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CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIN3A

Product / IIpogykTt Exifine tablets 250mg / Dx3ubiH® tadnerkn 250 mr
Batch No / Cepus Ne V2300604 Batch Quantity / : 1,25000 tabs /
Oobem napTuun 1,25000 Tad.
Analytical Report No / 890001656016 Date of Analysis / : 11.04.2023
AHanuTu4eckui oTyeT Ne JlaTa anajau3a
Date of Manufacture / Mar 2023 Date of Expiry/ : Feb 2026
JaTa npousBojcTBa I'ogen no
Analysis performed according ND / Anasmu3 npoeeaen nmo HJI: [T NO11536/01-260422 |
Page 10f6/Ctp.1u36

Ne Test / ITokazareinb

Result / PesynbTaTnt

Specification / Hopma

1 Description /
Onncanue

tablets with the break line on one
side and plain surface on other side /
Kpyrinste JBOSIKOBBIMYKJIbIE
TabneTku 6enoro uBeTa c
JEJIUTENIbHOH  PHUCKOH ¢ OAHOM
CTOPOHBI M TJaIKOH NOBEPXHOCTHIO
| ¢ npyroii cropoHbl,

White, round, uncoated biconvex;White to off-white round, uncoated biconvex
tablets with the break line on one side and

plain surface on
JIBOSIKOBBITYKJTblE

nouTtH OeJyoro 1BeTa ¢ JAeHTEbHOl pHCKOﬁ

other side. / Kpyrisle
Tabnerky oT Oenoro 0

C OfHOH CTOPOHBI U r1aIKo#H MTOBEPXHOCTHIO |

C pYroi CTOPOHBI.

Remarks : The Product confirms to ND/
I pumeyanne: IIpoaykr coorBercTBYeT TpedoBaHusm HJJ

Conclusion : APPROVED /
3akmouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneno: Pravesh [Tposepeno: Naresh Kumar OnobpeHo: Menemxep / Pykosonutens
Rana , ( N Ajay Sharma

f B
Reprint Date /11.04.2023 Reprint Date /11.04.2023 Reprint Date /11.04.2023
Jara: Jara: Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, !ndia
Tel: +51 40 4900 2900, Fax: +51 40 4900 2999, Email: mail@drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A
Product / Hpogykr Exifine tablets 250mg / Dx3nua® Tadnetkn 250 mr ]
Batch No / Cepusi Ne V2300604 Batch Quantity / : 1,25000 tabs /

O6bemM napTHH 1,25000 Tab.

Analytical Report No / 890001656016 Date of Analysis / : 11.04.2023
AHajuTH4ecKnii oTueT Ne JlaTa anaanza
Date of Manufacture / Mar 2023 Date of Expiry / : Feb 2026
Jata npousBoacTBa I'ogen no

Analysis performed according ND / Anasm3 npoeaen no H/I: TT NO11536/01-260422

Page 2 of 6/ Ctp. 2 3 6

2

Identification of terbinafine / lognunHoCTb TepOunaduna

2a |By HPLC/

BOKX

Complies as prescribed /
CooTBeTcTBYET TpeOOBAHMAM

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 ynepxuBaHus
OCHOBHOrO MNHKa HAa  Xpomartorpamme
HCIIBITYEMOTO pacreopa JIOJKHO
COOTBETCTBOBaTb BPEMEHH YJAEpKUBaHUS
OCHOBHOTO  IIHKa Ha  XpoMaTorpamme
pactBopa CTaHJAPTHOTO obpasua
TepOHHabHHA  TUAPOXJIOpHAA (paznen
«Konr4eCcTBEHHOE OTIPEJEIIEHHEY).

2b | By UV-spectrophoto-
metry/
Y®-cnexmpogomo-

Mempua

Complies as prescribed /
CooTtBeTcTBYET TpeOOBAHUAM

The UV absorption spectra of both standard
and sample preparations should exhibit
maxima at the same wavelength /
Y®-crnieKTpbl MOTJIOLIEHHS HCITBITYEMOTO
obpasua U CTaHAApTHOTO obpasia
TepOuHaduHA  TUAPOXJIOPHJA  JIOJIKHBI
JIEMOHCTPHPOBaTh MAKCHMYM TIOTJIOIIEHUS
NPH OMHAKOBBIX JJIHHAX BOJIH.

