Dr.Reddy’s “:‘

. CERTIFICATE OF ANALYSI

S

CEPTUPUKAT AHAJIU3A

"Product Ciprolet, film coated tablets, 500 mg / h -
IpogykT Llunponet®, TabneTkn, NOKPhITHIE MIEHOYHOH 06010uKoi, S00 Mr -

Batch No / : B2102650 Batch Quantity / : 521.440 KG /
Cepng Ne - O0bem cepun 521,440 KT

'Analytical Report No / : 2002FP21001610 Date of Analysis / : 31-08-2021 -
Ananurudecknii oruer Ne Jata aHanuza

Date of Manufacture / : 07/2021 Date of Expiry / : 06/2024

JlaTa npousBoacTBa T'open g0

—

Analysis performed according ND / Anamms nposenen mo H: ITN016161/01-290321

nNo
Ne

1

Test / Iloka3aTenanb

Description / Onucanune

Result / PesyabnTaThl

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

benble Kpyriibie IBOSKOBBINYKIbIE
TabJIETKU C MIaAKOH NOBEPXHOCTHIO C
obeunx CTOpOH, HOKPBIThIE
nieHouHodt obonouxkoii. Bum Ha
u3nome — Oelas Macca.

- Page1of S/Crp.1u3 5

Specification / Hopma

White to off-white, round, biconvex, film
coated tablets plain on both sides. Cross
section view- white or off-white mass. /
benble wiau  noute Oenble  Kpyrible
JIBOSIKOBBITIYKJIbIE TabJETKU ¢ riaaKoi
MOBEPXHOCThIO ¢  O0EHX  CTOPOH,
MNOKPBITBIE TIEHOYHOH ob6onoukoi. Bup
Ha uaoMe — Oenast unv noutu Oenast
Macca.

Identification / IloanmnuHOCTL

a) By HPLC / BOXKX

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” / Bpewms
yOCp)KUBAHUSI OCHOBHOTO TMHKa Ha
XpOMaTorpaMMe HCMbITYEMOrO pacTBOpa
JOJKHO  COOTBETCTBOBATH  BpEMEHHM
YOCP)KHBAHMS OCHOBHOrO MHUKa Ha
XpoMaTorpaMMe CTaHJapTHOIO pacTBOpa
uunpodaokcanuua ruapoxiopuia
(pazgen «KonuyecrsenHoe
onpenesicHUe»).

Remarks : The Product confirms to ND/
ITpumeuanne: [Tpoaykt coorseTcTBYET TpeboBaHusam HJL

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Prepared by /
IMoarorosneHo:

Checked by /
[IpoBepeHo:

A

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBoautens

J

Print Date /JTata: 31-08-2021

Print Date /Jlata: 31-08-2021

Print Date /[lata: 31-08-2021

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 Villa

Telangana, India. Tel :

ge, Bachupally Mandal, Medchal Malkajgiri District, Pin Code - 500 090,
9140 4464 2202 & 2203, Fax : 9140 4464 2276, www.drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A

 Product : Ciprolet, film coated tablets, 500 mg/

HponykT Lunponer®, TabneTky, NOKPbIThIE nieHo4HOo# o6onoukoi, 500 mr

Batch No / 1 B2102650 Batch Quantity / : 521.440 KG/
Cepus Ne O6beM cepuu 521,440 KI
Analytical Report No / : 2002FP21001610 Date of Analysis / : 31-08-2021
AHaqauTHIECKHH oTYeT No JlaTta ananusa

Date of Manufacture / : 07/2021 Date of Expiry / : 06/2024
JdaTa npousBoncraa I'onen go

Analysis performed according ND / Anann3 nposeneH no HJ: TIN016161/01-290321

Page2 of 5/ Crp. 2 u3 5

nNo

Ne Test / IloxkazaTennb

Result / Pe3yabTaTsl

Specification / Hopma

b) By TLC/TCX

3 | Chloride test/ Pealcu_n;l
Ha XJIOPHABI

4 |Dissolution / PacTBopenue

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. / OcHoBHast 30Ha
aacopbuuu Ha Xpomarorpamme
HCHBITYEMOI'O PAacTBOpPa MO NOJOKEHHIO,
BEJMYUHE, MHTEHCHBHOCTH U 3HAYEHHIO
tdakropa Rf pomxHa cooTBeTcTBOBATH
TaKOBOH Ha XpoMaTorpamme pacTBopa
CTaHJAPTHOTO obpasua
ounpodUiokcalliHa THAPOXJOpHIA MPH
254 HM 1 366 HM.

Complies / CooTBeTcTBYET

- amount of C7HsFN30; (Ciprofloxacin)

Formation of precipitate by addition of
silver nitrate solution. / O6pasoBanue
ocazika npu A00aBJICHUH PAacTBOpa
HUTpaTa cepedpa.

