Dr. Reddy's Laboratories Ltd
Formulation Unit-6

@
Dr. Reddy’s ‘... Vill. Khol, Natagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIMA3A
Product / IIpopyxT : Exifine tablets 250mg / Ox3uuH® Tabnerku 250 mr
Batch No / Cepus Ne : V2301626 Batch Quantity / : 115200 tabs /
O0beM mapTun 115200 Tab.

Analytical Report No / ;890001684621 Date of Analysis / : 31.08.2023
AHaJIUTHYECKHIi oTyeT No Jarta anann3a
Date of Manufacture / ¢ 08/2023 Date of Expiry / : 07/2026
Jlata npousBojacTBa Tonen mo

Analysis performed according ND / Anaqu3 npoeeged no HJ: II N011536/01-260422 [
Page 10f 6/ Crp. 1 u3 6

Ne Test / IlokazaTenn Result / Pe3yabTaTsl J Specification / Hopma
1 |Description/ White round, biconvex tablets with| White to off-white round, biconvex tablets |
Onncanne the breakline on one side and plain|with the breakline on one side and plain

surface on other side / Kpyrneie |surface on other side. / Kpyrisie
JBOSIKOBBINYKJIbIE TabJIeTKH 0enoro | ABOSKOBBIMYKIBIE TabneTku oT Oejoro mo
UBeTa C JAeJUTEeNbHOH puUCKOMl c|mouTd Oesoro LBeTa ¢ AeIUTEIbHOH pUCKOi
ONHOM  CTOPOHBI M  TJAJKOH |C OJHON CTOPOHBI U INAAKOH IIOBEPXHOCTHIO
MOBEPXHOCTHIO C APYTOH CTOPOHBI. c JIpyroii CTOpOHBI.

2 |Identification of terbinafine / IMogimaHOCTL TepOMHApHHA

2a |By HPLC/ Combplies as prescribed / The retention time of the main peak in the
| BOKX CooTBETCTBYET TpeOOBAHUIM 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™").
/ BpeMsi ynepkuBaHHS OCHOBHOIO IHWKa Ha
XpOMaTorpaMMe HCIBITYEMOTO  pacTBOpa
JOTDKHO COOTBETCTBOBATh BpEMEHH
yIEp)KHBaHUs  OCHOBHOIO  THKa  Ha
XpoMaTorpamMMe pacTBOpa CTaHIApTHOrO
obpazna  TepbuHAaQUHA ~ TUAPOXJIOPHAA
(paznmen «KonuuecTBeHHOE OIIpEACICHUE)).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanne: [IpoaykT cooTBeTcTBYeT TpeboBanusM HJJ 3akmouenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: Pardeep IlpoBepeno: Santosh Kumar Onobpeno: Menemxep / PykoBoaurtens
Kumar . Maurya Amit Kumar

. v R o

—

Reprint Date / Reprint Date / Reprint Date /
Hara: 01.01.2024 Jara: 01.01.2024 Hara: 01.01.2024

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

@e
Dr- ReddY’S q_.. Vill. Khol, Nalagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A
Product / IIpoaykT : Exifine tablets 250mg / Dx3uue® Tabnerku 250 Mr
Batch No / Cepnsa Ne : V2301626 Batch Quantity / : 115200 tabs /
O6beM napTHH 115200 Tad.
Analytical Report No / : 890001684621 Date of Analysis / : 31.08.2023
AHaauTH4ecKuil oT4yeT Ne JlaTta anayn3a
Date of Manufacture / : 08/2023 Date of Expiry / : 07/2026
JaTta npou3BoJcTBa T'onen no
Analysis performed according ND / Anwann3 nposeaen mo HJ/I: ITN011536/01-260422 [
] Page20f 6/ Crp.2 M3 6
Na Test / HokasaTens | Result / Pe3ynbTaThbl Specification / Hopma
2b | By UV-spectrophoto- Complies as prescribed / The UV absorption spectra of both standard
metry/ CooTBeTCcTBYET TPEOOBAHUAM and sample preparations should exhibit
Y@®-cnexmpoghomo- maxima at the same wavelength /
Mempus V®-cnekTpsl MOMVIOWEHUS HUCIBITYEMOIO
obpasia W CTaHJApTHOrO obpa3sia
Tep6uHa@uHAa ~ THAPOXJIOPUAA  JOJDKHBI
JEMOHCTPHPOBATE MAKCHMYM MOTJIOLIEHHUS

| [IpY ONHHAKOBBIX JJIMHAX BOJIH.

