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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND!A
Tel : +91 98166 56001-02
wvsvdrreddyvs.com

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIN3A
Product / Ilpoaykt : Exifine tablets 250mg / Dx3npuu® Tabnetku 250 Mr
Batch No / Cepus Ne : V2302271 Batch Quantity / : 115200 tabs /
O0bem napTuH 115200 Tab.

Analytical Report No / ¢ 890001702975 Date of Analysis / : 30.11.2023
AHanuTHYecKHii oTdyeT No JlaTta ananuza
Date of Manufacture / ¢ 11/2023 Date of Expiry / : 10/2026
JlaTa IpoH3BOACTBA Iopen o

Analysis performed according ND / Anann3 nposeaed no HJI: I N011536/01-260422

|

Page 1of 7/Crp. 137

OIHOH  CTOPOHBI H

surface on other side / Kpyriusie
JBOSIKOBBIIYKJIbIE TabneTkd Oenoro
UBETa C JeNUTEIbHOR pPUCKOH ¢

MIOBEPXHOCTBIO C JPYTrof CTOPOHBI.

surface on other side. /
JBOSIKOBBINTYKJIBIE TabJeTku OT 6enoro o
noutu 6eyoro 1BeTa ¢ ACNUTENbHON PHCKOI

Ne Test/ HoxasaTens | Result / Pe3yabTaThl Specification / Hopma
1 |Description/ White round, biconvex tablets with| White to off-white round, biconvex tablets
Onucanue the breakline on one side and plain| with the breakline on one side and plain

Kpyriste

ITIAJKOM | ¢ OHOM CTOPOHBI U MNAAKOH IIOBEPXHOCTBIO

C Ipyroi CTOpOHBI.

2 |Identification of terbinafine / IloamaHOCTD Tepﬁuﬂa(l)_nﬂa

Remarks : The Product confirms to ND/
Ilpumeuanue: [IponykT cooTBeTCTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by /
[MogroroBneno: Santosh INposepero: Himesh Kumar

e

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykoBoauTenn
——{ Manoj Kumar

Kumar Maurya G’\/ CBJ——/ e

Voo

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

Reprint Date /
Hara: 30.11.2023
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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
wwnw.drreddys. com

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIN3A
Product / ITpoaykr Exifine tablets 250mg / Ox3udpuH® Tabnetky 250 Mr
Batch No / Cepus Ne V2302271 Batch Quantity / : 115200 tabs /
O6BbeM napTuu 115200 Tab.

Analytical Report No / 890001702975 Date of Analysis / : 30.11.2023
AHaJHTHYeCKHH oT4eT Ne JlaTa aHaausa
Date of Manufacture / 11/2023 Date of Expiry / : 10/2026
JaTa npouM3BoJCTBa Tonen g0

Analysis performed according ND / Anaqu3 nposeaex no HJI: [T N011536/01-260422

- Page2of 7/C1p.2 37

Ne Test / Iloxa3zaTenanb
2a By HPLC/
BIXKX

Result / Pe3yibTaThl Specification / Hopma

Complies as prescribed / The retention time of the main peak in the
CootserctByeT TpeboBatusiM | chromatogram of tcst solution should comply
with the retention time of the main peak in the
chromatogram of terbinafine hydrochloride
reference standard solution (section "Assay").
/ Bpems ymepXHBaHHS OCHOBHOI'O NHKa Ha
XpOMaTorpaMMe HCIBITYEMOIO  pacTBOpa
TOJDKHO COOTBETCTBOBATh BpEMEHH
yICP)KUBAHHS ~ OCHOBHOIO  NHMKa  Ha
XpoMarorpaMMe pacTBOpa CTaHIAPTHOIO
obpasuia  TepOuHadMHA ~ TUAPOXJIOpUAA
(pasnen «Konu4ecTBEHHOE ONPEAEIeHHE).

