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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A
Product Ciprolet, film coated tablets, 500 mg / -
Ilpoayxr unponer®, TabneTku, MOKPHITHIE MICHOUHON 060/1049K0H, 500 Mr
Batch No / : B2200518 Batch Quantity / : 1066.770 KG/
Cepus Ne O0bem cepun 1066,770 KT
Analytical Report No / : 2002FP22000347 Date of Analysis / : 24-02-2022
AHAIUTHYECKHI 0TUeT Ne JaTa anamusa
Date of Manufacture / : 0172022 Date of Expiry / : 12/2024
JaTa npousBoacTea T'ogen g0

Analysis performed according ND / Ananus nposegen mo H/: IIN016161/01-290321

nNo

Ne Test / IToxa3zaTenn

Result / PesyabTaTh!

1 |Description / Onucanue

2 |Identification / HOIIJII/[HHOC_'-I‘I:

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

benbie kpyrabie JBOSKOBBIMYKIIBIC
Ta0IeTKH ¢ [JIAAKOH MOBEPXHOCTHIO C
obenx CTOPOH, IIOKPBITHIE
IUICHOYHOH ©oOojoukol. Bum Ha
u3jaome — 6enas Macca.

Page1of S/Crp.1u35
Specification / Hopma

White to off-white, round, biconvex, film
coated tablets plain on both sides. Cross
section view- white or off-white mass. /
Bensle umu mourum Genble  Kpyribie
JBOSKOBBITYKIIBIE TalMCTKH € [IaAKOH
MOBEPXHOCTBIO € OOEHMX  CTOpOH,
TIOKPBITEIE IICHOYHOH 000104Koii. Bun
Ha m3moMe — Oenas WimH moytd Oenas
Macca.

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
YACPKHUBaHMS OCHOBHOIO MHKAa Ha
XpOMAaTOrpaMMe HCIBITYEMOTO PacTBopa
JOJDKHO  COOTBETCTBOBATH  BPEMCHH
YIOCP)KMBAHMS OCHOBHOIO IIHKAa Ha
XpPOMaTorpaMMe CTaHAAPTHOTO PacTBOpa
unpodIoKcauHa THAPOXJIOPHAA
(pazgen «KomaecTrenHOe
OTIPEACTICHUEN).

Remarks : The Product confirms to ND/
IIpumeuanue: Ipoaykr coorBercTByeT TpeboBanuam H/J

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

Prepared by /

IToarorosneHo: \g ,

Checked by /
IIposepeHo:

@/@m_

Approved by: Manager/Executive /
Omno6peno: Menemxep / PykoBoaurenn

Print Date /Jlara: 25-02-2022

Print Date /J1ara: 25-02-2022

Print Date /Jlata: 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

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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CEPTHO®UKAT AHAJIM3A
Product : Ciprolet, film coated tablets, 500 mg/
[ponyxr Lunponer”, Tabnerky, MOKPHITHIE IICHOTHOH 0607104K0#H, 500 Mr .
Batch No / : B2200518 Batch Quantity / : 1066.770 KG/
Cepus No Obbem cepun 1066,770 KI
Analytical Report No / : 2002FP22000347 Date of Analysis / : 24-02-2022
AHamTHYecKHii oTyer Ne Jarta anamu3a
Date of Manufacture / : 01/2022 Date of Expiry / : 122024
JaTta npousBoacTBa Togen oo
Analysis performed according ND / Anwanus nposepen no HJL: TIN016161/01-290321
- Page 2 of 5/Crp.2 u3 5
nﬂ) 0 Test / [Toxa3zarens Result / PesyabTaThl Specification / Hopma
b) By TLC/TCX Complies / CoorsercrByer 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
aacopOimu Ha XpoMaTorpaMme
HCIIBITYEMOTO PACcTBOPa IO TOJIOKEHHIO,
BEJIMIHHE, MHTCHCUBHOCTH H 3HAYCHHIO
¢daxkropa Rf momxHa cOOTBETCTBOBaTH
TAKOBOH Ha XpOMarorpaMme pacTBOpa
CTaHAAPTHOTO obpasua
IUINPO(Q)IOKCAllHHA THAPOXJIOpUAA TIPU
254 1M u 366 HM.
3 | Chloride test / Peakuus Complies / CooTBercrByer Formation of precipitate by addition of
HA XJIOPHABI silver nitrate solution. / O6pa3oBanue
ocajKa npu A00aBICHUH PacTBOpPA
HHUTpara cepedpa.
4 |Dissolution / Pacreopenne | Unit-1/ Ta6.-1 97% Not less than 80 % (Q) of the labeled
e ————aae0, | amount of C17H1sFN303 (Ciprofloxacin)
S22 28 within 30 min / He mchHee 88 % (Q) or
Unit-3 / Tabn.-3 101% HOMHHAJIBHOTO COACPIKARUSI
Unit-d / Tabn4 101% - C17H1sFN303 (munpodiokcarmn) gepes
| ' 30 muH.
Unit-5 / Tabn.-5 97%
Unit-6 / Ta6n.-6 97%
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [IpoxykT coorercrByer Tpebosanmam HJJ 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moaroroeneno: [Tposepero: O/E‘j :}- Ono6peno: Menemxkep / PykoBoaurens
Print Date /[{ara; 25-02-2022 Print Date /[]ara: 25-02-2022 Print Date /JIaTa: 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

