Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Product : Ciprolet, film coated tablets, 500 mg /

Iponaykr Liunposer”, TabneTky, NOKpbIThle MieHo4HOH 00004KO#. 500 MI

Batch No / _ : B2103298 Batch Quantity / : 1054.430 KG/
Cepus Ne | Obbem cepun 1054.430 KI"™
Analytical Report No / ¢ 2002FP21001966 [ Date of Analysns/ : 29-09-2021
_AHanuTHuecKnii oTuer Ne | Jara ananu3a

Date of Manufacture / : 08/2021 Date of Expiry / : 07/2024

Jara npou3BoJCTBa Toaen no o

| Analysis performed according ND / Anan3 nposejen no HJI: TINO16161/01-290321

nNo
Ne

1 Description / Onncanne

Test / [loka3zarens

Page 1 of 5/ t"rp. luss
|
|

Result / PesyabTaThl Specification / Hopma
. I

‘Whlte round, biconvex, film coated : White to off-white, round, biconvex, film
\tablets plain on both sides. Cross|coated tablets plain on both sides. Cross
'section view - white mass. / wsectlon view- white or off-white mass. /
‘Befible  WAM  NOYTH  Oefble  Kpyrible
JBOSIKOBbIMYKJble TabieTKU ¢ riaikoi
NOBEPXHOCTHIO ¢ 00EMX  CTOPOH, |
NOKPbITbIE MACHOUHOW 0bonovkoi. Bua
Ha u3nome — Oenas WAKM NOYTH Oenas |
macca.

benbie kpyrabie ﬂBOﬂKOBbmyKnble‘
i TaDNETKU C rMaaKoON NOBEPXHOCTLIO C
~obeux CTOpPOH, MOKPbIThIE
njcHo4yHoi obosioukoil. Bua Ha
ninome — denas mMacca.

2 |Identification / [ToaanHHOCTDL

a) By HPLC/B3XX

Complies / CoorseTcTBYET The retention time ot 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
YAEpKMBAHKS ~ OCHOBHOFO — NHKAa  Ha
XpoMaTorpaMme MCMbITYEMOro pacTBopa
JOMKHO  COOTBETCTBOBATH  BPEMEHHU
YAEPKUBAHUSI  OCHOBHOIMO  MHKA  Ha
XpoMaTorpaMme CTaH1apTHOro pacTBopa
urnpodnokcalnHa rujpoxsnopuaa
(pazaen «KonuvecTBeHHOE
OMpeAcNCHUEN ).

[ToaroToBneHo: l ‘g V

Remarks : The Product confirms to ND/ - Conclusion : APPROVED /
Mpumeuanue: [TpogykT cooreTcTByeT TpeboBanuam H/L 3akmoyenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

OpnobpeHo: Menexep / Pykosoaurenb

[TposepeHo: }6

Print Date //{aTa: 29-09-2021

Print Date /Jara: 29-09-2021 Print Date /JTata: 29-09-2021

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




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS
CEPTU®HKAT AHAJIM3A

Product : Ciprolet, film coated tablets, 500 mg/ }
ITpoaykT Lunponer", tabnetky, NOKPBITHIE rfeHouHoi obonoukoit, 500 mr - ]
Batch No/ : B2103298 Batch Quantity / : 1054.430 KG/

| Cepun Ne - | O0bem cepun 1054,430 KI"
Analytical Report No / : 2002FP21001966 Date of Analysis / : 29-09-2021

| AHasuTHuecKui oT4eT N Jlara anajansa
Date of Manufacture / : 08/2021 Date of Expiry / : 07/2024

Jlata npousBojcTBa [Mogen j1o N

Analysis performed according ND / Anajiu3 npoBe/ieH no HJ/I: [TN016161/01-290321

ngzqu/ch.znss'
| - '

| nNo | Test / [lokasarenb Result / Pe3yjbTaTnl Specification / Hopma |

| Ne

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
aacopounu Ha XpoOMATorpaMme
UCBITYEMOTO PACTBOPA N0 MONOKEHHIO,
BeMuMHE, MHTEHCHBHOCTH M 3HAYEHHIO
dakropa Rf pomkHa COOTBETCTBOBATDL
TaKoBOW Ha XpoMaTorpamme pacTBOpa
CTaH/1apTHOTO obpazua
uunpodiokcalyHa ruapoxnopuia npu
254 vm u 366 HM.