2b | By UV-spectrophoto- Complies as pres_cr_ibed/ The UV absorption spectra of both standard
metry/ CootBercTByeT TpebOBaHUAM and sample preparations should exhibit
Y®-cnexmpoghomo- maxima at the same wavelength /
. Mempus Y®-cnekTpbl MOINOIIEHUS HUCIBITYEMOIO
obpasua W  craHgapTHoro  obpasua
TepOuHadHHA ~ TUAPOXIOPUAA  JOJDKHBI
JIEMOHCTPHPOBATh MaKCHMYM IOTJIOILEHHUs
: NPy OJJMHAKOBBIX JJIMHAX BOJH.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: [poaykT cooreTcTBYeT TpeboBanusM HJI 3akmawuenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
TloarorosneHo: Santosh IMpoeepeno: Himesh Kumar Onobpeno: Mernemxkep / PykoBoauTeNb
Kumar Maurya QL_,’/—; Manoj Kumar .
—
Reprint Date / Reprint Date / Reprint Date /
Hata: 30.11.2023 Hara: 30.112023 JHata: 30.11.2023
Registered <ifiice: & 7-3

T2t 491 4004500 25
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A
Product / IIpoaykT Exifine tablets 250mg / Dx3uduu® Tabnetkn 250 mr
Batch No / Cepus Ne V2302271 Batch Quantity / : 115200 tabs /
06beM napTiu 115200 Tab.

Analytical Report No / 890001702975 Date of Analysis / : 30.11.2023
AHajquTHYecKMil oT4eT No JlaTa aHaausa
Date of Manufacture / 11/2023 Date of Expiry / : 10/2026
JlaTa Ipou3BOACTBA T'ogen no

Analysis performed according ND / Anaqu3 nposenen no HJI: IT1 N011536/01-260422

Page3 of 7/Crp.3 u37

| Ne Test / Hloka3zaTennb

Result / Pe3yabTaThl

Specification / Hopma ‘

3 | Average Weight /
Cpennsas Macca

401.5 mg/401.5 Mr

400 mg + 5.0% (380 mg to 420 mg) /|
400 Mr = 5,0 % (ot 380 mr 10 420 mr) l

4 | Dissolution /
| PactBopenue

S1: 90%, 96 %, 90 %, 95 %, 91 %, |Not less than 75 % (Q) of the labeled amount.

82 %,

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

92 %,

of C21HasN (terbinafine) should dissolve in 45 |
minutes. / He w™enee 75% (Q) or|
HOMHWHaJIBHOTO COIEpXaHHs CaiHasN|
(TepbuHaduH) JODKHO PACTBOPHTECS HEPE3 |
45 MUHYT. '

5 |Related Impurities / PoacTBeHHbIe IpAMecH

| Highest individual
impurity / EnviHu4Has
HeuACHTHGHLUPOBaHHA
HpHMeECh

| Total impurities /
: Cymma npumecei

1

6 | Water / Boga

0.03 %

0.03 %

2.0%

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

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

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

Remarks : The Product confirms to ND/
Ilpumeuanue: [TpoaykT cooTBeTcTBYET TpeboBanusm H/J

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by /
IMoxrorosneHo: Santosh

Kumar Maurya :(;L-
o

Checked by /
ITposepeno: Himesh Kumar

—

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

| Manoj Kumar @L‘i’i
. L

Reprint Date /
Jara: 30.11.2023

Reprint Date /
Jara: 30.112023

Reprint Date /
Jata: 30.11.2023




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

CEPTUDHUKAT AHAJIM3A

Product / IIpoaykT Exifine tablets 250mg / Dk3npuu® Tabnetku 250 Mr
Batch No / Cepust Ne V2302271 Batch Quantity / : 115200 tabs /

O0beM NapTHH 115200 Tab.
Analytical Report No / 890001702975 Date of Analysis / :+ 30.11.2023
AHajguTHyecknii order Ne JaTa apainza
Date of Manufacture / 11/2023 Date of Expiry / : 10/2026
JlaTa npoH3BOACTEA I'ogen no

Analysis performed according ND / Auaaus nposeaed mo HJL: TTNO11536/01-260422 ]

Page4 of 7/ Crp. 4 u3 7

Ne Test / Ilokasarenn Result / PesynbTaThl Specification / Hopma !
7 | Uniformity of dosage 1.6 Acceptance value (AV) should not exceed |
units / OuHOPOJHOCTH 15.0 / TTokazaTent, OpHeMiaeMocTH (AV) ‘
JO3HPOBAHHA JoJuked OBITH He 6onee 15,0
8 |Microbial limits / MukpoOuogora4ecKkas YHCTOTA

a) Total aerobic microbial
count / Obiee 4UCIO
a’pobHBIX
MHKPOOPraHH3MOB

l

Less than 100 CFU/g/
Memnee 100 KOE/r

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

b) Total combined yeasts
and mould count / Obmee
YHCIIO IPOXOKEBBIX U
IIECHEBBIX IpUbOB

