Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHATTU3A

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

Product Exifine tablets 250mg
MponykT SKk3nduH® Tabnetkn 250 mr
Batch No / 1 V2201497 Batch Quantity / 7,383 units /
Cepusa Ne QO0LeM napTum 7,383 eguHnLy
Analytical Report No / : 890001605584 Date of Analysis / : 31.07.2022
AHanUTUYeCKUH oT4eT 890001605079 HaTta aHannsa
Ne
Date of Manufacture / : JULY-2022 Date of Expiry / : JUN-2025
Jara npou3BoacTea FopeH o
Analysis performed according ND / Ananus nposeae no HJ: M N011536/01-230117 (amend Ne 1 from
02.11.2018 / nam. Ne 1 o1 02.11.2018)

Ne | Test/lokasaterns 'Result / PesynbTathl | Specification / Hopma
Description/Onncanne | White round, uncoated biconvex White to off-white round,
tablets with plain surface on both  biconvex tablets with the plain
sides / Kpyrnele gBosikoBbinyknble surface on both sides / Kpyrnble
TabneTtku oT 6enoro LBeTa ¢ BOSIKOBbINYKSIble TabneTkn oT
FNafKoi NoBEPXHOCTLIO ¢ 06enx  [Genoro Ao no4tu 6enoro LseTa
CTOPOH. C rnaaKow NoBEPXHOCTLIO C
| o6enx CTOPOH. |
2 Identification/ Complies as prescribed The retention time of the main
MoonuHHOCTL B cooTBeTCTBUM C ONUCaHUEM 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")./ Bpemsi
yAEPXKMBaHNSA OCHOBHOIO Nika
Ha xpomaTorpamme
UCMbITYEMOro pacTBopa A0MMKHO
COOTBETCTBOBATL BPEMEHHU
yAepXKvBaHUA OCHOBHOIO MuKa
Ha XxpomaTorpamme pacteopa
cTaHgapTHoro obpasua
TepbuHadrHa rugpoxnopuaa
(pasgen «KonuyecteeHHoe

N onpegeneHue).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
MNpumeyvaHue: MNpoaykT cCoOTBETCTBYET TPEOOBAHUAM 3akntoueHue: OQOBEPEHO

HA

Prepared by / Checked by / Approved by: Manager/Executive /
MoaroToBneHo: lNpoeepeHo: OpnobpeHo: Menemxep / PykoBoguTens
Pardeep Kumar » Himesh Kumar Kusum Lata

o} C" N \/_;3 wf
Print Date / Print Date / Print Date /
HaTa:31.07.2022 HaTa:31.07.2022 [ara:31.07.2022

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
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Product Exifine tablets 250mg n
MpoaykT : 3k3uuH® Tabnetkn 250 mr
Batch No / - V2201497 Batch Quantity / 7,383 units /
Cepus Ne O61bLem napTun 7,383 eguHuLy,
Analytical Report No / : 890001605584 Date of Analysis / : 31.07.2022
AHanUTUYECKUN oTveT 890001605079 OaTta aHanusa
Ne
Date of Manufacture / : JULY-2022 Date of Expiry / : JUN-2025
[arta npou3BoAcTBa [opoeH go

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

02.11.2018 / uam. Ne 1 ot 02.11.2018)

3 'Average Weight / | 401.5 mg/ 401.5 mr 380 mg to 420 mg (400 mg +
CpepgHsasa macca | o
o _ Complies as prescribed 0%/
Uniformity of Weight / CooTBeTcTByeT TpeboaHuam  OT 380 mr go 420 mr (400 wmr +
0HOPOAHOCTb Macchl
5,0 %)
18/20 tablets—Not more
than +5% / 18/20 Tabn. —
He 6onee + 5%
2/20 tablets ~ Not more than
+ 10 % / 2/20 Tabn. — He
I Gonee + 10 % ]
4 Disintegration Time/ 01 Minutes 03 seconds Not more than 15 minutes / He
PacnagaemocTb Bonee
15 MUH
5 Dissolution /PacTsopeHune 99%- 101% Not less than 75 % (Q) of

IC21H2sN (terbinafine) in 45
minutes./ He menee 75 % (Q)
C21H2sN (TepbuHaduH) Yepes
45 MUHYT.

