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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A
Product / IIpoaykTt : Exifine tablets 250mg / Dx3udn® tadnetu 250 mr
Batch No / Cepus Ne : V2300602 Batch Quantity / : 1,25000 tabs /

ObbeM napTuu 1,25000 Tab.

Analytical Report No / : 890001655669 Date of Analysis / : 10.04.2023
AHanuTH4YecKH# oTueT No JlaTa aHaau3a
Date of Manufacture / : Mar 2023 Date of Expiry / : Feb 2026
JlaTa npou3BOACTBA T'ogen no
Analysis performed according ND / Anasins nposeaen no HJ: TTN011536/01-260422 |

Page1of6/Crp.1u36

= = |
‘ No Test / IlokasaTein Result / PezyabTaTnt | Specification / Hopma
| 1 |Description/ White, round, uncoated biconvex |White to off-white round, uncoated biconvex
Onucanune tablets with the breakline on one side |tablets with the breakline on one side and
and plain surface on other side /|plain surface on other side. / Kpyribte
| Kpyrnbie ZIBOSIKOBBITYKJIBIE | IBOSIKOBBIMYKJIbIe TabneTky OT 6enoro 1o

TabneTku Genoro  LBeTa  c|mo4TH Gesoro 1BeETa C AETMTENbHO! PUCKOH
LETIUTENbHON  PUCKOH C  OXHOM 'ic OJIHOM CTOPOHBI U TJIQJKOW MOBEPXHOCTHIO
CTOPOHBI U TJIafKOH MOBEPXHOCTHIO | C APYTrOd CTOPOHBL.

C IpYroil CTOPOHBI.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [TpoaykT cooTBeTcTBYeT TpeboBanusM HJT 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Naresh Ipogepeno: Rajeev Gandhi Onobpeno: Menemkep / PykoBoauTens
Kumar C Manoj Kumar C

U | Lt

-
Reprint Date /10.04.2023 Reprint Date /10.04.2023 Reprint Date /10.04.2023
Hara: Jara: JHara:

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




D ‘..o Dr. Reddy's Laboratories Ltd.
? [ ] . .
Formulation Unit-6
r' Reddy s °. Vill. Khol, Nalagarh Road, Baddi,
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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A
Product/ IlpoaykT : Exifine tablets 250mg / Di3nuu® tabnetkn 250 mMr
Batch No / Cepus Ne : V2300602 Batch Quantity / : 1,25000 tabs /

Ob6bem napTun 1.25000 Tab.

Analytical Report No / : 890001655669 Date of Analysis / ¢ 10.04.2023
AHammTudyeckuii oTueT Ne Jara aHaiusa
Date of Manufacture / : Mar 2023 Date of Expiry / : Feb 2026
Jara npon3BoacTRa I'ogen no
Analysis performed according ND / Ananu3 nposeaen no HII: TT1 N011536/01-260422 |

Page2 of 6/ Cp.2 u3 6

2 |Identification of terbinafine / IloanuBHOCTL Tep6unaguHa

2a By HPLC/ Complies as prescribed / The retention time of the main peak in the
| '\ BOKX CooTBeTCTBYET TPeOOBAHUAM 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 yaepxuBaHus
' [ocHOBHOrO mnuka Ha  XpoMaTorpamme
| CIIBITYEMOTO pactBopa JOJDKHO
COOTBETCTBOBATh BPEMEHHM  YIAECPKUBAHHS
OCHOBHOTO IMKa Ha  XpoMarorpamme
pacTBopa CTaHAAPTHOFO obpasia
TepOuHaduHa ~ rHApoOXJIOpHIA (pa3nen
«KOnHueCTBEHHOE OTIPENCIICHUEY).

2b | By UV-spectrophoto- Complies as prescribed / The UV absorption spectra of both standard
metry/ CooTBeTCTBYET TPeOOBAHUAM and sample preparations should exhibit
Y®-cnekmpogpomo- maxima at the same wavelength /
Mempusa V®-cniekTppl MOTNOLIEHHUST UCIIBITYEMOrO

obpasnia W crangapTHoro  obpasua
TepOuHapuHa  THUAPOXJIOPHUAA  HOJIKHBI
JEMOHCTPHPOBATh MAaKCHMYyM TIOTJIOLIEHHS
[IPH OJIMHAKOBBIX JUIMHAX BOJIH.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumevanne: [IpoaykT cooTBeTCTBYET Tpebosanusam H/ 3axmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Moarotosneno: Naresh ITposepeHo: Rajeev Gandhi Onobpeno: Menemxkep / PykoBonuTens
Kumar : Manoj Kumar ) j

& 185 (1408

-

Reprint Date /10.04.2023 Reprint Date /10.04.2023 Reprint Date /10.04.2023
Hara: Hara: Hara:
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CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A
Product / [Ipogykr . : Exifine tablets 250mg / Dx3upuH® Tabnetku 250 Mr
Batch No / Cepus Ne : V2300602 Batch Quantity / : 1,25000 tabs /

O6bem napTum 1,25000 Tab.