Not less than 80 % (Q) of the labeled

within 30 min / He menee 80 % (Q) ot

Unit-1 / Ta6n.-1 99%

~ Unit-2 / Tabn.-2 99%
Unit-3 / Ta6mn.-3 101%
Unit-4 / Tabn.-4 |  101%
Unit-5 / Ta6n.-5 101%
Unit-6 / Ta6n.-6 99%

—1 C17H18FN30s (munpodiokcanu) uepes
|30 mMun.

HOMHHAJIBHOI'O COACPIKAHU A

Remarks : The Product confirms to ND/
IIpumeuanne: Ilpogykt coorBercTBYET TpeOoBanusm HJI

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by /
IToaroroBneHo: Q&;

Checked by /

[IpoBepeHo: A’_

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

n
L

Print Date //Tata: 31-08-2021

Print Date /J]ata: 31-08-2021

Print Date /JTara: 31-08-2021

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN : L85195TG1984PLC004507
Tel: +9140 4900 2900, Fax : +9140 49002999 Email : mail@drreddys.com www.drreddys.com

Factory : Survaly 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




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIN3A
Product Ciprolet, film coated tablets, 500 mg /
IIpoaykT Lunponet®, TabneTky, NOKpbIThIE MIeHOUHO 060a0uKOH, 500 MP
Batch No / : B2102650 Batch Quantity / : 521440 KG/
Ccepus Ne O61LeM cepun 521,440 KT™ -
Analytical Report No / + 2002I'P21001610 Date of Analysis / : 31-08-2021
Ananutuueckuii oryer No Jata ananu3a
Date of Manufacture / : 07/2021 Date of Expiry / : 06/2024
JaTa npon3BoACTBA Togen no

Analysis performed according ND / Anasan3 nposeaen mo HJ[: [IN016161/01-290321

nNo
Ne

5

Test / [IokazaTenan

Result / PesyabTaThl

Related substances / PoacTBennble NpHMeECH

Specification / Hopma

Page3 of 5/ Ctp.3 n3 5

Ethylenediamine analogue
of Ciprofloxacin

(impurity C)/
DTHNeHJNaMUHOBBIH
aHanor LUnpoQJIokcalnia
(mpumecs C)

Individual unspecified
impurity / ExuHu4Has
HeUueHTHHULUPOBaHHAS
MpUMECh

Total impurities (except for
impurity C) / Cymma
npumeceil (Mckioyas
npumecs C)

0.03%

0.06%

0.17%

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

Not more than 0.2 % / He 6onee 0,2 %

Not more than 0.5 % / He Gonee 0,5 %

Fluoroquinolonic acid /
Cogepxanne
(pTOPXHHOJIOHOBOIA
KHCJIOTBI

Not Detected

Loss of drying / IloTepst B
Macce PH BhICYIIABAHHH

2.5% wiw /2,5%

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

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

Uniformity of dosage units
/ OIHOPOOHOCTDH
JAO3APOBAHHSA

1.6/1,6

Acceptable value (AV) not more than
15.0. / TTokazarens npuemieMoctd (AV)
JoJikeH ObITh He Oogee 15,0.

Remarks : The Product confirms to ND/
IIpumeuanne: ITpoaykTt cootBeTcTBYET TpeGoBaHUsM H]T

Conclusion : APPROVED /
3axmouenne: ONOBPEHO

Prepared by /
IToaroroBneHo:

ep-

Checked by /
ITpoBepeHo:

