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s Vill. Khol, Nalagarh Road, Baddi,
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJMU3A
Product / IIpoaykT : Exifine tablets 250mg / Sx3udun® Tabnetku 250 Mr
Batch No / Cepua No : V2301626 Batch Quantity / : 115200 tabs /
O6bem napTuu 115200 Tab.

Analytical Report No / : 890001684621 Date of Analysis / : 31.08.2023
AHaTHTHYeCKHH oTueT No ' Jata aHanu3a
Date of Manufacture / : Aug.2023 Date of Expiry / : July.2026
JlaTa npou3BoACcTBa T'ogen ao

Analysis performed according ND / Anayin3 nposened mo HJ: IT N011536/01-260422

Page10of6/Crp.1u36

Ne Test / Iloka3aTenn Result / Pe3yabTaThl Specification / Hopma
1 |Description / White round, biconvex tablets with| White to off-white round, biconvex tablets
Onucanue the breakline on one side and plain|with the breakline on one side and plain
surface on other side / Kpyrnble |surface on other side. / Kpyrmsie
JIBOSIKOBBIMYKJIbIE TabyieTkh ©Geyoro | ABOSKOBBIMYKIbE TabneTkd oT 6Genoro o
[BETA C JENUTENLHONM PHUCKOH ¢|moytu Genoro nBera ¢ NENUTENbHON pUCKOi
ONHOW  CTOPOHBI W  TJAJAKOH |C OXHOH CTOPOHBI U IJIaAKOH MOBEPXHOCTHIO
MIOBEPXHOCTBIO C JPYroff CTOPOHBL. | C APYroil CTOPOHBI.
2 | Identification of terbinafine / IlogsuaHOCTEL TepOuHad A
2a |By HPLC/ ' Complies as prescribed / The retention time of the main peak in the
BIXX CootBeTcTBYeT TpebOBaHUAM 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 ynepxHBaHHs OCHOBHOT'O NHKa Ha
XpOMaTOrpaMMe  UCIIBITYEMOTO  PacTBOpa
JOJDKHO COOTBETCTBOBATh BpEMEHU
‘ yOepKHBaHWS  OCHOBHOrO  IIMKa  Ha
XpOMaTOrpaMMe pacTBopa CTaHJAPTHOIro
|obpazua  TepGuHAaGUHA  MAPOXJIOpHAA
‘ (paznen «KoMuecTBEHHOE ONPEIENICHAER).
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumevanue: IIponykT coorBeTcTBYeT TpedoBanusm HJT 3akmwouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarororneno: Pardeep [Tpoeepeno: Himesh Kumar Onobpeno: Menepkep / Pykosogurens
Kumar f \ . Abhishek ChauhanL
Reprint Date / Reprint Date / Reprint Date /
Hata: 31,08.2023 Jara: 31.08.2023 Jara: 31.08.2023

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
www.drreddys.com




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

Dr.Reddy’s ‘f:'.

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIU3A
Product / IIpoayxkr Exifine tablets 250mg / Dx3udua® tabnetku 250 Mr
Batch No / Cepus Ne V2301626 Batch Quantity / : 115200 tabs /
O0beM NapTHH 115200 Tab.
Analytical Report No / 890001684621 Date of Analysis / : 31.08.2023
AHaTUTHYEeCKHil oTHeT Ne JlaTa aHanu3a
Date of Manufacture / Aug.2023 Date of Expiry / : July.2026
JlaTa NpoH3BOACTEBA INogen o0
Analysis performed according ND / AHanu3 npoBeaeH 1o HJI: [1N011536/01-260422 j
Page20f 6 /Crp. 2136
Ne Test / IlokazaTenb Result / Pe3ynbTarbl Specification / Hopma
2b | By UV-spectrophoto- Complies as prescribed / The UV absorption spectra of both standard |
metry/ CoOoTBETCTBYET TPeOOBaHUIM and sample preparations should exhibit
Y®-cnekmpogomo- maxima at the same wavelength /
Mempusa VO-cneKTpsl HOMJIOUIEHHsT HMCHBITYEMOTO
obpazua W CTaHAapTHOrO obpasLa
TepbuHaduHa  THAPOXIOpHAA  [OJDKHBI

JEMOHCTPUPOBATH MAaKCUMYM IIOTJIOLIECHHUA
MIpH OJWHAKOBBIX IJIAHaxX BOJIH.

3 | Average Weight/
Cpennsig Macca

401.9 mg/401.9 mr

400 mg £ 50% (380 mg to 420 mg) /
400 Mr % 5,0 % (ot 380 mr 0 420 mr)

4 | Dissolution /
PacTBOpeHHE

100 %, 100 %, 100 %, 101 %,
101 %, 100 %

Not less than 75 % (Q) of the labeled amount
of C21HasN (terbinafine) should dissolve in 45

minutes. / He wmemee 75% (Q) ot
HOMHWHAJIBHOIO coflepXanns C21HasN
(TepbunaduH) JOMMKHO PaCTBOPUTHCS HEPE3
45 MUHYT.

