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CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIU3A
Page 1 of 5/ Crp. 1 u3 5

Product : Levolet R, film-coated tablets 750 mg
Jlesoner® P, Tab/IeTKH, NOKPHITHIE IJIEHOYHOIH 000/104K0H, 750 Mr

Batch No / Cepus Ne : B2100568 Batch Quantity / O6bem naptuu : 117.490 KG
117,490 KI'

Analytical Report No / Anaantnuecknii oryer Ne ; Date of Analysis / laTa anaan3za: 28/02/2021

2002FP21000469

Date of Manufacture / lata npoussoacrsa : 01/2021  |Date of Expiry / Cpok roguocts : 12/2023

Analysis performed according ND / Anaun3 nposegen no HJI: JIT1-003325-080617

S. Test/ Moka3atens Result / PesynbTar Specification/ Hopma

1 |Description / Onucanune |Complies as prescribed|White to  off-white colored, modified
/ capsule-shaped  biconvex  film-coated
CooTBetctayeT tablets / bBenble wnun nouytn 6Henble
TpeboBaHuAM KancynosugHble ABOAKOBbINYKIbIE
Tabnerku, NOKpbITbIE NNEeHOYHO
060mM04KON.

2 Identification / a) Complies as The retention time of the main peak on the
MoanuHHOCTL prescribed/ chromatogram of the test solution should

B cooTBeTcTBUM C correspond to the retention time of the main
onucaHnem peak on the chromatogram of levofloxacin
reference standard solution (section Assay).
/
Bpems yaepxuBaHusi OCHOBHOrO nnka Ha
XpomaTorpamMmme UCMbITYeMOro pacteopa
[OJKHO COOTBETCTBOBATb BpEMeHn
yOepXuBaHMs ~ OCHOBHOrO  nuKa  Ha
XpomaTtorpamme pacTtBopa CTaHAapTHOro
ob6pasua neBochnokcauuHa (pasgen
«KonuyectseHHoe onpeaeneHuney).

Remarks : The Product confirms to ND/ Opinion : APPROVED
IIpumeuanue: [ponykT cootsercTBYeT TpeGoBanusam HI[ | 3akaiouenne: OOEPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: }@{; IIpogepeHo: Onobpeno: Menemxep /

/g; Pykosoautenn ‘ %
Date: Date: Date: c
Hara: 28/02/2021 Hara: 28/02/2021 Jata: 28/02/2021

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN : L85195TG1284PLC004507
Tel : +9140 4900 2900, Fax : +9140 4900 2999 Email : mail@drreddys.com www.drreddys.com

Factory : Survey No. 42, 45 & 46, Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District, Pin Code - 500 090,
Telangana, India. Tel : 9140 4464 2202 & 2203, Fax : 9140 4464 2276, www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

Page2 of 5/ Crp.2 u3 5

Product : Levolet R, film-coated tablets 750 mg
Jlesoner® P, TaGiieTkH, IOKPLITHIE MJIEHOYHO# 060104KO#, 750 Mr

Batch No / Cepna Ne : B2100568

Batch Quantity / O6bem naptun : 117.490 KG

117,490 KI'

2002FP21000469

Analytical Report No / Auanutnuecknii oTyer No :

Date of Analysis / laTa anaan3a: 28/02/2021

Date of Manufacture / /lata nponssoacrsa : 01/2021

Date of Expiry / Cpok roguocts : 12/2023

Analysis performed according ND / Anasnus nposeaen o HJI: JIT1-003325-080617

S. Test/ NMoka3satenb

Result / PesynbTar

Specification/ Hopma

3 |Specific optical rotation/
YaenbHoe BpalleHue

—-103.58° /- 103,58°

- 85.00° to — 115.00° /
OT1-85,00°80~-115,00°

4 |Average weight of
tablets / CpegHsas
Macca tabnertok

1161.1 mg/ 1161,1 mr

1153.0 mg + 5% (1095.35 mg to
1210.65 mg) /

1153,0 mr = 5 % (o1 1095,35 mr go
1210,65 mr)

5 |Disintegration /
PacnapgaemocTtb

05 min 01 sec/
05 MuH 01 cek

Not more than 30 minutes /
He 6onee 30 MuH

6 |Water/Boga

4.3 % wiw [ 4,3%

Not more than 7.0% /
He 6onee 7,0 %

7 |Dissolution /
PactBopeHue

102%, 102%, 102%,
105%, 105%, 104%

Not less than 80% (Q) of
CisH20FN3O4  (levofloxacin)  after
30 min./

He wmeHee 80 % (Q) or
HOMUWHAanNbLHOro cofepxaHus
C1sH20FN304 (neBodriokcauuH)

yepes 30 MuH.