Remarks : The Product confirms to ND/
IIpumeuanue: [Iponykr cootTBeTCTBYET TpeGoBaHuam HJJ

Conclusion : APPROVED /
3aknwuenune: OJOBPEHO

Prepared by /
[Toarorosneno: Pravesh
Rana '

Checked by /
IIpoBepeno: Naresh Kumar

Approved by: Manager/Executive /
OnobpeHo: Menekep / PykoBoautens

ﬁ/ Ajay Sharma <®/

Reprint Date /11.04.2023
JlaTa:

Reprint Date /11.04.2023
JlaTa:

Reprint Date /11.04.2023
[Hara:
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A
Product / IIpoaykT Exifine tablets 250mg / Dx3udmu® tabnetkn 250 mr
Batch No / Cepusi Ne V2300604 Batch Quantity / : 1,25000 tabs /
O0brem napruu 1,25000 Tad.
Analytical Report No / 890001656016 Date of Analysis / : 11.04.2023
AHanuTHyeckui oryeT No Jarta anajgu3za
Date of Manufacture / Mar 2023 Date of Expiry / : Feb 2026
Hata npousBoacTrea T'open g0
Analysis performed according ND / Ananu3s nposegen no HJI: T1 N011536/01-260422 I
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3 | Average Weight /
Cpennss macca

400.7 mg/ 400.7 mr

400 mg + 5.0% (380 mg to 420 mg) 7|
400 mr £ 5,0 % (ot 380 mr 1o 420 mr)

4 | Dissolution /
PactBopenne

103 %,101 %,101 %, 101 %,
101 %,101 %

5 [Related Impurities / PoagcTBennblie npumecu

45 MUHYT.

Not less than 75% (Q) of the labeled
amount of CyHysN (terbinafine) should
dissolve in 45 minutes. / He menee 75 % (Q)
OT HOMHHaJbHOrO conepxanuss CyHasN
(TepbuHadyH) HODKHO PaCTBOPUTHCS Yepes

NO3HPOBaAHHUSA

units / OqHOPOAHOCTH

Highest individual Not more than 0.2% / He 6onee 0,2 %
impurity / EAuHu4Has 0.03 %
HEMJEeHTUPHULHPOBAHHAS] ’
IpUMECh
Total impurities / 0.03 % Not more than 0.7% / He 6onee 0,7 %
CymMa npumeceii
6 |Water/Boaa 1.5% 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

15.0 / Ilokazarens npuemnemoctu (AV)
JnoJbkeH ObITh He Oojiee 15,0

|

Remarks : The Product confirms to ND/
ITIpameyanne: IIpoaykr cooTBeTCTBYET TpebGoBanusm HJI

8 | Microbial limits / MukpoGuoornyeckas 4ucToTa

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Prepared by /
Iloaroroeneno: Pravesh

Rana L

Checked by /
IIpoeepeno: Naresh Kumar

=

©

—

Ajay Sharma

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

L

Reprint Date /11.04.2023
Jara:

Reprint Date /11.04.2023
Hara:

Hara:

Reprint Date /11.04.2023
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A
Product / IIpoaykr Exifine tablets 250mg / Ox3ubun® tabnetku 250 mr
Batch No / Cepusi Ne V2300604 Batch Quantity / : 1,25000 tabs /

Ob6bem napTun 1,25000 Tab.

Analytical Report No / 890001656016 Date of Analysis / : 11.04.2023
AnaanTnyecknii oruer Ne JlaTa aHaIu3a
Date of Manufacture / Mar 2023 Date of Expiry / : Feb 2026
HaTta npousBoacTBa I'onen no
Analysis performed according ND / Ananus nposenen no HJI: IT NO11536/01-260422 J
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Not more than 1000 CFU/g/
He 6onee 1000 KOE/r

@a) Total aerobic microbial
ccount / Obuiee 4ucyo
a3poOHBIX
MHKPOOPraHH3MOB

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

b) Total combined yeasts
and mould count / Obwee
YUCJIO APOXKIKEBBIX U
M1ecHEBbIX MPUOOB

c) E. coli

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

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

Subdivision of tablets /
HenumocTb Ta0IETKH

Absent in 1g/
OtcytcTByer B 1T

Complies as prescribed /
CootBercTBYeT TpeOOBaHKMAM

' Shall be absent in 1 g/

JIOMKHBI 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 6onee onHoli WHIMBHAYaJBHOM Macchl
OTKJIOHSIETCSI OT CpEJHEro 3HaueHus Oonee
4yeM Ha *15 % W HUM OfHA WHIWBHAYyaJibHAS
Macca He OTKJIOHSETCS  OT cpeero
3HaueHus 6osee ueM Ha +25 %. |

Remarks : The Product confirms to ND/
IIpumeuanue: IIpoaykt cooTBeTCTBYET TpeboBanusm H]I

