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

CEPTN®UKAT AHATTN3A
Product Exifine tablets 250mg
Npoaykr Ok3nhuH® Tabnetkm 250 mr N
Batch No / : V2201499 Batch Quantity / 7,237 units /
Cepusa Ne O61BLeM napTumn 7,237 egnnny
Analytical Report No / : 890001605586 Date of Analysis / 1 29.07.2022
AHanuTuvyeckum otver 890001604525 HaTta aHanusa
Ne
Date of Manufacture / : JULY-2022 Date of Expiry / : JUN-2025
|data nponssoacTBa NopexH oo

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

| 02.11.2018 / nam. Ne 1 o1 02.11.2018)

Ne | Test / MNokasatens | Result / PesynbTathl Specification / Hopma
1 Description/Onuncanne | White round, uncoated biconvex White to off-white round, biconvex
tablets with plain surface on both tablets with the plain surface on
sides / Kpyrnele geosikosbinyknblie  |both sides / Kpyrnbie
Tabnetku ot Genoro useTa ¢ [IBOSIKOBbBIMYKNbIE TA0NETKN OT
rriagKon NOBEPXHOCTLIO C 0Benx Denoro 4o no4ytn Genoro ueeTa ¢
CTOpPOH. rnagkon NOBEPXHOCTbLIO C 0benx
| [CTOPOH. .
2 Identification/ Complies as prescribed The retention time of the main peak
MopnwnHHOCTL B cooTBeTCTBUN 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
yAEPKUBAHUSA OCHOBHOIO NMUKa Ha
XpomMaTtorpaMmme UCMbITYEMOro
pacTeopa AOJKHO COOTBETCTBOBATL
BPEMEHU YAEPKNBAHUS OCHOBHOIO
frKa Ha xpomartorpamMme pacTsopa
CcTaHpapTHoro obpasua
TepbuHaduHa rupgpoxnopuaa
(paspen «KonnuecteseHHoe
onpeneneHne»).

Remarks : The Product confirms to ND/
Mpumeyanue: MNMpogykT cooTBETCTBYET TPEGOBAHUAM

RO

Conclusion : APPROVED /
3akmoyeHue: OQOBEPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
MoaroToBneEHo: MpoBepeHo: OpobpeHo: MeHepxep / PykosoguTens
Pardeep Kumar(ir/ Himegtr_’/’—_ Kusum Lata ; ; -

Print Date / Print Date / Print Date /

HaTa:29.07.2022 Hata:29.07.2022 Hata:29.07.2022

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
CIN: L85195AP1984PLCO04507
www.drreddys.com
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Product : Exifine tablets 250mg -
MpoaykTt Ak3nhnH® Tabnetkun 250 mr B -
Batch No / 1 V2201499 Batch Quantity / 7,237 units /
Cepus Ne O6Bbem napTuu 7,237 eanHnLY
Analytical Report No / : 890001605586 Date of Analysis / : 29.07.2022
AHanuTnyeckum oTueT 890001604525 OaTta aHanuza
Ne
Date of Manufacture / : JULY-2022 Date of Expiry / : JUN-2025 B
HaTta npousBoacTBa FopeH oo

Analysis performed according ND / AHanu3 nposegeH no H: M N011536/01-230117 (amend Ne 1 from

02.11.2018 / n3m. Ne 1 o1 02.11.2018)

3 Average Weig_ht /
CpegfHsist macca

| Uniformity of Weight /

403.2 mg/ 403.2 mr

Complies as prescribed
CooTBeTcTBYET TPEBOBAHNAM

380 mg to 420 mg (400 mg + 5.0%) / |
OT1 380 mr go 420 mr (400 mr+ 5,0 %)