Less than 100 CFU/g/
Menee 100 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

c) E. coli

Absentin 1g/
OrcyTcTBYET B 1T

Shall be absentin 1 g/
JTomKHBI OTCYTCTBOBATh B 1 T

Remarks : The Product confirms to ND/
Ilpameuanue: [TpoaykT cooreTcTBYET Tpebosanuam HJI

Conclusion : APPROVED /
Zaxmouenue: OJIOGPEHO

Prepared by /
IloarorosieHo: Santosh

Kumar Maurya va
=

Checked by /
IIposepeno: Himesh Kumar

)

———

—

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykosoaurens

Manoj Kumar . Q uﬁ
! "-’_r._'_._'_'

Reprint Date /
JHara: 30.11.2023

Reprint Date /
Jata: 30.112023

Reprint Date /
Hata: 30.11.2023

Repistered Gifice: £-7-337, Road No &, Batiam
Tei- 91 413 2000 2506, Fax: =




Dr. Reddy's Laboratories Ltd.

@o
Dr. Red dy,s ‘.... Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIA3A
Product / IIpoaykT . . Exifine tablets 250mg / Ox3uun® tabaeTku 250 Mr
Batch No / Cepus Ne 1 V2302271 Batch Quantity / : 115200 tabs /

O0beM mapTHH 115200 Tab.

Analytical Report No / : 890001702975 Date of Analysis / : 30.11.2023
AHATUTHYECKHI oTueT Ne Jarta anaausa
Date of Manufacture / : 1172023 Date of Expiry / : 10/2026
JlaTa npoH3BOACTBA T'ogen a0

Analysis performed according ND / Anasus nposeaen mo HJI: [TN011536/01-260422 |
Page50of 7/Crp.Su3 7

Ne Test / [Toxazarenb Result / Pe3yabTaThl Specification / Hopma
9 | Subdivision of tablets / Complies as prescribed / No more than one individual mass deviates
JenamocTth TabjeTKkn CoOTBETCTBYET TPeOOBaHHUAM from thc average mass by more than = 15 %

and no individual mass deviates from the
average mass by more than + 25% /
He 6Gonee onHoli WHAWBHAYAIBHOH Maccel
OTKJIOHAETCA OT CpefHero 3HadeHus 6oee
yeM Ha 15 % ¥ HM OJiHA UHIWBUYyaJlbHAs |
Macca HE OTKJIOHSIETCS OT CPETHETO 3HaYEHU S
fonee uem Ha +25 %. I

10 |Assay/ ' 247.54 mg / 247.54 mr 237.5 mg to 262.5 mg (95.00 % to 105.00 %
KonnuyecTBeHHOC (99.02 %) of the labeled amount) of Cy;HaxN
omnpejeJieHne (terbinafine) per tablet / Ot 237,5Mr po

262,5mMr (ot 95,00% mo 105,00% or
HoMuHanmpHOro  cogepkanus)  CuiHasN
(repbunadun) B TabneTKe.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuannue: [IpogykT cooTsercTByeT Tpebosanusam HJT 3akmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarotosneHo: Santosh IMposepeno: Himesh Kumar Onobpeno: Menemxep / PykoBoauteib
Kumar Maurya @Q/ — Manoj Kumar @&j

z— Cléﬁ 9 ' ol
Reprint Date / Reprint Date / Reprint Date /
Jara: 30.11.2023 Jara: 30.112023 JTara: 30.11.2023

kegisterer Gffice: &-2-337, Road No. 3, Banjar
T+ +91 40 1800 2800, Fax: +
Ciidin




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

CEPTU®UKAT AHAJIM3A
Product / [IpoaykT Exifine tablets 250mg / Dx3uhun® tabnetku 250 Mmr
Batch No / Cepua Ne V2302271 Batch Quantity / : 115200 tabs /

O6beM napTHH 115200 Tab.