Conclusion : APPROVED /
3axkmwuyenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroeneno: Pravesh IIpoBepeno: Naresh Kumar Onobpeno: Menenxep / PykoBoaurenn
Rana

Ajay Sharma @

Reprint Date /11.04.2023
Jara:

7
(/é\

Reprint Date /11.04.2023
Jara:

b

Reprint Date /11.04.2023
Hara:
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A
Product / IlpoaykTt Exifine tablets 250mg / Dx3uduu® tabdbnetku 250 Mr
Batch No / Cepus Ne V2300604 ‘Batch Quantity / : 1,25000 tabs /
O6bem napTun 1,25000 T1ab.
Analytical Report No / 890001656016 Date of Analysis / 1 11.04.2023
ApanuTHyecKuii ordyet Ne JlaTa aHaau3a
Date of Manufacture / Mar 2023 Date of Expiry / : Feb 2026
JaTa npou3BoacTBa I'onen no
Analysis performed according ND / Ananms nposenen mo HJI: [T N011536/01-260422 |
N - PageSof 6/ C1p. Su3 6
10 |Assay/ 252.41 mg/252.41 mr 1237.5 mg to 262.5 mg (95.00 % to 105.00 %
KonnuyecTeeHHOE (100.97 %) of the labeled amount) of CyHsN
onpejaeeHHe (terbinafine) per tablet / Ot 237,5wmr mo
262,5mr (ot 95,00% pno 105,00% ot
HOMHHaNbHOro  cozepxanusi)  CyHasN
| (TepbunaduH) B TabneTke.
11 |Package/ Ynakopka 16 tablets in PVC/aluminum blister, |4 tablets in PVC/aluminum blister, 4, 5, 7 or
1 blister and a patient information |10 blisters and a patient information leaflet
leaflet in a carton pack. / Ilo 16 |in a carton pack.
[tabnerox B [IBX/amomunuesslii | 16 tablets in PVC/aluminum blister, 1 blister
6muctep, 1 Omucrep BMecte c|and a patient information leaflet in a carton
UHCTpYKLIME! 10 NpUMeHeHHI0 B |pack./
nayKy KapTOHHYIO. I[To 4 Tabnetku B IIBX/antoMMHHEBBII
6nucrep, 4, 5, 7 unu 10 61ucTEPOB BMECTE C
WHCTPYKUMEH 1O MNPUMEHEHHIO B IIAuKy
KapTOHHYIO.
[To 16 Tabnerox B IIBX/anromMuHHEBbIH
6nucrep, 1 6aucTep BMECTe C HHCTPYKIHEH
[0 NPUMEHEHMIO B MAYKY KAPTOHHYIO.
12 |Labeling / Complies as prescribed / According to ND /
| MapkupoBka CootgetcTBYET TpEGOBAHUAM || B cooteercTBuu ¢ HJ|
13 |Storage conditions / At temperature below 25 °C. / [Ipu Temneparype He Bbiie 25 °C.
XpaHeHnne
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuannue: [Ipoaykt cooTBeTcTBYET TpeboBanusm HJI 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Pravesh IIpoeepeno: Naresh Kumar Opnobpeno: Menemxkep / Pykorogurens
Rana Ajay Sharma
4 23 0y
Reprint Date /11.04.2023 Reprint Date /11.04.2023 Reprint Date /11.04.2023
Hara: Jara: Hara:
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
| Product / IIpoaykr Exifine tablets 250mg / Dx3uduu® Tabnetkn 250 mr
Batch No / Cepusi Ne V2300604 Batch Quantity / : 1,25000 tabs /
O0bem naprum 1,25000 tab.
Analytical Report No / 890001656016 Date of Analysis / ¢ 11.04.2023
AHanuTHYecKHii oTyeT No Mata anaau3za
Date of Manufacture / Mar 2023 Date of Expiry / : Feb 2026
JaTta npousBoacTBa I'onen no

Analysis performed according ND / Ananu3s nposenen no HJI: [T N011536/01-260422

Page 6 of 6 / C1p. 6 u

‘ 14 | Shelf life /
Cpok rognocTu

3 years /3 roza

:

Remarks : The Product confirms to ND/
Ipameuanne: [IpoaykT cooTBeTCTBYET TpeboBanusm HJT

Conclusion : APPROVED /
3akuaouenune: OJJOGPEHO

Prepared by /
INoarorosnexo: Pravesh
Rana

Checked by /
ITposepeno: Naresh Kumar

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

£

é Ajay Sharma (@/
—

Reprint Date /11.04.2023
JHara:
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