Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIN3A

Analysis perfurméd according ND / Anasnus uposegen mo HJL: TINO16161/01-290321

Product : Ciprolet, film coated tablets, 500 mg/
poaykr |.J,1.Irl|10.llt."l'k', TaDJETKH, MOKPBITHIC MJIEHOYHOH obonoukoi, 500 Mr -
BatchNo/ T B2103299 Batch Quantity / : 1057.640KG/
Cepun Ne Oobem cepun 1057.640KI" |
Analytical Report No / : 2002FP21001973 Date of Analysis / 1 29-09-2021
ABaauTHyeckHii oryeT No JlaTa anann3a
‘Date of Manufacture / : 09/2021 Date of Expiry / : 08/2024
| JlaTa npou3BoACTRA Tolten 10 ) -

| nNo
Ne

1 Description / Onucanne

I Test / [Tokazatennb

Page 1 of S/Crp. 1135

Result / PesyabTaThl Specification / Hopma

|B€J’[ble WKW [OYTH Oenbie  Kpyrible
Belble Kpyrible ABOAKOBbLIMYKIbIC N
s | ABOSIKOBBINYKJIbE TAONETKM C riajkoi

TabNETKHN C INaJKOH NMOBEPXHOCTBIO C

NOBEPXHOCTbIO € 00EUX  CTOPOH,
obenx CTOpOH, MOKPBIThi€ . N
5 N MOKPbITbIE NJEHOYHOH 0bosoukod. Bua
nneHounoit obonoykod. Bua Ha
Ha u3NomMe — Oenas unu moutu Oenas
u3nome — benas Macca. |
| Macca.

2 |Identification / l'[dzulmmocn,

a) By HPLC /B2XX

Complies / CooTeeTCcTBYET 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
yAEpXKWUBaHKWsi ~ OCHOBHOIO  NHKa  Ha
XpoMaTorpaMmme UChbITYeMOro pacTBopa
JOJDKHO  COOTBETCTBOBAaTb  BPEMEHHM
yAEPKMBAHUSI  OCHOBHOFO ~ NWKA  Ha
XpoMarorpamme CTaHJapTHOro pacTBopa
unnpodokcalmta ruapoxJjopuaa
(pazmen «KonmuuecTBeHHOE
OnpeaeneHue»).

' 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. / section view- white or off-white mass. /

[
]

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeuanue: [IpofyKT cOOTBETCTBYET TpeOOBaHHUAM HJI awiouenne: OJOBPEHO

Prepared by /

[logroroBneHo: n g

Checked by / Approved by: Manager/Executive /

[TpoBepeHo: C/@% OnobpeHo: Menexep / PykosoanTens
| :ZJA

Print Date /Jlara: 30-09-2021

Print Date /dara: 30-09-2021 Print Date /Z[aTa’Eb-()‘)—ZON

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 : 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
CEPTHOUKAT AHAJIM3A

Product : Ciprolet, film coated tablets, 500 mg/
Hpoaykt Linnponet®, TaBneTky, NOKPLIThIE MIEHOUHON obosoukoit, 500 mr - -
Batch No / : B2103299 Batch Quantity / : 1057.640 KG /
| Cepust Ne | Oobem cepun 1057.640 KI"™ R
Analytical Report No / : 2002FP21001973 Date of Analysis / : 29-09-2021
AHAJIUTHYECKUIi 0THET No JlaTa ananansa B |
Date of Manufacture / : 09/2021 Date of Expiry / : 08/2024
| JlaTa npon3Bo/icTBA — I'oaeH j10 - B
Analysis performed according ND / Auanus nposeaen no HJL: TTNOI 6161/01-290321
Page 2 of S/ Cvp. 2 m3 S
|
nJl:bO Test / Ilokazatejb Result / PesyabraThl 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
ajicopbunu Ha Xpomarorpamme
MCNBLITYEMOrO PAacTBOPa NO MONOKEHHUIO,
BEJMUMHE, UHTEHCHBHOCTH M 3HAYEHHUIO
dakropa Rf pomkHa COOTBETCTBOBATDH
TAKOBOW Ha XpoMmarorpaMme pacTBOpa
CTaHAapTHOrO o0pa3ua
uunpodokcaiyHa ruapoxaopuia npu
254 uM 1 366 HMm.
3 Chloride test / Peaknus Complies / CooTBeTcTBYET Formation of precipitate by addition of |
HA XJIOPHIBI silver nitrate solution. / Obpasosanue
ocajika npu A00aBNeHHU pacTBOpa
nuTpara cepedpa.
4 Dissolution / Pacrsopenue Unit-1/Ta6u.-1 100% | Not less than 80 % (Q) of the labeled |
- - ‘amount of C;7HsFN;Os (Ciprofloxacin)
Whilf=zs/FTACTS _ i within 30 min / He menee 80 % (Q) ot
Unit-3 / Tabn.-3 | 99% | HOMHHANBLHOTO COACPAHUS ‘
Unit-4 / Ta6n.-4 | 100% |§67H18FN3O3(LlHHpO(l)ﬂOKC&LlI/IH) yepes
MMUH.
Unit-5 / Tabn.-5 100%
~ Unit-6 / Ta6n.-6 i 99% : ‘
|
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [Tpoaykr coorsercTByeT Tpebosanusm H/I axawyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroBnewro: Qg:} / [TposepeHno: Q/&)% OnobpeHo: Menepxep / PykosoanTtess
Print Date /[lata: 30-09-2021 Print Date /data: 30-09-2021 Print Date /[Tata: 30-09-2021