3 | Average Weight / ~ 401.9mg/401.9 mr 400 mg + 5.0% (380 mg to 420 mg) /

[ Cpennsiga Mmacca 400 mr £ 5,0 % (ot 380 mMr no 420 mr)
4 |Dissolution / 100 %, 100 %, 100 %, 101 %, Not less than 75 % (Q) of the labeled amount
PacTtBopeHue 101 %, 100 % of C21HasN (terbinafine) should dissolve in 45

minutes. / He wmenee 75% (Q) or
HOMHHaNBHOrO cogepxanuss  CyHasN
(TepbunaduH) NOHKHO PaCTBOPHUTECS depes

45 MUHYT.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: ITpoaykr cooTBeTCTBYET TpeboBanusam HJI 3axmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Iloxrorosneno: Pardeep IIposepeno: Santosh Kumar Onobpeno: Menemxep / PykoBoauTeb
Kumar Maurya Amit Kumar

g _f\: ~\—
Reprint Date / Reprint Date / Reprint Date /
Hata: 01.01.2024 Hara: 01.01.2024 Hata: 01.01.2024

Registerea Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel- +91 40 49C0 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984P1L.CO04507
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Badd;i,
Distt. Solan, H.P.,, 173 205, INDIA
Tel: +91 98166 56001-02
www.drreddys.com

Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A
Product / IIpoaykr Exifine tablets 250mg / Ox3uduH® tabnerku 250 mr
Batch No / Cepust Ne V2301626 Batch Quantity / + 115200 tabs /

O6beM napTHu 115200 Tab.

Analytical Report No / 890001684621 Date of Analysis / : 31.08.2023
AHanuTHYecKuii oTyeT Ne JlaTa ananuza
Date of Manufacture / 08/2023 Date of Expiry / : 07/2026
JaTa npou3BoACTBa I'onen no

Analysis performed according ND / Ananu3 nposenen mo HJI: I1 N011536/01-260422 |
Page3 of 6/ CTp.3 n3 6

5 ']'Reiated I;purizies / PO)]CT_BeHHLle NPHMeECH

Highest individual 0.03 % Not more than 0.2% / He 6onee 0,2 %
impurity / EquHuYHas
HeHJeHTUGHULHPOBaHHAS]
MpUMech
Total impurities / 0.03 % Not more than 0.7% / He 6onee 0,7 %
[ Cymma npumMeceit
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 / OqHOpOAHOCTH 15.0 / IlokazaTens npuemieMoctu (AV)
J03UPOBaHHSA JoipkeH ObITh He 6osiee 15,0

8 |Microbial limits / Mukpo6uosioruueckasi 4HcTOTa

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

Not more than 1000 CFU/g /

a) Total aerobic microbial|
He 6onee 1000 KOE/r

count / Ob1ee uncio
a’pOOHBIX
MHMKpPOOPraHHU3MOB

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

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

b) Total combined yeasts
and mould count / Ob1ee
HUCIIO JIPONOKEBBIX U

"HJ'[eCHeBBIX rpuboB | '

Conclusion : APPROVED /
3axmouenue: OJIOGPEHO

Remarks : The Product confirms to ND/
IIpumeuanue: [Iponykr coorseTcTByeT TpedoaHusiM HJ{

Prepared by /
IToarotosneno: Pardeep

Kumar Q_f’(?

