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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A
Product Ciprolet, film coated tablets, 500 mg /
Ilponykr Lunponet®, TabneTky, NOKPhITHIE MUIEHOUHOM 06oouKol, 500 mr
Batch No / : B2104573 Batch Quantity / : 1053.25 KG/
Cepus Ne O6bem cepuu 1053,25 KI'
Analytical Report No / : 2002FP22000056 Date of Analysis / : 14-01-2022
AHananTnueckHii oTuer Ne | JaTa anaausa
Date of Manufacture / : 12/2021 Date of Expiry / : 11/2024
JlaTa npou3BOACTBA Tomen 1o

Analysis performed according ND / Ananu3s nposeaen no HJI: [IN016161/01-290321

_ nNo

Test / IToxka3zaTeanb
Ne

Result / Pe3yabTaThl

Pagelof S/Crp.1m35

Specification / Hopma

1 |Description / Onucanne

White, round, biconvex, film coated
tablets plain on both sides. Cross
section view - white mass. /

Benbie Kkpyriible OBOSKOBBINYKIIBIE
TabNeTKy ¢ rNaaKoi MOBEPXHOCTHIO C
obenx CTOpOH, NOKPBITBIE
IUIEHOYHOH ofonoukoil. Bup Ha
usnome -- 6enas Macca.

White to off-white, round, biconvex, film
coated tablets plain on both sides. Cross
section view- white or off-white mass. /
Benple uiM moytd Oenble  Kpyrible
IBOSKOBBINYKIbIE TaONETKM ¢ INIaIKoi
[OBEPXHOCTBIO ¢  00eux  CTOpOH,
MOKPBIThIE IUIEHOYHOH 00onoukoil. Bua
Ha H3IoMe — Oenast wiM moutd Oenas
Macca.

2 | Identification / IlopJHHHOCTD

a) By HPLC/B3XX

Complies / CooTBeTcTByeT

The retention time of the principal peak in
the chromatogram of test solution should
correspond to retention time of principal
peak in the chromatogram of
Ciprofloxacin  hydrochloride standard
solution (Section “Assay” / Bpems
yaep>KUBaHUS OCHOBHOTO MNHKa Ha
XpOMAaTOrpaMMe HCHOBITYEMOro pacTBOpa
JOJDKHO  COOTBETCTBOBATH  BPEMEHH
yIAEp)KMBAaHHS OCHOBHOrO MMKa Ha
XpoMaTorpaMMme CTaHAapTHOrO pacTBOpa
HunpodJiokcannHa THAPOXIIOpUAA
(pazmen «KonuuectBeHHoE
orpeJieneHue»).

Remarks : The Product confirms to ND/
ITpumeuanne: [Tponyxt cooTBeTcTBYET TpeboBanusaM HJI

Conclusion : APPROVED /
Zaxmouenne: OJJOGPEHO

Prepared by / =

IToaroroBneHo: L&é{;

Checked by /
IIpoBepeHo:

Approved by: Manager/Executive /
Ono6peno: MeHemxkep / PykoBoaurens

Print Date /J{ata: 24-01-2022

Print Date /[dara: 24-01-2022

Print Date /IIara: 24-01-2022

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN : L85195TG1984PLC004507
Tel : +91 40 4900 2900, Fax : +91 40 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




CERTIFICATE OF ANALYSIS

Qe
Dr.Reddy’s Q;‘

CEPTHO®UKAT AHAJIU3A

Product : Ciprolet, film coated tablets, 500 mg/
IIpoaykr [Tunponer®, TabneTku, NOKphITHIE MIEHOUHOM 06010uKOMH, 500 MI
Batch No / : B2104573 Batch Quantity / : 1053.25KG/
Cepusn Ne O61em cepnu 1053,25 KI'
Analytical Report No / : 2002FP22000056 Date of Analysis / : 14-01-2022
AHanuTHYecKHH oTueT No JaTta anaau3a -
Date of Manufacture / : 12/2021 Date of Expiry / : 11/2024
| /laTa npou3BOACTBA T"ogen g0
Analysis performed according ND / Ananus nposeaen no HJI: IIN016161/01-290321
- - Page2 of S/Crp.2 u3 5
n}l ° Test / IlokazaTenn Result / Pe3yabTaThl Specification / Hopma
b) By TLC/TCX Complies / CooTBeTCTBYET The intensity, Rf value, position and size
of the principal adsorption zone obtained
from the chromatogram of the Test
solution should correspond to that
obtained from the chromatogram of the
Standard solution when observed at 254
nm & 366 nm. / OcHoBHas 30Ha
aacopoLun Ha XpoMaTorpamme
HCMBITYEMOTO PacTBOpa MO MOJIOKEHHUIO,
BeJIHYMHE, HHTEHCHBHOCTH H 3HA4YEHHIO
¢daktopa Rf jnomkHa COOTBETCTBOBATH
TAKOBOM Ha XpoMaTrorpaMme pacTBopa
CTaHAAPTHOTO obpazna
unpodaokcaniHa THIPOXJIOpUAA TIpU
254 um u 366 HM.
3 |Chloride test / Peaxuus Complies / CooTBeTcTByET Formation of precipitate by addition of
HA XJIOPH/bI silver nitrate solution. / O6pa3oBanue
ocajKa mpu Jo0aBIeHHH pacTBopa
HHUTpaTa cepebpa.
4 |Dissolution / PacrBopenne | Unit-1/ Ta6u.-1 100% Not less than 80 % (Q) of the labeled
: 5 - amount of C7H1sFN303 (Ciprofloxacin)
OO e within 30 min / He weree 80 % (Q) ot
Unit-3 / Tabn.-3 98% HOMHHAJIBHOTO COJIEPXKaHUS
Unit-4 / Taon.-4 08% C17H,sFN303 (nunpoduokcanuH) yepes
30 MuH.
Unit-5 / Tabn.-5 100%
Unit-6 / Ta6n.-6 100%