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

CEPTHO®UKAT AHAJIM3A
Product : Ciprolet, film coated tablets, 500 mg /
Hpoaykr Hnnponer®, TalJIETKH, TIOKPHITHIE IICHOYHOH 0601104K0H, 500 Mr N
Batch No / : B2200518 Batch Quantity / : 1066.770 KG /
Cepus Ne Oobem cepun 1066,770 KI
Analytical Report No / : 2002FP22000347 Date of Analysis / 1 24-02-2022
AHaauTH4eckuii oTyeT Ne JlaTa aHanu3a
Date of Manufacture / : 01/2022 Date of Expiry / ¢ 12/2024
JaTta npousBoacTsa Tonen no
Analysis performed according ND / Ananus nposenen no HJI: [1N016161/01-290321
— Page 3 of S/ Crp.3u3 5
nﬁ) N Test / Iloxa3zaTennb Result / PesynbTatsi Specification / Hopma
5 |Related substances / PoacTBesubie mpumecs - o
Ethylenediamine analogue [0.02%/0,02% Not more than 0.5 % / He 6omnee 0,5 %
of Ciprofloxacin
(impurity C) /
OTHICHAMAMUHOBBIH
aHaJor LUIpPOoIOKCaLMHA
(mpumech C)
Individual unspecified Not more than 0.2 % / He 6osee 0,2 %
impurity / Equnmanas 0.06% / 0,06%
HEHICHTA(MLPOBAHHASL
MPUMECH
Total impurities (except for |0.16% /0,16% Not more than 0.5 % / He 6onee 0,5 %
impurity C) / Cymma
npuMecei (Mckmouas
npumecs C)
6 |Fluoroquinolonic acid/  |Less than 02% Not more than 0.2 % / He Gonee 0,2 %
Copepxanne
¢ TopxuHOI0HOBOIA
KHCJIOThI
7 |Loss of drying /Ilorepas |1.9% w/w / 1,9% Not more than 6.5 % w/w /
Macce Mpy BBICYLIMBAHUK He Gonee 6,5 % m/m
8 |Uniformity of dosage units | 1.0/ 1,0 Acceptable value (AV) not more than
/ OaHopoaHoCTD 15.0. / Tlokazarens mpuemiemoctu (AV)
JA03UPOBAHUS JoipkeH ObITh He Gonee 15,0.

Remarks : The Product confirms to ND/

Ipumeyanwue: [IpoaykT coorBercrByeT Tpebopanusm HJL

Conclusion : APPROVED /
3aknrouenne: OJOBPEHO

Prepared by /
IloarorosneHo:

&

Checked by /

IIposepeHo: Q! %7

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykoBoauTeb

Print Date /Jlara: 25-02-2022

Print Date /[ata: 25-02-2022

Print Date /J{ata: 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
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A
Product : Ciprolet, film coated tablets, 500 mg /
Mpoayxr [unponer®, TabieTKH, MOKPHITHE IIICHOYHOH 060m0uKo#, 500 Mr
Batch No / : B2200518 Batch Quantity / : 1066.770KG/ '
Cepus Ne Oo6nem cepun 1066,770 KI"
Analytical Report No / : 2002FP22000347 Date of Analysis / : 24-02-2022
AHaIUTHYECKHIl oTUeT Ne Jara anammza
Date of Manufacture / : 0172022 Date of Expiry / : 12/2024
Jata npoussoacTea Topen oo