Checked by /
Iporepeno: Santosh Kumar

Maurya @

Approved by: Manager/Executive /
Ono6peHo: Menemxep / PykoBoautens

Amit Kumar
\\\/_ )
%\ /

Reprint Date /
Hara: 01.01.2024

Reprint Date /
Hara: 01.01.2024

Reprint Date /
Hata: 01.01.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49C0 2900, Fax; +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr. Reddy's Laboratories Ltd

@0 Formulation Unit-6
/
Dl’. Reddy S q‘... Vill. Khol, Nalagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIN3A
Product / Ilpoaykt Exifine tablets 250mg / Ox3upuH® tabnetku 250 Mr
Batch No / Cepus Ne V2301626 Batch Quantity / : 115200 tabs /
O6bem napTun 115200 Tab.

Analytical Report No / 890001684621 Date of Analysis / : 31.08.2023
AHanuTHYecKHii oTyeT No JaTa ananuza
Date of Manufacture / 08/2023 Date of Expiry / : 07/2026
JlaTa npou3BoaCTBA I'ogen no

Analysis performed according ND / Ananus nmposeaed no HJI: 1T N011536/01-260422 ]

Shall be absentin 1 g/
JomKHBI OTCYTCTBOBaTH B 1 T

Absent in 1 g/
OrtcyrctByeT B IT

c) E. coli

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 ogHOW MHAMBHIYaJIbHOH Macchl
OTKJIOHSIETCS OT CpellHEro 3Ha4deHus Oolee
yeM Ha 15 % ¥ HU OJHA MHAWBHIYyajlbHAs
Macca He OTKJIOHSIETCS OT CPeIHEro 3HaUEHUS
6onee yueM Ha £25 %.

Complies as prescribed /
CooTBeTcTBYET TPpeOOBAHUIM

9 | Subdivision of tablets /
JenumocThb TaGJeTKI

10 |Assay/ 247.37 mg / 247.37 mr 237.5 mg to 262.5 mg (95.00 % to 105.00 %
IKo.lmqecTBelmoe (98.95 %) of the labeled amount) of C;HasN
omnpeaejeHue (terbinafine) per tablet / Ot 237,5Mr mo

262,5uMr (ot 95,00% mo 105,00% or
HOMHMHaTbHOrO  cojepxanusd)  CyHasN
(Tepbunadun) B TabneTkKe.

Conclusion : APPROVED /
3axkmouenne: OJOBPEHO

Remarks : The Product confirms to ND/
Ipumeuanne: [Ipogykt cooTBeTcTBYET TpeboBaHuaM HJJ

Prepared by /
[oxroroBneHo: Pardeep

Kumar E

—

Checked by /
IIposepeno: Santosh Kumar
Maurya

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoautens
Amit Kumar

Reprint Date /
Jara: 01.01.2024

Reprint Date /
Jara: 01.01.2024

Reprint Date /
Jara: 01.01.2024

Pegistereu 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: L85195AP1584PLCC0O4507
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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

Dr.Reddy’s ":

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A
Product / Ilpoaykt Exifine tablets 250mg / Ox3upnu® tabnerku 250 mr
Batch No / Cepus Ne V2301626 Batch Quantity / : 115200 tabs /
O0BbeM napTuu 115200 Tab.

Analytical Report No / 890001684621 Date of Analysis / : 31.08.2023
AHanuTHYecKHii oTYeT No Jlara ananuza
Date of Manufacture / 08/2023 Date of Expiry / : 07/2026
JlaTa npousBoacTBa I'ogen 1o

