Dr.Reddy’s ‘:‘

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A
Product Ciprolet, film coated tablets, 500 mg /
IIpoaykr Llunponer®, TabneTky, NOKphIThie IIEHOYHOR 060104K0i, 500 Mr
Batch No / : B2104574 Batch Quantity / : 1062.870 KG/
Cepust Ne O0bem cepun 1062,870 KI'
Analytical Report No / : 2002FP22000075 Date of Analysis / : 19-01-2022
AHAJHTHYECKHii oT4eT Ne Jara aHaau3a
Datc of Manufacture / 1 12/2021 Date of Expiry / : 1172024
JlaTa npou3BoacTBa Topen po

Analysis performed according ND / Anasins nposejen no HJL: TIN016161/01-290321

nNo
Ne

Pagelof S/Crp.1u3 5

Test / Iloka3areab

Result / PesyabTaThl

Specification / Hopma

1

Descriptiofn / Onucanue

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

Benple Kpyrible JBOSKOBBIMYKJIbIE
TabJIeTKY ¢ INAAKOH MOBEPXHOCTHIO €
obenx CTOPOH, HOKPBITBIE
miedHoyHo obonouxoil. Bun Ha
usiiome — 6ejagd macca.

White to off-white, round, biconvex, film
coated tablets plain on both sides. Cross
section view- white or off-white mass. /
Benbie win moutd Oelible  Kpyribie
IBOSIKOBBIMYKJIbIE TAaOJNETKH C IIaJKoi
MOBEPXHOCTBIO €  00eMX  CTOpOH,
TIOKPBITbIE TUICHOUHOH oGomoukod. Bun
Ha m3noMe — Oenasg wiaM mouth Oenas
Macca.

Identification / IloaimHHOCTH

a) By HPLC/BOXX

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
YAEP)KUBAHUA ~OCHOBHOTO MHKa Ha
XpoMaTorpaMme UCIBITYEMOrO pacTBopa
JOIDKHO  COOTBETCTBOBATh  BPEMEHH
YAEPKUBAaHUS OCHOBHOrO NHKa Ha
XpoMaTorpaMMe CTaHJapTHOTO pacTBopa
uHnpogIoKcalHa THAPOXJIOpUA
(pasnen «KonuiecTBeHHOE
onpeAeneHue»).

Remarks : The Product confirms to ND/
IMpumeuanne: IIpoAyKT COOTBETCTBYET TpeboBanmusM HJ

Conclusion : APPROVED /
3arnouenue: OJJOBPEHO

Prepared by /
IToarorosneHo:

Checked by /
IIpoBepeHo:

%

Approved by: Manager/Executive /
Ono6peno: Menemkep / Pykosoautens

Nef-

Print Date /Jata: 24-01-2022

Print Date /Jlata: 24-01-2022

Print Date /Tata: 24-01-2022

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

CEPTUOHUKAT AHAJIN3A

Product Ciprolet, film coated tablets, 500 mg /

HpomyxT Liunponer”, TaGnerku, MOKPbIThIEC MIEHOYHOH 000II0HKOI, 500 mMr

Batch No / : B2104574 Batch Quantity / : 1062.870 KG/
Cepnsi Ne O6beM cepuu 1062,870 KI”
Analytical Report No / : 2002FP22000075 Date of Analysis / : 19-01-2022
AHaJIHTHYECKHIT 0TUeT No JarTa aHanu3a

Date of Manufacture / : 1272021 Date of Expiry / : 11/2024

JlaTa mpoH3BOACTBA I'open g0

Analysis performed according ND / Anann3 nposesen o HJI: IT N016161/01-290321

Page2 of 5/Crp.2u3 5

nNo

Test / Iloka3aTejb
Ne

Result / Pesyabiarsl

Specification / Hopma

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
azcopoIuu Ha XpoMaTorpaMmme
UCIBITYEMOTO PacTBOPA MO MOJIOXKEHUIO,
BEJIMYMHE, HHTEHCUBHOCTH H 3HAYCHHIO
dakropa Rf momKHa COOTBETCTBOBATD
TAKOBOM Ha XpoMaTorpaMMe pacTBOpa
CTaHIApTHOTO obpazia
uunpodyiokcaliHa TUAPOXJIOpHAA MpH
254 HM 4 366 HM.

3 | Chloride test / Peaknusi
HA XJIOPHABI

Complies / CooTBETCTBYET

Formation of precipitate by addition of
silver nitrate solution. / ObpazoBanue
ocajKa npH 1o0aBieHUH pacTBOpa
HHUTpara cepebpa.

