Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

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

Vill. Khel, Naiagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 28166 56001-02
www.drreddys.com

CEPTU®UKAT AHAJTU3A

Product Exifine tablets 250mg
Mpooykr 3k3uncbmH® Tabnetkn 250 mr
Batch No / : V2102005 Batch Quantity / 7,338 units /
Cepus Ne O6Bwem napTuu 7,338 eanHuny
Analytical Report No/  : 890001559610 Date of Analysis / 1 10.12.2021
AHannTnyecknint otyeTr 890001559529 Dara aHanuza
Ne
Date of Manufacture / : NOV-2021 Date of Expiry / : OCT-2024
Harta npousBoacTBa Fopen no

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

02.11.2018 / nam. Ne 1 ot 02.11.2018)

Result / PesynbTathl

Description/OnuncaHne

' Ne Test / MokasaTenb
1
2 Identification/

MoanuHHocTb

White round, uncoated biconvex
tablets with plain surface on both
sides / Kpyrnble ABOSIKOBbINYKIbIE

TabneTku oT Genoro UseTa ¢

rragkon NOBEpPXHOCTLIO ¢ 06eunx

CTOPOH.

| Specification / Hopma

White to off-white round, biconvex
tablets with the plain surface on
both sides / Kpyrnble
[NBOSIKOBLINYKNbIE TAONETKN OT
Benoro oo noutn 6enoro LBeTa ¢
[Fnagkon NOBEPXHOCTLIO ¢ 0beunx
ICTOPOH.

Complies as prescribed
B cooTtBeTCTBUM C OnncaHuem

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
yAepXuBaHWs OCHOBHOIO Miika Ha
XpomaTorpaMmme UCnbITyemMoro
pacTeopa [OMKHO COOTBETCTBOBATL
BpPEMEHMN yaepXXUBaHUA OCHOBHOTO
nuka Ha XxpomaTtorpaMme pacTsopa
cTaHgapTHoro obpasua
repbuHacrHa rugpoxnopraa
(pasgen «KonuyecTtseHHoe
onpeaeneHner).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeyvanue: MNMpoaykT coOTBETCTBYET TpeboBaHNAM 3aknroyveHue: OOBPEHO
HO
Prepared by / Checked by / Approved by: Manager/Executive /
MoaroToBneHo: t MpoBepeHo: 5 OpobpeHo: MeHepxep / PykosBoguTenb
Ramakant [}/ \(A\_~ | Pardeep Kumar C_\‘L____- Pawan Kumar /
iy \_,L = =
A
Print Date / Print Date / Print Date /
Hata:10.12.2021 Jata:10.12.2021 Nata:10.12.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hydcrabad - 500034, Telaiizana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drraddys.com
CIN: L25195AP1984PLCON4507

www.drreddys.com
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Dr' Reddy S s Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAINTU3A

Product : Exifine tablets 250mg
Mpoaykt : 3k3uunH® Tabnetkn 250 mr
Batch No / : V2102005 Batch Quantity / : 7,338 units /
Cepus Ne O6bem napTumn 7,338 eguHuLy
Analytical Report No / : 890001559610 Date of Analysis / 1 10.12.2021
AHanuUTU4YeCKUn otyeTt 890001559529 Darta aHanuza
Ne
Date of Manufacture / : NOV-2021 Date of Expiry / : OCT-2024
Dara npou3BoacTBa lopeH no

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

02.11.2018 / nam. Ne 1 o1 02.11.2018)

3 ‘Average Weight / ‘. 403.7 mg / 403.7 mr 380 mg to 420 mg (400 mg + 5.0%) /
Cpf““"." Magca | Somiiesias preseried OT 380 Mr 80 420 Mr (400 wr + 5,0 %)
Uniformity of Weight / CooTBeTcTBYET TPeBOBaHUAM
OA4HOPOJHOCTb Macchl 18/20 tablets—Not more than