0A4HOPOAHOCTE Macchl

18/20 tablets—Not more than |

+5% / 18/20 Tabn. — He 6onee |
+ 5% ‘
2/20 tablets — Not more than £ 10
% / 2/20 Tabn. — He 6onee + 10 %
4 Disintegration Time/ 52 seconds Not more than 15 minutes / He
PacnagaemocTb Boree
15muH
5 Dissolution 99%- 101% Not less than 75 % (Q) of
[PacTtBopeHne C21HasN (terbinafine) in 45
minutes./ He meHee 75 % (Q)
C21H2sN (TepbuHaduH) yepes
- 45 MUHYT.
I6 | Related Impurities/
PopncreeHHbIe Not more than 0.2% / He Gonee 0,2
coeanHeHns - %
Highest individual 0.03%
impurity
/ eAVUHUYHas
HenaeHTudnLmMpoBaHH
as npuMmech

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeyanue: MNpogykT COOTRETCTBYET TpeboBaHMAM 3akntouenue: OQOBPEHO
HA
Prepared by / Checked by / Approved by: Manager/Executive /
[TogroToBneHo: MpoBepeHo: OpobpeHo: MeHenxep / PykoBoguTerb
Pardeep Kumar Himesh Kumar Kusum Lata

p | Ne-
Print Date / Print Date / Print Date /
[aTa:29.07.2022 [aTa:29.07.2022 [aTa:29.07.2022
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Product : Exifine tablets 250mg
MpoaykT : 3k3ncduH® Tabnetkn 250 mr

Cepus Ne

Batch No / : V2201499

Batch Quantity / : 7,237 units /
O0beM napTun 7,237 eQnHKLY

AHanuTUYecKnn oTyert
Ne

'Analytical Report No/  : 890001605586
890001604525

ODatan pPoOU3BOACTEBA

Date of Manufacture / - JULY-2022

Date of Analysis / 1 29.07.2022
ata aHanusa

Date of Expiry / : JUN-2025
lopeH po

Analysis performed according ND / AHanus nposegeH no HI: M N011536/01-230117 (amend Ne 1 from
02.11.2018 / n3m. Ne 1 o1 02.11.2018)

| otal impurities /

0.03% Not more than 2.0% / He 6onee 2,0 |
cymMma npumecen %
7 Water/Boaa 1.6% wiw Not more than 5.0% / He 6onee 5,0 |
%
Uniformity of dosage 1.5 Acceptance value (AV) should not
18 units exceed 15.0 / MpremoyHoe
/ 3HaueHue (AV) He J0MmkHO
OpgHopogHocT npesbiwaTs 15,0
b
A03MPOBAHUSA N
9 Microbial limits /
Mukpobuonornyeckas
HUcToTa
a) Total aerobic Less than 100 CFU/g / Not more than 1000 CFU/g /
microbial count / ObLyee Menee 100 KOE/r He 6onee 1000 KOE/r

4YnCcro as3pobHbIX
MUKPOOPraHN3MoB
|

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

MpumeyaHue: NpoayKT COOTBETCTBYET TpeboBaHNAM 3akntouenme: OQOBPEHO
HA
Prepared by / Checked by / Approved by: Manager/Executive /

MoaroToBneHo: [poeepeHo: OpobpeHo: MeHepxep / PykoBoguTene
Pardeep Kumar Himesh Kumar | Kusum Lata :

Print Date / Print Date / Print Date /

[aTa:29.07.2022 HNaTta:29.07.2022 Harta:29.07.2022
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Product Exifine tablets 250mg
MpoaykT Jk3npnH® Tabnetkun 250 mr
Batch No / 1 V2201499 Batch Quantity / 7,237 units /
Cepus Ne Ob6BeM napTum 7,237 egvHuLy
Analytical Report No / : 890001605586 Date of Analysis / 1 29.07.2022
AHanuUTU4eckumn otyetr 890001604525 [aTta aHanusa
Ne
Date of Manufacture / 1 JULY-2022 Date of Expiry / : JUN-2025
JaTa npou3BoacTBa FopeH oo