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 : 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



Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJTHU3A

"Product : Ciprolet, film coated tablets, 500 mg/

Ipoaykr Linaponetr”, TabneTkn, NOKpLITLIE NeHo4HOH o6onoukoi, 500 Mr B
Batch No / : B2103299 Batch Quantity / : 1057.640 KG /

Cepusi Ne - Ob6bem cepuu 1057.640KC
Analytical Report No / ¢ 2002FP21001973 Date of Analysis / : 29-09-2021
AHanuTHuyecKknii oTuet Ne Jlara ananusa |
Date of Manufacture / : 09/2021 Date of Expiry / : 08/2024
Jlara npom3BojIcTBA Iogen o ]

| Analysis performed according ND / AnaJjiu3 npoe/eH no HA: NI NO16161/01 -290321

' nNo
No

i 5

Test / IlokazaTenn Result / Pe3ynbTaTbl

'Related substances / PogcTBennbie npumecn

Page 3 of 5/ Crp.3m 5§

Specification / Hopma

'Ethylenediamine analogue | 0.01%

of Ciprofloxacin

(impurity C)/
ITUNCHANaMMHOBbI
aHaJsior uunpodokcalnHa
(npumeck C)

Individual unspecified

impurity / Enunndnas 0.07%
HenaeHTUhUUMPOBaHHAs

npuMech ‘

‘Total impurities (except for |0 17%
1mpur|ty C)/Cymma |
npuMecedl (ucknroyas

npumech C)

i Fluoroquinolonic acid / | Less than 0.2%

| Coneprxanue ‘
| ¢ TOPXUHOJIOHOBOH
KHCJIO0TBI

'Loss of drying / IToteps B 11.9% wiw / 1,9%

Macce NpH BbICY HLINBAHHH

Not more than 0.5 % / He Gonee 0,5 %

Not more than 0.2 % / He donee 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

iUniformity of dosage units | 1.8/1,8
/ OnHOPOAHOCTD |
JA03HPOBAHUS

Acceptable value (AV) not more than
15.0. / Tlokasaresb npuemaemocti (AV)
noskeH 6otk He Gonee 15,0.

Remarks : The Product confirms to ND/
IMpumeuanne: [Ipoaykr coorsercTByeT TpedoBanuam H/L

Conclusion : APPROVED /
Zaxknwdenne: OJOBPEHO

Prepared by /
[loaroroBneHo:

Checked by /
[TpoBepeno:

Approved by: Manager/Executive /
Ono6pero: Menenxep / Pykosoautens

Print Date /JJata: 30-09-2021

Print Date /[Jara: 30-09-2021

i/ (B
Print Date /[lata: 30-09-2021

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 Viilage, 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 Q':'.

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJTH3A

Product : Ciprolet, film coated tablets, 500 mg/

Ipoayer Hunposer”, Tabnetky, HOKPhLIThiE MAeHOYHOH _060J10Ln<0ﬁ, 500 mr - B
'Batch No / : B2103299 | Batch Quantity / : 1057.640 KG /

Cepust Ne _ = O0bem cepiin 1057.640 KI" |
Analytical Report No / : 2002FP21001973 Date of Analysis / : 29-09-2021
AnaauTHyeckuii oryer Ne JlaTa ananausa - |

Date of Manufacture / : 0972021 Date of Expiry / : 08/2024

JlaTa npon3BoACTBA | Foaen no - N
ﬂlysisﬂ'ﬁimed according ND / Anaau3s nposeaen nmo H/JI: I1 N016161/01-290321 -

