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 AHAITIU3A

Product : Exifine tablets 250mg - —W
Npoaykt : 3k3nchuH® Tabnetku 250 mr _
Batch No / : V2101615 Batch Quantity / : 7,500 units /
Cepus Ne O6BeM napTuu 7,500 egnHuL
Analytical Report No / : 890001550117 Date of Analysis / 1 13.10.2021
AHanuTU4ecKkum otyuert 890001549802 OaTta aHanusa
Ne
Date of Manufacture / : SEP-2021 Date of Expiry / 1 AUG-2024
[ara npousBoacTBa Moaex po

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

02.11.2018 / n3m. Ne 1 ot 02.11.2018)

Ne |[Test/Mokasatens |Result / PeaynbTathl Specification / Hopma
1 Description/Onucanne | White round, uncoated biconvex White to off-white round, biconvex
tablets with plain surface on both tablets with the plain surface on
sides / Kpyrnble aBoskosbinyknble  |both sides / Kpyrnble
Tabnetku oT 6enoro useTa ¢ [ABOSIKOBbINYKIble TabneTky oT
rNafaKko# MoBEPXHOCTbIO ¢ 06enx Genoro go noytn 6enoro UBeTa ¢
CTOpPOH. rnagkon NoBepXHOCTLIO C obenx
_ CTOPOH.
2 Identification/ Complies as prescribed The retention time of the main peak
MoanuHHOCTL B cooTBeTCcTBUM 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
YOepXnBaHUa OCHOBHOMO NMuka Ha
XpomaTorpaMmme McnbiTyemMoro
pacTBopa AOMKHO COOTBETCTBOBATh
BpeMeHN yaepXXMBaHMSA OCHOBHOIO
nvKa Ha xpoMaTorpaMmme pacTBopa
cTaHpapTHoro obpasua
TepbuHaduHa rmgpoxnopuaa
(pasgen «KonuuectseHHoe
onpegeneHue).
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeyanue: MNpopykT cooTBeTCTBYET TPeGOBAHUAM 3akntoyenune: OQOBPEHO
HA
Prepared by / Checked by / Approved by: Manager/Executive /
MoproToeneHo: [poBepeHo: OpnobpeHo: MeHeaxep / PykoBoguTens
Pardeep Kumirsf_/l Himeash Kimar Pavan Kumar Sharma _/
Print Date / Print Date / Print Date /
Hata:13.10.2021 Hara:13.10.2021 faTa:13.10.2021

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: L85195AP1984PLCO04507
www.drreddys.com
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Formulation Unit-6

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

CEPTUPUKAT AHANIU3A

Product : Exifine tablets 250mg -
MpopykT IK3npMH® TabneTkn 250 mr
Batch No / : V2101615 Batch Quantity / 7,500 units /
Cepust No O6bem naptun 7,500 eguHuy
Analytical Report No / : 890001550117 Date of Analysis / : 13.10.2021
AHanuTu4yeckuit oTyert 890001549802 Dara aHanusa
Ne
Date of Manufacture / : SEP-2021 Date of Expiry / 1 AUG-2024
Hdara npousBonctBa lopeH ao

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

02.11.2018 / nuam. Ne 1 ot 02.11.2018)

3 Average Weight / |
CpepnHsaa macca

Uniformity of Weight /
OQHOPOAHOCTb Macchl

401.3 mg/401.3 mr

Complies as prescribed

CooTeeTcTBYET TPEGOBAHUSAM

5% / 18/20 Tabn. — He boree

380 mg to 420 mg (400 mg + 5.0%) / \
Ot 380 mr go 420 mr (400 mr + 5,0 %)

18/20 tablets—Not more than

+ 5%
2/20 tablets — Not more than + 10
% / 2/20 Tabn. —He Bonee + 10 %

4 Disintegration Time/ 01 minute 37 seconds Not more than 15 minutes / He
PacnagaemocTb Oonee
15 MuH
5 Dissolution 100%- 104% Not less than 75 % (Q) of
/PactBopeHune C21H2sN (terbinafine) in 45

minutes./ He mexee 75 % (Q)
C21H2sN (TepbuHaduH) uepes
45 MUHYT.

