@
Dr.Reddy’s ‘..o.

CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHANTN3A
Product : Exifine tablets 250mg o ) o
MpoaykTt OKk3uchnH® Tabnetkm 250 mr
Batch No / 1 V2101419 Batch Quantity / 7812 units /
Cepus Neo O0BLemM napTum 7812 egunHniy
Analytical Report No / : 890001540858 Date of Analysis / : 23.08.2021
AHanutnyeckum otuyet 890001540909 Jara aHanusa
Ne
Date of Manufacture / 1 AUG-2021 Date of Expiry / : JUL-2024
Oarta npounsBoacTBa lopeH po

Analysis performed according ND / AHanu3s npoeeaeH no HA: M N011536/01-230117 (amend Ne 1 from
02.11.2018 / nam. Ne 1 ot 02.11.2018)

Result / PesynbTarthl

| Specification / Hopma

White round, uncoated biconvex

sides / Kpyrnble 4BOSKOBLINYKNbIE
Tabnetkn oT 6eroro upeTa ¢
rnagKon NOBEPXHOCTLIO ¢ 06enx

| White to off-white round, biconvex

tablets with the plain surface on bothtablets with the plain surface on

both sides / Kpyrnbie
0BOSAKOBbLINYKNble TABNETKM OT
Genoro go noutn Oenoro LBeTa ¢
rnagkon NOBEPXHOCTLIO C 06eunx
CTOPOH.

MognuHHOCTL

(Ne | Test/TlokasaTenb
1 Description/OnucaHne

CTOpPOH.
2 Identification/

Complies as prescribed
B cooTBeTCTBUM C ONUcaHWEM

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")./ Bpems
YAEPXKMBAHUA OCHOBHOIO NMyKa Ha
XpomMaTtorpaMmme UChbITYeMOoro
pacTeopa JOMKHO COOTBETCTBOBATL
BPEMEHU yAepKUBAHUA OCHOBHOIO
nuka Ha xpomaTorpamme pacrsopa
cTaHpapTHoro obpasua
TepbuHaduHa rmapoxnopmnaa
(pa3pen «KonuuecTBeHHoE
;|onpen,eneHme»_).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
MNpumeyvanwue: MNMpoaykT cooTBeTCTBYET TPEOOBAHUAM 3aknroyenue: OQOBPEHO
HA
Prepared by / Checked by / Approved by: Manager/Executive /
MoaroToBREHO: MpoBepeHo: OpobpeHo: MeHemxep / PykoBogntens
Santosh Kuma Anil Kumar Manoj Kumar

"By A% rusd
Print Date / Print Date / Print Date /
Hata:24.08.2021 [aTta:24.08.2021 Hata:24.08.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A P, India
Tel: 91 40 4900 26G0, Fax. 91 40 4900 2999, Eail: mail@drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHATTU3A

Product Exifine tablets 250mg
Mpoaykr 3K3NUH® Tabnetkm 250 mr
Batch No / : V2101419 Batch Quantity / 7812 units /
Cepwusi Ne O6bem naptum 7812 eanHuy
Analytical Report No / : 890001540858 Date of Analysis / : 23.08.2021
AHanuTuyeckun otyet 890001540909 Oara aHanunza
Ne
Date of Manufacture / 1 AUG-2021 Date of Expiry / : JUL-2024
Data nponsBoactea logex pno

Analysis performed according ND / AHanus npoegeH no HJ: M N011536/01-230117 (amend Ne 1 from

02.11.2018 / nam. N2 1 ot 02.11.2018)

3 Average Weight /
CpeaHsia macca

Uniformity of Weight /

OAHOPOAHOCTb MaccChbl

396.6 mg /396.6 mr

Complies as prescribed
CooTBeTCTBYET TPebOBaHUAM

1380 mg to 420 mg (400 mg + 5.0%) /

Ot 380 mr oo 420 mr (400 mr + 5,0 %)

18/20 tablets—Not more than

+5% / 18/20 Tabn. — He bonee

+ 5%

2/20 tablets — Not more than + 10

(% / 2/20 Tabn. — He Gonee + 10 %

01 minute 02 seconds

Not more than 15 minutes / He
bornee

15 MmuH

4 Disintegration Time/
PacnagaemocTb

5 Dissolution
/PacTBopeHue

98%- 101%

Not less than 75 % (Q) of
C21H2sN (terbinafine) in 45
minutes./ He meHee 75 % (Q)
C21H2sN (TepbuHadmH) yepes
45 MUHYT.

