@
Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A

Product Ciprolet, film coated tablets, 500 mg /
Ilpoaykr __]_I_I/lrl_pc_)ngT“‘), TabNeTKH, MOKPHIThIC MIEHOUHOH obonoukoit, 500 Mr
Batch No / : B2200519 Batch Quantity / : 1072.000KG/
Cepns Ne O6bem cepun 1072,000 KT
Analytical Report No / : 2002FP22000363 Date of Analysis / 1 25-02-2022
AHanuTHYeCKHIT oTUeT Ne JlaTa aHanusa
Date of Manufacture / : 01/2022 Date of Expiry / : 12/2024

| J/laTa npoM3BOACTBA I'onen g0

Analysis performed according ND / Anaaus nposegen no HJI: I1N016161/01-290321

nNo '

No Test / Iloka3zaTenan

Page1of S/Crp.1u3 5

Result / PesyabTaThl

Specification / Hopma

1 |Description/ Onucanne

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

benble Kkpyribie IBOSKOBBITYKIIBIE
TabJ1eTKH C I1aJK0i NOBEPXHOCTHIO C
obenx CTOpOH, MOKPBITHIE
IJIGHOYHOW obojyoukoii. Bmp Ha
u3jioMe — Genas Macca.

White to off-white, round, biconvex, film
coated tablets plain on both sides. Cross
section view- white or off-white mass. /
Benple wnM moutH Genble  Kpyribie
JBOSIKOBBINYKJIbIE TabNETKH ¢ Tnagko
MOBEPXHOCTEIO € ODEHX  CTOPOH,
MOKPBITBIE TUIGHOYHOH 000MouKoi. Bug
Ha H3IoMe — Oenmas WM noytu Oenast
Macca.

2 |Identification / IloaaunHOCTL

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” / Bpewms
YIACpXKHUBaHUS  OCHOBHOTO MMHMKA Ha
XpOMaTorpaMMe HCHBITYeMOTr0 pacTBOpa
JIOJDKHO ~ COOTBETCTBOBATH  BpPEMEHHU
YACPXKHUBAHUS OCHOBHOTO MHKa HAa

XpomarorpaMme CTaHZapTHOI'O pacTBOpa

1unpodokcanuHa THIPOXJIOpUaA
(pazgen «KonuuectseHHOE
onpeAencHue»).

Remarks : The Product confirms to ND/
ITpamevannme: IIpoaykT coorBercTBYET Tpebosanusm HJL

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by /
IToarorosneno:

Checked by /
IIposepeno:

i

Approved by: Manager/Executive /
OnobpeHo: Menemiep / PykoBoauTesb

Print Date /Tata: 25-02-2022

Print Date /Jlata: 25-02-2022

Print Date //TaTta: 25-02-2022

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
Dr.Redd YS Ne CEPTU®UKAT AHAJIU3A

Product : Ciprolet, film coated tablets, 500 mg / o
IlpoaykT Iunponer®, TabneTkH, TOKPBITHIE NIEHOUHOM 060104k, 500 Mr -

' Batch No / : B2200519 Batch Quantity / : 1072.000KG/
Cepus Ne | O6bem cepun 1072,000 KI"
Analytical Report No / : 2002FP22000363 Date of Analysis / : 25-02-2022
AHajauTHYecKH i oTder No - | laTa ananusa o |
Date of Manufacture / : 0172022 Date of Expiry / : 12/2024

JaTa npou3sBoacTea T'omen o

Analysis performed according ND / Auasau3 npoegen no HJI: TIN016161/01-290321

Page2 of 5/Crp.2 n3 5

nNo

N Test / IlokazaTenn Result / PesyabTathi Specification / Hopma

b) ByTLC/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
ajzicopOLum Ha XpoMartorpamme
HCIBITYEMOr0 PacTBOpa MO MOJIOKEHHMIO,
BEJIMYMHE, WHTEHCHBHOCTH W 3HAYEHHIO
¢axropa Rf nomkHa COOTBETCTBOBATH
TAaKOBOW Ha XpoMmarorpaMMe pacTBoOpa
CTaHJapTHOTO obpasua
UITpoQUIOKCAllMHa THAPOXJIOpHIA TpPU
254 HM 1 366 HM.

3 |Chloride test / Peaxnus Complies / CooTBEeTCTBYET Formation of precipitate by addition of
HA XJIOPHABI silver nitrate solution. / O6pa3zoBanue
ocajika 1py A00aBJIeHUH PacTBOpa
HUTpata cepebpa.