Remarks : The Product confirms to ND/

IIpumeuanne: [TpoaykT cooTBeTCTBYET TpeboBanusM HJJ

Conclusion : APPROVED /
3axnwuenne: OJJOGPEHO

Prepared by /
[Toarorornexo:;

Checked by /
IIpoBepeHo:

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / PyxoBoaurens

Print Date /{arta: 24-01-2022

Print Date /ITaTa: 24-01-2022

Print Date /J]ata: 24-01-2022

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

CEPTUDPUKAT AHAJTU3IA
Product : Ciprolet, film coated tablets, 500 mg /
IIpoaykT Iunponet®, TabneTky, NOKPHITHIE MIEHOYHOH 060J104KOH, 500 Mr
Batch No / : B2104573 Batch Quantity / : 1053.25KG/
Cepus Ne O06bem cepuu 1053,25 KT
Analytical Report No / : 2002FP22000056 Date of Analysis / : 14-01-2022
AHanutH4eckuii oTuer Ne B JaTa ananausa
Date of Manufacture / : 12/2021 Date of Expiry / ¢ 11/2024
Jata npon3BoacTBA I'open o

Analysis performed according ND / Anaau3 nposeaen no H/I: IIN016161/01-290321

nNo
Ne

Test / Iloka3aTenab

5

Result / Pe3yJabTaThl

Page3 of 5/Crp.3 m3 5

Specification / Hopma

Related substances / PoacTBeHHbIe NPHMECH

Ethylenediamine analogue
of Ciprofloxacin

(impurity C) /
DTUHJICHIMaM MTHOBBIIH
a”ajior uunpogIokcanuHa
(npumecs C)

Individual unspecified
impurity / Enuanunas
HEeUJEeHTU(PULIHPOBAHHAS
TNIPHMECh

Total impurities (except for
impurity C) / Cymma
npumecei (McKIoYas
npumecs C)

0.02% / 0,02%

0.05%/0,05%

0.16%/ 0,16%

Not more than 0.5 % / He 6oxee 0,5 %

Not more than 0.2 % / He 6o:ee 0,2 %

Not more than 0.5 % / He 6onee 0,5 %

Fluoroquinolonic acid /
Coaepxanue

¢ TOpXHHO/I0HOBOI
KHCJIOTBI

Loss of drying / IToteps B
Macce NMpH BLICYUIHBAHUH

Less than 0.2%

Not more than 0.2 % / He Gounee 0,2 %

1.8% wiw / 1,8%

Not more than 6.5 % w/w /
He 6omnee 6,5 % m/M

Uniformity of dosage units
/ OIHOPOAHOCTD
JA03MPOBaHUS

1.1/1,1

Acceptable value (AV) not more than
15.0. / TToka3aTens npuemaeMoctd (AV)
IOJDKeH OBITh He Gonee 15,0.

Remarks : The Product confirms to ND/
ITpumeyanne: ITpoaykt cooTBeTcTBYET TpeboBanusaM HJI

Conclusion : APPROVED /
3akmouenune: OJJOBPEHO

Prepared by / =
IToaroroBneHo:

Checked by /
IIpoBepeHo: %

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

N

Print Date /[Tata: 24-01-2022

Print Date /Hata: 24-01-2022

Print Date //Tata: 24-01-2022

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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CEPTUOUKAT AHAJIM3A

[Product : Ciprolet, film coated tablets, 500 mg /
IIpoaykTt HnnponeT®, TabJIeTKH, MOKPBIThIE MIeHOYHOH 06onoukoii, 500 Mr
Batch No / : B2104573 Batch Quantity / : 1053.25 KG/
Cepusa No O61bem cepuu 1053,25 KI"
Analytical Report No / : 2002FP22000056 Date of Analysis / ¢ 14-01-2022
| AHAJIMTHYeCKHH oT4eT Ne JlaTa anajnn3za ]
Date of Manufacture / : 12/2021 Date of Expiry / : 11/2024
JlaTa mpousBoacTBa I'ogen ao