6 Related Impurities/
PoacTteeHHble
coeAnHeHun -
Highest individual
impurity

/ eANHWYHasN

as npuMmecob

HengeHTNLUMpOBaHH

BDL (Disregard area 4805)

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

Remarks : The Product confirms to ND/
MNMpumeyanue: MpodykT cOOTBETCTBYET TpeboBaHUAM

Conclusion : APPROVED /
3akntovyenue: OJOBPEHO

HA
Prepared by / Checked by / Approved by: Manager/Executive /
MoaroToBneHo: MposepeHo: OpobpeHo: MeHepxep / PykoBoautens
Santosh Kumar . Anil Kumar Manoj Kumar

< O il
Print Date / Print Date / Print Date /
[Harta:24.08.2021 Harta:24.08.2021 Jata:24.08.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A P, India
Tel: 91 40 4900 25C0, Fax. 91 40 4960 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC00G4507
www.drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIU3A

Product Exifine tablets 250mg
MpoaykT Sk3ntuH® Tabnetkn 250 mr
Batch No/ : V2101419 Batch Quantity / 7812 units /
Cepusi Ne O61bLem napTum 7812 eguHny,
Analytical Report No / : 890001540858 Date of Analysis / 1 23.08.2021
AHanuTuyecknin otyet 890001540909 [ara aHanusa
Ne
Date of Manufacture / : AUG-2021 Date of Expiry / : JUL-2024
[OaTta npon3BoacTBa lfogeH ao
Analysis performed according ND / AHanus nposeaeH no H: M N011536/01-230117 (amend Ne 1 from
02.11.2018 / nam. Ne 1 ot 02.11.2018)

Total impurities /
cymma npumeceit

BDL (Disregard area 4805)

Not more than 2.0% / He 6onee 2,0
%

7 Water/Bopa

1.8% wiw

"Not more than 5.0% / He 6onee 5,0 |

%

; Uniformity E)f_dosage
8 units

OpHopogHocT
b
[0o3MpoBaHng

29

Acceptance value (AV) should not
exceed 15.0 / [puemoyHoe
3HauyeHue (AV) He JOJDKHO
npesBbiwaTs 15,0

9 Microbial limits /
Mukpobuonorudeckas
MUCTOTa

a) Total aerobic
microbial count / O6iwee
4yucno aspobHbIX
MWKPOOPraHN3mMoB

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

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

Remérks :The Produ_ct confirms to ND/
Mpumeuanue: MpopykT cooTBETCTBYET TPEGOBAHNAM

Conclusion : APPROVED /
3akntoyenune: OQOBPEHO

HO
Prepared by / Checked by / Approved by: Manager/Executive /
MoaroTosneHo: MpoBepeHo: OpnobpeHo: Menemxep / PykoBoanTenb
Santosh Kumar Anil Kumar Manoj Kumar

98] (el
Print Date / Print Date / Print Date /
Jata:24.08.2021 [ara:24.08.2021 Hata:24.08.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A P, India
Tel: 91 40 4900 29C0, Fax. 91 40 4900 2959, Email: mail@drreddys.com
CIN: L85195AP1984PLC0G4507

www.drreddys.coni




Dr.Reddy’s ":°

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJNTU3SA

Product : Exifine tablets 250mg
Mpoaykt : Ok3ncuH® Tabnetkn 250 Mr
Batch No / : V2101419 Batch Quantity / : 7812 units /
Cepus Ne 0O0bLeM napTumn 7812 egnHny
Analytical Report No / : 890001540858 Date of Analysis / : 23.08.2021
AHanUTUYECKUA oTyeT 890001540909 HaTta aHanusa
Ne
Date of Manufacture / : AUG-2021 Date of Expiry / 1 JUL-2024
[ata npou3BoAcTBa FopeH oo

Analysis performed according ND / Ananus nposeaeH no HA: M N011536/01-230117 (amend Ne 1 from