Analytical Report No / 890001702975 Date of Analysis / : 30.11.2023
AHanuTHuecKHil oTaeT Ne JaTa anajausa
Date of Manufacture / 11/2023 Date of Expiry / : 10/2026
JaTa nponzsoacrea I'open 10

Analysis performed according ND / Anaaun3 nposefen no HJI: [T N011536/01-260422

|

Page 6 of 7/ Cwp. 6 u3 7

Ne Test / Iloka3zaTenn Result / PesyjabTaTthl Specification / Hopma
11 |Package / YnakoBka 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 patient information leaflet in
leaflet in a carton pack. / Ilo 16|a carton pack.
tabnerox B IIBX/amomunuensiii | 16 tablets in PVC/aluminum blister, 1 blister
6muctep, 1 Gmacrep Bmecte c|and a patient information leaflet in a carton
MHCTpYKUMell mo npuMeHeHHio B pack./
navyky KapTOHHYIO. (TTo 4 Tabnetxku B TIBX/antoMHHUEBBIH
onucrep, 4, 5, 7 unu 10 61ucTepoB BMECTE €
MHCTPYKIMEH MO MPHUMEHEHHIO B TAuKy
KapTOHHYIO.
Ilo 16 TtabGnerox B IIBX/antOMHHHEBBIHA
6aucrep, 1 GiucTep BMECTe C MHCTPYKLHMEH
110 MPHUMEHEHHUIO B IAYKy KAPTOHHYIO.
12 |Labeling/ Complies as prescribed / According to ND /
MapkupoBKka CooTBeTCTBYET TPEOOBAHHAM B cootserctun ¢ HJI
13 |Storage conditions / At temperature below 25 °C. / IIpu Temnepatype He Bbiute 25 °C.
XpaHeHue
14 |Shelf life / 3 years / 3 roza
CpoK roIHOCTH

Remarks : The Product confirms to ND/
Ilpameuanue: IIpoayKkT cooTBeTCTRYET TpeboBaruam HJI

Conclusion : APPROVED /
3axaouenune: OJJOGPEHO

Prepared by /
[Moaroroenexo: Santosh
Kumar Maurya QY

e

Checked by /
IMposepeno: Himesh Kumar

Q\——;f

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoaureb
Manoj Kumar g

{ Ll_.-".p

Reprint Date /
Jara: 30.11.2023

Reprint Date /
Jara: 30.112023

Reprint Date /
Hara: 30.11.2023

vepisterer! Gifice: 8-2-337, Read No, 2, Baniarm Hills, Hydoohoa - bl
Teb 91 40 4800 25040, Fax i 2

02939, Em

, Telangaes, il

Doaadvs.con




Dr. Reddy's Laboratories Ltd.

Bo
Dl'. 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

CEPTU®UKAT AHAJIH3A
Product / [lpoayrt . Exifine tablets 250mg / Dx3uuu® tabnerku 250 Mr
Batch No / Cepust Ne : V2302271 Batch Quantity / : 115200 tabs /
O6bem napTuH 115200 tab.
Analytical Report No / : 890001702975 Date of Analysis / : 30.11.2023
Iﬁlannnﬂecxnﬁ oryer No JlaTa ananusza |
Date of Manufacture / : 11/2023 Date of Expiry / : 10/2026
JlaTa npou3BoACTBA Tonen 5o

Analysis performed according ND / Ananu3 nposenes mo HJL: TIN011536/01-260422 J
Page 7 of 7/ C1p. 7 u3 7

API name / HaumenoBanne ADC: Terbinafine hydrochloride / Tepbunaduna riuapoxnopuz
INN / MHH Terbinafine / TepdunaduH
API manufacturer batch number / TN22090064
Homep cepuu nponssoautest AQC:
FP Manufacturer API Batch number / FEPA04307
Howmep cepun cyberanmun npoussoantens I'JID:
API Manufactured by & country / Hetero Labs Limited, India /
Ipouseoautenar APC, crpaHa: Xerepo Jla6c Jlumunren, Muaus
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanne: [TpoxykT cootseTcTByeT TpedosaHmsam HII 3axaouenune: OJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosyeno: Santosh [posepeno: Himesh Kumar Ono6peno: Menemxep / PykoBoauTesb
Kumar Maurya Manoj Kumar p
R )| Kol
Reprint Date / Reprint Date / Reprint Date /
Jara: 30.11.2023 Hara: 30.112023 Jlara: 30.11.2023

Baniara Rills, Hyde d- 200, Telenmaes il
24260 2889, Ein o aivE g rodays.con
CGao




