Dr.Reddy’s “:‘

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 AHATIU3A

Product : Exifine tablets 250mg N
MpoaykT SKINPUH® TabneTkn 250 mr
Batch No / 1 V2101616 Batch Quantity / 7,500 units /
Cepus Ne O6bem naptum 7,500 enumHuy
Analytical Report No / : 890001550118 Date of Analysis / 1 13.10.2021
AHanuTn4eckum otyer 890001549803 Harta aHanu3za
Ne
Date of Manufacture / : SEP-2021 Date of Expiry / : AUG-2024 i
Hara npouszBoacrea MogeH no

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

02.11.2018 / n3m. Ne 1 ot 02.11.2018)

Ne |[Test/TNokasatenb

Result / Pesynbtathl

| Specification / Hopma

1 Description/Onncanve

White round, uncoated biconvex
tablets with plain surface on both
sides / Kpyrnble ABOSIKOBLINYKIble
TabneTku oT 6enoro useTa ¢
rNajKon NoBepXHOCTLIO C 0beunx
CTOPOH.

2 |Identification/
MNoarnunHHoCTL

Complies as prescribed
B cooTBeTCcTBUM C OnncaHnem

'White to off-white round, biconvex
tablets with the plain surface on
both sides / Kpyrnble
[ABOSAIKOBLINYKNble TABNETKN OT
Genoro fo noyTy 6enoro LUBeTa ¢
rnagkon NoBepPXHOCTLIO C 0beunx
!CTOpOH. N
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
YAEPXUBAHNA OCHOBHOIO NiKa Ha
XpomaTorpamme MUCnblTyemMoro
pacTeopa AOSKHO COOTBETCTBOBATL
BPEMeHW yaepXXMBaHUA OCHOBHOMO
nvika Ha xpomartorpaMme pacTesopa
cTaHAapTHOro obpasua
TepbuHaduHa rmgpoxnopuga
(pasnen «KonuyectseHHoe
onpegeneHue).

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

MpumeyvaHue: MNpoaykT cooTBeTCTBYET TPeGOBAHUAM 3akntoyeHue: OQOBPEHO

HA

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

lMNoaroToBneHo: MpoBepeHo: OpobpeHo: MeHepxep / PykosoauTens

Pardeep Kumar Himesh Kumar Pavan Kumar Sharma AR
N o Il

Print Date / Print Date / Print Date /

Hata:13.10.2021 Hara:13.10.2021 HaTa: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
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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 AHANU3A

Product Exifine tablets 250mg =
MpopykT OKk3ndpuH® Tabnetkn 250 Mr
Batch No / : V2101616 Batch Quantity / 7,500 units /
Cepus Ne O6bem napTuun 7,500 eguHuy
Analytical Report No / : 890001550118 Date of Analysis / : 13.10.2021
AHanuTu4Yeckum otyeT 890001549803 Dara aHanusa
Ne
Date of Manufacture / : SEP-2021 Date of Expiry / 1 AUG-2024
Hara npousBoacTea [ogeH go

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

02.11.2018 / nam. Ne 1 o1 02.11.2018)

13 | Average Weight /

401.2 mg/ 401.2 mr

380 mg to 420 mg (400 mg + 5.0%) /

CpeaHsas macca

Ot 380 Mr ao 420 mr (400 mr + 5,0 %)

Uniformity of Weight /

Complies as prescribed
CooTBeTcTBYET TPebOBaHUAM

O0A4HOPOAHOCTE Macchl

18/20 tablets—Not more than

+5% / 18/20 Tabn. — He Gonee

+ 5%

2/20 tablets — Not more than + 10
% / 2/20 Tabn. — He 6onee + 10 %

4 Disintegration Time/ 01 minute 14 seconds Not more than 15 minutes / He
PacnapaemocTtsb Oonee

| 15 MuH

5 Dissolution 104%- 105% Not less than 75 % (Q) of
/PacTBopeHrue C21H2sN (terbinafine) in 45

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

6 Related Impurities/
PoacteeHHble
coegviHeHus -
Highest individual
impurity

eAVHUYHas
HenaeHTMNLUMPOBAHH
aa npuMech

0.04%

Not more than 0.2% / He Gonee 0,2
%

Remarks : The Product confirms to ND/

Mpumeuanue: MNpoaykT cooTBeTCcTBYET TPebOBaAHNAM

Conclusion : APPROVED /
3aknioyeHue: OQOBPEHO

HA
Prepared by / Checked by / Approved by: Manager/Executive /
MoaroToBneHo: . [TpoBepeHo: OnobpeHo: MeHemxep / PykoBoanTens
Pardeep Kumar L_, Himesh KImar Pavan Kumar Sharma 4 ]

— —— < b_'.-f S _:—-" =

. (_,/____/—

Print Date / Print Date / Print Date /
Hata:13.10.2021 Harta:13.10.2021 fata:13.10.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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Vill. Khol, Nalagarh Road, Baddi,
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CEPTUPUKAT AHAJIU3A

Product Exifine tablets 250mg |
MponykTt OK3nnH® TabneTtku 250 mr
Batch No / : V2101616 Batch Quantity / 7,500 units /
Cepus Ne Ob6bem naptum 7,500 eguHMLY
Analytical Report No / : 890001550118 Date of Analysis / 1 13.10.2021
AHanuTU4YecKUM oTyeT 890001549803 Data aHanusa
No
Date of Manufacture / : SEP-2021 Date of Expiry / : AUG-2024 ]
OaTta npousBogcTBa lopen pno