Page 4 of 5/ Cip. 4 w3 5

nJl:r{)o Test / Iloka3zarenn Result / PesysabraTni Specification / Hopma ‘
| 9 | Microbial limits / MuxpoGuoiornueckasi Y4HCTOTa |
a) Total aerobic microbial - ~ Less than 500 CFU/g / ~ Not more than 1000 CFU/g /
count / ObLee 4ucno Menee 500 KOE/r He 6onee 1000 KOE/r ‘
a3po0HbIX |
MUKPOOPraHH3MOB
b) Total combined yeasts "~ Less than 10 CFU/g/ Not more than 100 CFU/g/ |
and mould count / ObLuee Menee 10 KOE/r He 6onee 100 KOE/T
YHCIO APOAOCKEBBIX U
njecHeBblX rpuboB
o) E. coli Absentin g/ Shall be absent in 1g/
OtcyTcTBYET B IT OrcyTtcTBUe B I 1
" 10  Assay/ KonuuectBenHoe 490.6 mg / 490,6 mr From 450.0 mg to 550.0mg of
onpeneseHue (98.1% / 98,1%) C,7H1sFN3O; (Ciprofloxacin) (90.0 % to
110.0 % of the label claim) per tablet / Ot
450,0 Mr 10 550,0 M C|7H|3FN303
(uunpodnokcaunt) (ot 90 a0 110 % or
HOMUHANLHOIO COJlepKaHusl) B TabJieTKe
[Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeuanue: [IpojykT cOOTBETCTRYCT TPEDOBAHNAM H]l Zakmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[TonroroBJieHo: Q£ Q [Iposepeno: (\/@\‘3 Opo6peHo: Menenxep / PykosoauTelb
W,
Print Date /Jlata: 30-09-2021 Print Date /[lara: 30-09-2021 Print Date /[lara: 30-09-2021

Registered Office : 8-2-337, Road No. 3, Banj i i
, | . 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN : L85195TG1984PLC004507
:el : 49140 4900 2900, Fax : +9140 4900 2999 Email : mail@drreddys.com www.drreddys.com
Tactory H Surve.y No. 42, 45 & 46, Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District, Pin Code - 500 090,
elangana, India. Tel : 9140 4464 2202 & 2203, Fax : 9140 4464 2276, www.drreddys.com ’
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Dr.Reddy’s Q,.'
CERTIFICATE OF ANALYSIS
CEPTUP®HKAT AHAJIM3A

[Product : Ciprolet, film coated tablets, 500 mg/
[Tpoaykr [unposet *. Tabnerku, HOKPBITHIE nieHo4YHoM o6onoukoi, S00 mr B
[BatchNo/ : B2103299 Batch Quantity / : 1057.640 KG /
| Cepus Ne O6bem cepun 1057,640 KI"
 Analytical Report No /- : 2002FP21001973 Date of Analysis / : 29-09-2021
Anaautruyecknii otuer Ne o JlaTa ananausa -
Date of Manufacture / : 0972021 Date of Expiry / : 08/2024
| JlaTa npoussoactna T"oaen 1o o
Andlysh performed .ucmdmg ND / Anann3 nposeaes no HA: [1N016161/01-290321

nNo

Ne Test / ITokazatenn Result / PesyabTaThl | Specification / Hopma
- : [ =
11 Package/ YnakoBka 10 tablets in PVC/aluminum blister. Tablets 250 mg: 10 tablets |

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!
g8 [BX/anomutnesom 6nucrepe. [To pack.

| ' | Gauctepy BMECTE C MHCTPYKUMER | 7o/ 500 mo: 10 tablets  in

| 8 . .

| 110 NPUMEHERMIO B N1AUKE KAPTOHHOH. PVC/aluminum blister. 1 or 2 blisters andI
atient information leaflet in a carton

| p

| pack. /

Tabaemxu 250 me: no 10 rtabnetok B
[1BX/anomunuesom daucrepe. o 1 nau
2 6aMcTepa BMECTE C WHCTPYKUMEHR nNO|
MPUMEHEHHIO B NAYKE KAPTOHHOM.

| | Taéremxu 500 me: no 10 Ttadbnetok B
' [1BX/antomMuunesom oauctepe. [1o 1 uin
2 GnucTepa BMECTE € MHCTPYKUHER Mo |
; | IIPUMEHEHUIO B MAYKE KAPTOHHOM.
' 12 Labeling / Mapkuposka  Complies as prescribed / According to ND / B coorsetctain ¢ HJ{
CooTteeTcTBYET TpeOOBAHUAM :

| 13  Storage conditions / Protected from light at temperature below 25 °C. /
XpaHeHue B 3auluiIeHHOM OT CBETa MECTE Npu Temneparype He Bbile 25 °C.

14 ' Shelf life / Cpok rognocTu 3 years / 3 roaa |

Remarks : The Product confirms to ND/ Conclusion ;: APPROVED /
Hpumeuanue: [Tpojykr coorsercTyeT Tpedopanusm HJL Zakmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBneHo: (%E p [Tposepeno: C/E}_q OnobpeHo: Meneaxep / Pykosoaurenb
Print Date /[Jara: 30-09-2021 Print Date /[Jata: 30-09-2021 Print Date /[lata: 30-09-2021

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



