S
Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIN3A

Product Ciprolet, film coated tablets, 500 mg / B S
IIpoaykT Lunponet®, TabaeTku, NOKPbITbIE MIEHOYHOH 060N0ouKol, 500 Mr -

Batch No/ : B2104572 Batch Quantity / : 1055.940 KG/
 Cepust Ne - O0bem cepun 1055.940 KI”

Analytical Report No / : 2002FP21002507 Date of Analysis / : 21-12-2021
| AHAJIMTHYeCKHii oT4eT Ne JlaTa ananusa _|
Date of Manufacture / : 11/2021 Date of Expiry / : 10/2024

JlaTa mpousBoacTBa Ionen oo

Analysis performed according ND / Auanu3 npoBenen no H: TIN016161/01-290321

| nNo
[ Ne

1

Test / Iloxa3zaTeab

Descri[;tion / Onucanue

Result / PesyanTaTot

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

benble Kpyrible JBOAKOBBIIYKIIbIE
TaGNeTKH C r1aaKoi MOBEPXHOCTDIO C
obeunx CTOPOH, MOKPbITHIE
njeHouyHoil obonoukoil. Buag Ha
uznoMe — Oerast Macca.

Page1of 5/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. /
Benble unau noutd OeNible  KpYyrible
JBOSIKOBLINYKJbIC TabNeTKW ¢ rnaakoii
MOBEPXHOCTBIO € 00enx  CTOpOH, |
MOKPBITHIE MIEHOYHOH o0bosoukoi. Bun |
Ha u3oMe — Oenas uaud noytH Oenas
macca.

Identification / IloaanHHOCTDH

a) By HPLC / BOJKX

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” / Bpems
yIepKWBaHWsl OCHOBHOrO MHKa Ha
XpoMmarorpaMMe HCIBITYEMOro pacTBopa
JOJ/DKHO  COOTBETCTBOBaTb  BPEMEHH
yAepXKHMBaHUs  OCHOBHOTO  MMKa Ha

XpoMaTorpaMme CTaHAapTHOro pacTBopa

unpodaokcauuHa rugpoxjaopuaa
(paznen «KonuuecreHHoe
ONpeaesiCHUEN).

Remarks : The Product confirms to ND/
IIpumeyanne: [Ipoaykt coorBeTcTBYET TpeboBaHusaM HJY

Conclusion : APPROVED /
Zaxmouenne: OJOBPEHO

Prepared by /
TToaroroBneHo:

b

Checked by /
[MpoBepeno:

)

Approved by: Manager/Executive /
OnoGpeHo: Menemxep / PykoBoauTenb

Print Date //Jata: 21-12-2021

Print Date /lara: 21-12-2021

Print Date /Jlata: 21-12-2021

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 2992 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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CEPTH®HUKAT AHAJIM3A

“Product Ciprolet, film coated tablets, 500 mg /
IIpoaykT Lnnponer®, TabneTku, NOKpbITHIE MICHOUHOI 06ooukoid, S00 Mr -
Batch No/ : B2104572 Batch Quantity / : 1055.940 KG/
Cepus Ne Q0bem cepuu 1055,940 KT"
Analytical Report No / : 2002FP21002507 Date of Analysis / : 21-12-2021 -
AHaJuTHYECKHH oTueT Ne JlaTa anaausza -
Date of Manufacture / : 11/2021 Date of Expiry / : 10/2024
JlaTa npousBoacTBa T'onen no - -
Analysis performed according ND / Anaans nposesen no HJI: [IN016161/01-290321 '
- - - - Page2 of S/Crp. 2 u3 5
nﬂo Test / Iloka3aTeb Result / PeayabTaTnl Specification / Hopma
b) By TLC/TCX Complies / CooTBeTcTBYET The intensity, Rf value, position and size
of the principal adsorption zonc 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
aacopouuu Ha XpomaTorpamme
UCIIBITYEMOTO PacTBOpa MO MONOXKEHHIO,
BEJIMYHHE, WHTEHCHMBHOCTH W 3HAYECHHIO
¢dakropa Rf pgomxHa coOTBETCTBOBATH
TAKOBOU Ha XpomaTorpaMme pacTBopa
CTaHJApTHOrO obpasua
uunpodaoKcalMHa MAPOXJIOpHAA TpHU
254 uM 4 366 HM.
3 | Chloride test / Peaknus Complies / CooTBeTcTBYET Formation of precipitate by addition of
HA XJIOPUABI silver nitrate solution. / O6pa3oBaHue
ocafika npu AobaBJieHUH pacTBoOpa
HUTpara cepebpa.
4 |Dissolution / PactBopenue | Unit-1/ Ta6n.-1 101% Not less than 80 % (Q) of the labeled
——————————; — amount of C,7H,sFN30s (Ciprofloxacin)
iy aourE 101% within 30 min / He mence 80 % (Q) ot
Unit-3 / Tabn.-3 101% HOMHHAJILHOTO COepKaHUsl
Unit-d 7 Tabn4 99% C7H15FN30; (munpoduiokcaliii) yepes
| 30 muH.
Unit-5 / Tabn.-5 100%
Unit-6 / Tabn.-6 100%
|