Analysis performed according ND / Auaau3 nposexen mo HJI: TTN011536/01-260422 |
B Page 5of 6/ Ctp. S5 u3 6
16 tablets in PVC/aluminum blister, 1 |4 tablets in PVC/aluminum blister, 4, 5, 7 or|
blister and a patient information| 10 blisters and a patient information leaflet in
leaflet in a carton pack. / ITo 16|a carton pack.
tabnerok B [IBX/amomunuesslii| 16 tablets in PVC/aluminum blister, 1 blister
6muctep, 1 Onucrep BMecTe c|and a patient information leaflet in a carton
UHCTpYKIMelt mo npuMeHeHuio B|pack./
MavyKy KapTOHHYIO. Ilo 4 tabnetxu B [IBX/anroMuHHEBHIH
onucrep, 4, 5, 7 unu 10 OAucTepoB BMecCTE C
UHCTPYKLMEH 10 IIPUMEHEHHIO B MAauKy
| KAPTOHHYIO.
[ ITo 16 Tabnerok B IIBX/anromMuHueBbIH
Onucrep, 1 6nucTep BMecTe ¢ HHCTPYKLHEH
10 MPUMEHEHHIO B NAUKy KAPTOHHYIO.

According to ND / R
B cootsetcTBUU ¢ H]]

11 |Package/ YnaxoBka

Complies as prescribed /
CooTteeTcTBYET TpEOOBAHUAM

12 | Labeling /
MapxkupoBka

13 | Storage conditions / At temperature below 25 °C. / [Ipu Temnepatype He BbILLIE 25 °C.

Xpanenue

14 | Shelf life /
Cpox roaHocTu

3 years / 3 roza

Conclusion : APPROVED /
3akmouenune: OJOBPEHO

Remarks : The Product confirms to ND/
IIpumeuanne: IIpogykT cooTBeTcTBYET TpeboBaHUsSM HJJ

Prepared by /
IToarotosneno: Pardeep

Checked by /
ITpoBepeno: Santosh Kumar

Maurya @/

—

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

Kumar
Reprint Date /

Hara: 01.01.2024

Reprint Date /
Hata: 01.01.2024

Amit Kumar
R
X&' P
Reprint Date/

Jlata: 01.01.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Ernail: mail@drreddys.com
CIN: L85195AP1984PL.C0O04507
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Dr. Reddy's Laboratories Ltd

Qe .
) o Formulation Unit-6
Dl'. Reddy S q.. Vill. Khol, Nalagarh Road, Badd;,
Distt. Sofan, H.P., 173 205, INDIA

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

CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIM3A
Product / IIpoaykT : Exifine tablets 250mg / Ox3uuH® Tabaerku 250 Mr
Batch No / Cepua Ne 1 V2301626 Batch Quantity / : 115200 tabs /
O6bem napTuu 115200 Tab.
Analytical Report No / : 890001684621 Date of Analysis / : 31.08.2023
AnajguTndeckuid oruer Ne JlaTa aHanu3a
Date of Manufacture / : 08/2023 Date of Expiry / : 07/2026
JaTa npousBoacTBa T'open no
Analysis performed according ND / Auanu3s npoBenen mo HJI: IT N011536/01-260422 ‘
Page 6 of 6 / Ctp. 6 u3 6

API name / HaumenoBauune ADC: Terbinafine hydrochloride / TepbunaduHa ruApoxJIOpUa
INN / MHH Terbinafine / Tepbunadun
API manufacturer batch number / TN22090064
Howmep cepuu npoussBoautesss ADC:
FP Manufacturer API Batch number / FEPA04307
Homep cepun cyGeTanuun npoussoantens I'JId:
API Manufactured by & country / Hetero Labs Limited, India /
IIponseoaurens ADC, cTpaHa: Xetepo Jlabc Jlumuren, Unaus

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

Ipumeuanne: [MponyxT coorBeTcTBYeT TpeboBanusm HJI 3akmwuenne: OJOBPEHO

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

IToarororneno: Pardeep ITpoeepeno: Santosh Kumar Onobpeno: Menemxep / Pyxosogurens

Kumar Maurya i

Q'f'/ ry @X/\ Amit Kumar /&_w\“\/_
= -— ._-—"""‘Fl
Reprint Date / Reprint Date / Reprint Date /
Hara: 01.01.2024 Hara: 01.01.2024 Hara: 01.01.2024

Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49C0 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




