Qe
Dr.Reddy’s ‘,’o‘

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHATTU3A

Product Exifine tablets 250mg -
Mpogykr SKk3npuH® Tabnetku 250 mr
Batch No / 1V2101418 Batch Quantity / 7812 units /
Cepus Ne O6LeM napTum 7812 eamHny
Analytical Report No / : 890001540769 Date of Analysis / 1 23.08.2021
AHanuTnyeckui otyer 890001540908 Hdara aHanusa
No
Date of Manufacture / 1 AUG-2021 Date of Expiry / 1 JUL-2024
Harta npouzBogcTBa lopeH po

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

02.11.2018 / nam. Ne 1 o1 02.11.2018)

| Ne

| Test / MokasaTens

| Result / PesynbTaThl

 Specification / Hopma

1

Description/OnucaHue

White round', uncoated biconvex

sides / Kpyrribie ABOAKOBBIMYKble
TabneTku ot Genoro useTa ¢
rnapkow NoBepXHOCTLIO ¢ 0Genx
CTOpPOH.

tablets with the plain surface on both|

White to off-white round, biconvex
tablets with the plain surface on
(both sides / Kpyrneie
IBOSIKOBbINYKIble TabneTkn ot
Benoro go noutu 6enoro ueeTa ¢
rnagKkon NOBEPXHOCTLIO C 0Benx
CTOPOH.

Identification/
MNMoanuHHoCTL

Complies as prescribed
B cooTtBeTCTBUM C ONMCaHMem

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
VAEPXMBAHUA OCHOBHOIO NMKa Ha
XpomaTorpamme UCrbITyemoro
pacTsopa QOIPKHO COOTBETCTBOBATL
BPEMEHN yAep>KUBaHNA OCHOBHOMO
nyKa Ha xpomartorpamme pacteopa
cTaHpgapTHOro obpasua
TepbuHaduHa rugpoxnopuaa
l(pazpen «KonnuecteeHHoe
lonpeaenexuer).

Remarks : The Product confirms to ND/
Mpumeyanue: Mpoaykr COOTBETCTBYET TpeboBaHUAM

Conclusion : APPROVED /
3akntouenue: O0OBPEHO

HA
Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroToeneHo: MposepeHo: OpobpeHo: MeHemxep / PykosoauTens
Santosh Kumar _ Anil Kumar Manoj Kumar

S (N @uu{f

s ’/)

Print Date / Print Date / Print Date /
Harta:24.08.2021 Hata:24.08.2021 HaTa:24.08.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A P, India
Tel: 91 40 4900 26C0, Fax. 91 40 4906 2999, Email: niail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.coni
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Dr.Reddy’s ‘,’o’

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHATTIU3A
[Product Exifine tablets 250mg ]
MNpoaykt 3k3nchuH® TabneTku 250 mr
Batch No/ : V2101418 Batch Quantity / 7812 units /
Cepus Ne O6bem naptuu 7812 eanHuy
Analytical Report No / : 890001540769 Date of Analysis / 1 23.08.2021
AHanuTuuyeckum otyer 890001540908 Darta aHanusa
Ne
Date of Manufacture / : AUG-2021 Date of Expiry / 1 JUL-2024
[arta npouseoacTea lopoex po

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

(amend Ne 1 from

3 Average Weight /
CpepaHss macca

Uniformity of Weight /
OL4HOPOAHOCTb Macehl

| 398.4 mg /398.4 mr

Complies as prescribed
CooTBetcTByeT TpeboBaHUAM

380 mg to 420 mg (400 mg + 5.0%) /
OT 380 Mr ao 420 mr (400 mr + 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 6onee + 10 %

4 Disintegration Time/ 01 minute 01 second Not more than 15 minutes / He
PacnapgaemocTtsb Gonee

| 15 MuH

5 Dissolution 93%- 102% Not less than 75 % (Q) of
/PacTtBOpeHue C21H2sN (terbinafine) in 45

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

PopcTBeHHble
coefuHEHNs -
Highest individual
impurity

/ eAnHWMYHagq

as npumecs

6 Related Impurities/

HengeHTMULMPoBaHH

0.03%

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

Remarks : The Product confirms to ND/
Mpumeyanue: Mpoaykr COOTBETCTBYET TpeboBaHUsAM

Conclusion : APPROVED /
3akntovexue: OQOBPEHO

HA

Prepared by / Checked by / Approved by: Manager/Executive /
MoaroToBneHo: [TposepeHo: OnobpeHo: MeHemxep / PykosoauTens
Santosh Kumar Anil Kumar

Manoj Kumar
ey (rofueel.

Print Date /
[aTta:24.08.2021

Print Date /
Harta:24.08.2021

Print Date /
Hata:24.08.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, AP, India
Tel: 91 40 4900 29C0, Fax. 91 40 4960 2999, Email: mail@drmreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.coni
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAITU3A
[Product Exifine tablets 250mg - ]
Mpoagyxkr Ak3nhuH® TabneTku 250 mr
Batch No/ : V2101418 Batch Quantity / 7812 units /
Cepusi Ne O6bem napTum 7812 eguHuL
Analytical Report No / : 890001540769 Date of Analysis / : 23.08.2021
AHanuTudeckuit otyer 890001540908 Darta aHanuza
Ne
Date of Manufacture / : AUG-2021 Date of Expiry / : JUL-2024
Hata npousBoacTea FopeH oo

Analysis performed according ND / AHanus nposegeH no H: M N011536/01-230117 (amend Ne 1 from
02.11.2018 / u3m. Ne 1 ot 02.11.2018)

