Dr.Reddy’s ":°

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
Product : Ciprolet, film coated tablets, S00 mg /
Hpopykr Llunponer™, TabneTku, NOKPEITHIE MIEHOYHOH 060104K0H, 500 MI
Batch No / : B2102649 Batch Quantity / : 1060.820 KG/
Cepusi Ne O6neM cepun 1060,820 KT
Analytical Report No / : 2002FP21001599 Date of Analysis / : 30-07-2021
AHaJaHTHYeCKHIii oTyeT No JlaTta anajanza
Date of Manufacture / : 07/2021 Date of Expiry / : 06/2024
JIaTa NIpoH3BOACTBA I'ogen g0

Analysis performed according ND / Auaau3s npoeenen no HJI: 1T N016161/01-290321

Pagelof 5/Crp.1u3 5

nNo

N Test / Ilokazarein Result / PesyabTaThl

Specification / Hopma

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

benple kpyrible NBOSKOBBITYKIBIE
TaOJIETKHU C FNaJIKOit MOBEPXHOCTHIO C
obenx CTOPOH, TTOKPBITEHIE
MJIeHOYHOH oOosnoukoil. Buj Ha
u3JioMe — Oejiasg Macca.

White to off-white, round, biconvex, film
coated tablets plain on both sides. Cross
section view- white or off-white mass. /
Benble unmu moutH Oenwle  Kpyryiblie
JBOSAKOBBIMYKJIbIE TabNETKH C ruagxoit
MOBEPXHOCTBI0O C  0DEHX  CTOpOH,
TIOKPBITEIE TIIEHOYHOM oGonoukoii. Bup
Ha u3noMe — Oenasg M noutu Genas
Macca.

2 |Identification / IlogiuHHEOCTH

a) By HPLC/B32XX 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
yIePXKHMBaHHA OCHOBHOTO IIHKa Ha
XpoMaTorpaMMe HCIBITYEMOro pacTBopa
JIOJDKHO ~ COOTBETCTBOBATb  BpPEMEHH
yIOepKUBaHMS OCHOBHOTO MHKa Ha
XpoMaTorpamMMe CTaHZApTHOrO pacTBOpa
unpogIoKcauHa TUAPOXIOpUAA
(paspmen «KonuuectBentoe
OTIpeJieNieHHE»).

Remarks ; The Product confirms to ND/ Conclusion : APPROVED /
ITpumevanue: Ilpoaykr cooTBeTcTBYeT TpebGoBaHusM HJI 3akawyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
ITonrorosiieHo: @/ [Tposepeno: /A{; Onobpeno: Menemxep / Pykosogurens

AA

Print Date /Jata: 31-07-2021 Print Date /Tlara: 31-07-2021 Print Date /llara: 31-07-2021

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

CEPTUDPUKAT AHAJIU3A
Product : Ciprolet, film coated tablets, 500 mg /
Ipopykr [lunponer®, TabneTku, NOKPHITHIE IIEHOUHOH 0605104KO#, 500 Mr
Batch No / : B2102649 Batch Quantity / : 1060.820 KG/
Cepns Ne O0beM cepun 1060,820 KT
Analytical Report No / : 2002FP21001599 Date of Analysis / : 30-07-2021
AHalHTHYeCKHii oTueT Ne Jara anaansa
Date of Manufacture / : 07/2021 Date of Expiry / : 06/2024
Jara npousBoacTBa T'onen no

Analysis performed according ND / Anasnn3 nposegen no HJI: ITN016161/01-290321

Page2 of 5/Crp.2n3 5

nNo

No Test / Iloka3zaTenn Result / PesyabsTaThl Specification / Hopma

b) By TLC/TCX Complies / CooTBetcTBY€ET 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
agcopounu Ha XpOMaTorpaMmme
HCIBITYEMOT0 PacTBOPa MO MOJONKEHHIO,
BEJIMYMHE, HHTEHCHBHOCTH M 3HAYEHHIO
¢dakropa Rf momkHa COOTBETCTBOBATH
TAaKOBOM Ha XpoMaTorpaMMe pacTBOpa
CTaHOapPTHOTO obpazua
uunpodiokcauuHa THAPOXJIOpHAA HPH
254 M U 366 HM.

3 | Chloride test / Peaknus Complies / CooTBeTcTBYeT Formation of precipitate by addition of
HA XJN0PHILI ) silver nitrate solution. / OGpa3oBanue
ocazika npH Ao0aBIeHNH PacTBOpa
HUTpara cepebpa.

