Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

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

CEPTUPUKAT AHAIIU3A

Product Exifine tablets 250mg -
MpoaykT Ok3ntbuH® TabneTkm 250 mr
Batch No / 1 V2101617 Batch Quantity / 7,470 units /
Cepus Ne O6bem naptum 7,470 eanHuy
Analytical Report No / : 890001550668 Date of Analysis / 1 22.10.2021
AHanuTU4yeckun oTyer 890001550896 Iarta aHanusa
Ne '
Date of Manufacture / : SEP-2021 Date of Expiry / 1 AUG-2024
[ara npousBoacrea lopgex oo

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

02.11.2018 / nam. Ne 1 ot 02.11.2018)
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Test / MNMokasaTens

Result / PesynbTaThl

Specification / Hopma

Description/OnucaHue

White round, uncoated biconvex
tablets with plain surface on both
sides / Kpyrnble 4BOSIKOBbLINYKNbIE
TabneTkn ot Genoro uBeTa ¢
rnagKon NoBepXHOCTLIO C 0Benx
CTOpPOH.

White to off-white round, biconvex
tablets with the plain surface on
both sides / Kpyrnele
ABOSIKOBbINYKIible TAONETKM OT
Benoro go no4yTtu Genoro LBeTa ¢
rnagkon NoBepPXHOCTLIO C 0beunx
CTOPOH.

Identification/
[MognuHHoCcTb

Complies as prescribed
B cooTBeTCcTBUM € ONUCaHNEM

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
YAEPXKMBaHNS OCHOBHOIO MWKa Ha
XpomMaTorpaMmme UCnbITyemMoro
pacTsopa OOIKHO COOTBETCTBOBATb
BpeMeHn yaep>KuBaHUs OCHOBHOIO
nrKa Ha XxpomaTorpamme pacTteopa
cTaHpapTHoro obpasua
TepbuHadvHa rugpoxnopuaa
(paspen «KonuuectseHHoe

onpegeneHvie).

Remarks : The Product confirms to ND/
MpuMevanue: MponykT cooTBETCTBYET TPEGOBAHUAM

Conclusion : APPROVED /
3aknioyenune: OQOBEPEHO

HA
Prepared by / Checked by / Approved by: Manager/Executive /
MoaroTtosneHo: MpoBepeHo: OpobpeHo: Mernenxep / Pykosogutens
Pardeep Kumar | Anil Kumar - Amit Kumar
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et /

Print Date / Print Date / Print Date /
Hata:22.10.2021 HaTa:22.10.2021 HaTa:22.10.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com
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CEPTUPUKAT AHAITN3A

Product Exifine tablets 250mg
[MpoaykT OKk3nbnH® TabneTkn 250 mr
Batch No / : V2101617 Batch Quantity / 7,470 units /
Cepus Ne O6bem napTum 7,470 eguHuLy
Analytical Report No / : 890001550668 Date of Analysis / 1 22.10.2021
AHanuTnyeckum oTyeTt 890001550896 DaTta aHanu3za
Ne
Date of Manufacture / : SEP-2021 Date of Expiry / 1 AUG-2024
dara nponssoactea lopoeH no

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

02.11.2018 / uam. Ne 1 o1 02.11.2018)

3 Average Weight / 403.9 mg/403.9 mr 380 mg to 420 mg (400 mg + 5.0%) /
Cpeanan macca . . OT 380 Mr 40 420 wir (400 Mr 5,0 %)
] ] ) Complies as prescribed
Uniformity of Weight / CooTBeTcTByEeT TpeboBaHMAM
OAHOPOAHOCTb MacChl 18/20 tablets—Not more than
+5% / 18/20 Tabn. — He Gonee
+ 5%
2/20 tablets — Not more than + 10
- % / 2/20 Tabn. — He Gornee + 10 %
4 Disintegration Time/ 02 minute 10 seconds Not more than 15 minutes / He
PacnagaemMocTb ' Gonee
! ' 15 MUH -
5 Dissolution 104%- 107% Not less than 75 % (Q) of
/PacTBopeHue C,1H2sN (terbinafine) in 45
minutes./ He meHee 75 % (Q)
C21H2sN (TepbunacuH) uepes
| 45 MUHYT.
6 Related Impurities/ '
PopctBeHHble Not more than 0.2% / He bonee 0,2
CoeAMHeHns - %
Highest individual 0.04%
impurity
eQVHUYHas
HenaeHTUNUMpPOBaHH
asi npymech

Remarks : The Product confirms to ND/
MNpumeyaHue: MpoaykT COOTBETCTBYET TpeboBaHUAM

Conclusion : APPROVED /
3aknovyenune: O0OBPEHO

HA

Prepared by / Checked by / Approved by: Manager/Executive /
MoaroToBnEHO: MposepeHo: OpobpeHo: MeHeaxep / PykoBoautens
Pardeep Kumar Anil Kumar Amit Kumar A

Print Date / Print Date / Print Date /

Harta:22.10.2021 Hata:22.10.2021 Hara:22.10.2021
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CEPTU®UKAT AHAJTU3A

Product Exifine tablets 250mg
Mpooykr Ok3ucunH® TabneTkn 250 mMr
Batch No/ : V2101617 Batch Quantity / 7,470 units /
Cepusi Ne Ob0BLem naptumn 7,470 eguHnL
Analytical Report No / : 890001550668 Date of Analysis / 1 22.10.2021
AHanuTnyeckum otyert 890001550896 HaTta aHanu3a
No
Date of Manufacture / : SEP-2021 Date of Expiry / 1 AUG-2024
Harta npoussoacrea [opeH pno