Analytical Report No / : 890001655669 Date of Analysis / : 10.04.2023
Anagurnyecknii oryer Ne JlaTa ananan3a
Date of Manufacture / : Mar 2023 Date of Expiry / : Feb 2026
Jara npoussoacTBa T'onen no
Analysis performed according ND / Ananu3s nposenes mo HJL: TI NO11536/01-260422 f

Page3 of 6/ Crp.3 u3 6

3 | Average Weight / 401.3 mg/401.3 mr [400 mg + 5.0% (380 mg to 420 mg) /
Cpeansia Macca 400 mr £ 5,0 % (ot 380 mMr 1o 420 mr)

4 |Dissolution / |Not less than 75% (Q) of the labeled
PacrBopeHne 100 %,101 %,101 %, 101 %, amount of C;HzsN (terbinafine) should

dissolve in 45 minutes. / He menee 75 % (Q)
OT HOMHHaNbHOTO conepxkaHust CiHasN
(TepbuHadMH) AODKHO PaCTBOPHUTHCS Hepes

101 %,101 %

45 MUHYT.
5 |Related Impurities / PoncTBeHHbIe NpHMecH R
Highest individual Not more than 0.2% / He 6onee 0,2 %
impurity / ExuH14YHas 0.03%
HeuJeHTHHUIMPOBAHHAS '
NIpUMECh |
‘Total impurities / 0.03 % | Not more than 0.7% / He 6onee 0,7 %
CyMmMa npumeceii
6 |Water / Bona 1.9% Not more than 5.0% w/w /
He 6onee 5,0 % m/m
7 | Uniformity of dosage 1.0 Acceptance value (AV) should not exceed
units / OAHOPOAHOCTH 15.0 / IToka3zarens npuemaeMocTd (AV)
JAO3HPOBAHNA JloKeH ObITh He 6onee 15,0

8 |Microbial limits / MuxpoOnosiora4eckasi YncToTa

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

Ipumeyanue: [IpogykT cooTBeTCTBYET TpeboBanusaM HJT 3akmouenne: OJOBPEHO

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

[Toarotorneno: Naresh [porepeno: Rajeev Gandhi Onobpeno: Meremxep / PykoBoauTenb

Kumar é‘f( Manoj Kumar p F
- 'MH’ e

Reprint Date /10.04.2023 Reprint Date /10.04.2023 Reprint Date /10.04.2023

Jara: Hara: Jlata:
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Formulation Unit-6

Vili. Khol, Nalagarh Road, Baddj,
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Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A
Product / IIpoaykT Exifine tablets 250mg / Dx3uduH® Tabnetku 250 mr
Batch No / Cepus Ne V2300602 Batch Quantity / : 1,25000 tabs /

O06BeM mapTuu 1,25000 Tab.

Analytical Report No / 890001655669 Date of Analysis / ¢ 10.04.2023
ApannTuyeckuii oryer No JlaTa anajgu3za
Date of Manufacture / Mar 2023 Date of Expiry / : Feb 2026
Jata npou3BoacTBa I'ogen no
Analysis performed according ND / Auasnu3 nposenen nmo HJI: TI N011536/01-260422 |

Page 4 of 6/ C1p.4 u3 6
l

a) Total aerobic microbial
count / Obruee uucno I
! a’pOOHBIX
MHKPOOPraHU3MOB

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

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

' b) Total combined yeasts |
‘. and mould count / O6wee |
YUCNO JPOAOKEBBIX U

J IJIECHEBBIX MPUOOB

c) E. coli Absent in 1g/

9 | Subdivision of tablets /
JenumMocThb Ta0JIeTKH

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

OTcyTCTBYET B 1T

Complies as prescribed /
CooTBeTcTBYeT TpeOOBaHUSIM

' Not more than 100 CFU/ g/
| He Gonee 100 KOE/r
1

' Shall be absent in 1 g/
| HomKHBl OTCYTCTBOBATH B 1 T

{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 ©Oonee ongHOW MHAMBHAYAJILHON MacChl
OTKJIOHSIETCS. OT CpeJHero 3HaueHHus Oolee
yem Ha +15 % M HM OIHA MHAMBUIYyaJIbHAS
Macca He OTKIOHSETCS OT  CpEOHEro
3HaueHus bonee yem Ha £25 %.