3  Chloride test / Peakuus Complies / CooTBETCTBYET Formation of precipitate by addition of
HA XJIOPH/bI silver nitrate solution. / Obpasosanne .
' ocazika npy 100aBleHUH pacTBOpa |
HuTpara cepedpa. |

4 Dissolution / PacTBopenue Unit-1/Ta6n.-1 99% Not less than 80 % (Q) of the labeled
= - = = amount of Cj7HsFN3Os (Ciprofloxacin)
S = _994 within 30 min / He menee 80 % (Q) or
‘ Unit-3 / Tadn.-3 99% HOMHHAJILHOTO COEpPKAHKA ‘
Unitd / Ta6a-4 | 100% C17HsFN;03 (uunpodnokcaunt) yepes

. | 130 mMuH. |
‘ Unit-5/ Tabn.-5 100%
| Unit-6 / Ta61.-6 100%

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [1poj1ykT COOTBETCTBYET TPEOOBAHUAM HJL 3akawuenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBsieHo: c ‘g [TposepeHo: Opnobpeno: MeHemxep / PykoBoantenb

iy

Print Date /JTara: 29-09-2021 Print Date /[lata: 29-09-2021 Print Date /JTata: 29-09-202 1

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 : Suwe.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
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Dr.Reddy’s Qs
CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIU3A

Product : Ciprolet, film coated tablets, 500 mg /

ITpoayxT L[nupuueT TabAETKH, NOKPHITbIE MIEHOUHOH obonoukol, 500 mr -

Batch No/ : B2103298 Batch Quantity / : 1054.430 KG /

Cepusn Ne - | Obbem cepuim 1054430 K[
Analytical Report No / : 2002FP21001966 Date of Analysis / : 29-09-2021 )
AHajauTHyecKnii oTyer Ne Jaraapwammza -
Date of Manufacture / : 08/2021 Date of Expiry / : 07/2024

JlaTa npon3BoACTBA Topen 10 -

Analysis performed according ND / Anasns upulsunH no HJI: Il NO016161/01-290321

Page3 of S/Crp.3m35
nNo |
Ne

5 Related substances / PojcTBenHbIe IpuMecH

Test / Iloka3areb Result / Pe3yabTaThl Specification / Hopma

'Ethylenediamine analogue [0.01% ]Not more than 0.5 % / He 6onee 0.5 %
|

of Ciprofloxacin |
(impurity C)/

DTUneHAMaMHOBBIH

ananor uunpoduokcaunHa ‘

(npumecs C)

Individual unspecified |Not more than 0.2 % / He 6osnee 0,2 %

\impurity / Enunnunas 0.06%
‘ HeuaeHTUGUUMPOBaHHAS!
‘ MpUMech

|
' Total impurities (except for | 0.16% [ Not more than 0.5 % / He 6onee 0,5 %
impurity C) / Cymma |

npumeceil (Mckovas '

(npumecs C)
6 | Fluoroquinolonic acid / Less than 0.2% 'Not more than 0.2 % / He 6onee 0,2 %
Coaep:xaHue
[ pTOpXHHONOHOBOM |
‘ KHCJIOTBI .
' 7 | Loss of drying / IToteps B 2.1% wiw 1 2,1% 'Not more than 6.5 % w/w /
‘Macce npH BbICYLUHBAHUYU 'He 6onee 6,5 % m/m
8 ‘Uniformity of dosage units 2.2 /2,2 | Acceptable value (AV) not more than
| / OHOpPOHOCTD [ 15.0. / Tlokaszarens npuemnemoctd (AV)
| JI03HPOBAHHA | nonxkeH 6biTh He Gonee 15,0.
| |
|
|
|
| |
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [1poaykT cootBercTBYeT Tpedosannam HJl 3akawouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBneHo: i FZ ) [TpoBepeHo: /g Opobpero: Menenxep / PykosojuTesb
Print Date /[Tata: 29-09-2021 Print Date //lara: 29-09-2021 Print Date /Jara: 29-09-2021

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
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Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIN3A

Product Ciprolet, film coated tablets, 500 mg /

Ipoaykr Linnposer”, TabneTku. NOKphITbie NNeHo4HoH 06onoukoi, 500 mr -

Batch No / : B2103298 Batch Quantity / : 1054.430KG /

Cepust Ne Obbem cepun 1054.430 KT" .
Analytical Report No/ : 2002FP21001966 Date of Analysis / 1 29-09-2021
AHanuTiH4yecknii oTuer Ne B JlaTta anajin3a - |
Date of Manufacture / : 08/2021 Date of Expiry / : 07/2024

JlaTa npou3BoACTBA Tonen oo - |

“Analysis performed according ND / Anasns np;mc,rlcn_l no HJI: [TIN016161/01-290321