L ! —

Conclusion : APPROVED /
3aksouenne: OJIOBPEHO

Remarks : The Product confirms to ND/
TMpumeuanue: [TpoayKkT COOTBETCTBYET tpedosannam HII

Approved by: Manager/Executive /
Opobpeno: Mesejpiep / PyxoBonuTes
Abhishek Chauvh

Prepared by / Checked by /
[Moxprotosneno: Pardeep [Mposepeno: Himesh Kumar

Kumar f \ P

Reprint Date /
Jlara: 31.08.2023

Reprint Date /
Jara: 31.08.2023

Reprint Date /
Jlara: 31.08.2023

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
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIA3A
Product / Ilpoaykt Exifine tablets 250mg / Dx3upun® Tadnerku 250 mr
Batch No / Cepus Ne V2301626 Batch Quantity / + 115200 tabs /
O6bem napTuu 115200 Tab.
Analytical Report No / 890001684621 Date of Analysis / : 31.08.2023
AvanuTHdeckuii oTuer No JlaTa ananu3a
Date of Manufacture / Aug.2023 Date of Expiry / + July.2026
JlaTa NpoH3BOACTBA I'ogen xo

Analysis performed according ND / Anaau3 nposeaen no H/I: I N011536/01-260422

Page3 of 6 /Crp.3u36

5 [Related Impurities / PoacTBeHHbIE NpUMeECH

Highest individual R 0.03 % [ Not more than 0.2% / He Goxnee 0,2 %
impurity / EnquaudHas |
HeHJeHTUGULHPOBAHHAS
IpUMeECh l
Total impurities / 0.03% | Not more than 0.7% / He 6osee 0,7 %
CymMma npumeceit
|
6 |Water/Boaa 2.0 % [Not more than 5.0% w/w /
|He 6onee 5,0 % m/m
7 | Uniformity of dosage 0.7 Acceptance value (AV) should not exceed
units / OQTHOPOAHOCTE [15.0 / ITokasatensb npuemieMocTd (AV)
J03HPOBaHHS | ROJDKEH 66ITh HE Gonee 15,0

8 |Microbial limits / Mukpo6uoJiornyeckas YHCTOTa

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

a) Total aerobic microbial
count / Ob1iee 4ucio
a3poOHBIX
MHKpPOOPTaHU3MOB

[Not more than 1000 CFU/g /
[He 6osiee 1000 KOE/r

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

b) Total combined yeasts
and mould count / Ob1ee
YHCJIO APOAOKEBBIX U
IJIECHEBBIX TpUOOB

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

Remarks : The Product confirms to ND/
Ipumeuanne: [IpoxykT cooTBeTCTBYET TpeboBanuam HJT

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by /
[oarorosneHo: Pardeep ITposepeno: Himesh Kumar

Kumar
ol = =

Approved by: Manager/Executive /
Ono6pero: Menentkep / PykoBoautenn
Abhishek Chauhan

Reprint Date /
Hara; 31,08.2023

Reprint Date /
JaTa: 31.08.2023

Reprint Date /
Hara; 31,08,2023

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

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

CERTIFICATE OF ANALYSIS
CEPTHDOUKAT AHAJIU3ZA
Product / Ilpoaykr Exifine tablets 250mg / Dx3uua® Tabnetku 250 mr
Batch No / Cepus Ne V2301626 Batch Quantity / : 115200 tabs /
O0bem napruu 115200 Tab.

Analytical Report No / 890001684621 Date of Analysis / : 31.08.2023
AHajguTndeckmii oTyeT Ne Jarta ananusa
Date of Manufacture / Aug.2023 Date of Expiry / : July.2026
JlaTa npoH3BoaCTBa I'open oo

Analysis performed according ND / Anasin3 nposenen mo HJI: IT N011536/01-260422

Page 4 of 6/ Ctp. 4 u3 6

I c_) E. coli

Absentin 1g/
OrcyTcTByeT B Ir

Shall be absent in 1 g/
JloJKHBI OTCYTCTBOBATh B 1 T

Subdivision of tablets /
JenumocTh TabJeTKH

10

Assay /
Konuuecrsennoe
onpeneJeHue

Complies as prescribed /
CooTseTcTBYET TpeOOBaHHIM

No more than one individual mass deviates
from the average mass by more than + 15 %
and no individual mass deviates from the
average mass by more than + 25% /
He 6onee omHo¥ HWHAMBHIYyalbHOU MaccChl
OTKIIOHSIETCSI OT CpellHero 3HaueHus Oonee
yeM Ha *15 % ¥ HU ogHA WHJMBHAYaJIbHAs
Macca He OTKJIOHSETCS OT CPEIHETO 3HAUEHHS
6onee uem Ha £25 %.