Analysis performed according ND / Ananau3s nposeaen mo HJ: II N016161/01-290321

| nNo

Page4of 5/Crp.4mu3 5

Ne Test / IloxazaTenn Result / Pe3yabnTaThl Specification / Hopma
9 |Microbial limits / Muxﬁoﬁﬁonomqecxan YHUCTOTA - ]
a) Total aerobic microbial Less than 500 CFU/g/ Not more than 1000 CFU/g /
count / Ob1ee uucno Memnee 500 KOE/r He 6osee 1000 KOE/r
aspOoOHBIX
MHKpPOOPraHU3MOB
b) Total combined yeasts Less than 10 CFU/g/ Not more than 100 CFU/g /
and mould count / Obmmee Menee 10 KOE/r He 6onee 100 KOE/r
YUCIIO APONOKEBHIX H
IJTECHEBBIX TPUOOB
¢) E. coli Absent in 1g/ Shall be absent in 1g /
OrtcyrcTByeT B 1T OrcytctBue B 1 T
10 |Assay / KosnuecTBeHHOE | 495.9 mg/495,9 mr From 4500 mg to 550.0mg of
omnpeeeHne (99.2% / 99,2%) C17Hi1sFN30s (Ciprofloxacin) (90.0 % to
110.0 % of the label claim) per tablet / Ot
450,0 mr mo 550,0 mr C7H1sFN30O;
(uunpodnokcauun) (ot 90 o 110 % ot
HOMHUHAJIBHOTO COJIepaHus) B TabNeTKe

Remarks : The Product confirms to ND/

IIpumeuannue: [Iponykr coorBercTBYeT TpeboBanusaM HJI

Conclusion : APPROVED /
3axkmoyenne: OJOGPEHO

Prepared by /
IToaroroBneno:

G-

Checked by /
IIposepeno:

Approved by: Manager/Executive /
OnoGpeHo: Menemxep / PyxoBoautenn

Print Date /aTa: 24-01-2022

Print Date /IlaTa: 24-01-2022

Print Date //TaTa: 24-01-2022

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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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJTH3A
Product : Ciprolet, film coated tablets, 500 mg/
IIpoayrT Liunponer”, TaGNeTKH, NOKpPbIThIC NIEHOYHOH 060104KOi, 500 Mr
Batch No / : B2104573 Batch Quantity / : 1053.25KG/
Cepna Ne O6Bem cepuu 1053,25 KI™
Analytical Report No / : 2002FP22000056 Date of Analysis / : 14-01-2022
AHaauTHYecKHii oTuer Ne Jarta ananunsa
Date of Manufacture / : 12/2021 Date of Expiry / : 11/2024
JlaTa mpou3Bo/ICTEA I"open po
Analysis performed according ND / Anaan3 nposesen no HJI: TTN016161/01-290321
- PageS5of 5/Crp.5u3 5
n}l 0 Test / IlokasaTenn Result / PesyabTaTst Specification / Hopma
11 |Package / YnakoBka 10 tablets in PVC/aluminum blister. | Tablets  250mg: 10  tablets in
1 blisters and patient information |PVC/aluminum blister. 1 or 2 blisters and
leaflet in a carton pack. / 10 Tabnerox | patient information leaflet in a carton
B [IBX/amomununesoM Gnuctepe. Io | pack.
L Gmncrepy swecte ¢ WICTYWSH | puyjs  Spomg: 10 tablets in
110 NPUMEHEHHIO B T4 PTOHHOM. | py/C/aluminum blister. 1 or 2 blisters and
patient information leaflet in a carton
pack. /
Tabnemku 250 m2: no 10 TtabieTok B
[IBX/amoMuuneBoM Gnuctepe. 1o 1 unu
2 GiucTepa BMecTe C MHCTPYKLHEH Mo
NPUMEHEHHIO B NTaUKe KapTOHHOM.
Tatnemrxu 500 m2: no 10 Ttabnetox B
I1BX/amomunueBoM 6nuctepe. ITo 1 unn
2 6muctepa BMecTe ¢ MHCTpPYKLHeH IO
NPUMMEHEHHIO B ITaYKe KapTOHHOM.
12 |Labeling / Mapkuposxa |Complies as prescribed /| According to ND / B coorBetcTBun ¢ HJI
CooTBETCTBYET TpeOOBAHHAM
| 13 |Storage conditions / Protected from light at temperature below 25 °C. / -
XpaHeHune B 3ailiiIeHHOM OT CBETa MECTe IIPH TeMmepatype He Bbile 25 °C.
' 14 |Shelflife / Cpok roanoctn |3 years /3 roga R

Remarks : The Product confirms to ND/
Ipumeyanne: [IpoaykT cooTBeTCTBYET TpeboBaHusam HJL

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

Prepared by /
IToaroToBieHO:

e

Checked by /
IIpoBepeHo:

%

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

NesZ—

Print Date /Mata: 24-01-2022

Print Date /JTata: 24-01-2022

Print Date /ata: 24-01-2022
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