Not less than 80 % (Q) of the labeled

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

amount of C7HsFN30Os (Ciprofloxacin)

HOMHUHAJIBHOT'O COACPKAHUSA

C17H1sFN303 (umpoguiokcaliib) yepes
30 MuH.

L

4 |Dissolution / PacTBopenue Unit-1/ Ta6x.-1 100%
“Unit-2 / Ta6n.-2 100%

Unit-3 / Ta6n.-3 100%

Unit-4 / Ta6n.-4 100%

| Unit-5 / Tabn.-5 101%

Unit-6 / Ta6:.-6 101%

Remarks : The Product confirms to ND/

Ipumeuanue: [Tponykr coorsercTayeT Tpebopanusm Hl

Conclusion : APPROVED /
3axmouenue: OJIOBPEHO

Prepared by /
I[ToaroToieHo:

G-

Checked by /
[IposepeHo:

&

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykopoautes

Print Date /J]arta: 24-01-2022

Print Date /Jlata: 24-01-2022

Print Date /Tata: 24-01-2022
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Dr. Reddy S ‘-‘ CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIN3A

Product : Ciprolet, film coated tablets, 500 mg /
IIpoxyxT Liunponer”, Tabnerku, NOKpLIThIE IJIEHOUHOM 06ono4Koii, 500 Mr
Batch No/ : B2104574 Batch Quantity / : 1062.870 KG/
Cepust Ne OoBbeM cepun 1062,870 KI”
Analytical Report No / : 2002FP22000075 Date of Analysis / : 19-01-2022
AHaJMTHUYECKHIi oTyeT Ne Jata ananusa
Date of Manufacture / : 12/2021 Date of Expiry / : 11/2024
Jara npon3BoaAcTBa T'open 1o
Analysis performed according ND / Anajin3 nposejies no HJI: TIN016161/01-290321
_ B Page3 of S/Crp.3u35
n}:ﬂ . Test / Iloxa3aTeib Result / Pe3yabTaThl Specification / Hopma
5 |Related substances / PoacrBenusie npuMecH o
Ethylenediamine analogue |0.02% / 0,02% Not more than 0.5 % / He 6oee 0,5 %
of Ciprofloxacin
(impurity C) /
DTHIEHAHAMUHOBBIH
anayor uumpodokcaluHa
(npumecs C)
Individual unspecified Not more than 0.2 % / He 6onee 0,2 %
impurity / ExnauyHas 0.05% / 0,05%
HeMIeHTU(ULPOBAHHAS
IpUMECh
Total impurities (except for |0.16% /0,16% Not more than 0.5 % / He 6o1ee 0,5 %
impurity C) / Cymma
npumeceil (MCKIouas
npumecs C)
6 |Fluoroquinolonic acid / | Less than 0.2% Not more than 0.2 % / He 6onee 0,2 %
CoaepxaHue
(TOPXHHOIOHOBOIK
KHMCJIOTBI
7 |Loss of drying / Hoteps B |1.8% w/w / 1,8% Not more than 6.5 % w/w /
Macce [pH BbICYIIHBAHHH He Gostee 6,5 % M/M
8 |Uniformity of dosage units | 0.7 /0,7 Acceptable value (AV) not more than
/ OgHOPOAHOCTH 15.0. / Tlokazarens npuemieMoctd (AV)
JO3UPOBAHHSA nomken ObiTh He 6oee 15,0.
| —
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Ipoaykt coorBercTryer Tpebosanuam HJL Baxitouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
TloaroroBneHo: %) [IpoBepeHo: @ Ouno6peno: Menempkep / PykoBoautens
Print Date /[{ata: 24-01-2022 Print Date /Jlata: 24-01-2022 Print Date /J]ata: 24-01-2022
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CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIN3A
Product : Ciprolet, film coated tablets, 500 mg/
Hpopykr [{unponer”, TaGneTkH, NOKPbITHIE ILIEHOYHOH 000/104KOH, 500 mr
Batch No/ : B2104574 Batch Quantity / : 1062.870 KG/
Cepus Ne O0beM cepun 1062,870 KT
Analytical Report No / :+ 2002FP22000075 Date of Analysis / + 19-01-2022
AHaauTHYeCKHH oTueT No Jara aHaau3a
Date of Manufacture / : 1272021 Date of Expiry / : 11/2024
JlaTa npoH3BoICTRA Topen po

