Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

CEPTUHOHUKAT AHAJIM3A

Product : Ciprolet, film coated tablets. 500 mg/

IMpoaykTr Lunponer®, tabneTku, NokphIThie MeHo4YHoH 0donoukoi, 500 Mr -

Batch No / : B2103696 | Batch Quantity / : 724.560 KG /
| Cepus Ne - | O6bem cepun 724,560 KI°

Analytical Report No / : 2002FP21002097 Date of Analysis / : 25-10-2021
| AnaauTuueckuii oTyet No - | MaTa ananu3sa o

Date of Manufacture / 1072021 ' Date of Expiry / : 0972024

JaTa npoussBoacTsa | Fopen no B - .
‘Analysis performed according ND / Ananus nposeaen no HI: [INO16161/01-29032] |

Pagelof 5/Crp. 1u35

nNo
No
1 Description / Onucanue White, 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. / Isection view- white or oft-white mass. /

i =
. 'beable uAM  NOYTH  Qefble  KPYIrable
benbie Kpyliibie  ABOSIKOBBINYKIIbIE | ~ -
- y V | IBOSIKOBLINYKbie TalNeTKW ¢ Iiajkoi
TAOIETKY € THAILKOR NOBEPXHOCTHIO C |
_ | TOBEPXHOCTHIO ¢ obeux  CTOpoH,
0OCHX CTOPOH, NOKPbITbHIE . . 9
MOKPbLITbIE MACHOYHON obosioukoil. Bun

nneHoYHol odonoykoil. Bua Hal ~ _
'Ha u3noMe — Oenas MK nouTtud oOenas
macca.

Test / [Toka3zaTenap Result / Pe3syabTars Specification / Hopma

uinome — Oeslas macca.

2 ‘ Identification / l'louﬂmmoc;b

i 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
I solution (Section “Assay” / Bpewms

YAEPXKUBAHUS  OCHOBHOrO  NHMKA  Ha
i Xpomarorpamme HCrbiTyeMOro pacTeopa
|

JIOJDKHO ~ COOTBETCTBOBaTh  BPeMEHH
YAEPKMBAHUS  OCHOBHOTO — NWUKA  Ha|
XpomaTorpamme CTaHAapTHOrO pacTBopa
wunpodokcaurHa . THIPOXJIOPHAA |
(pazaen «KonuecrseHHoe
| onpejaeneHnes).

L | e . e

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

IIpumeuanne: [IpoaykT cooTBeTCTBYET TpeOOBaHsiM HJL 3akaouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive / il
[ToAroToBAEHO: Opobpero: Menexkep / Pykosoaurens

[TpoBepeno:
e X A

Print Date /[Jata: 26-10-2021 Print Date /JTaTta: 26-10-2021 Print Date /IlaTa:_26—lO-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
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Dr.Reddy’s Qe
CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJHWIA

Product : Ciprolet, film coated tablets, 500 mg /

ITpoaykT [{unponet". TabneTkH. NOKPLITHIE M1IEHOUHOIT 000N0YKO, 500 MI - )

Batch No / . B2103696 Batch Quantity / . 724560 KG / 1
| Cepust Ne - - O0bem cepuu 724.560 K[ B
Analytical Report ‘No/ ¢ 2002FP21002097 ' Date of Analysis / : 25-10-2021 ]
| AnaquTuueckuii oryer Ne - | JlaTa anann3a - ‘
Date of Manufacture / : 10/2021 | Date of Expiry / : 0972024 :
Jlata npon3BoacTBa Fonen ao -

| Analysis performed according ND / Ananus NPOBE/ICH 10 Hﬂ [INO16161/01-290321 ~

Page2 of 5/Crp. 2 u3 5

nNo

No Test / IlokasaTenn Result / PesyiibTarsl Specification / Hopma

b) By TLC/TCX Complies / CoorBercTByeT The intensity. Rf value, position and size
of the principal adsorption zone obtained
from the chromatogram of the Test
solution  should correspond 1o that
obtained from the chromatogram of the
Standard solution when observed at 254 |
nm & 366 nm. / OcHosHas 3004
aacopOumu Ha XpomaTorpamMme
l HCIBLITYEMOTO PACcTBOPA MO MONOKCHHIO.
BENUUMHE, WUHTEHCUBHOCTH W 3HAUCHIHH)
¢daxtopa Rf fomkHa cooTBeTCTROBaAIbL
TAKOBOW Ha XpoMaTorpaMme pacrBopa
CTaHapTHOrro o0paslia
| uunpodokcauHa rHAPOXJIOpHIA  1IPH
| 254 HM 1 3606 HMm.

3 | Chloride test / Peakuns Complies / CooTBeTCTBYET Formation of precipitate by addition of’
HA XJIOPHbI § silver nitrate solution. / Obpa3zosaHte
' |ocajika 11py J100aBAeHUH PacTBOPa
HuTpara cepedpa.

