Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A

Linponet”, Tabierku, MOKPbLITbIE MICHOUHOR obonoukoi. 500 mr

| Product Llplolet_fm:oﬁd_ta_blels 500 mg/
Hponykr
Batch No/ : B2103697

| Cepus Ne

Analytical Report No /
| AHaJinTHYecKHif oTuer No

: 2002FP21002111

Batch Quantity /
| O6nem cepum
Date of Analysis /
Jara anajusa

: 1062910 KG /
1062,910 KI*
: 26-10-2021

Date of Manufacture /
 Jlata npousBoicTBa

: 1072021

I'onen go

AnaIVSls performed according ND / Aunasns llpOBe)lCH no HZ[ [INO16161/01-290321 _

nNo
Ne Test / [Toxa3zaTenn Result/ PesyabTaTsl
1 Description / Onucanue White, round, biconvex, film coated
tablets plain on both sides. Cross
section view - white mass. /
benble Kkpyrlible ABOAKOBLINYKIIbIC
TadACTKH ¢ TIAAKOI MOBEPXHOCTHIO C
obeux CTOPOH, MOKPLITHIE
niaeHouroli  obohoukol. Bua  wHa:
u3nome — denas Macca.
ldentification / IlogaMHHOCTDB

2|
| a) By HPLC/B2XX
i

Date of Expiry /

: 09/2024

Complies / CooTsercTBYET

~ Pagelof5/Crp. 1 m35s
Specification / Hopma

White 1o off-white, round, biconvex, [ilm
coated tablets plain on both sides. Cross
section view- white or off-white mass. /

Benblie uau  noutn Oelible  KPyribic
JIBOSIKOBBINYKJIble TalNETKM ¢ riafkoi
MOBEPXHOCTbIO € 0DEHMX  CTOPOH.,

. MOKpPbITbIE MAeHO4HOoH obonoukoii. Bua
'Ha w3nome — Oemas nman nouti Genas
macca.

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
YACPKMBAHUS ~ OCHOBHOMO  IIMKa  Ha
XpOMATOrpamMme HCIbITYEMOro pacTBopa
JOJDKHO ~ COOTBETCTBOBATb  BpPEMEHHM
yAepKWBaAHUS  OCHOBIIOIO  NHKa  Ha
XpomaTorpamme CTaHAapTHOro pacTBopa
uunpodrokcanMHa _ruapoxnopuaa
(pazaen «KonuuecTBeHHOE
onpeacneHuen).

Remarks : The Product confirms to ND/
Ipumeuaunne: [Tpoaykr cootsercTByeT TpedoBanuam HJL

C_o_l;clusion : APPROVED / o
3axmouenne: OJOBPEHO

Prepared by /
[ToarorosneHo:

-

Checked by /
[TporepeHo:

4

Approved by: Manager/Executive /

OnoGpero: Menemxep / PykoBoanTenb
n

A

Print Date /[Jara: 27-10-2021

Print Date /flara: 27-10-2021

Print Date /Jlara: 27-10-2021

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

Factory : Survey No. 42, 45 & 46, Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District, Pin Code - 500 090
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Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A
Product Ciprolet, film coated tablets, 500 mg / S -
[Mpoaykrt Llunponet". TabaeTku, MOKpbITbIE MCHOYHOH 0Gono4koit, 500 mr
Batch No / : . B2103697 ‘Batch Quantity / 1062.910 KG /

Cepusa Ne - | Obbem cepuu 1062.910 KI* B
Analytical Report No / : 2002FP21002111 Date of Analysis / : 26-10-2021
AnaauTnyeckuii oTuet No N JlaTa anaiusa o
‘Date of Manufacture / : 10/2021 Date of Expiry / : 09/2024

Jlava ppoussoiacisa | Touen go |
Analysis performed according ND / Anaaus nposeaen no HJI: [1 NO16161/01-290321

nNo

No Test / [lokaszarean

3 Chloride test / Peakuus
| HA XJIOPHALI

4 | Dissolution / PacTBopenne

| b) By TLC/TCX [

Result / PesyabTaTsl

C(;n_plies—/Co—(m;TCTByeT

Complies / CoorBeTcTByeT

Unit-1/ TaGn.-1 98%
Unit-2 / Ta6n.-2 | 98%
Unit-3 / Ta6n.-3 | 100%
Unit-4 / Ta6n.-4 | 99%
Unit-5/ Tabn.-5 98%
Unit-6 / Tabn.-6 | 98%

Page 2 Qt:gr/_CT[). 2 w3 5

Specification / Hopma

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. / OcHoBHas 30HA
ascoponiiu Ha XpoMaTorpamme
MCINBITYEMOIO pacTBOpa MO MONOKEHHIO, |
BENMUIHE, MHTEHCHBHOCTH W 3HAUEHMIO
dakropa Rf gomkHa €OOTBETCTBOBAThL
TAKOBOW Ha XpomaTorpamme pacTopa
CTAHAPTHOTO obpasiia |
UMNpOgIIOKcaliMHa  THAPOXIOpHAa [pH
254 1M 1 366 HM.