Analysis performed according ND / Ananus nposesen no HJL: TIN016161/01-290321

Paged4of 5/Crp.4m3 5

nNo

No Test / IlokazaTesn Result / Pe3yabTaThl Specification / Ilopma
9 | Microbial limits / Mukpo6uoioru4eckas YHCTOTA
a) Total aerobic microbial Less than 500 CFU/g / Not more than 1000 CFU/g /
count / OGmee 4ucno Menee 500 KOL/r He 6onee 1000 KOE/r
a3poOHBIX
MHKpPOOPTraHU3MOB
b) Total combined yeasts Less than 10 CFU/g/ Not more than 100 CFU/g /
and mould count / OG1uee Menee 10 KOE/r He Gonee 100 KOE/r
YHCJIO APOXKEBBIX U
[IECHEBBIX IPuboB
c) E. coli Absentin 1g/ Shall be absent in 1g/
OtcyrcTBYeT B IT OtcytctBHE B 1 T
10 | Assay / KosundecTBeHHOE 495.5 mg / 495,5 mr From 4500 mg to 550.0mg of
onpeaejeHne (99.1%/ 99,1%) C17H1sFN30s (Ciprofloxacin) (90.0 % to
110.0 % of the label claim) per tablet / Ot
450,0 mr mo 550,0Mr Ci7HisFN3O;
(uunpodokcanun) (o1 90 mo 110 % or
HOMHMHAJILHOIO COZIEPKaHKs) B Ta0JIeTKe

Remarks : The Product confirms to ND/

Hpameuanne: [Tpoaykr coorsercrayer Tpebosansam HIL

Conclusion : APPROVED /
Zaxmouedue: OJJOBPEHO

Prepared by /
IToarotosieHo:

iy

Checked by /
IIposepeHo:

%

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

Nt

Print Date /Tara: 24-01-2022

Print Date /JTata: 24-01-2022

Print Date /Hara: 24-01-2022
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Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJTHU3A

Product : Ciprolet, film coated tablets, 500 mg/
IpoaykT Liunposner”, TabneTku, NOKpPhITHIE IEHOUHOM o6onouxo#t, 500 Mr
Batch No / : B2104574 Batch Quantity / : 1062.870 KG/
Cepus Ne O0beM cepin 1062,870 KI”
Analytical Report No / : 2002FP22000075 Date of Analysis / : 19-01-2022
AHanuTHYecKHuii oTyeT Ne JlaTa ananmu3a
Date of Manufacture / 1 1272021 Date of Expiry / : 1172024
Jara mpou3BOACTBA INopen no
Analysis performed according ND / Anasus nposeaen mo HJL: IIN016161/01-290321
- PageSof S/Crp.5m3 5
“; 0 Test / Iloka3zaTenb Result / Pe3yapTarh! Specification / Hopma
11 |Package / YnakoBka 10 tablets in PVC/aluminum blister. | Tablets  250mg: 10  tablets in
1 blisters and patient information| PVC/aluminum blister. 1 or 2 blisters and
leaflet in a carton pack. / 10 Tabnerok | patient information leaflet in a carton
g [IBX/antomuHueBoM Gucrepe. Ilo | pack.
: 6““”‘;” B"}‘(‘;";Teac “‘;"pr‘;mff‘ Tablets 500mg: 10  tablets in
10 MPUMEHEHMIO B [1a9Ke KAPTOHHOH. | py/¢/alyminum blister. 1 or 2 blisters and
patient information leaflet in a carton
pack. /
Tabremxu 250 me: mo 10 Ttabnetok B
[IBX/amomunueBoM onuctepe. [To 1 niu
2 GnucTepa BMeCTE€ C MHCTPYKIHEH MO
NPUMEHEHHUIO B MaYKe KAPTOHHOM.
Tabnemxu 500 m2: no 10 Tabnerox B
[IBX/amomunuesom Gnucrepe. ITo 1 umm
2 Gmucrepa BMECTE C MHCTPYKUHEH 0O
IPUMEHEHHUIO B [TAUKe KAPTOHHOM.
12 |Labeling / MapkupoBka |Complies as prescribed /| According to ND / B cootBeTcTBuM ¢ HJ]
CooTBeTCTBYET TPpeOOBaHHAM
13 |Storage conditions / Protected from light at temperature below 25 °C. /
Xpanenne B 3aIMILEHHOM OT CBETA MECTe NpHU TeMmepatype He sbuue 25 °C.
14 | Shelf life / Cpox roguocru |3 years /3 roga

Remarks : The Product confirms to ND/
Tpumedanue: [Tpoaykt coorsercrayet Tpebosanusiv HJL

Conclusion : APPROVED /
Zaxmouenune: OJJOGPEHO

Prepared by /
[MoaroToBaeHo:

Checked by /
ITpoBepeHo:

&

Approved by: Manager/Executive /
Onobpeno: Meunemxep / Pykosoautenb

M

Print Date /Ifara: 24-01-2022

Print Date /Tata: 24-01-2022

Print Date /[lata: 24-01-2022
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