Dr.Reddy’s €3¢

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

CEPTUDPUKAT AHAJIU3A

Product : Exifine tablets 250mg
Mpoaykr : Ok3nduH® Tabnetku 250 mr
Batch No / : V2201498 Batch Quantity / : 7,123 units / —
Cepusa Ne O61bLem napTun 7,123 egnHni
Analytical Report No / : 890001605585 Date of Analysis / 1 29.07.2022
AHanuTUyYeckun otuyet 890001604524 HdaTta aHanuza
Ne
Date of Manufacture / : JULY-2022 Date of Expiry / : JUN-2025
[daTa npou3BoacTBa logeH oo

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

02.11.2018 / nam. Ne 1 o1 02.11.2018)

'Ne | Test/[Nokasatenb Result / PesynbTathl Specification / Hopma
1 Description/Onucanune | White round, uncoated biconvex White to off-white round, biconvex
tablets with plain surface on both tablets with the plain surface on
. sides / Kpyrnble aposikoBbinyknele  |both sides / Kpyrnbie
| TabneTkn oT Bbenoro ugeTa ¢ \IBOSIKOBbINYKble TabneTkn oT
rnagkon NOBEPXHOCTLIO C 06enx Oenoro ao noyty 6enoro LBeTa ¢
CTOPOH. rnafKon NoBepPXHOCTbIO ¢ 0benx
_ | CTOPOH. B
2 | Identification/ Complies as prescribed The retention time of the main peak
! MNognnHHOCTL B cooTBETCTBUW C ONUCaHUEM 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
yaepKNBaHUst OCHOBHOIO NUKa Ha
XpomaTorpaMmMme UCMbITyeMoro
pacTBopa AOMMKHO COOTBETCTBOBATb
BPEMEHUN yAEePKMBAHUA OCHOBHOTO
nrka Ha xpomarorpaMmmMe pactsopa
cTaHgapTHoro obpasua
TepbuHadnHa ruppoxropuaa
(paspen «KornnyecteBeHHoE
onpeaeneHne). -
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
MpumeyaHue: MNpoayKT COOTBETCTBYET TPeOOBAHNAM 3akntoueHue: OQOBPEHO
HAO
Prepared by / Checked by / Approved by: Manager/Executive /
MoaroTosneHo: MposepeHo; OpobpeHo: MeHepxkep / PykosoguTerb
Pardeep Kumar Himesh Kumar . Kusum Lata f%.g/ ~
Print Date / Print Date / Print Date /
[ata:29.07.2022 Hata:29.07.2022 [Nata:29.07.2022

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
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www.drreddys.com

CEPTUDPUKAT AHAJTTU3A

Product Exifine tablets 250mg g
[Mpoaykt : 3Sx3uduH® Tabnetkn 250 mr
Batch No / 1 V2201498 Batch Quantity / 7,123 units /
Cepus Ne O6bem napTum 7,123 eanHny
Analytical Report No / : 890001605585 Date of Analysis / 1 29.07.2022
AHanuTnyeckun otyeTr 890001604524 OaTta aHanu3sa
Ne
Date of Manufacture /  : JULY-2022 Date of Expiry / : JUN-2025
Harta npousBogcTtBa FopeH go

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

02.11.2018 / uam. Ne 1 ot 02.11.2018)

3 | Average Weight /

|
CpegHsas macca

Uniformity of Weight /
OLHOPOAHOCTL Macchi

401.6 mg/ 401.6 mr

Complies as prescribed
CooTtBeTcTBYeET TPEbOOBAHUAM

Disintegration Time/
PacnanaemocTtb

52 seconds

1380 mg to 420 mg (400 mg + 5.0%) / |
OT 380 Mr 0 420 Mr (400 wr £ 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 Bonee + 10 %
Not more than 15 minutes / He

Gonee
15 MyH B

Dissolution
/PactsopeHue

99%- 100%

Related Impurities/
PoactBeHHble
cOenHeHNs -
Highest individual
impurity
/ egUHNYHasNA

asi npUMech

HengeHTNhUMPOBaHH

0.03%

145 MUHyT.

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

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

Remarks : The Product confirms to ND/
MpumMeyanwue: MNpoaykT cooTBETCTBYET TPeGoBaHUAM

Conclusion : APPROVED /
3akntoveHune: OJOBPEHO

HA
Prepared by / Checked by / Approved by: Manager/Executive /
[MogroToBneHo: lMpoBepeHo: OpobpeHo: MeHepxep / PykoBogntens
Pardeep Kuma(r_\ﬁl, Himesh Kumar . Kusum Lata

— = C_‘_‘ = %"/’
Print Date / Print Date / Print Date /
Hata:29.07.2022 Hata:29.07.2022 HaTta:29.07.2022
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Vill. Khol, Nalagarh Road, Baddj,
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CEPTUDPUKAT AHATIN3A

Product : Exifine tablets 250mg
Mpopgykt Jk3nhuH® Tabnetkn 250 mr
Batch No / : V2201498 Batch Quantity / 7,123 units /
Cepus Ne O6bem napTum 7,123 egnHnig
Analytical Report No / : 890001605585 Date of Analysis / : 29.07.2022
AHanUTU4YeCKUn oT4yeT 890001604524 Hata aHanuza
Ne
Date of Manufacture / 1 JULY-2022 Date of Expiry / : JUN-2025
Oata npoussoacTea logeH oo