Formation of precipitate by addition of
silver nitrate solution. / ObpazoBanue
ocajika npu nobaBNeHuH pacTBopa
HHTpaTa cepedpa.

Not less than 80 % (Q) of the labeled
amount of C7HsFN;O; (Ciprofloxacin)
within 30 min / He meHee 80 % (Q) ot
HOMUWHANLHOIO COICPXKaH Usl

| C7H1sFN:O; (unnpoduokcaliy) yepes
|30 mun.

Remarks : The Product confirms to ND/
ITpumeyauue: [1poaykr coorBercTByeT Tpebosatinsam HJT

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by /
[ToarorosJieHoO:

G

Checked by /
I1posepeno:

%

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoaurelin
n

A

Print Date /ﬂa_Ta: 27-10-2021

Print Date /[ara: 27-10-2021

Print Date /Jlata: 27-10-2021

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
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Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUPHUKAT AHAJIU3A
i'PrO(_iuct . Ciprolet, film coated tablets, 500 mg / o
| Mpoayk1 Linnponer”, TadneTku. NOKPbITHIE MAEHOYHON 0donouKoH, 500 Mr - -
Batch No / : B2103697 Batch Quantity / : 1062910 KG/
Cepust Ne - B Odnem cepHu 1062910 Ki™ |
| Analytical Report No / : 2002FP21002111 Date of Analysis / 1 206-10-2021
AHajanTHuecknii oTueT No CMara anaqmmsa - |
Date of Manufacture / : 1072021 Date of Expiry / : 092024
JlaTa nponssoicrsa I"oaen 1o - |
'_Analysis performed according ND / Anasu3 nposenes no HJ: 11 NO16161/01-290321

Page 3 of S/ C1p. 3 w3 5

1

nNo
No

5 Related substances / Poacraennble npuMecu

Test / [lokaszaresb Result / PesyabTarTsl Specification / Hopma !

Ethylenediamine analogue  0.02% - Not more than 0.5 % / He Souiee 0,5 %
of Ciprotloxacin

| (impurity C)/

DTIIeHAMaM MITOBbLIH

aHanor uMnpodJrokcauHa

(npumecs C)

|

Individual unspecified : Not more than 0.2 % / He 6onee 0,2 %
impurity / Eauuiunas 0.07%

HEHACHTHDUUHPOBAHHAS

[IpHMech

Total impurities (except for 0.18% Not more than 0.5 % / He 6onee 0,5 %

impurity C)/ Cymma
npumeceil (McKinoyas

npumecs C)
6  Fluoroquinolonic acid / Less than 0.2% Not more than (.2 % / He 6osiee 0,2 %
Copepxanue
¢ropxunoNoHOBOI
KHCJ0TbI
7 Loss of drying / Ilotepss 8 1.9% w/w / 1,9% ‘Not more than 6.5 % w/w /
Macce NnpH BbICYLIHBAHHH He Gonee 6.5 % m/m
8  Uniformity of dosage units 1.2/12 o - Acceptable value (AV) not more than
/ OAHOPOAHOCT b 15.0. / [okasarenb npuemaemoctu (AV)
JO3HPOBAHUA JoMkeH ObITh He 6oaee 15,0.
Remarks : The Product confirms to ND/ - Conclusion : APPROVED /
Ipameuanne: [Tpoaykr cootBeTcTBYeT TpeboBanusm HJL 3aximouenune: O/IOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosieno; (:g / [TpoBepeHo: @ Onobpeno: Menejkep / Pykosoaurens
i
Print Date /J1aTa: 27-10-2021 Print Date //laTa: 27-10-2021 Print Date /Jlara: 27-10-2021

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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Telangana, India. Tel :
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Dr.Reddy’s ‘_.o.

CERTIFICATE OF ANALYSIS

Product Ciprolet. {

Mpoaykr Hunponet",

Batch No / : B2103697
Cepus Ne

Analytical Report No /
Auanuruyeckuif oTuer Ne

CEPTUDUKAT AHAJIN3A

: 2002FP21002111

'l_] m coated tablets, 500 mg /
TabneTKy, NOKPbITbIE MIEHOUHOR 000004KO#, 500 Mr
Batch Qu’mtlty/
| O6bem cepuu
' Date of Analysis /