Remarks : The Product confirms to ND/
[Tpumeuanue: [poaykr cooretcTByeT TpeGoBaHmsaM HJT

Opinion : APPROVED
3axiouenune: OAOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: 4 IIpoBepeHo: Opnobpeno: Menemxep /

/g) PykoBoauTenb /7
Date: Date: Date: o
Jara: 28/02/2021 Hara: 28/02/2021 Hara: 28/02/2021

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN : L85195TG1984PLC004507
Tel : +91 40 4900 2900, Fax : +9140 4900 2999 Email : mail@drreddys.com www.drreddys.com

Factory : Survey No. 42, 45 & 46, Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District, Pin Code - 500 090,
Telangana, India. Tel : 9140 4464 2202 & 2203, Fax : 9140 4464 2276, www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
Page3 of 5/Crp.3 m35

Product : Levolet R, film-coated tablets 750 mg
Jleosier® P, Ta6/1eTKH, NOKPBITHIE MJIEHOYHOH 060/104K0ii, 750 Mr

Batch No / Cepust Ne : B2100568 Batch Quantity / O6bem maprnu : 117.490 KG

117,490 KI"
Analytical Report No / Anaanrudeckuii oruer Ne : Date of Analysis / [laTa ananu3za: 28/02/2021
2002FP21000469 —
Date of Manufacture / lata mpoussogcrsa : 01/2021  [Date of Expiry / Cpok roanocts : 12/2023

Analysis performed according ND / Anaan3 nposegen no H/L;: JI[1-003325-080617

S. Test/ Mokasatenb Result / Pesynbtar Specification/ Hopma
No.
8 |Related substances/ [0.01 % /0,01% Levofloxacin Related compound A
MocTopoHHMe npuMecn - not more than 02% /
JlesodnokcauuHa npumecb A — He
6onee 0,2 %

0.04 % / 0,04% Levofloxacin Related compound B -
not more than 0.1% /
lNeBochnokcaumnHa npumecb B — He
6onee 0,1 %

Not detected / He

oGHapyxeHa Levofloxacin ester - not more than
0.2% / NesodpnokcauuHa acpump —
He 6onee 0,2 %

Not detected / He

oBHapyxeHa Maximum unknown individual
impurity — not more than 0.2% /
EanHnuHan
HeMAeHTU(NLMPOBaHHasA NpUMeCh
— He 6onee 0,2 %

0.06% 0,06% Total impurities — not more than
0.8% / Cymma npumecein — He
6onee 0,8 %

Remarks : The Product confirms to ND/ Opinion : APPROVED
Ipumeuanue: [Tpoaykr coorseTcTBYeT TpeOGoBanuam HJ | 3axkmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Iloarorosnexo: ITposepeHno: Onobpeno: Menemxep /

_ gv PykoBoa1TEND ' ZA ]
Date: Date: Date: !
Hara: 28/02/2021 Hara: 28/02/2021 Hara; 28/02/2021

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN : L85195TG1984PLC004507
Tel : +91 40 4900 2900, Fax : +9140 4900 2999 Email : mail@drreddys.com www.drreddys.com

Factory : Survey No. 42, 45 & 46, Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District, Pin Code - 500 090,
Telangana, India. Tel : 9140 4464 2202 & 2203, Fax : 9140 4464 2276, www.drreddys.com
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Dr.Reddy’s Qe
CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page4 of 5/Crp.4u35

Product : Levolet R, film-coated tablets 750 mg
JleBosner® P, TabaeTKH, NOKPBITHIE ILIEHO4HOH 060.104K0i, 750 Mr

Batch No / Cepus Ne : B2100568

Batch Quantity / O6bemM naptuu : 117.490 KG

117,490 KT

Analytical Report No / Auann
2002FP21000469

THYECKHIf oTuer No :

Date of Analysis / lata anannsa: 28/02/2021

Date of Manufacture / lara npoussoacrsa : 01/2021

Date of Expiry / Cpok roanoctn : 12/2023

Analysis performed according ND / Anaau3s nposeaen no HJI: JIT1-003325-080617

S.
No.

Test/ Mokasartenb

Result / Pesynbtar

Specification/ Hopma

9 |Microbial limits /
Mukpobuonoruueckas
4YncToTa

a) Total aerobic
microbial count /
O6bLwee yncno
a3pobHbIX

MUWKPOOPraH1M3mos

b) Total combined
yeasts and mould
count / Obwee yucno
OPOXOKEBLIX U
niecHesbix rpubos

c) E. coli

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

Less than 10 CFU/g /
MeHee 10 KOE/r

Absent in 1g / OTcyTcTBYyeT B
r

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

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

Shall be absent in 1g / OrcyTcTBHE
B1r

Remarks : The Product confirms to ND/
IIpumeuanne: Ipoaykr coorBeTcTBYET TpeGoBanusam H]l