Remarks : The Product confirms to ND/
Mpumeyanue: MNpoaykT cooTBeTCTBYET TpeboBaHuAM

Conclusion : APPROVED /
3aknoueHne: OOQOBPEHO

HA
Prepared by / Checked by / Approved by: Manager/Executive /
[MogroToBneHo: MpoeepeHo: OnobpeHo: MeHepxep / PykoBoauTenb
Pardeep Kumar Himemf_d Kusum Lata

o — | N
Print Date / Print Date / Print Date /
lata:31.07.2022 Harta:31.07.2022 [aTa:31.07.2022
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CEPTU®UKAT AHATNU3A www.drreddys.com

Product : Exifine tablets 250mg
Mpoaykr : BK3ndnH® Tabnetkun 250 mr
Batch No / 1 V2201497 Batch Quantity / 1 7,383 units /
Cepusn Ne Ob6beM napTum 7,383 egnHny
Analytical Report No / : 890001605584 Date of Analysis / : 31.07.2022
AHaNUTUYECKUN OTYeT 890001605079 DaTta aHanusa
Ne
Date of Manufacture / : JULY-2022 Date of Expiry / : JUN-2025
[Jata npoMsBoACTBa lopoeH go

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

02.11.2018 / uam. Ne 1 ot 02.11.2018)

6 'Related Impurities/ |
PoacTBEHHbIE COEANHEHUSA Not more than 0.2% / He 6onee
0,2 %
Highest individual impurity BDL (Disregards Area 5021)
/ eanHnYHas '
HenaeHTUUMpoBaHHan
npumech
[Total impurities / cymma .
npumeceil BDL Ig%t(;nore than 2.0% / He 6onee
| i L] > =i
7 Water/Boaa 1.5% wiw Not more than 5.0% / He Gonee |
5,0 %
Uniformity of dosage units 2.0 ‘Acceptance value (AV) should
8 / OaHOPOAHOCTb not exceed 15.0 / lNpuemouHoe
J031poBaHusA 3HaveHue (AV) He OOMmKHO
| npesblwars 15,0
9 Microbial limits / '
Mukpobronornyeckas
MucToTa
la) Total aerobic microbial Less than 100 CFU/g / Not more than 1000 CFU/g /
|count / O6Lwee 4neno MeHee 100 KOE/r He 6onee 1000 KOE/r
'a3pobHbIX
MUKPOOPraHn3mosB
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeuanue: MpomyKT cooTBETCTBYET TPEGOBAHNAM 3akntovyenune: OQOBPEHO
HA
Prepared by / Checked by / Approved by: Manager/Executive /
MoaroTosneHo: MpoBepeHo: OnobpeHo: MeHepxep / PykoBognTenb
Pardeep Kumar Himesh Kumar Kusum Lata
Print Date / Print Date / Print Date /
HaTa:31.07.2022 Harta:31.07.2022 JaTa:31.07.2022
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CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHATTIU3A

Product : Exifine tablets 250mg o
MpoaykT @ 3k3upuH® Tabnetku 250 mr
Batch No / 1 V2201497 Batch Quantity / : 7,383 units /
Cepusa Ne O6bLeM napTum 7,383 eguHnLL
Analytical Report No / : 890001605584 Date of Analysis / : 31.07.2022
AHanuTuyeckum otTyer 890001605079 Oarta aHanusa
Ne
Date of Manufacture / : JULY-2022 Date of Expiry / : JUN-2025
[ata npou3BoacTBa Mopex oo