Remarks : The Product confirms to ND/

ITpumeuanne: [IpoaykT cootBeTcTBYET TpeboBanuam HII

Conclusion : APPROVED /
3akiouenue: OJJOBPEHO

Prepared by /
IToarorosneHo:

iy

Checked by /
[IpoBepeHo:

4

Approved by: Manager/Executive /
Ono6peHo: Menepxkep / PykoBoautens

Print Date /J/lara: 21-12-2021

Print Date /JTaTa: 21-12-2021

Print Date /[ara: 21-12-2021

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




1)
Dr.Reddy’s ¢

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHANH3A

Product Ciprolet, film coated tablets, 500 mg /

IIponykT [lunponer®, TabneTku, MOKpbITHIE MICHOUHOM 060104KOH, 500 Mr i
‘Batch No / : B2104572 Batch Quantity / : 1055940 KG/
Cepus Ne - - O6bem cepun 1055,940 KI®
Analytical Report No / : 2002FP21002507 Date of Analysis / : 21-12-2021
AHauTHYeCKHI oTueT No Jarta aHaau3a

Date of Manufacture / : 1172021 Date of Expiry / : 10/2024

JaTa npon3BoACTBA T'osen no

Analysis performed according ND / Anasin3 nposenen no H/I: ITN016161/01-290321

nNo
Ne |
5 | Related

| Test / ITokazaTean

Result / PesyabTarsl

substances / PojicTBeHHbIe NpHMecH

| Ethylene

impurity
np1UMech
impurity

npumece
npHumech

6 |Fluoroquinolonic acid /
Coaepxanue
¢TopxunonoOHOBOIH
KHCJIOTHI

7 |Loss of drying / Tlotepsi B |2.0% w/w / 2,0%
Macce IpH BbICYIIHBAHHH

diamine analogue |0.02%

of Ciprofloxacin

(impurity C)/
DTUaeHAHaMHUHOBbIH
aHanor uunpodaokcaluHa
(npumech C)

Individual unspecified

/ EnHuuHas 0.06%

HeuIeHTUDULHPOBaHHAS

Total impurities (except for |0.15%

C)/Cymma
it (uckmouas |
&)

Less than 0.2%

Page3 of 5/Crp.3u3 5

Specification / Hopma

Not more than 0.5 % / He Gonee 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 6onee 0,2 %

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

8 | Uniformity of dosage units |0.9/0,9
| / OOHOPOJHOCTH
J03HPOBAHAA

Acceptable value (AV) not more than .
15.0. / Tokazarens npuemnemoctu (AV) |
JlobKeH ObITh He Gonee 15,0. [

Remarks : The Product confirms to ND/
IIpumeuanne: ITpoaykTt cootBercTByeT TpeboBanusm HJJ

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by /
[ToaroroBnex

Checked by /

0: Q S 2 , IpoBepeno: A

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

Nasp-

Print Date /Jlata: 21-12-2021

Print Date /[TaTa: 21-12-2021

Print Date /J{ata: 21-12-2021

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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CERTIFICATE OF ANALYSIS

CEPTUDOHUKAT AHAJIM3A

Product : CipT)Iet, film coated tablets, 500 mg/
IIpoaykT Lunponet®™, TabeTku, NOKPBITbIE MIEHOUHOH 060104KOH, SO0 Mr
Batch No / : B2104572 Batch Quantity / : 1055.940 KG/ 0
Cepns Ne Oo6neM cepuH 1055,940KI"
Analytical Report No / : 2002FP21002507 Date of Analysis / ¢ 21-12-2021
AHANHTHYECKHH oTueT No Jata anajausa -
Date of Manufacture / : 11/2021 Date of Expiry / : 10/2024
JlaTa npou3BoOACTBa I'onen no -