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

02.11.2018 / usm. N2 1 o1 02.11.2018)

la) Total aerobic
microbial count / ObLyee
4cno aspobHbIX
MUKPOOpPraHm3moB

Less than 100 CFU/g /

Menee 100 KOE/r

Total impurities / 0.04% 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 . 2.0 Acceptance value (AV) should not
8 units exceed 15.0 / [MTpnemoyHoe
/ 3HayeHue (AV) He [OMKHO
OpHopoaHocT npesbiwaTb 15,0
b
[,D,O3leOBaHI/I$I
9 Microbial limits /
Mwukpobuonornyeckas
uUcTOoTa

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

Remarks : The Product confirhs to ND/

MNMpuMeyvanue: NpoaykT cooTBETCTBYET TpeBGoBaHUAM

3akno4venue: OQOBEPEHO

Pardeep Kumar ﬂ_\(

Himesh Kumar

HA
Prepared by / Checked by / Approved by: Manager/Executive /
MoaroToeneHo: 5 MpoeepeHo: OpobpeHo: MeHemxep / PykoBoguTenb

Pavan Kumar Sharma (/

=

Print Date / Print Date / Print Date /
HaTa:13.10.2021 OaTa:13.10.2021 HaTa: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: L85195AP1984PLC0O04507
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CEPTUD®UKAT AHATTIU3A

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

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

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

[Product : Exifine tablets 250mg

Mpoaykt OK3npnH® TabrieTkn 250 mr

Batch No / : V2101616 Batch Quantity / 7,500 units /
Cepus Ne O6Bbem napTum 7,500 eguHmnLY
Analytical Report No / : 890001550118 Date of Analysis / : 13.10.2021
AHanuTnyeckun otyeTr 890001549803 Darta aHanusa

Ne

Date of Manufacture / : SEP-2021 Date of Expiry / : AUG-2024
HaTa npousBoacTBa lNogeH go

Analysis performed according ND / AHanu3 nposegeH no HJ: M N011536/01-230117 (amend N2 1 from
02.11.2018 / n3m. N2 1 ot 02.11.2018)

|b) Total combined

|/ ObLiee uncno
OPONOKEBbIX U
nrnecHeBbIX rpuboB

yeasts and mould count

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

1 blister and a patient information
leaflet in a carton pack. /Mo 16
TabneTtok B MNBX/anioMuHNEBbIA
Gnuctep, 1 Gnuctep BMecTe ¢
WHCTPYKLUMEN MO NPUMEHEHMNIO B
Nayky KapTOHHYIO.

c) E. coli Absentin 1g/ OTcytctByeTrB 1r (11
|
10 Assay/KonuuecTBeHH 247.34 mg [237.5 mg to 262.5 mg of Ca1H2sN
oe onpeneneHne (98.93%) (terbinafine) per tablet./ O Ot
237,5 mr go 262,5 mr C21H2sN
o - (TepbuHachvH) 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
TabneTtku B NBX/antoMmuHneBbIi
Bnuctep, 4, 5, 7 unu 10 GnucTtepos
BMECTE C MHCTPYKLUMEN Mo
NPUMEHEHNIO B NaYvKy KapToHHYto. Mo
16 Tabnetok B [N1BX/antoMnHUEBbIN
6nuctep, 1 6nucTep BMecTe ¢
WHCTPYKUMENR MO NPUMEHEHNIO B
NauKy KapTOHHYIO.

Remarks : The Product confirms to ND/
MpumeyaHue: MpoaykT cooTBETCTBYET TPpeboBaHUAM

Conclusion : APPROVED /
3akmoueHune: OQOBPEHO

HA
Prepared by / Checked by / Approved by: Manager/Executive /
MoaroToeneHo: MpoBepeHo: OpobpeHo: Merenykep / PykosoauTens
Pardeep Kumar Himesh KuEar Pavan Kumar Sharma /"

E b el
Print Date / Print Date / Print Date /
Hara:13.10.2021 Hata:13.10.2021 Hava: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
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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

CEPTU®UKAT AHANN3A

Product : Exifine tablets 250mg
MNpoaykT : 3k3ndpuH® Tabnetkn 250 mr

Data npoun3BoancTBa

[oaeH go

Batch No / : V2101616 Batch Quantity / 7,500 units /

Cepua Ne o Ob6wem naptun 7,500 eauHuLy
Analytical Report No/  : 890001550118 Date of Analysis / 1 13.10.2021
AHanNUTU4YeCKUn oTyeT 890001549803 DaTta aHanu3a

Ne

Date of Manufacture / : SEP-2021 Date of Expiry / : AUG-2024 ]

02.11.2018 / nam. Ne 1 ot 02.11.2018)

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

12 [Labeling / Mapkuposka According to ND / B cootseTcTamnm ¢ HJ

XpaHeHune

13 |Storage conditions /At temperature below 25 °C. / [pu TemnepaType He Bbille 25 °C.

14 Shelf life / Cpok 3 years / 3rona
rogHocTn

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeuanue: MNpoayKT COOTBETCTBYET TpeboBaHMAM 3akntoyeHue: OQOBPEHO
HA
Prepared by / Checked by / Approved by: Manager/Executive /
MogroToBneHo: [poBepeHo: OpobpeHo: MeHenxep / E:yKOBO,D,VITeJ'Ib
Pardeep Kumar Himesh Kurriar Pavan Kumar Sharma | e
| -4 ——— 2 ]"v ’_-_ =

I — J ; o
Print Date / Print Date / Print Date /
OHata:13.10.2021 HaTa:13.10.2021 Jarta:13.10.2021
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