02.11.2018 / nam. Ne 1 ot 02.11.2018)

i b) Total combined Less than 100 CFU/g / | B
yeasts and mould count Menee 100 KOE/r Not more than 100 CFU/g /
/ ObLee uncno He 6onee 100 KOE/r

LPONOKEBBIX Y1
nnecHesbIX rpubos
Shall be absent in 1g / OTcyTcTBUE B

c) E. coli Absentin 1g/ OtcytctByeTB 1r (11
10 | Assay/KonuyecTseHH ) 248.93 mg 237.5 mg to 262.5 mg of Co1HasN
oe onpefenexue (99.57%) (terbinafine) per tablet./ O Ot

237,5 mr oo 262,5 mr Co1HasN
. (TepbuHadhuH) B TabneTke.

11 Package / Ynakoska 16 tablets in PVC/aluminum blister, 4 tablets in PVC/aluminum blister, 4,
1 blister and a patient information 5, 7 or 10 blisters and a patient

leaflet in a carton pack. / 1o 16 information leaflet in a carton pack.
TatneTtok B MBX/antoMUHNEBLIA 16 tablets in PVC/aluminum blister, 1
GnucTep, 1 Grimctep BmecTe C blister and a patient information
WNHCTPYKLMER MO NPUMEHEHNIO B leaflet in a carton pack. / o 4

naYvky KapTOHHYIO. Tabnetkn B NBX/antoMuHnesbIi

Gnucrep, 4, 5, 7 wnu 10 GnuctepoB
BMECTE C MHCTPYKLMEnR no
MPUMEHEHWIO B NayKy KapToHHyo. 1o
16 TabneTok B MNBX/aniomMuHWEBLIX
onuctep, 1 Gnuctep BMmecTe C
[MHCTPYKUMEN NO NPUMEHEHWH B
[mayky KapTOHHYIO.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeyanue: MpofyKT cooTBETCTBYET TPEGOBAHUAM 3aknioueHue: OQOBPEHO
HA
Prepared by / Checked by / Approved by: Manager/Executive /
MoaroToBneHo: MpoeepeHo: OpnobpeHo: MeHemxep / PykoBoguTenb
Santosh Kumar 5 Anil Kumar Manoj Kumar

‘ x A Az
Print Date / Print Date / Print Date /
Nara:24.08.2021 Harta:24.08.2021 NaTta:24.08.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, AP, India
Tel: 91 40 4900 25G0, Fax. 91 40 4900 2995, Email: mail@drreddys.com
CIN: L85195AP1984PLC0G4507
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Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHATTU3A

Product Exifine tablets 250mg
MNpoaykT Ok3ncbuH® TabneTku 250 Mr
Batch No / : V2101419 Batch Quantity / 7812 units /
Cepus Ne Ob6BLem napTuu 7812 eguHuy
Analytical Report No / : 890001540858 Date of Analysis / : 23.08.2021
AHanuTU4YecKni otTyeT 890001540909 Darta aHanusa
Ne
Date of Manufacture / 1 AUG-2021 Date of Expiry / : JUL-2024
[Jara npou3BoAcTBa NogeH po

Analysis performed according ND / AHanus nposegeH no Hf: M N011536/01-230117 (amend Ne 1 from

02.11.2018 / nam. Ne 1 ot 02.11.2018)

12 [Labeling / MapkupoBka |According to ND / B cooteTcTBum ¢ HJ

13 | Storage conditions /At temperature below 25 °C. / Mpu Temnepatype He Bbiwe 25 °C.
XpaHeHve

14 |Shelf life / Cpok 3 years / 3 roga )
rogHOCTU

Remarks : The Product confirms to ND/
Mpumeuanue: MNpoayKT cOOTBETCTBYET TPeOOBaHUAM

Conclusion : APPROVED /
3akntovyenune: OQOBPEHO

HAO
Prepared by / Checked by / Approved by: Manager/Executive /
MoaroToBneHo: MposepeHo: OpobpeHo: MeHepxep / PykoBoauTene
Santosh Kuma , Anil Kumar Manoj Kumar —

By oA gl
Print Date / Print Date / Print Date /
[ata:24.08.2021 JaTa:24.08.2021 Nara:24.08.2021
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