247.37 mg/ 247.37 mr
(98.95 %)

237.5 mg to 262.5 mg (95.00 % to 105.00 %
of the labeled amount) of C;HasN
(terbinafine) per tablet / Ot 237,5wmr nmo
262,5Mr (ot 95,00% pmo 105,00% ot
HoMHHaNBHOTO  comepxanus)  CyHasN
(TepOuHaduH) B TabNETKE.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [IponykT cooTBeTcTBYeET TpeboBanusm HJL 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToxgrorosneHo: Pardeep ITposepeno: Himesh Kumar OnobpeHo: Menekep / PykoBonurens
Kumar | Abhishek Cha uhai&

011—— < ‘ L \
Reprint Date / Reprint Date / Reprint Date /
Hara: 31.08.2023 Jlara: 31.08.2023 JHara: 31.08.2023

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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Dr.Reddy’s ‘;'.

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

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

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A
Product / IIpoaykT Exifine tablets 250mg / Dk3upus® tabnerku 250 Mr
Batch No / Cepnsa Ne V2301626 Batch Quantity / : 115200 tabs /
O0beM napTHH 115200 Tab.

Analytical Report No / 890001684621 Date of Analysis / : 31.08.2023

AnanuTH4eckuii oTyeT Ne JlaTa aHann3a

Date of Manufacture / Aug.2023 Date of Expiry / : July.2026

JlaTa NpOH3BOACTBA Togen a0 |
Bnalysis performed according ND / Anain3 npoBeacH 0o HJI: TI N011536/01-260422 J

Page 50f6/Crp. 5136

Package / Ymakoeka

ﬁ1

‘ 16 tablets in PVC/aluminum blister, 1
blister and a patient information
leaflet in a carton pack. / Ilo 16
tabnetox B IIBX/amoMMHUEBBIH
6aucrep, 1 Omucrep BMECTE C
MHCTPYKLMEH 1O TNpPHUMEHEHHIO B
Ma4Ky KapTOHHYIO.

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. /

Tlo 4 Tabnerku B IIBX/anroMMHHMEBBIH
6nucrep, 4, 5, 7 uma 10 GJILCTEPOB BMECTE C
MHCTpYKu¥e! MO INpPUMCHEHHIO B MadKy
KapTOHHYIO.

Ilo 16 Tabnerox B IIBX/amoMMHHEBBIH
onucrep, 1 6imMcTep BMECTE C HHCTpYKLHEH
110 NPUMEHEHHUIO B NAYKy KAPTOHHYIO.

12 |Labeling/
MapKHpOBKa

Complies as prescribed /
CooTBeTCTBYET TPEOOBAHHUSIM

According to ND /

B coorserctBru ¢ H]T

13 |Storage conditions /
Xpanenue

At temperature below 25 °C. / IIpu TemnepaType He BbILIC 25 °C.

14 | Shelf life /
CpoK roAHOCTH

3 years / 3 roga

Remarks : The Product confirms to ND/

Ipumeganune: [IpoAYKT COOTBETCTBYET tpedosatnam HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
Tonrotosiexo: Pardeep
Kumar

-

Checked by /
IMposepeno: Himesh Kumar

Approved by: Manager/Executive /

Onobpeno: MeHemxe / PykoBOIHUTEIE
Abhishek Chauhan ( \

Reprint Date /
Hura. 31.08.2023

Reprint Date /
Hara: 31.08.2023

Reprint Date /
DNara: 31.08.2023

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: L85195AP1584PLC0O04507
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Dr. Reddy's Laboratories Ltd.

DI’. Reddy,s ".:.. Formulation Unit-6

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

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

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A
Product / IIpoayRT . Exifine tablets 250mg / Diaudua® Tadnerku 250 Mr ;I
Batch No / Cepust Ne 1 V2301626 Batch Quantity / : 115200 tabs /
O6BeM DAPTHH 115200 T26.
Analytical Report No/ + 890001684621 Date of Analysis / : 31.08.2023
AnajuTHYecKnii oryer Ne JlaTa aHann3a
Date of Manufacture / : Aug.2023 Date of Expiry/ : July.2026
JiaTa mpOM3BOJACTBA T'ojen 10
@alysis performed according ND / Apanns nposeaen mo HJL: I1 NO011536/01-260422 j

Page 6 of 6/ C1p. 6 M3 6

API name / Haumenosauue ADC: Terbinafine hydrochloride / Tepbunaguxa rnnpoxﬂop;m—]
INN / MHH Terbinafine / TepGunadut
API manufacturer batch number / TN22090064
Homep ceplH NPOH3BOAUTENH ADC:
FP Manufacturer API Batch number / FEPA04307
Homep cepnn cyOCTAHIHH NPOH3BOANTEIA TJdD:
API Manufactured by & country/ Hetero Labs Limited, India /
[pomnssoguteis AQC, cTpana: Xetepo Jlabc Jlumuren, Wnnus i
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Mpumevanne: [IpoLyKT COOTBETCTBYCT tpebosanuaM HJL 3axmouenne: OQJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Toxrorosneno: Pardeep [Mposepero: Himesh Kumar Ono6peno: Menekgp / PykoBOIHTEIb
Kumar l} Abhishek Chauhan k
Reprint Date / Reprint Date / Reprint Date /
Tara: 31.08.2023 Tara: 31.08.2023 Jlara: 31.08.2023

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
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