4 |Dissolution / Pacteopenne | Unit-1/ Ta6m.-1 97% Not less than 80 % (Q) of the labeled '
o ) = amount of Ci7H;sFN30s (Ciprofloxacin)
Sy g L s | within 30 min / He menee 80 % (Q) oT
Unit-3 / Ta6m.-3 101 % HOMHHAJIBHOTO COAep KaHUs
Unitd / Tabn4 | 100% C17H;sFN;O; (uunpodiokcaiiig) uepes
30 muH.
Unit-5 / Tabn.-5 100 %
| Unit-6 / Tabm.-6 100 %
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeyanne: IIpoaykr cootBercTBYeT TpeGoBanusm HJ| 3axaouenune: OJJOBPEHO
Prepared by / ~ Checked by / Approved by: Manager/Executive /
IToarorosneno: Qr'L‘- ) ITpoBepeno: /ﬂ Ono6peno: Menemkep / PykoBogurens
Print Date /aTa: 31-07-2021 Print Date /[lata: 31-07-2021 Print Date /Jata: 31-07-2021

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN : L85195TG1984PLC004507
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CEPTHOUKAT AHAJTHU3A
Product : Ciprolet, film coated tablets, S00 mg /
Hpoayxr Hunponer®, TabiaeTKy, MOKPHITHIE NEHOYHO# 060104KO0#, 500 MT
Batch No / : B2102649 Batch Quantity / : 1060.820 KG/
Cepust Ne O6beM cepHH 1060,820 KT
Analytical Report No / : 2002FP21001599 Date of Analysis / : 30-07-2021
AHaJauTHYeCKHIT oTUeT Ne JlaTa anajiu3a
Date of Manufacture / : 07/2021 Date of Expiry / : 06/2024
| JlaTa nmpon3BoacTBa I'onen o

Analysis performed accordil;g ND / Anann3 nposexen mo HJI: TTN016161/01-290321

Page3of 5/Crp.3m35

Fnﬁ 0 Test / TlokazaTenn Result / PesyabTaTsi Specification / Hopma

5 |Related substances / PoacTBenHble npuMecH

Ethylenediamine analogue |0.01% Not more than 0.5 % / He 6oiee 0,5 %
of Ciprofloxacin

(impurity C) /
OTHIEHANAMUHOBBII
aHarnor qunpogIokcanyHa
(npumece C)

Individual unspecified Not more than 0.2 % / He 6onee 0,2 %
impurity / Envanunas 0.05%
HenJeHTH)HLUPOBaHHASL
MpPHMECh

Total impurities (except for |0.12% Not more than 0.5 % / He 6o1nee 0,5 %
impurity C) / Cymma
npumeceit (Mckiroyast
| mpumeck C)

6 |Fluoroquinolonic acid / Less than 0.2% Not more than 0.2 % / He 6onee 0,2 %
Copepxanue
dropxunoNOHOBOIT
KHCIOTHI

7 |Loss of drying / Ilorepsa B |2.0 % w/w / 2,0% | Not more than 6.5 % wiw /
Macce MPH BLICYNINBAHNHK He 6onee 6,5 % m/M

8 |Uniformity of dosage units {0.9/0,9 Acceptable value (AV) not more than
/ OgHOpOAHOCTE 15.0. / TlokazaTens npuemiaeMocTd (AV)
NO3HPOBAHHSA JoJpkeH OBITE He Gonee 15,0.

9 | Microbial limits / MuxpoGuojorayeckas YucToTA

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

ITpumeyanne: IIpoayKT cooTBeTCTBYET TpeGoBanusaM HJT 3akniouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

[MoaroroeneHo: ( g ) ITposepeno: /7!\ B Onobpeno: Menemxkep / Pykosopurenn
A,

Print Date /Hata: 31-07-2021 Print Date /JTata: 31-07-2021 Print Date /Ilata: 3 1-07-2021
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CERTIFICATE OF ANAT,YSIS
CEPTHOUKAT AHAJIU3A

Product : Ciprolet, film coated tablets, 500 mg /

IpogyxT Hunponet®, TabaeTku, MOKpHITHIE MIEHOYHOH 060104K0i#, S00 MI

Batch No / : B2102649 Batch Quantity / : 1060.820 KG/
Cepusa Ne O0BLeM cepHH 1060,820 KT
Analytical Report No / : 2002FP21001599 Date of Analysis / : 30-07-2021
AHAJMTHYECKHI 0TYeT No JaTa anaausa

Date of Manufacture / : 07/2021 Date of Expiry / : 06/2024
J1aTa npoH3BOJCTBA T'onen no