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

02.11.2018 / nam. Ne 1 ot 02.11.2018)

a) Total aerobic

[4ncno aspobHbIX
MWKpPOOPraHn3moB

|

microbial count / Obuee

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

Total impurities / 0.04% Not more than 2.0% / He 6onee 2,0
CyMMa npumeceri %
7 Water/Boga 1.9% wiw Not more than 5.0% / He Gonee 5,0
%
Uniformity of dosage - 1.9 Acceptance value (AV) should not
8 units exceed 15.0 / [puemoyHoe
/ 3HauyeHue (AV) He JOMmKHO
OpHopogHocT npesbiwaTh 15,0
b
! [1031pOBaHNS
9 Microbial limits /
Munkpobuonormdeckas
yucToTa

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

Remarks : The Product confirms to ND/
MpumeyaHue: MNpoaykT cooTBETCTBYET TpebOBaHMAM

Conclusion : APPROVED |
3aknuenune: OQOBPEHO

HaTta:22.10.2021

HaTa:22.10.2021

HA
Prepared by / Checked by / Approved by: Manager/Executive /
MoaroTosneHo: MpoBepeHo: OpobpeHo: MeHepxep / Pykosogutens
Pardeep Kumar Anil Kumar {\_l Amit Kumar =i

= ~ __t’__,_,—"”
Print Date / Print Date / Print Date /

fata:22.10.2021
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CEPTU®UKAT AHATTU3A
Product Exifine tablets 250mg S
MpogykT Ok3nhuH® TabneTku 250 mr
Batch No / 1 V2101617 Batch Quantity / 7,470 units /
|Cepus Ne O6bem naptum 7,470 eaunHnyy
Analytical Report No / : 890001550668 Date of Analysis / 1 22.10.2021
AHanuTuyeckuim otuer 890001550896 Lata aHanuaa
Ne
Date of Manufacture/  : SEP-2021 Date of Expiry / : AUG-2024
Oata npoussoacTtiea [opgeH go

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

]

b) Total combined
yeasts and mould count
/ ObLee yncno
APONCKEBBIX U
rnrecHeBbIX rprbos

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

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

Shall be absent in 1g / OTcyTcTBME B

c) E. coli Absent / OtcyTctByeT 1r
10 Assay/KonuyecTseHH 249.40 mg 237.5 mg to 262.5 mg of Cz1HzsN
oe onpeaeneHve (99.76%) (terbinafine) per tablet./ O OT

237,5 Mr go 262,5 mr Ca1HasN
(TepbuHacuH) B TabneTke.

11 Package / Ynakoska

16 tablets in PVC/aluminum blister,
1 blister and a patient in3formation
leaflet in a carton pack. / Mo 16
TabneTtok B MNBX/aniomuHunesbii
Brnvctep, 1 Gnuctep BMecTe ¢
UHCTPYKLUWEN N0 NPUMEHEHUIO B
Mayky KapTOHHY!O.

4 tablets in PVC/aluminum blister, 4,
5, 7 or 10 blisters and a patient
information leaflet in a carton pack.
16 tablets in PVC/aluminum blister, 1
blister and a patient information

leaflet in a carton pack. / Mo 4

Tabnetku B MNBX/antoMUHUEBLIN
Brvctep, 4, 5, 7 unu 10 6nuctepos
BMECTE C UHCTPYKUMEN Mo
NMPUMEHEHMNIO B NAYKy KApPTOHHYHO. Mo
16 Tabnetok B [BX/anoMuHWeBbIN
Bnuctep, 1 Gnvctep BmecTe ¢
WHCTPYKUWEN NO NPUMEHEHMIO B

nayky KapTOHHYHO.

Remarks : The Product confirms to ND/
Mpumeyanume: MpoaykT cooTBeTCTBYeT TpeboBaHuaM

Conclusion : APPROVED /
3akntoueHue: O0OBPEHO

HAO
Prepared by / Checked by / Approved by: Manager/Executive /
MoaroTtoBneHo: MNpoBepeHo: OpobpeHo: Meregxep / Pykosogutens
Pardeep Kumar Anil Kumar [ Amit Kumar
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Print Date / Print Date / Print Date /
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Product : Exifine tablets 250mg

Mpoaykt : 3k3uduH® tabnetkn 250 mr

Batch No / : V2101617 Batch Quantity / 1 7,470 units /
Cepus Ne O6bem naprum 7,470 eguHuy
Analytical Report No / : 890001550668 Date of Analysis / 1 22.10.2021
AHanutnyeckuit otyet 890001550896 Dara aHanusa

No

Date of Manufacture / : SEP-2021 Date of Expiry / : AUG-2024
[ata npousBoacrea MNoneH go

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

‘ 2 |Labeling / Mapkuposka According to ND / B cooTtseTcTaum ¢ H

13 Storage conditions /
‘ XpaHeHue

At temperature below 25 °C. / MNpu Temnepatype He Bbiwe 25 °C.

14 | Shelf life / Cpok
| | rogHoCTM

3 years / 3 roga

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
MNpumeyvanue: Mpogykr COOTBETCTBYET TpeboBaHUAM 3akntoyeHue: O0OBPEHO
HA
Prepared by / Checked by / Approved by: Manager/Executive /
MogroToBneHo: ) MpoBepeHo: OpobpeHo: Meregxep / PykoBoguters
Pardeep Kumar Anil Kumar 7 Amit Kumar
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