Analysis performed according ND / Ananus nposepen o HJI: TIN016161/01-290321

Paged of S/Crp.4u3 5

nﬁ) 0 Test / Tloka3zaTenn Result / PesynbTaTsl Specification / Hopma

9 [Microbial limits / Mukpo6uosioruyeckas YucCToTa o
a) Total aerobic microbial Less than 500 CFU/g / Not more than 1000 CFU/g /
count / O61mee yucio Menee 500 KOE/r He Gonee 1000 KOE/r
a3poOHBIX
MHKPOOPTaHHU3MOB
b) Total combined yeasts Less than 10 CFU/g/ Not more than 100 CFU/g/
and mould count / OGmee Menee 10 KOE/r He 6onee 100 KOE/r
YHCIIO JPONOKEBBIX U
IUIECHEBHIX IPUOOB
¢c) E. coli Absentin 1g/ Shall be absent in 1g/

OrcytcrByer B Ir OrcyrctBHE B 1 T

10 | Assay / Konnuectsennoe '499.9 mg / 499,9 mr From 4500 mg to 550.0mg of

onpeneneHye (100.0% / 100,0%) C17H1sFN30; (Ciprofloxacin) (90.0 % to

110.0 % of the label claim) per tablet / Ot
450,0 Mr oo 550,0 mr  Ci7H;sFN;04
(uunpogmnokcarun) (ot 90 xo 110 % ot
HOMHHAJIBHOTO COACPIKAHHUA) B TA0NIETKE

Remarks : The Product confirms to ND/
ITpumeuanue: Ipoaykr coorsercrByeT TpeboBanusaM HJI

Conclusion : APPROVED /
Janrouenue: OJJOBPEHO

Prepared by /

IToaroromneHo: ‘ g

Checked by /

IIpoeepeHo: M{%’t

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykoBoaurennb

Print Date /J]ara: 25-02-2022

Print Date /lata: 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 : +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

CEPTHO®UKAT AHAJIU3A

Product : Ciprolet, film coated tablets, 500 mg /

Ipoayxr Lumponer®, TaONETKH, IOKPBITHIC IUIEHOYHOH 060I04YKOH, 500 mr S
Batch No / : B2200518 Batch Quantity / : 1066.770 KG /
Cepus Ne O0beM cepuu 1066,770 KI”
Analytical Report No / : 2002FP22000347 Date of Analysis / : 24-02-2022
AHAIUTHYECKMIT 0TueT Ne Jata ananmza

Date of Manufacture / : 01/2022 Date of Expiry / 1 12/2024

JlaTa npon3BOACTBA Loxen oo

Analysis performed according ND / Anasms nposeaen nio H/I: TIN016161/01-290321

PageSof S /Crp.5mu35

n;,o Test / Iloka3aTenn Result / PesysabTaThl Specification / Hopma
11 |Package / Ynaxoeka 10 tablets in PVC/aluminum blister. | 7ablets 250 mg: 10  tablets in
1 blisters and patient information | PVC/aluminum blister. 1 or 2 blisters and
| leaflet in a carton pack. / 10 TaGnetok | patient information leaflet in a carton
B [IBX/amomunueBom Gucrepe. [1o | pack.
1 Gnuorepy BMECTE C MHCTDYKIMCH | 1y i 500 mg: 10 tablets  in
10 IPUMEHEHHIO B MATKE KAPTOHHOM. | py/(-/alyminum blister. 1 or 2 blisters and
patient information leaflet in a carton
pack. /
Tabremru 250 m2: no 10 Tabnetok B
[BX/amomunnesoMm Gmucrepe. o 1 nm
2 OnucTepa BMECTE C HHCTPYKLHMEH IO
MPHUMEHEHUIO B IIAYKE KAPTOHHOM.
Tabnemxu 500 m2: mo 10 TaGneTox B|
[MBX/amomuuuesom omucrepe. 1o 1 mm
2 6naucTepa BMECTE C HMHCTPYKUHEH IO
MPHUMCHEHHUIO B ITAYKE KAPTOHHOM.
12 |Labeling / Mapkuposka |Complies as  prescribed /| According to ND /B coorercrsuu ¢ HJI
| CooteercTBYCT TPeGOBAHIAM
13 |[Storage conditions / Protected from light at temperature below TGl .
XpaHeHue B 3ampiieHHOM OT CBETa MECTE NpH TeMmrepaType He Bbime 25 °C.
14 |Shelflife / Cpox rogsoctu |3 years/ 3 rona )

Remarks : The Product confirms to ND/
Ipumeyanue: IIpoaykr cooTBeTcTBYET Tpebopanmsam HJI

Conclusion : APPROVED /
3axsrouenue: OJJOBPEHO

Prepared by /
IToxroroBneHoO:

Checked by /
ITpoeepeHo:

ol

Approved by: Manager/Executive /
Ozo6peno: Menemxep / Pykosomurens

Print Date /J{ara: 25-02-2022

Print Date /J]ara: 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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