_Analysis performed according ND / Ananus nposegen no H/: IT N016161/01-290321

Pagedof 5/Crp.4mn3 5

n; ° Test / IlokazaTenan Result / PesyabTaTs Specification / Hopma

a) Total aerobic microbial Less than 500 CFU/g / Not more than 1000 CFU/g /

count / Ob1ee yncno Mesnee 500 KOE/r He 6osiee 1000 KOE/r

a3po6HBIX

MHKpPOOPraHu3MoB

b) Total combined yeasts Less than 10 CFU/g/ Not more than 100 CFU/g/

and mould count / O61uee Menee 10 KOE/r He 6onee 100 KOE/r

YHCIIO IPONOKEBEIX U

HJieCHEBBIX IPHOOB

¢) E. coli Absentin 1g/ Shall be absent in 1g/

OtcyrcTByer B Ir OtrcytctBue B 1 r
10 | Assay/ KoanuecTBeHunoe 499.2 mg / 499,2 mMr From 450.0 mg to 550.0mg of '

onpeeieHue (99.8% /99,8%) Ci7HisFN30; (Ciprofloxacin) (90.0 % to
110.0 % of the label claim) per tablet / Ot
450,0 Mr  naoo 550,0 Mr  Cy;7HisFN;O;
(uunpodokcanun) (ot 90 mo 110 % or
HOMHHAJIBHOT'O COJepIKaHusl) B TabNeTke

Remarks : The Product confirms to ND/

IIpumeuanne: TIponykr coorercTByeT TpeGoBanusm HJT

Conclusion : APPROVED /
3axmouenuc: OJIOBPEHO

Prepared by /
IToarorosieHo:

e

Checked by /
ITposepeHo:

Approved by: Manager/Executive /
OnobpeHo: Meue/kep / Pykosoaurens

Print Date /Iata: 31-07-2021

Print Date /HMarta: 31-07-2021

Print Date /Hata: 31-07-2021
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJINI3A
Product : Ciprolet, film coated tablets, 500 mg /
IpoaykT Lunponer®, TabneTky, NOKpbITEIE NIEHOYHOH 060m04K0H, 500 Mr
Batch No / : B2102649 Batch Quantity / : 1060.820 KG/
Cepust Ne O6bem cepun 1060,820 KT
Analytical Report No / : 2002FP21001599 Date of Analysis / : 30-07-2021
AHaJaHTHYeCKHI oTyeT No JlaTa anaamn3a
Date of Manufacture / : 07/2021 Date of Expiry / : 06/2024
JaTa npousBojacTBa Tonen g0
Analysis performed according ND / Anaau3s nposegen mo H/I: I1 N016161/01-290321
B - PageSof 5/Crp.5u3 5
nJlV\Ii_: B Test / IlokazaTean Result / PesyabTaTsl 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 Tabnetok | patient information leaflet in a carton
B [IBX/amomuuneBom 6muctepe. IMo | pack.
L Gmuicrepy BMecTe ¢ WHCTPYKUMEH | 1yrv 500 mg: 10 tablets  in
110 MPUMCHEHHUIO B M1a4ke KAPTOHHOK. | py/v/alyminum blister. 1 or 2 blisters and
patient information leaflet in a carton
pack. /
Tabnemrxu 250 m2: no 10 rtabnetok B
MBX/amomunueBoM 6nuctepe. [o 1 wnn
2 OnucTepa BMeCTe C HHCTpYyKiel no
[IPUMEHEHHIO B TaYKe KAPTOHHOA,
Tabnemrxu 500 me2: no 10 Ttabnetox B
IIBX/antomunueBom 6aucrepe. [o 1 unn
2 6ancrepa BMecTe ¢ HWHCTpyKIuei 1Mo
. NpPHMEHEHHUIO B MTa4YKe KapTOHHOH.
12 |Labeling / MapxupoBka |Complies as prescribed /| According to ND / B coorBetctBun ¢ H]
CootBetcTByeT TpeGOBAHHAM
13 St_orage conditions / Protected from light at temperature below 25 °C. /
Xpanenue B 3amumenHoM ot cBeta MecTe pH Temnepatype He Boiie 25 °C,
14 | Shelf life / Cpox rognocTn |3 years /3 roga - o N

Remarks : The Product confirms to ND/
IIpumeuanne: ITpoyKT COOTBETCTBYET TpeboBannsm HJI

Conclusion : APPROVED /
3axmwouenne: OTOBPEHO

Prepared by /

IToxarorosnero: Qé J

Checked by /
Ilporepeno;

A

Approved by: Manager/Executive /
Ono6peHo: Menemxep / PykoBoauTenb

A

Print Date /Hata: 31-07-2021

Print Date /TaTa: 31-07-2021

Print Date /[lata: 31-07-2021
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