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

02.11.2018 / usm. Ne 1 o1 02.11.2018)

b) Total combined
yeasts and mould cou
/ ObOLlee yucno

[ PONOKEBbBIX U
nnecHeBbIX rputos

nt MeHee 100 KOE/r

Less than 100 CFU/g /

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

Shall be absent in 1g / OTcyTcTBKE B
1r

237.5 mg to 262.5 mg of Cp1HzsN
(terbinafine) per tablet./ O Ot
237,5 Mr no 262,5 mr Ca1HasN
(Tep6MHacb|/|H) B TabneTke.

c) E. coli Absent / OtcyTcTBYET
10 Assay/KonuuecTtseHH 249.83 mg
0e onpeaenexHue (99.93%)
[11 Package / YnakoBka |16 tablets in PVC/aluminum blister,

1 blister and a patient information
leaflet in a carton pack. / o 16
Tabnetok B NBX/antoMnHneBbIi
brnincrep, 1 Gnncrtep BMecTe ¢
NHCTPYKUMENA NO NPUMEHEHMIO B
MaqKy KapTOHHYIO.

|mayky kapTOHHY!O.

4 tablets in PVC/aluminum blister, 4,
5, 7or 10 blisters and a patient
finformation leaflet in a carton pack.
16 tablets in PVC/aluminum blister, 1
blister and a patient information
leaflet in a carton pack. /Mo 4
TabneTkn B NBX/aniomMuHneBbIi
Gnuctep, 4, 5, 7 unn 10 6nuctepos
BMECTE C UHCTPYKUMEN No
NPUMEHEHNIO B NayvKy KapToHHY. 1o
16 TabneTok B NBX/antoMmnHuesblii
onncrep, 1 GnucTep BMecTe €
VHCTPYKLMEN NOo MPUMEHEHUIO B

Remarks : The Product confirms to ND/
MpumevaHue: Mpoaykr cooTseTcTBYET TpeboBaHUAM

Conclusion : APPROVED /
3akntoyenune: OQOBPEHO

HA
Prepared by / Checked by / Approved by: Manager/Executive /
MoproTosneHo: [poBepeHo: Opobpeno: MeHepxep / PykosoauTens
Pardeep Kumaraif Himesh Kumar ~ Kusum Lata N

- = . e
Print Date / Print Date / Print Date /
Hara:29.07.2022 Harta:29.07.2022 Hata:29.07.2022
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CEPTUPUKAT AHANMU3A

Product : Exifine tablets 250mg
MpoaykT OK3NPUH® Tabnetkm 250 mr )
Batch No / 1 V2201499 Batch Quantity / 7,237 units /
Cepus Ne O6bLem napTuun 7,237 eAnHNLY
Analytical Report No/  : 890001605586 Date of Analysis / 1 29.07.2022
AHanuTn4yecknm otyeTr 890001604525 HDaTta aHanuza
Ne
Date of Manufacture / : JULY-2022 Date of Expiry / : JUN-2025
[arta nponzBoacrtea Nopgen pno

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

02.11.2018 / n3m. Ne 1 ot 02.11.2018) o -

12 | Labeling / Mapkupoeka %ccording to ND / B cootBetcTBum ¢ H

At temperature below 25 °C. / Mpun TemnepaTtype He Bbiwe 25 °C.

_ |

13 Storage conditions /
XpaHeHue

14 Shelf life / Cpok '3_yéars / 3ropna
roAHOCTY ] -

Remarks : The Product confirms to ND/

Mpumeyanue: MpoaykT cooTBETCTBYET TPEbGOBaHMAM

Conclusion : APPROVED /
3aknroveHue: OQOBPEHO

HA
Prepared by / Checked by / Approved by: Manager/Executive /
lMoarotoBneHo: [poeepeHo: OpobpeHo: Menenxep / PykoBoautenb

Pardeep Kumar . Himesh Kumar _—. | Kusum Lata N

Print Date /
HaTa:29.07.2022

Print Date /
[NaTta:29.07.2022

Print Date /
[aTa:29.07.2022
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