6 Related Impurities/

PoactBeHHble Not more than 0.2% / He 6onee 0,2
coeguHeHns - %
Highest individual 0.03%
impurity
/ eanHnYHas
HeupeHTUhUMpoBaHH
as npUMech
L L
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeyanue: MpoaykT cooTBETCTBYET TpeboBaHUAM 3akntoyenue: OQOBPEHO
HA
Prepared by / Checked by / Approved by: Manager/Executive /
MNoproToBneHo: MpoeepeHo: OpobpeHo: MeHepyxep / PykoBoautens
Pardeep Kumar Himesh Kumar Pavan Kumar Sharma /7
i
Print Date / Print Date / Print Date / .
[arta:13.10.2021 Hata:13.10.2021 Harta:13.10.2021
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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

CEPTUD®UKAT AHAITU3A

Product Exifine tablets 250mg ]
MpoaykT IK3NPUH® TabneTku 250 mr
Batch No / 1 V2101615 Batch Quantity / 7,500 units /
Cepus Ne Ob6bem napTumn 7,500 eguHuLy
Analytical Report No / : 890001550117 Date of Analysis / 1 13.10.2021
AHanuTunyeckum otyeTr 890001549802 Darta aHanusa
Ne
Date of Manufacture / : SEP-2021 Date of Expiry / 1 AUG-2024
HaTa npouseoacTBa FopeH po

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

02.11.2018 / uam. Ne 1 ot 02.11.2018)

;Fotal impurities /

a) Total aerobic
microbial count / O0Lee
4UCNo a’apobHbIX
MMWKPOOPrann3MoB

Less than 100 CFU/g/

Menee 100 KOE/r

0.03% Not more than 2.0% / He 6onee 2,0
cCyMMa npumecen %
7 Water/Boaa 1.6% wiw Not more than 5.0% / He 6onee 5,0
%
Uniformity of dosage 1.3 Acceptance value (AV) should not
8 units exceed 15.0 / MpruemouHoe
3HadeHne (AV) He JOIMKHO
OaHopoaHocT npesbiwaTe 15,0
b
A03UPOBaHUS
9 Microbial limits /
MukpoGuonormyeckas
uUCTOTA

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

Remérks : The Product confirms to ND/

Mpumeyanue: MNpoaykT cooTBeTCTBYET TPebOBAHMAM

Concluéion C APPIQ)VED /
3akntovyenHue: O0OEPEHO

-
Pardeep Kuma!'__j__ i

Himem,,ﬁ_

HA
Prepared by / Checked by / Approved by: Manager/Executive /
MNMogroTtoBneHo: . MpoBepeHo: OpobpeHo: MeHepnxep / PykoBoantens

7
| —7

i

Pavan Kumar Sharma

Print Date /
Hata:13.10.2021

Print Date /

[aTa:13.10.2021

Print Date /
OaTta:13.10.2021
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

www.drreddys.com

CEPTU®UKAT AHAJNIU3A

'Product Exifine tablets 250mg -
Mpoaykt OK3NPUH® TabneTkn 250 mr
Batch No / : V2101615 Batch Quantity / 7,500 units /
Cepusi Ne O6beM napTuun 7,500 eanHUL
Analytical Report No / : 890001550117 Date of Analysis / : 13.10.2021
AHanuTu4yeckum otyer 890001549802 OaTta aHanuza
No
Date of Manufacture / : SEP-2021 Date of Expiry / : AUG-2024
[aTta npousBohcTeBa MogeH oo

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

02.11.2018 / nam. Ne 1 o1 02.11.2018)

. b) Total combined
yeasts and mould count
/ Obuee umcno
OPONCKEBBIX U
nnecHeBbIX rpubos

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 / OTcyTcTBUE B

237.5_mg to 2625 mg of Cz1H25N

c) E. coli Absentin 1g/ OtcyTtctByeTrB 1r (11
10 | Assay/KonuuecTeeHH 246.75 mg
oe onpejeneHve (98.70%)

(terbinafine) per tablet./ O OT
237,5 mr oo 262,5 mr C21HasN
(TepbuHadumH) B TabneTke.