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

02.11.2018 / uam. Ne 1 o1 02.11.2018)

b) Total combined yeasts Less than 100 CFU/g/ ' ‘
and mould count / ObLlee Menee 100 KOE/r |
YNCIIO APOACKEBLIX U
nnecHeBbIX rpndos

c) E. coli ' Not more than 100 CFU/g /
Absent / OTcyTctByeT He 6onee 100 KOE/r

Shall be absent in 1g
OtcytcrBue s 11

10 Assay/KonuuectserHoe 250.27 mg 237.5 mg to 262.5 mg of Ca1HzsN

ofipegeneHne (100.11%) (terbinafine) per tablet./ O Ot
237,5 mr go 262,5 Mr CaiHasN

(TepbuHaduH) B TabneTke.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeyanue: MpoaykT cooTBeTCTBYET TPebOoBaHUAM 3akntovexue: OQOBPEHO

HA

Prepared by / Checked by / Approved by: Manager/Executive /
MogroToBneHo: MposepeHo: OnobpeHo: MeHepxep / PykoBoanTenb
Pardeep Kumar 7 Himesh Kumar Kusum Lata

Print Date / Print Date / Print Date /

Jarta:31.07.2022 Jarta:31.07.2022 fata:31.07.2022
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Dr- Reddy,s q.... Formulation Unit-6

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

CERTIFICATE OF ANALYSIS  Tel:+91 98166 56001-02

CEPTU®UKAT AHATNU3A Wmwidirerdysicom

Product : Exifine tablets 250mg -
Mpoaykt : Ok3uduH® TabneTku 250 mr -
Batch No / 1 V2201497 Batch Quantity / : 7,383 units /
Cepus Ne O6beM napTum 7,383 eguHuy
Analytical Report No / : 890001605584 Date of Analysis / 1 31.07.2022
AHanuUTUYeCcKun oTyeT 890001605079 HaTta aHanuza
Ne
Date of Manufacture / 1 JULY-2022 Date of Expiry / : JUN-2025
Oata npon3BopcTBa MNopeH pno

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

02.11.2018 / uam. Ne 1 o1 02.11.2018)

11 |Package / Ynakoska 16 tablets in PVC/aluminum 4 tablets in PVC/aluminum
blister, 1 blister and a patient biister, 4, 5, 7 or 10 blisters and
information leaflet in a carton a patient information leaflet in a
pack. / o 16 TabneTok B carton pack. 16 tablets in

MBX/antoMndnesbin 6nnctep, 1 PVC/aluminum blister, 1 blister
GnncTep BMECTE C UHCTPYKLUMEN and a patient information leaflet
No NPUMEHEHUIO B NayvKy in a carton pack. /o 4
KapTOHHYHO. Tabnetkn B NBX/anioMuHnesbIn
6nuctep, 4, 5, 7 nnn 10
OnucTepos BMeCTe C
WHCTPYKUVEN No NPUMEHEHNIO B
nadky kapToHHyto. o 16
TabneTtok B MBX/anomMuHueBsbIi
onuctep, 1 6nuctep BMecTe C
WHCTPYKUMERN NO NPUMEHEHNIO B
_ navky KapTOHHYIO.

12 Labeling / Mapkupoeka According to ND / B cooteetcTBum ¢ HJ

13 ‘Storage conditions / At temperature below 25 °C. / [pu TemnepaType He Bbilue 25 °C.
XpaHeHue

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
MNpumeyanue: MpogdykT cooTBETCTBYET TpeboBaHNAM 3akntovenne: OQOBPEHO

HA

Prepared by / Checked by / Approved by: Manager/Executive /
MoaroTosneHo: [poBepeHo: OpobpeHo: MeHepxep / PykoBoguTens
Pardeep Kumarcf Himesh Kumar Kusum Lata )

Print Date / Print Date / Print Date /

[ata:31.07.2022 Harta:31.07.2022 HNaTta:31.07.2022
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