4 |Dissolution / Pacreopenne = Unit-1'/ TadJ.-| 100% Not less than 80 % (Q) of the labeled
| . - tamount of Cy7H sFN3O5 (Ciprofloxacin)
| | Clhii=2 TSI 100 ‘within 30 min / He mexee 88% (Q)or
Unit-3 / Ta6n.-3 99% HOMUHAILHOIO COACPIKAHMS
Unitd / Ta6n.-4 99% iCnngFN;O; (uMnpodnokcalmt) yepes
. 130 MuH.
Unit-5 / Tabn.-5 102% i

Unit-6 / Tabn.-6 102% |

Remarks : The Product confirms to ND/_ Conclusion : APPROVED /
Ipumeuanue: [MpoayKT cooTseTeTBYET TpedoBauan HJL Zaxmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

[loarorosnexo: [Tposepero: Onobpeno: Menenxep / Pykosonurens
N
&y 4 A

Print Date /J{ata: 26-10-2021 Print Date /JlaTa: 26-10-2021 Print Date /Jlara: 26-10-2021

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
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Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

Product ¢ Ciprolet, film coated tablets. 500 mg /
IIpoaykr llnnpmlc'l"', TAONETKH, MHOKPbLITbIE I'IJ'IeHOLlHOEI o0osioukoit, 500 mr -
Batch No / : B2103696 | Batch Quantity / s 724.560 KG /
Cepug Ne - | Odbem cepun 724,560 KI”
Analytical Report No/ : 2002FP21002097 Date of Analysis / : 25-10-2021 a
AHATHTHUECKHH 0THeT No - | Jlara ananunsza N
Date of Manufacture / : 10/2021 Date of Expiry / : 09/2024
Jara mpon3BoacTBa - | Topennpo - i
[AnalL'is;]_lcrformed according ND / Anasus nposejien no HJ: T1N016161/01-290321 ]

Page 3 of 5_/ET[). 3uzs
nNo

No Test / IToka3zaTean | Result / PesynabTaTsl Specification / Hopma

5  Related substances / Pdi{cfﬁelluble TIPHMECH
Ethylenediamine analogue  0.02% o Not more than 0.5 % / He 6onee 0.5 %
of Ciprofloxacin
(impurity C)/

\ITHIIEHAMAMMHOBBIN

laHanor uMnpoduokcanta

t(npumecs C)

Individual unspecified Not more than 0.2 % / He 6onee 0.2 %
Cimpurity / Emuununas 0.05%

HeHAeHTH(PHUIPOBAHHAS

mpumech

‘Total impurities (except for  0.16% Not more than 0.5 % / He 6oustee 0.5 %
impurity C) / Cymma

‘ripumeceit (Mckarouast

npumecs C)
6  Fluoroquinolonic acid / Less than 0.2% 'Not more than 0.2 % / He onee 0,2 %
Coaep:xxanue
(G TOPXHUHOJI0HOBOI
KHCJIOTDI
7  Loss of drying / [ToTepa B 1.9% wiw / 1,9% 'Not more than 6.5 % w/w /
macce NP BLICYIIHBAHHU He 6osee 6,5 % m/m
~ 8  Uniformity of dosage units 1.9/ 1,9 "Acceptable value (AV) not more than :
/ OTHOPOAHOCTDL 15.0. / Tlokazaresb npuemsemocti (AV)
A03UPOBAHHSA | OJIKEH ObiTh He 0ogtee 15,0.
|
- |
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Ipumeuanne: TIpoayKT cooTBeICTBYET TpebopaHusim HJI Zaknwuenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: [Tposepeno: Ogo6peno: Menemxep / PykoBoaurens
n
& £ i
Print Date /[dara: 26-10-2021 Print Date /Jlata: 26-10-2021 Print Date /Jlara: 26-10-2021

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 Q3¢

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Product : Ciprolet, film coated tablets, 500 mg /

IIpoayxr [Lnnposet”, TabaeTky, NOKPLITbIE NIEHOUHOIT 0Gonotkoi, 500 mr -

Batch No / : B2103696 | Batch Quantltv/ : 724560 KG /

Cepus N ] O06bem cepun 724,560 KI"

Analytical Report tNo/ : 2002FP21002097 | Date of Analysis / : 25-10-2021
AHajuTHueckiii oTuer Ne B | Marva ananmsa