11 |Package / Ynakoska

16 tablets in PVC/aluminum blister,
1 blister and a patient information
leaflet in a carton pack. /Mo 16
Tabnerok B MNBX/anoMuH1eBbINn
Briuctep, 1 Grincrtep BmecTe ¢
WNHCTPYKLUMEN NO NMPUMEHEHUIO B
nayky KapTOHHYIO.

4 tablets in PVC/aluminum blister, 4,
5, 7 or 10 blisters and a patient
information leaflet in a carton pack.
116 tablets in PVC/aluminum blister, 1
blister and a patient information
leaflet in a carton pack. / Mo 4
TabneTku B MNBX/anioMuHueBbIi
Bniucrep, 4, 5, 7 unn 10 Bnuctepos
BMECTe C WHCTPYKLMEN MNo
NMPYMEHEHWIO B Navky KapToHHyto. [To
16 TabneTok B [NBX/antoMuHuessbii
6nucTep, 1 Bnuctep BmecTe ¢
WHCTPYKUWER No NPUMEHEHIO B
_InayvKky KapTOHHYHO.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

Mpumeuanme: MNpoaykT cooTBETCTBYET TpeboBaHWAM 3akntouyenHne: ONOBPEHO

HA

Prepared by / Checked by / Approved by: Manager/Executive /

MogroToBneHo: MpoBepeHo: OpobpeHo: MeHenxep / PykoBoautens

Pardeep Kumar Himesh Kumar Pavan Kumar Sharma =
= C;L///’D K="

Print Date / Print Date / Print Date /

[aTa:13.10.2021 HaTa:13.10.2021 HaTta:13.10.2021
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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

CEPTU®UKAT AHAIIU3A

Product Exifine tablets 250mg
MpoaykT OK31NH® TabneTtkn 250 mr
Batch No / 1 V2101615 Batch Quantity / 7,500 units /
Cepusa Ne O6eM napTuu 7,500 eguHuLy
Analytical Report No / : 890001550117 Date of Analysis / 1 13.10.2021
AHanuTunyeckumn otyeTr 890001549802 Dara aHanu3sa
No
Date of Manufacture / 1 SEP-2021 Date of Expiry / : AUG-2024
Hata npousBogcrea lopgex go
Analysis performed according ND / AHanus npoeefieH no H: M N011536/01-230117 (amend Ne 1 from
02.11.2018 / uam. N2 1 o1 02.11.2018)

12 [Labeling / Mapkupogka |[According to ND / B cooTeeTcTBuM ¢ H

13 | Storage conditions /
XpaHeHne

14 [Shelf life / Cpok
rogHocTh

At temperature below 25 °C. / MNpn Temnepatype He Bbile 25 °C.

3 years / 3 roga

Remarks : The Product confirms to ND/

MpumeuaHue: MNpoaykT cooTBETCTBYET TPeboBaHUAM

Conclusion : APPROVED /
3akntoueHune: OQOBPEHO

Pardeep Kumar [ Himesh Kumar

— ! ==y

~

HA
Prepared by / Checked by / Approved by: Manager/Executive /
MogroToBneHo: MpoeepeHo: OpobpeHo: MeHemxep / PykoBoauTtens

Pavan Kumar Sharma /7
Ao

J

-

Print Date / Print Date /

HaTta:13.10.2021

HaTa:13.10.2021

Print Date /
Hara:13.10.2021

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