Analysis performed according ND / Anaau3 nposeaen no HJI: [IN016161/01-290321

nNo
Ne

Test / Iloka3arenanb

Result / Pe3yabTaThl

9 | Microbial limits / MukpoGuosoruueckast 4ucToTa

Paged of S/ Crp. 4 w3 §

Specification / Hopma

a) Total aerobic microbial
count / Obiee 4ucno
a3pobHbBIX
MUKPOOPraHu3MoB

Less than 500 CFU/g/
Menee 500 KOE/r

|Not more than 1000 CFU/g/

He Gonee 1000 KOE/r

b) Total combined yeasts
and mould count / O61iee
YHCIIO JPONOKEBBIX U
TUIECHEBbIX MPUOOB

Less than 10 CFU/g/
Memnee 10 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

¢) E. coli

Absentin 1g/
OtcytcTBYET B I

Shall be absent in 1g /
OrcyrctBue B 1 r

10 | Assay / KonudecTBeHHOe

omnpeacjicHue

 495.7 mg/ 495,7 Mr
(99.1% / 99,1%)

From 4500 mg to 550.0mg
C17HsFN3O; (Ciprofloxacin) (90.0 %

450,0 mr 550,0 mr

oo

110.0 % of the label claim) per tablet / Ot
Ci7H1sFN3O;
(uunpodnoxcauut) (ot 90 go 110 % ot
HOMHHAJIBHOTO COAEpXKaHusl) B TabaeTke

of
to

Remarks : The Product confirms to ND/
ITpumeuanne: [Ipoaykt coorBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

Prepared by /
IToaroroBneno:

Y

Checked by /

ITposepeno: /é

Approved by: Manager/Executive /
Opnobpeno: Menemxep / Pykosoaurens

Ap-

Print Date /ara: 21-12-2021

Print Date /Jlata: 21-12-2021

Print Date /Ilata: 21-12-2021

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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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Product : Ciprolet, film coated tablets, 500 mg / o ]
IponyxT Hunponet®, TabneTku, NoKphIThIE Mj1eHo4HON obonoukoi, 500 mr -
Batch No / : B2104572 Batch Quantity / : 1055.940 KG/
Cepns Ne | O0bem cepun 1055,940 K
Analytical Report No / : 2002FP21002507 Date of Analysis / : 21-12-2021
AHaauTHYecKHii oTueT Ne JlaTa aHaau3a
Date of Manufacture / : 11/2021 Date of Expiry / : 10/2024
JlaTa npou3BOACTBA I'onen no
Analysis performed according ND / Auaau3 nposegen no H/: [IN016161/01-290321

PageSof 5/Crp.5n35

i - I
nﬁ}o T Test / IlokazaTesnb Result / PesynbTaThl Specification / Hopma
| 11 |Package/ YnakoBka 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 TabneTok | patient information leaflet in a carton
B [IBX/antomunuesom 6nucrepe. I1o | pack.
106nn0Tepy BMeZTe iK"P:(CprKu”ev” Tablets 500mg: 10  tablets in
M0 MPAMEHEHMIO B [TARIKE KAPTORHOM. | by /aluminum blister. 1 or 2 blisters and
patient information leaflet in a carton
pack. /
Tabremxu 250 me: no 10 rtaGnerok B
[BX/antomunnesom 6ictepe. [1o 1 unu
2 6nucTepa BMECTE C MHCTpyKUMWeH Mo
MPHMEHEHHIO B MA4YKE KAPTOHHOH.
Tabremxu 500 m2: no 10 Tabnetok B
[BX/antomunuesoM Oauctepe. [To 1 unu
2 6nuctepa BMECTe ¢ MHCTpyKUHWeH Mo
MPUMEHEHHIO B NIaUKe KapTOHHOM.
12 |Labeling / MapkupoBka |Complies as prescribed /| According to ND / B cootBetrcTBuu ¢ HJJ
CootsercTByeT TpeGoBaHUAM
13 |Storage conditions / Protected from light at temperature below 25 °C. /
XpaHenue B 3aiuimeHHoM OT CBeTa MeCTe pH Temneparype He Bolne 25 °C.
14 S

EShelf life / Cpox rognoctu |3 years /3 rona
|

Remarks : The Product confirms to ND/
IIpumeuanne: Ilpoaykr cooreeTcTBYeT TpeboBaHusam HJI

Conclusion : APPROVED /
3axnouenne: OJIOBPEHO

Prepared by /
IToaroTtosneHo:

-

Checked by /

[IpoeepeHo: %

Approved by: Manager/Executive /
Opob6peno: Menepkep / Pykosoaurens

Mg

Print Date /[ata: 21-12-2021

Print Date /dara: 21-12-2021

Print Date /Hara: 21-12-2021

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
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