+5% / 18/20 Tabn. — He Bbonee
+ 5%

2/20 tablets — Not more than + 10
% / 2/20 Tabn. — He Gonee + 10 %

4 Disintegration Time/ 53 seconds Not more than 15 minutes / He
Pacnapaemoctb Oonee
_ 15 MuH
5 Dissolution 103%- 106% Not less than 75 % (Q) of
/PactBopeHue C21H2sN (terbinafine) in 45

minutes./ He meHee 75 % (Q)
[C21H2sN (TepbuHaduH) yepes

- B 45 MUHYT. ]
6 Related Impurities/
PoacTteeHHble Not more than 0.2% / He 6onee 0,2
coefiNHeHus - %
Highest individual 0.05%
impurity
/ eAMHWYHas
HengeHTUhUUNpoBaHH
as npumech
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumevanue: MNpoaykT cOOTBETCTBYET TpeboBaHUAM 3aknrouenue: OQOBEPEHO
HA
Prepared by / Checked by / Approved by: Manager/Executive /
lMoproToBneHy; MpoBepeHo: OpobpeHo: MeHepxep / PykoBogutenb
Ramakant &M Pardeep KumarQL( Pawan Kumar )g_'f
vy — & —
Print Date / Print Date / Print Date /
Darta:10.12.2021 HaTta:10.12.2021 HaTa:10.12.2021

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
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CERTIFICATE OF ANALYSIS

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

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

CEPTUDPUKAT AHATTU3A

Product : Exifine tablets 250mg
Mpoaykr Ok3npnH® Tabnetkm 250 mr
Batch No/ : V2102005 Batch Quantity / 7,338 units /
Cepus Ne O6bem napTum 7,338 eanHuy
Analytical Report No / : 890001559610 Date of Analysis / : 10.12.2021
AHanUTUYeCcKun oTyeTr 890001559529 HaTta aHanusa
No
Date of Manufacture / : NOV-2021 Date of Expiry / : OCT-2024
Hdata npouseoacrea lopeH no

Analysis performed according ND / AHanus npoeegeH no HI: N N011536/01-230117 (amend N2 1 from

02.11.2018 / nam. Ne 1 ot 02.11.2018)

8 units
/
OpHopoaHocT
b
[A,031MpoBaHUA

Total impurities / 0.05% Not more than 2.0% / He 6onee 2,0
CyMMa npumecen %
|
7 Water/Boga 1.6% wiw Not more than 5.0% / He 6onee 5,0
%
Uniformity of dosage 1.7 Acceptance value (AV) should not

exceed 15.0 / MpuemouHoe
3HayeHue (AV) He AOIMKHO
npesbiwarts 15,0

9 Microbial limits /
Mukpobuonoruyeckas
uncToTa

a) Total aerobic
microbial count / O6Llee
4ucno aspobHbIX
MUKPOOPraHm3moB

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

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

_Rt;mérks : The Product confirms to ND/
MpumeyaHue: MpoaykT COOTBETCTBYET TpeboBaHUAM

HO

Conclusion : APPROVED |
3aksroyeHue: OQOBPEHO

Checked by /
MpoBepeHo:
Pardeep Kumar

Prepared by /
MoaroToeneHo: Rr
Ramakant e

e

Approved by: Manager/Executive /

Pawan Kumar 2

OpobpeHo: MeHepxep / PykoBogutenb

o
Print Date /

HaTa:10.12.2021

Print Date /
Hata:10.12.2021

Print Date /
Hata:10.12.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hill

s, Hyderabad - 500034, Telarigana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: £L85195AP1984PLC004507
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Naiagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
www.drreddys.com

CEPTUOUKAT AHANTU3A

Product Exifine tablets 250mg
MpoaykT IK3npnH® TabneTku 250 mr
Batch No / : V2102005 Batch Quantity / 7,338 units /
Cepusi Ne O6Bem napTum 7,338 eguHuy
Analytical Report No/  : 890001559610 Date of Analysis / : 10.12.2021
AHanuTUyeckum otueTt 890001559529 Hara aHanuaa
Ne
Date of Manufacture / : NOV-2021 Date of Expiry / : OCT-2024
HaTa npousBogcTBa MopeH go