A

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoaure b

A
%,

Print Date /Jlata: 31-08-2021

Print Date /J{ata: 31-08-2021

Print Date /JTata: 31-08-2021

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

Factory : Surva-y 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

Dr.Reddy’s €3¢

CEPTHOUKAT AHAJIU3A
Product : Ciprolet, film coated tablets, 500 mg /
 ITpoaykr Lunponer®, TabneTku, MOKPHITHIE IIEHOUHOH 060104KOH, 500 mr
Batch No / : B2102650 Batch Quantity / : 521,440 KG/
Cepus Ne O6bem cepun 521,440 KI©
Analytical Report No / : 2002FP21001610 Date of Analysis / : 31-08-2021
AnajuTniyeckuit otuer Ne Jdara ananunsa
Date of Manufacture / : 07/2021 Date of Expiry / : 06/2024
JlaTa mpou3BOACTBA T"oseH a0
Analysis performed according ND / Ananu3 nmposeaen no H/I: TIN016161/01-290321
- o _ Pagedof 5/Crp.4u35
ng) B Test / Iloxa3zaTenn Result / Pe3ysibTaThl Specification / Hopma
9 | Microbial limits / Mnxp?ﬁﬁanornq;ckhﬂma_ - -
a) Total aerobic microbial Less than 500 CFU/g/ Not more than 1000 CFU/g /
count / Obuiee unucno Menee 500 KOE/r He 6oJiee 1000 KOE/r
a’poOHBIX
MHUKPOOPTaHH3MOB
b) Total combined yeasts Less than 10 CFU/g/ Not more than 100 CFU/g /
and mould count / O6uee Menee 10 KOE/r He 6onee 100 KOE/r
YHCJI0 JPOAOKEBBIX U
IJIECHEBBIX TPHOOB
¢) E. coli Absent in 1g/ Shall be absent in 1g/
OrtcytcTByeT B 1T OrcyrctBUE B 1 T
10 |Assay / KonnuecTBeHHOE ] 495.3 mg /495,3 mr From 4500 mg to 550.0mg of
onpeaesiecHHe (99.1%/99,1%) C7H1sFN30; (Ciprofloxacin) (90.0 % to
110.0 % of the label claim) per tablet / Ot
450,0MMr gmo 550,0mr Cy7HsFN3Os
(munpodnokcauuH) (ot 90 g0 110 % ot
HOMHHAJIBHOTO COJiepXKaHus) B TabJeTke
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [Ipoaykt coorBeTcTBYET TpeboBanusM HJT 3axuouenune: OJOBPEHO

Approved by: Manager/Executive /

Prepared by / . Checked by /
[loarororneHo: l{@%_‘, IIpoBepeHo: A’,’ﬁ Ono6peHo: Menemxep / PykoBoauTennb

n
)

Print Date /Jlata: 31-08-2021 Print Date /TaTa: 31-08-2021 Print Date /[Tata: 31-08-2021

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 : Survety 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



Dr.Reddy’s €

CERTIFICATE OF ANALYSIS.

nNo

Test / ITlokazaTeib
Ne

Result / PesynbTaThl

CEPTUDHUKAT AHAJTH3A
[Product : Ciprolet, film coated tablets, 500 mg /
Mpoaykr [lunponer”, Tabnerku, nokpsIThEe MIEHOUHOH 060104KOH, 500 MI
"Batch No/ : B2102650 Batch Quantity / : 521.440KG/
Cepust Ne O6bem cepuu 521,440 KI
Analytical Report No / : 2002FP21001610 Date of Analysis / : 31-08-2021
ARnaJIdTHYeCKH I oTUeT No JaTta anannza
Date of Manufacture / : 07/2021 Date of Expiry / : 06/2024
JlaTa npon3BoACTBA I'oxen 1o
Analysis performed according ND / Auasus npoBegen mo HJI: [IN016161/01-290321
PageSof 5/Crp.5u3 5

Specification / Hopma

T Package / YnakoBka

10 tablets in PVC/aluminum blister.
1 blisters and patient information
leaflet in a carton pack. / 10 TaGneTtok
B [IBX/amomunueBom 6aucrepe. [To
1 6muctepy BMecTe C MHCTPYKUUEH
110 MPUMEHEHHIO B TIaYKE KAPTOHHOH.

Tablets 250mg: 10  tablets in
PVC/aluminum blister. 1 or 2 blisters and
patient information leaflet in a carton
pack.

Tablets 500mg: 10  tablets in
PVC/aluminum blister. 1 or 2 blisters and
patient information leaflet in a carton
pack. /

Tabremrku 250 m2: no 10 Ttabnetrok B
[NBX/amomunueBoM Gnuctepe. I1o 1 unn
2 Onucrepa BMECT€ C MHCTPYKLHEH MO
MPUMEHEHHIO B AYKe KAPTOHHOM.

Tabnemrxu 500 m2: no 10 Tabnetoxk B
IBX/amomunueBoM 6auctepe. [1o 1 nnu
2 Gauctepa BMECTE C WHCTPYKLHEH MO
[NPHMEHEHMIO B IaUKe KAPTOHHOIA.

12 |Labeling / MapkupoBKka

13 |Storage conditions /
XpaHneHue

14 | Shelf life / Cpok roguocTh

Complies as prescribed /
CootBeTcTBYET TPeOOBAHKSAM

According to ND / B cootBercteun ¢ HJ|

Protected from light at temperature below 25 °C. /
B 3aiiuIlieHHOM OT CBETa MECTe MpH TeMnepatype He Boiie 25 °C.

3 years /3 rona

Remarks : The Product confirms to ND/
IIpumeuanme: Ipoaykr coorBeTcTByeT TpeGoBanuam HJI

Conclusion : APPROVED /
3axauenue: OJOBPEHO

Prepared by /
IloaroroBiaeHo:

Checked by /
ITposepeHo:

A

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

A
)

Print Date /Jlata: 31-08-2021

Print Date /JTara: 31-08-2021

Print Date /Hata: 31-08-2021

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