Remarks : The Product confirms to ND/
ITpumeuanne: IIpoaykr coorBeTcTBYET TpeboBanusaM HJT

Conclusion : APPROVED /
3akmaouenne: OJJOBPEHO

Prepared by / Checked by /
[ToaroroeneHo: Naresh [Tposepeno: Rajeev Gandhi

Kumar é};

-

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoauTens

Manoj Kumar
et

Reprint Date /10.04.2023
Jara:

Reprint Date /10.04.2023
Hara:

Reprint Date /10.04.2023
Hara:
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
Product / Hpoaykt Exifine tablets 250mg / Dx3upuu® Tabnetku 250 mr
Batch No / Cepusi Ne V2300602 Batch Quantity / : 1,25000 tabs /
O6bem mapruu 1,25000 Tab.
Analytical Report No / 890001655669 Date of Analysis / : 10.04.2023
AHanuTH4YecKHii oTueT No JlaTa ananusa
Date of Manufacture / Mar 2023 Date of Expiry / : Feb 2026
Jata npom3BoacTBa T'onen no
Analysis performed according ND / Auanu3 nposeaen mo H/I: [1 N011536/01-260422 ‘
Page5of 6/ Crp.5u3 6
| 10 |Assay/ 252.51mg/252.51 mr 237.5 mg to 262.5 mg (95.00 % to 105.00 %
KoaunuyecTBenHoe (101.00 %) lof the labeled amount) of CyHysN
onpeaenenne |(terbinafine) per tablet / Ot 237,5Mr no
262,5mr (or 95,00% no 105,00% or
| ‘HOMHHaJ'leOI"O comepxkanus)  CaHasN
| (Tepbunadun) B TabneTke.
11 |Package / VYhnakoeka | 16 tablets in PVC/aluminum blister, |4 tablets in PVC/aluminum blister, 4, 5, 7 or

1 blister and a patient information
leaflet in a carton pack. / [To 16
tabnerok B [IBX/antomMuHMEBbIH
O6nuctep, 1 Onuctep BMecTe C
MHCTPYKLHEH 110 TNpPUMEHEHUIO B
NayKy KapTOHHYIO.

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. /

‘l’lo 4 Tabnetku B [IBX/anroMHHUEBBIH
IGHI/ICTep, 4,5, 7 unu 10 611CTEpOB BMECTE C
WHCTPYKIMEH 1O TPUMEHEHHIO B TIA4Ky
KapTOHHYIO.

I[To 16 Tabnetox B [IBX/anromuHueBbli
onucrep, 1 6nuctep BMecTe C MHCTPYKLKEH
T0 TIPEMEHEHUIO B MMaYKy KApTOHHYIO.

12 |Labeling/ [ Complies as prescribed / According to ND /
{Mapm[pomca ‘ CooTBETCTBYET TpeOOBaAHHSIM B cootercTBuu ¢ HJJ
13 |Storage conditions / At temperature below 25 °C. / [Ipu Temnepartype He Boiie 25 °C. ]
Xpanenue
Remarks : The Product confirms to ND/ Conclusion : APPROVED / B
IIpumeuanne: IlpoaykT coorBercTBYeT TpeboBaHusam HJL 3akmoyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toprororneno: Naresh [Ipoeepeno: Rajeev Gandhi Opnobpeno: Menemkep / PykoBonutenb
Kumar é Manoj Kumar
3 e
Reprint Date /10.04.2023 | Reprint Date /10.04.2023 Reprint Date /10.04.2023
Jara: JHara: Hara:
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A
| Product/ Ilpoaykr : Exifine tablets 250mg / Dx3ubuu® tabnerku 250 mr
Batch No / Cepus Ne 1 V2300602 Batch Quantity / : 1,25000 tabs /
O0bem napTuu 1,25000 Tab.
Analytical Report No / : 890001655669 Date of Analysis / : 10.04.2023
Ananntnyecknii oruer Ne JlaTa ananusa
Date of Manufacture / : Mar 2023 Date of Expiry / : Feb 2026
Jara npouszsogcraa T'oaen no
| Analysis performed according ND / Ananau3 npoBeaen mo HJ/I: [1 N011536/01-260422 [
_ - - - Page 6 of 6/ CTp. 6 u3 6
14 |Shelf life / 3 years / 3 roza
Cpok roasocTu
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanne: [IpoayKkT cooTBETCTBYET TpeboBanusaM HJ| 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarotoBneHo: Naresh ITpoBepeno: Rajeev Gandhi Onobpeno: Menemxep / PykoronuTens
Kumar & Manoj Kumar
= o
Reprint Date /10.04.2023 Reprint Date /10.04.2023 Reprint Date /10.04.2023
JlaTa: JlaTa: JlaTa:
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