens ADC, crpana:

Hetero Labs Limited, India /
Xe'repo Jiabc Jlumnren, VHaus

Remarks : The Product confirms to ND/
TIpumeuanmue: [IponykT cooTseTcTRyeT TpebosannsM HI

Conclusion : APPROVED /
| 3akmouenre: ONOBPEHO

Prepared by / Checked by /
IMoarorosneHo: Santosh [posepeno: Himesh Kumar

K M j
umar Maurya @\/_1 g ~ Manoj Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykosoanuTten

fded.

Reprint Date / Reprint Date /
IMata: 30.11.2023 Jara: 30.112023

Reprint Date /
Tara: 30.11.2023
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