Date of Manufacture / : 1072021 Date of Expiry / : 09/2024

,'l.lTa_Lnunmm 1CTBA | I'onen a0 I )
Analy sis performed according ND / AHanus npuBeueH no IU[ § NO]6]6I/OI -290321 o

l’ug:' 4 of 57CT[).E H3 5
nNo

N Test / [loka3zaTenn Result / Pe3yabraThb Specitication / Hopma
' 9 | Microbial limits / MquOﬁMOﬂomqemaﬂ YMCTOTA
'a) Total aerobic microbial Less than 500 CFU/g / Not more than 1000 CFU/g /
count / O0lee 4ucno Menee 500 KOE/r He Gonee 1000 KOE/r
a3IpOOHBIX
MHUKPOOPraHH3MOB
'b) Total combined yeasts Less than 10 CFU/g / "Not more than 100 CFU/g/
and mould count / Obuiee Meunee 10 KOE/r He 6osniee 100 KOE/r
| YUCTIO APOATKEBBIX W
| 1j1ecHeBbIX TPHOOB
ic)_EL_'u/i ‘ Absent in lg_/ ~ Shall be absent in 1g/
‘1 OrcyTtcTByeT B I OtcyrterBue B 1 1
10 - Assay / KonnuecTBeHHoe 500.2 mg / 500,2 mr From 450.0 n{g to 550.0 mg of
onpegesjeHue (100.0% / 100,0%) C7HsFN;05 (Ciprofloxacin) (90.0 % to
110.0 % of the label claim) per tablet / Ot
450,0 mMr oo 550,0 Mr C|7H|8FN30}
‘(unnpodnokcauut) (ot 90 go 110 % ot
HOMHHANBHOrO CoaepxaHus) B TadieTke
[Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: [IpoaykT cooTBeTCTBYET TpedoBaHuam HJT Zaxmouenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroBieHo: { ‘é : [Tpoeepeno: g Onobpeno: MeHeaxep / PykoBoAuTeNb
: 0
Cel
Print Date /JlaTa: 26-10-2021 Print Date /[]ata: 26-10-2021 Print Date /Mlara: 26-10-2021

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 : 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 e
CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

| Product : Ciprolet. tilm coated tablets, S00 mg /
| HpoaykT ngnpom"l"‘. TAOAETKM, NOKPBITBIE M1EHOUHOH 000I04KOH, 500 MI B ‘
Batch No / : B2103696 Batch Quantity / : 724.560 KG / ‘
| Cepust Ne o | O4Bem cepun 721,560 KI'
i Analytical Report No / : 2002FP21002097 Date of Analysis / : 25-10-2021 |
[ AnaganTHueckuii oTuer No o Jlata ananmn3a - I
Date of Manufacture / : 1072021 Date of Expiry / : 09/2024 ‘
Hara npousBojcrsa B I'osen o N |
|

Analysis performed according ND / AHaau3s nposeaeH no ﬁ)l: [TNO16161/01-290321 |
PageSof 5/Crp.5u3 5

nNo
Ne

11 Package / Ynakoska 10 tablets in PVC/aluminum blister. | Tublets 250 mg: 10 tablets Cin
I blisters and patient information | PVC/aluminum blister. | or 2 blisters and
leaflet in a carton pack. / 10 radnetok | patient information leaflet in a carton

B [IBX/amomunuesom Gaucrepe. Io pack.
GnneTepy BMeECT nerpykupeit, o = .
111 U{lll}lLMez}e/:Hmo N Safn'(y;, D‘L ll{‘ 1:1:1 Lnl Clablets 300 mg: 10 tablets in
8] H g < il M g - . .
l PTOTHOT 5y faluminum blister. 1 or 2 blisters and
patient information leaflet in a carton

pack. /

Test / [lokasaTean Result / PesysabTaTn Specification / Hopma

Tudiemsy 250 we: no 10 tadnetok B
MBX/a:nomiuuneBom onvcrepe. [To 1 iun
2 oancrepa BMECTE € WMHCTPYKUMEH [0
MPIMCHEHHIO B MA4YKe KAPTOHHOH.

Tademrxuy 300 we: no 10 tadaeTok B
IIBX/aniomuHuesom onuctepe. [lo | nnn
2 dancTepa BMECTE € MHCTpyKUHeH no
NPHMEHCHHIO B N&YKE KAPTOHHOM.

12 _I;beling / MapkupoBKa Complies as prescribed /" According to ND /B coorseTctsun ¢ HJT
CoOTBETCTBYET TPEOOBAHNAM

13 |Storage conditions / ' Protected from light at temperature below 25 °C. /
Xpaneuue B 3au(HLIeHHOM OT CBETA MECTe npu Temneparype He Boile 25 °C.

14 |Shelf life / Cpox roanocru '3 years / 3 rosa

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
TTpumeuanne: [1poaykT cooTBeTcTBYET TpedoBaHusM HJJ 3axaodenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loarotosaeno: [IpoBepeHo: Onodpeno: Meuemxep / PykoBosnrenb
L, A
)é v
Print Date //lata: 26-10-2021 Print Date /[lata: 26-10-2021 Print Date /[lata: 26-10-2021

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN : L.85195TG1984PLC004507
Tel : +9140 4900 2900, Fax : +9140 4900 2999 Email : mail@drreddys.com www.drreddys.com

Factory : Survey No. 42, 45 8 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