4 |Dissolution / Pacreopenne | Unit-1/ Ta6un.-1 95% Not less than 80 % (Q) of the labeled
= . > amount of Ci7HsFN3O; (Ciprofloxacin)
Unit:2:/ 0.2 b within 30 min / He meree 80 % (Q) ot
Unit-3 / Tabn.-3 98% HOMUHAJIBHOTO COAEP KaHUs
Unit-4 / Tabn4 98% Cy7H1sFN30; (unnpodiokcalind) yepes
30 MuH.
Unit-5 / Ta6n.-5 98%
Unit-6 / Tabn.-6 97%
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
I[pumeuanne: [Ipoaykr coorBercTByet TpeboBanusm HJJ 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroToBneHo: Qg ) ITpoBepeHo: C/@(% Onobpeno: Menemxkep / PykoBoauTe)ib
Print Date /Jlata: 25-02-2022 Print Date /Jata; 25-02-2022 Print Date /JTata: 25-02-2022

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN: 1L 85195TG1984PLC004507
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 ‘,’o’

CEPTHUOPUKAT AHAJIU3A

Product Ciprolet, film coated tablets, 500 mg /
IIpoaykTt Lunponet”, Ta6eTKM, MOKPBITbIE MNIEHOUHOI ‘obonovkoi, 500 Mr -

‘Batch No / : B2200519 Batch Quantity / : 1072.000KG /
Cepusi Ne - O6bem cepun ~1072,000 KT"
Analytical Report No / : 2002FP22000363 Date of Analysis / : 25-02-2022
AHaJINTHYECKHit oTyeT Ne Jarta anaju3a o
Date of Manufacture / : 01/2022 Date of Expiry / : 12/2024
JlaTa npou3BoJCTBA I'ogen go

Analysis performed according ND / AHa;iu3 npoBesieH o HJI: [T N016161/01-290321

Page3 of S/Crp.3u3 5

Result / PesyabTaThl

Specification / Hopma

LI Test / Iloka3aTenn
No
5 |Related substances / PogcTBennbie npumMecHn

Ethylenediamine analogue
of Ciprofloxacin

(impurity C) /
OTUNEeHAMaMUHOBBIH
aHajor LUnpodJoKkcalHa
(nmpumecs C)

Individual unspecified
impurity / EnHuyHas
HEUJCHTH(DUITUPOBAHHAS
NpUMECh

Total impurities (except for
impurity C) / Cymma
npuMeceil (Mckodas
npumeck C)

Fluoroquinolonic acid /
Coaepxanue
dTopxuHoNOHOBOH
KHCJIOTBI

0.02% /0,02%

0.05% /0,05%

0.12%/0,12%

Less than 0.2%

Loss of drying / Ilorepsi B
Macce NpU BbICYHIMBAHUM

2.0% wiw / 2,0%

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

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

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

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

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

Uniformity of dosage units
/ OgHOpPOAHOCTH
J03UPOBAHUS

24724

Acceptable value (AV) not more than
15.0. / Moxazarens npuemnemoctu (AV)
JnoJpkeH ObITh He Oojiee 15,0.

Remarks : The Product confirms to ND/

IIpumeuanne: [Ipogykr coorseTcTByeT TpeGoBanusM HJI

Conclusion : APPROVED /
3akarouenne: OJIOGPEHO

Prepared by /

IToarorosneHo: Q g £

Checked by /

IIpoBepeHo:
c‘ﬁ}
Y

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

Print Date /JIata: 25-02-2022

Print Date /Jlata: 25-02-2022

Print Date /[lata: 25-02-2022

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




CERTIFICATE OF ANALYSIS

Dr.Reddy’s “':'

CEPTUOHUKAT AHAJIU3A

Product Ciprolet, film coated tablets, 500 mg /

IIpoaykT L[nnponeT@, TaONETKH, TOKPbIThIE MIEHOUHOI 060s0uKoH, 500 Mr -
Batch No / : B2200519 Batch Quantity / : 1072.000KG/
Cepust Ne Oo6beM cepun 1072,000 KT
Analytical Report No / : 2002FP22000363 Date of Analysis / + 25-02-2022
AHaJuTHYECKHH oTyeT Ne JlaTa anaju3za