Total impurities / ‘ 0.03% !(I)\Iot more than 2.0% / He 6onee 2,0
CyMMa npumecei /o
7 Water/Boga 1.8% wiw Not more than 5.0% / He 6onee 5,0
%
| Uniformity of dosage 4.8 | Acceptance value (AV) should not

8 units

OpHopogHocT
b
A03MPOBaHUSA

exceed 15.0 / MpuemoyHoe
3HayeHue (AV) He [OMKHO

[npeBbIWaTL 15,0

9 ﬁﬂicrobial limits /

JucroTa
a) Total aerobic

YMCNo aspPoBHLIX
MUKPOOPraHn3MoB

MukpoBuronormyeckas

microbial count / O6Lyee

Remarks : The Product confirms to ND/
MpumeyaHue: MpoaykT coOoTBETCTBYET TPpebOBaHUAM

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

|

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

Conclusion : APPROVED |
3aknoyenue: OQOBPEHO

HO

Prepared by / Checked by / Approved by: Manager/Executive /
MoproToBneHo: [MposepeHo: OpobpeHo: MeHepxep / PykosoanTens
Santosh Kumar Anil Kumar Manoj Kumar

Print Date / Print Date / Print Date /

Hata:24.08.2021 JaTa:24.08.2021 [aTa:24.08.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A P, India
Tel: 91 40 4900 29G0, Fax. 91 40 4900 2999, Email: miail@drreddys.com

CIN: L85195AP1984PLCO004507
www.drreddys.coni




Dr.Reddy’s Q

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHANU3A

Product Exifine tablets 250mg o
Mpoaykr IK3nthuH® Tabnetku 250 mr
Batch No / 1 V2101418 Batch Quantity / 7812 units /
Cepus No O61bem napTum 7812 eguHuny
Analytical Report No/  : 890001540769 Date of Analysis / 1 23.08.2021
AHanuTtudeckuii otyer 890001540908 DaTa aHanusa
No
Date of Manufacture / : AUG-2021 Date of Expiry / : JUL-2024
Hata npoussoncrtea FConeH go

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

02.11.2018 / nam. Ne 1 ot 02.11.2018)

b) Total combined
yeasts and mould count
/ Obuee yncno
OPOXOKEBBIX U
nnecHesbIX rpubos

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

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

Shall be absent in 1g / OTtcyTcTRME B

1 blister and a patient information
leaflet in a carton pack. /Mo 16
Tabnetok B NBX/anoMuHueskblit
BnucTep, 1 6nuctep BmecTe ¢
VHCTPYKLMEN NO NPUMEHEHWIO B
nayky KapTOHHYIO.

c) E. coli Absentin 1g/ OtcytctByerB 1r /1T
10 | Assay/KonuyecteHH 251.76 mg 237.5 mg to 262.5 mg of Cz1HzsN
oe onpegeneHue (10070%) (terbinafine) per tablet./ O OT
237,5 Mr go 262,5 mr C1HasN
((TepbuHaduH) B TabneTke.
11 Package / Ynakoeka 16 tablets in PVC/aluminum blister, |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 NBX/antoMuHueBsIN
bnuctep, 4, 5, 7 unu 10 6amctepos
BMECTe C MHCTPYKUMei no
NPUMEHEHNIO B NaYKy KapTOHHYt0. Mo
16 Tabnetok 8 MNBX/antoMWHUEBBIN
Bnunctep, 1 6nucTep BmecTe ¢
WHCTPYKLUER No NpUMEHEHUNIO B
[NayvKy KapTOHHYIO.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
MNpumeyanue: Mpogykr COOTBETCTBYET TpeboBaHMAM 3akntouenune: OJOEPEHO
HA
Prepared by / Checked by / Approved by: Manager/Executive /
MoproToBneHo: MpoBepeHo: OnobpeHo: MeHemxep / PykosoauTens
Santosh Kuma ) Anil Kumar Manoj Kumar Vi

_Ms Q/\} (pute
Print Date / Print Date / Print Date /
HaTa:24.08.2021 HaTa:24.08.2021 Hata:24.08.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A P, India
Tel: 91 40 4900 29C0, Fax: 91 40 49606 2999, Eniail: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHATIN3A
Product Exifine tablets 250mg - -
Mpoaykr 3K3UDUH® TabneTkm 250 mr
Batch No / : V2101418 Batch Quantity / 7812 units /
Cepusi Ne O6bem naptum 7812 eguHuy
Analytical Report No / : 890001540769 Date of Analysis / 1 23.08.2021
AHanuTu4yeckuit oTyer 890001540908 Oarta aHanusa
Ne
Date of Manufacture / 1 AUG-2021 Date of Expiry / 1 JUL-2024

Hata npousBofcrTea

lopgeH go

Analysis performed according ND / AHanus npoeefeH no H: N N011536/01-230117 (amend Ne 1 from
02.11.2018 / nam. Ne 1 ot 02.11.2018)

12 |[Labeling / MapkupoBka

According to ND / B cootBeTcTBUM ¢ HA

XpaHeHue

13 Storage conditions /

At temperature below 25 °C. / Mpu Temnepatype He Bbilwe 25 °C.

MOHOCTH

14 |Shelflife/Cpok

13 years / 3 roga

Remarks : The Product confirms to ND/
MpumeyaHue: MpoaykT cooTBeTCTBYET TpeboBaAHUAM

Conclusion : APPROVED /
3akntouyenune: OQOBPEHO

HA
Prepared by / Checked by / Approved by: Manager/Executive /
MoarotoBneHo: MposepeHo: OpobpeHo: MeHnegxep / Pykosoauntens
Santosh Kumar Anil Kumar Manoj Kumar -

e s A trual
Print Date / Print Date / Print Date /
Hara:24.08.2021 HaTa:24.08.2021 [arta:24.08.2021