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

02.11.2018 / uam. Ne 1 ot 02.11.2018)

b) Total combined
yeasts and mould count
/ OBwee uucno
OPOXCKEBLIX U
nrnecHeBbIX rpnboB

c) E. coli

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

Absent / OtcyTtcTBYeT

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

Shall be absent in 1g / OTcyTcTBYE B
1r

10 Assay/KonuuecTtBeHH
oe onpegenexHune

251.65 mg
(100.66%)

237.5 mg to 262.5 mg of Ca1H2zsN
((terbinafine) per tablet./ O OT
237,5 mr 0o 262,5 mr Cz1HasN
(TepbuHadcvH) B TabneTtke.

11 |Package / YnakoBka

16 tablets in PVC/aluminum blister,
1 blister and a patient in3formation
leaflet in a carton pack. / Mo 16
Tabnetok B NBX/antoMuHneBsIit
Brnncrep, 1 6nucrep BmecTe ¢
WHCTPYKLUME Mo NPUMEHEHNIO B
nayky KapTOHHYIO,

4 tablets in PVC/aluminum blister, 4, |
i5, 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
Tabnetkwn B MNBX/antoMWH1eBbI
bnuctep, 4, 5, 7 unn 10 6nuctepos
BMECTE C MHCTPYKLMEn no
NPUMEHEHMIO B NaYKy KapToHHyto. Mo
16 TabneTok B [BX/antoMuHueBbIi
6nuctep, 1 6Gnuctep BMmecTe ¢
WHCTRYKUMEN NO NPUMEHEHMIO B
Nayky KapTOHHYO.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
MNpuMevaHue: MpoaykT cooTBeTCTBYET TpeboBaHMAM 3aknioyenne: OQOEPEHO
HA
Prepared by / Checked by / Approved by: Manager/Executive /
[NogroToBneHo: )r MposepeHo: ¥ OpobpeHo: MeHeaxep / PykoBoautens
Ramakant (" il Pardeep Kumar -( Pawan Kumar ,

i e £

& T2
Print Date / Print Date / Print Date /
[Nata:10.12.2021 Harta:10.12.2021 [aTta:10.12.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
lel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJTU3A

Product : Exifine tablets 250mg
MpoaykTt Ik3nPuH® Tabnetku 250 mr
Batch No / : V2102005 Batch Quantity / : 7,338 units /
Cepust Ne O6bLem napTum 7,338 eguHny
Analytical Report No / : 890001559610 Date of Analysis / : 10.12.2021
AHanuUTUYeckKun otyer 890001559529 Darta aHanusa
No
Date of Manufacture / : NOV-2021 Date of Expiry / : OCT-2024
Hata npousBsofacTea lNogeH oo

Analysis performed according ND / AHanwu3 npoeeaeH no HA: M N011536/01-230117 (amend Ne 1 from

02.11.2018 / nsm. Ne 1 ot 02.11.2018)

12 [Labeling / Mapkuposka According to ND / B cooTseTcTan ¢ HI
13 Storage conditions /' |At temperature below 25 °C. / Mpu TemnepaTtype He Bbiwe 25 °C.
XpaHeHue
14 Shelf life / Cpok 3 years / 3 ropa
rogHocTU -
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumevanue: MNpoaykT cooTBeTCTBYET TPEBOBAHUSAM 3aknmoyeHune: OQOEPEHO
HA,
Prepared by / Checked by / Approved by: Manager/Executive /
MogroToBnepe: J\» [NpoBepeHo: . OpobpeHo: MeHemxep / PykoBoguTerb
Ramakant v Pardeep Kumar { Pawan Kumar .
Print Date / Print Date / Print Date /
Hata:10.12.2021 HaTa:10.12.2021 [ara:10.12.2021
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