Date of Manufacture / : 01/2022 Date of Expiry / : 12/2024

JaTta npousBoacTBa B T'ogen o

Analysis performed according ND / Anasu3s npoBegen no HJI: TI N016161/01-290321

Paged of S/ Crp.4u3 5

I n}:‘ 0 Test / IlokazaTesn Result / Pe3yabTaThl Specification / Hopma
9 |Microbial limits/TmeﬁbnomTlecxaﬂ YHCTOTA
a) Total aerobic microbial Less than 500 CFU/g / Not more than 1000 CFU/g /
count / Ob1ee Yucno Menee 500 KOE/r He 6onee 1000 KOE/r
a3pobOHBIX
MHMKPOOPTraHN3MOB
b) Total combined yeasts Less than 10 CFU/g/ Not more than 100 CFU/g /
and mould count / O61uee Menee 10 KOE/r He 6onee 100 KOE/r
YHCJIO APOXIKEBBIX H
TIJICCHEBBIX I'pHOOB
c) E. coli Absent in 1g/ Shall be absent in 1g/
OtcyrcTBYET B 1T OtcytcTBHE B 1 T
10 |Assay / KontnuecTBeHHOE 497.3 mg/ 497,3 mr From 450.0 mg to 550.0mg of
onpeaeeHue (99.5% / 99,5%) Ci7H1sFN30s (Ciprofloxacin) (90.0 % to
110.0 % of the label claim) per tablet / Ot
450,0 mr go 550,0 Mr C7HisFN;O;
(unnpodnokcanun) (ot 90 mo 110 % or
HOMHHAJIBHOT'O COAEPMKaHUA) B TabneTke

Remarks : The Product confirms to ND/

ITpumeuanue: I1poaykT cooTBeTCTBYET TpeboBanusam HJI

Conclusion : APPROVED /
Zaxiarouenune: OJOBPEHO

Prepared by /
IloaroroBieHo:

-

Checked by /

IIposepeHo: /@ 3
L.(,)j
!/ =

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

Print Date /Jlata: 25-02-2022

Print Date /[larta: 25-02-2022

Print Date //laTa: 25-02-2022

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 : 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

CEPTUOPUKAT AHAJIU3A

Product : Ciprolet, film coated tablets, 500 mg/
Hpoaykr Lunponetr®, TabaeTku, MOKphIThIE IJICHOYHOM 0607104K0#, 500 MP o -
Batch No / : B2200519 Batch Quantity / : 1072.000 KG /
Cepnsi Ne - | OObemcepun 1072,000 K™
Analytical Report No/ - : 2002FP22000363 Date of Analysis / : 25-02-2022
AnanuTnyeckuii oryer Ne - JaTa aHanusa
Date of Manufacture / : 01/2022 Date of Expiry / : 12/2024
JlaTa npon3BoacTBa I'open mo
Analysis performed according ND / Ananus nposeaen no HJI: 11 N016161/01-290321 |
B Page S of 5/ Crp.5u3 5
nﬁ’ ¢ Test / ITokazaTean Result / PesysnbTaThi Specification / Hopma
11 __Package / YuakoBKa 10 tablets in PVC/aluminum blister. | Tablets 250 mg: 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 [1BX/antomunneBom 6nucrepe. Io | pack.
& ‘CIHCIERY SUCEUIS ¢ HESD YKUHCH | roblets 500 mg: 10  tablets in
110 MPHMEHEHHIO B MA4KE KAPTOHHOM. | py;y/aluminum blister. 1 or 2 blisters and
[patient information leaflet in a carton
pack. /
Tabremwxu 250 m2: no 10 TtabneTok B
[IBX/amomunnesoMm 6nuctepe. ITo 1 unu
2 6nucrepa BMecCTe € MHCTpyKHMElH I10
MPUMEHEHHIO B MTaYKe KapTOHHOM.
Tabnemwxu 500 m2: no 10 Ttabnetox B
[BX/anomunueBom 6iucrepe. ITo 1 mmm
2 6nuctepa BMecTe C HMHCTpPYKLMel 110
[IPUMEHEHUIO B NIAYKE KAPTOHHOM.
12 |Labeling / Mapxupoeka |Complies as  prescribed  /|According to ND /B coorBerctBuu ¢ HJJ
CootBercTBYeT TpeGOBAHMSAM
13 'Storage conditions / Protected from light at temperature below 25 °C. /
XpaHeHne B 3amuirieHHOM OT cBeTa MecTe NpH TeMIiepaType He Boille 25 °C,
14 | Shelf life / Cpoxk rogaoctd |3 years/ 3 roga o

Remarks : The Product confirms to ND/
IIpnmeuanne: Ilponykr cooTBeTcTBYET TpeOoBanusM HJL

Conclusion : APPROVED /
3axkmouenne: OJIOGPEHO

Prepared by /
ITogrorosneHo:

ey

Checked by /

IIposepeno: C/%:\ aé

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

Print Date /lata: 25-02-2022

Print Date //Jata: 25-02-2022

Print Date /laTa: 25-02-2022

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
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