- 1062910 KG /
1062910 KD
. 26-10-2021

| Jara aHaqn3a

Date of Manufacture / : 10/2021

JaTta npoM3BoACTBa

| ' Date of Expiry/
| l'ogen no

: 09/2024 -

Analysis performed according ND / Anasus nposeucn no H/: [INO16161/01-290321

nNo

Ne Test / [lokaszaTennb

Result / Pe3yabraTtbl

9 | Microbial limits / MukpoGuooruueckas 1ncTora

a) Total aerobic microbial
count / Odulee uMcno
APOOHBIX
MUKPOOPraHn3MoB

b) Total combined yeasts
and mould count / Obuiee
YMCIIO POAIKEBBIX U
NAECHEBLIX IPHOOB

c) E coli

10 Assay/KonudecTBenHoe

onpejaeJjenne

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

Less than 10 CFU/g/

Menee 10 KOE/r

Absent in lg/
OTcyTcTBYET B 1T

497.0 mg / 497,0 mr
(99.4% / 99,4%)

Page 4 of S/ Ctp. 413 5

Specification / Hopma

Not more than 1000 CFU/g/
He Sonee 1000 KOE/r

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

“Shall be absent in Tg/

OrcyrerBue B 1 1

From 4500 mg to
C-HsFN;O; (Ciprofloxacin) (90.0 % to
110.0 % of the label claim) per tablet / Ot
4500 mr no 550,0 mr C7H 13FN:Os
(unnpodnokcanun) (ot 90 no 110 % or
HOMHHAJILHOTO coAepXKaHKsa) B TadbneTke

550.0 mg of

|

Remarks : The Product confirms to ND/

IMpumeuanne: [Tpoaykt cooTBetcTByeT TpeGoBaHusm HJI

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by /
[ToarorosneHo:

&L

Checked by /
[IposepeHo:

5

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykosonurens

A

Print Date //lata: 27-10-2021

Print Date /Hara: 27-10-2021

Print Date /Jlara: 27-10-2021

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,
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Dr.Reddy’s €¢¢

CERTIFICATE OF ANALYSIS

CEPTUDHKAT AHAJMIA

[Product : Ciprolet, film coated tablets, 500 mg / R
Ipoayrr Linnponer®, Ta6ﬂe'r_|<n, NOKPLITHIE TIEHOYHON 060J124Km”4, 500 mr - -
Batch No/ - B2103697 Batch Quantity / 1062.910KG/ |
Cepust Ne - | O6bem cepuu 162910 KM
Analytical Report No / : 2002FP21002111 Date of Analysis / 26-10-2021
AuanuTHuecknii order Ne | Jlara ananusa -

| Date of Manufacture / : 10/2021 Date of Expiry / : 0972024
Jlara npouseoiacsa B I'ogen o - B il
Analysis pcrl'gﬂtiaccordil_lg_ND / Ananus nposeaen no H/L: [1 NO016161/01-290321

nNo
Ne

11 _Famge / YnakoBka

Test / Tlokasarenn Result / PesynbTaTnl

10 tablets in PYC/aluminum blister.
| blisters and patient information
leaflet in a carton pack. / 10 rabaerox
B [IBX/amomunuesom Gaucrepe. [1o

Page S (F?/ C_Tp. S s

Specification / llopma

Tablets 250 mg: 10 tablets in
PVC/aluminum blister. | or 2 blisters and
patient information leaflet in a carton
pack.

+ I GacTepy BMECTE C MHCTPYKUMEH 0 o 50 e

§ 10 tablets  in
110 PUMEHEHHIO B NAUKE KAPTOHHOM. 5y, oo

1 or 2 blisters and
patient information leaflet in a carton
pack. /

Tatremru 250 ve: no 10 Tabnetok B
NBX/amomunnerom dauctepe. [To 1 nin
2 6aucTepa BMECTe € WHCTpYKUMed 1o
NPUMEHEHHIO B MauKe KapTOHHOM.

'Tadaemsu 300 ve: no 10 Tabnetok B
[IBX/amominuesoM onuctepe. ITo 1 umm
2 GaucTepa BMECTE C WMHCTpyKUMEd 1o
MPUMEHEHI0 B NTa4Ke KapTOHHOM,

“Complies as prescribed /" According to ND / B coorBetcTBim ¢ HJT

CooteeTcTBYET TPEOOBAHHAM

12 | Labeling / MapKupBBKa

13 | Storage conditions /
|XpaHeHue

"Protected from light at temperature below 25 °C. /

‘B 3alumiieHHoM OT cBeTa MecTe NMpH TemnepaType He sbiuie 25 °C.
|

14 | Shelflife / Cpok rojHoctn '3 years / 3 rona

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Remarks : The Product confirms to ND/
Ipumeuanue: LIpoAyKT cOOTBETCTBYET Tpeborannsam HJI

Approved by: Manager/Cxecutive /
Opobpeno: Menekep / PykosoauTens

& J

Print Date /Jlata: 27-10-2021 Print Date //lara: 27-10-2021

Prepared by / \ é Checked by /

[Togrorossnexo: [MpoBepeHo:
Print Date /[arta: 27-10-2021
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