- ~ Paged of 5/Crp.4u35
|

of

nll;loo Test / ITokasaTeah Result / PesyabTarsl Specification / Hopma

9 | Microbial limits / MuikpoGHOoIorHYecKas 4uCTOTA
a) Total aerobic microbial | Less than 500 CFU/g / ~ [Not more than 1000 CFU/g /
count / Obiee yncio Menee 500 KOE/r He 6onee 1000 KOLE/r
a’pOOHBIX
MUKpPOOPraH1u3mMoB
b) Total combined yeasts ) Less than 10 CFU/g/ 'Not more than 100 CFU/g /
and mould count / Obee Menee 10 KOE/r He Gonee 100 KOE/r
YUCNO APOAOKEBBIX 1
MECHEBbIX rPUOOB
c) E. coli i Absentin g/ Shall be absent in 1g/

OrcyTerByer B IT OtcyTtcTBUe B | 1
10 A_ssay / KoninuecTBeHHOE ‘ 491.0 mg /491,0 mr |From 450.0 mg to 550.0mg

onpeaecsicHue

(98.2% / 98,2%)

C7H1sFNO5 (Ciprofloxacin) (90.0% to
110.0 % of the label claim) per tablet / Ot
450,0 mr  po  550,0 mr  Ci7HisFN30s
(uunpodrokcauuH) (ot 90 no 110 % ot
HOMMHANILHOTO COAEpKaHus) B TaONETKe

Remarks : The Product confirms to ND/

ITpumeyanue: [TponykT coorBeTcTBYeT Tpedosanuam HJI

Conclusion : APPROVED /
Zaxsaouenue: OJOBPEHO

Prepared by /
[ToaroroBaeHO:

t&;f—

Checked by /

[Iposepeno: /%

Approved by: Manager/Executive /
Opobpero: Menemxkep / Pykosoantens

/4

Print Date /JTata: 29-09-2021

Print Date /[Jata: 29-09-2021

Print Date /Jlata’ 29109-2021

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

Factory : Surve.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
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Dr.Reddy’s ‘,’
CERTIFICATE OF ANALYSIS
CEPTUHOUKAT AHAJIM3A

Product : Ciprolet, film coated tablets. 500 mg /
IpoaykT Hunpoaer”, TabneTku, NOKpbLIThIE NJaeHOYHOH _o6onoql<0ﬁ, 500 mr
Batch No/ : B2103298 | Batch Quantity / : 1054.430KG/
Cepnst Ne B O6beM cepuu 1054.430 KI”
Analytical Report No / : 2002FP21001966 Date of Analysis / : 29-09-2021
AHaJIMTHYECKHIT oTyeT No JlaTta ananu3sa ]
Date of Manufacture / : 08/2021 Date of Expiry / : 07/2024
Jlara nponssojcTsa ) Togen no o -
| Analysis performed according ND / Auain3 nposeaen no HJ/1: TIN016161/01-290321

Page Sof 5/ Ctp. Sm 5

|
";:] Test / IlokasaTeb Result / PesyabTaTsl Specification / Hopma
e | | —
11  Package / YnakoBka 10 tablets in PVC/aluminum blister. Tablets  250mg: 10 tablets  in

| 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 [[BX/amomunnesom 6nvcrepe. Ilo | pack.

| Gnuctepy BMECTE C MHCTPYKUHEH 1)/ 500 moe 10 tablets  in

Mo NPUMEHEH B MayKe KapTOHHOM. . 3 .
fprMe wio B na ap OR-' by C/aluminum blister. 1 or 2 blisters and

patient information leaflet in a carton
pack. /

Tabnemrxu 250 me: no 10 Tabnetoxk B
[1BX/amomuHuesom onuctepe. 1o | uiu
2 OancTepa BMECTE C MHCTPYKUMEH 110
NPUMEHEHHUIO B MAYKe KapTOHHOM.

Tubnemxu 500 ue: no 10 Tabnetok B
| MBX/amomuunesom 6ancrepe. [lo 1 nau
| 2 Onucrepa BMECTe C WHCTPYKUHMER 10

MPUMEHEHUIO B NAYKE KAPTOHHOM.

12 Labeling / MapkupoBka  Complies as prescribed / According to ND / B cootBercTBun ¢ HJJ
CootsercTByeT TpeOoBaHUAM

13  Storage conditions / | Protected from light at temperature below 25 °C./
XpaHenne | B 3aluILeHHOM OT CBETa MECTe Npu Temnepatype He Bbiine 25 °C.

i 14  Shelf life / Cpok roanocrn '3 years /3 roaa

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeuanne: [poaykr coorseTcTByeT TpedoBaHusm HIL 3axiouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBacHo: l g : [Iposepeno: Ig Opnobpero: Menepxep / Pykosoaurenb
Print Date /[laTta: 29-09-2021 Print Date /J{ata: 29-09-2021 Print Date /I[aTag 29-09-2021
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