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

02.11.2018 / n3m. Ne 1 o1 02.11.2018)

| | otal impurities /

0.03% Not more than 2.0% / He Gonee 2,0
| CyMMa npumecei %
7 'Water/Bo,qa o 1.7% wiw Not more than 5.0% / He 6onee 5,0
%
Uniformity of dosage 1.1 | Acceptance value (AV) should not
8 units exceed 15.0 / lNpuemoyHoe
. 3HauyeHuve (AV) He JOMKHO
OpHopoaHocT npesbiwaTs 15,0
b
[A03VpOBaHWA -
9 Microbial limits /
Mukpobuonorvyeckas
uncToTa

[a) Total aerobic
microbial count / Obwee
YUCIIO a’3pobHbIX
MWUKPOOPraHN3MoB

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

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

Remarks : The Product confirms to ND/
MpumeuaHue: MNpoayKT cooTBETCTBYET TPEbOBaAHUAM

HA

Conclusion : APPROVED /
3akntovenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
MNoaroTosneHo: [MpoBepeHo: OpobpeHo: MeHepxep / PykoBoautenb
Pardeep Kumar J— Himesh Kumar Kusum Lata

= NS SS———— k%ﬁ/
Print Date / Print Date / Print Date /
[arta:29.07.2022 Hata:29.07.2022 [ara:29.07.2022
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
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CEPTUDUKAT AHAJTU3A

Product : Exifine tablets 250mg -
Mpoaykt OK3UUH® Tabnetkmn 250 mr _
Batch No/ : V2201498 Batch Quantity / 7,123 units /
Cepus Ne O6bemM napTum 7,123 egnHny,
Analytical Report No / : 890001605585 Date of Analysis / 1 29.07.2022
AHanuUTU4YeCcKnm otTueT 890001604524 HaTta aHanusa
Ne
Date of Manufacture / : JULY-2022 Date of Expiry / : JUN-2025
JdaTta npou3BogcTBa lNogeH 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)

b) Total combined
yeasts and mould cou
/ ObLlee yucno
OPO}OKEBBIX 1
nrecHesbIX rpubos

Less than 100 CFU/g /

nt MeHnee 100 KOE/r

[237.5 mg to 262.5 mg of Cz1HzsN

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

Shall be absent in 1g / OTcyTcTBYE B
ir

(terbinafine) per tablet./ O Ot
237,5 mr po 262,5 mr CaqHasN
(TepbuHadouH) B TabneTtke.

c) E. coli Absent / OtcyTtcTBYeET
10 | Assay/KonnyectBeHH ~ 249.95mg
oe onpegeneHue (99.98%)
11 Package / YnakoBka 16 tablets in PVC/aluminum blister,

1 blister and a patient information
leaflet in a carton pack. / T1o 16
TabneTtok B [NBX/antoMuHuesbIn
[6nucTep, 1 Gnvctep BMecCTe ¢
[MHCTPYKUUWERN NO MPUMEHEHWIO B

inaqu 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
IIeaﬁe’[ in a carton pack. /Mo 4
Tabnetku B NBX/antoMuHUEBLIN
{enucrep, 4, 5, 7 unn 10 Gnucrtepos
[BMECTE C MHCTPYKLUMEl no |
NMPUMEHEHWIO B Nadky KapToHHyto. 10|
16 Tabnetok B [NBX/antoMuHneBsIn
onucrep, 1 brnucTep BmecTe ¢
WHCTPYKLWER No NpUMeHEHUIO B
NayKy KapTOHHYIO.

Remarks : The Product confirms to ND/
MpumeyaHue: MNpogykT COOTBETCTBYET TpeboBaHMAM

Conclusion : APPROVED /
3aknovenne: OQOBPEHO

HA
Prepared by / Checked by / Approved by: Manager/Executive /
MoaroToBneHo: MpoBepeHo: OpobpeHo: MeHepxep / PykosoauTens
Pardeep Kumar { Himesh Kumar = Kusum Lata 5 2

- —— N~ e
Print Date / Print Date / Print Date /
Hata:29.07.2022 HaTa:29.07.2022 HaTa:29.07.2022
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CEPTUDPUKAT AHATTU3A
IProduct : Exifine tablets 250mg ) o B o
MpoaykTt Ok3nhH® TabneTkn 250 mr -
Batch No / : V2201498 Batch Quantity / 7,123 units /
Cepus Ne O6tLeM napTum 7,123 eavHny,
Analytical Report No / : 890001605585 Date of Analysis / 1 29.07.2022
AHanuTuyeckum oTyeT 890001604524 [arta aHanusa
Ne
Date of Manufacture /  : JULY-2022 Date of Expiry / : JUN-2025

Darta npousBoncrea

NNopexn po

02.11.2018 / nsm. Ne 1 ot 02.11.2018)

Analysis performed according ND / AHann3 nposegeH no HI: M N011536/01-230117 (amend Ne 1 from

12 Labeling / MapkupoBka

13 Storage conditions /
XpaHeHne

14 1 Shelf life / Cpok 3 years / 3 roga
rogHocT

IAccording to ND / B cootBeTcTtBumn ¢ H3

At temperature below 25 °C. / Tpu TemnepaTtype He Bbie 25 °C.

Remarks : The Product confirms to ND/
MpumeyaHue: MNpoaykT cooTBETCTBYET TpebGoBaHNAM
HA

Conclusion : APPROVED /
3aknroueHue: OQOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[NoaroToBNEHO: MpoeepeHo: OpobpeHo: MeHemxep / PykoBoauTtens
Pardeep Kumar {" Himesh Kumar Kusum Lata .
= W/
Print Date / Print Date / Print Date /
[arta:29.07.2022 [aTa:29.07.2022 Oata:29.07.2022
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