Opinion : APPROVED
3axnwouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarotosnexo: \g / [TpoBepeHo: /g Onobpeno: Menemxep / %

" PykoBoauTesb _
Date; Date: Date: .
Hara: 28/02/2021 Hara: 28/02/2021 Hara: 28/02/2021

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN : L85195TG1984PLC004507
Tel : +9140 4900 2900, Fax : +9140 4900 2999 Email : mail@drreddys.com www.drreddys.com

Factory : Survey No. 42, 45 & 46, Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District, Pin Code - 500 090,
Telangana, India. Tel : 9140 4464 2202 & 2203, Fax : 9140 4464 2276, www.drreddys.com
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Dr.Reddy’s e
CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Page 5 of 5/ Crp.5u35

Product : Levolet R, film-coated tablets 750 mg
JeBoJ1eT® P, TaGuieTKH, NOKPBITHIE ILIEHOYHOH 060.104K0#, 750 M

Batch No / Cepns Ne : B2100568 Batch Quantity / O6bem naprtun : 117,490 KG
117,490 KI'

Analytical Report No / AnajuTudeckuii order Ne : Date of Analysis / {aTa anasu3za: 28/02/2021

2002FP21000469

Date of Manufacture / laTa mpou3sBoacTsa : 01/2021 | Date of Expiry / Cpox rognocts : 12/2023

Analysis performed according ND / Anann3 nposeaen no HI: JIT1-003325-080617

S. Test/ NokasaTens Result / PesynbTtar Specification/ Hopma

No.

10 |Uniformity of dosage [0.8/0,8 Acceptance value (AV) should be
units / OaHopoAHOCTD not more than 15.0. / MokaszaTenb
A031poBaHNA npuemnemoctn (AV) aormkeH BbiTb

He 6onee 15,0.

11 |Assay/ 749.8 mg /749,8 mr 675.0 mg to 825.0 mg of
KonuuecteeHHoe 100.0% / 100,0% C18H20FN3O4 (levofloxacin) (90% to
onpenenexHve 110% of label claim) per tablet. /

Or 6750 wmr po 8250 wr
Ci1gH20FN3O4 (nesodnokcauumH) (ot
90 % po 110 % OT HOMWHAaNbHOro
cofepxaHus) B Tabnetke.

12 | Package / Ynakoska | 10 tablets in 10 tablets in PVC/aluminum blister.
PVC/aluminum blister. 1 1 blister and a patient information
blister and a patient leaflet in a carton. / MNo 10
information leaflet in a Tabnetok B MNBX/anioMMHMEBOM
carton. /No 10 Tabnetox B |6nuctepe. Mo 1 6Gnnuctepy BmecTe
MNBX/anioMuHneBsom € VHCTPYKUMEN NO NPUMEHEHUIO B

6nuctepe. Mo 1 6nuctepy nayky KapTOHHY!O.
BMeCTe C UHCTpyKLMei no
NPUMEHEHMIO B NaYKy
KapTOHHYIO.

13 | Labeling / Mapkuposka | According to ND / B cootBeTcTBumn ¢ HJ

14 | Storage conditions /  |At temperature below 25 °C. / Mpu TemnepaType He Bbiwe 25 °C.

XpaHeHuve
15 | Shelf life / Cpok 3 years/ 3 ropa

rogHOCTU
Remarks : The Product confirms to ND/ Opinion : APPROVED
IIpameuanne: [Tpoayxr coorBeTcTByeT Tpebopanusam HJ[ | 3axarouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loaroroBneHo: ﬂg. ¢ . | IIposepeno: Opo6peno: Menemxep /

.AA PykoBoauTens %

Date: Date: i Date: '
Hara: 28/02/2021 Hara: 28/02/2021 Hata: 28/02/2021

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN : L85195TG1984PLC004507
Tel : +91 40 4900 2900, Fax : +9140 4900 2999 Email : mail@drreddys.com www.drreddys.com

Factory : Survey No. 42, 45 & 46, Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District, Pin Code - 500 090,
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