1

Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJIU3A Page 1 of 5/Ctp. 1 n3 5

Product: Ciprolet A, film-coated tablets (Tinidazole + Ciprofloxacin) 600 mg+500 mg
Mpoaykr: Iunponer® A, TaGeTKH, NOKPHITHIE NIEHOYHOH 000/104KO0H (TuHnAa30J + HHNpodJIoKCATHH)

600 mr+500 mr
Batch No. / Cepust Ne : B2102901 Batch Quantity / Pasmep cepun : 773.320 KG /
773,320 KI"
Analytical Report No / AHaanTH4eckuii oTueT Ne : Date of Analysis / lara anann3a: 04/09/2021
2002FP21001803
Date of Manufacture / lata npoussojcrsa : 08/2021 | Date of Expiry / Cpok roanocTs : 07/2024

Analysis performed according ND / Anaans nposenen mo H/L: JICP-002404/10-051017
Pagel of 5/Ctp. 1m35

S.No/ Tests/ Iloka3zaTenb Results / PeayasTat Specifications/ Hopma
Ne
1 Description / Onucanne Complies as prescribed / | White to off-white _oval-shaped '
CooTBetcTBYET TpeDOBaHUIM film-coated tablets with a score-

line on one side and flat on the
other side. Cross-cut: White to
pale yellow core / TaGnetku,
OKPEIThIE [JIEHOYHOM
000J104KOoli OT Oejloro Ao MoyTu
6eJoro IBeTa, OBAILHOH QOpMEI,
C pasfeNUTeNbHOM puickodl Ha
OIHOI CTOpPOHE U TIIajKue ¢
Jpyroii. Bua Ha mnonepedHoM
cpese: or Oenoro A0 CBETJIO-
JKEJITOrO [IBETA.

2 Identification / IloaATMHHOCTD

Ciprofloxacin hydrochloride / Complies as prescribed / The Retention time of the
Lunpodnokcanusa CooTBeTcTBYeT TpeOOBaHUAM Ciprofloxacin and Tinidazole
THIPOXJIOPUA peaks in the sample preparation
corresponds to that of the
standard preparation as obtained
under assay by HPLC. / Bpemena
yIEPXKUBAHUS OCHOBHBIX MHKOB
Ha XpoMaTorpamMe
HCIBITYEMOr0 PacTBOpa JOJDKHBI
COOTBETCTBOBATh BpeMeHaM
yIep)KHBAHUSI OCHOBHBIX ITHKOB
Ha XpoMarorpamme
CTaHOApPTHOTO pacTBopa
nuImpodIokcanyHa
TUIPOXIOPHAA ¥ THHHIA30a.

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanne: I[Ipoaykt coorBeTcTBYET Tpe6oBanusmM H/J 3axiaogenne: OJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroToBneHo: kg& y IIposepeHo: % Opnobpeno: Menemxep /

ﬁL‘ PyKOBOJIHTENB YA
Date / Date / Date / '
Tata: 06/09/2021 Jlata: 06/09/2021 Hara: 06/09/2021

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
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Dr.Reddy’s Q?-'

CERTIFICATE OF ANALYSIS

CEPTUO®HUKAT AHAJIU3A Page2 of 5/Ctp. 2 u3 5
[Product: Ciprolet A, film-coated tablets (Tinidazole + Ciprofloxacin) 600 mg+500 mg
Hpoaykr:  I[unponer® A, TaGeTKH, IOKPHITHIE IUIEHOUHOI 0601049K0# (THHHAA30]1 + HHNPodIOKCALNH)

600 mr+500 mr

Batch No. / Cepusi Ne : B2102901 Batch Quantity / Pa3mep cepun : 773.320 KG /

773,320 KI'

Analytical Report No / AHaauTn4eckuii oT4eT Ne : Date of Analysis / JIaTa ananuza: 04/09/2021

2002FP21001803

Date of Manufacture / Jlata npousBoactsa : 08/2021  |Date of Expiry / Cpok roanocth : 07/2024

Analysis performed according ND / Anaus nposeaen mo HJI: JICP-002404/10-051017

Page2 of 5/C1p. 213 5

S.No/ Tests/ Iloka3aTenan Results / PesyabTaT Specifications/ Hopma
Ne
Tinidazole / Complies as prescribed / The Retention time of the
CooTBeTcTBYET TpeOOBaHMAM Ciprofloxacin and Tinidazole
TuHKa300

peaks in the sample preparation
corresponds to that of the
standard preparation as obtained
under assay by HPL.C. / Bpemena
yIAEep)KABaHUS OCHOBHBIX THKOB
Ha XpomarorpaMme
HCIBITYEMOrO PacTBOpa JOJIKHBI
COOTBETCTBOBATh BpeMeHaM
yAEpXKUBAHUS OCHOBHBIX ITHKOB
Ha XpoMaTorpamme
CTaHIAPTHOTO pacTBopa
munpoduiokcanyia
THPOXJIOpHA U TUHUAA30JIA.

Titanium dioxide/ Turana Complies as prescribed / From yellow to orange red colour

JIHOKCH CooTBeTcTByeT TpeOOBaHUAM is observed. / OkpammBanue oT
KENTOro J0 OPaHMKEBO-KPacHOTO
BeTa.

3 Identification test for Complies as prescribed/ A precipitate is formed after
Chloride / Peakuust Ha CooTBeTcTBYeT TpeOOBaHUAM adding a silver nitrate solution /
XJOPHABI O6pasoBanue ocaika  IpH

JIOOaBJIEeHMM pacTBOpa HHUTpaTa
cepebpa

4 Average Weight and 1326.7 mg/ 1326,7 mr 1330.0 mg £ 5%/ 1330,0 Mr £+
Uniformity of weight / 5%

Complies as prescribed/

Cpeansig Macca
pea CootBetcTByeT TpeOOBaHUAM

OJHOPOIHOCTDb MO Macce

18/20 tab. —~ NMT = 5.0% /
18/20 1ab1. — He Ooee + 5,0%

2/20 tab. —NMT % 10% /
2/20 Tabm. — He 60siee = 10 %

Conclusion : APPROVED /
3axmouenne: OJJOGPEHO

Remarks : The Product conforms to ND /
IIpumeuyanne: Ilpoaykr coorseTcTBYET TpeOoBanuam HJI

Prepared by / L Checked by / Approved by: Manager/Executive /
IloarotoBneno: tp IIposepeHno: Onobpeno: Menemxep /

«7{* K PykoBoauTens I :-\7/
Date / Date / Date /
Iara: 06/09/2021 Jara: 06/09/2021 Hara: 06/09/2021

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 : maii@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




Dr.Reddy’s Q':‘.

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A Page 3 of 5/ Cp. 3u3 5

Product: Ciprolet A, film-coated tablets (Tinidazole + Ciprofloxacin) 600 mg+500 mg
Hponykr: Ilunpoaer® A, TaGaeTKH, HOKPHITHIE NiIEHOUHOH 060104KOll (THHHAA30] + HHIpoduIoKCANHH)

600 mr+500 mr
Batch No. / Cepus Ne : B2102901 Batch Quantity / Pasmep cepnu : 773.320 KG /
773,320 KI"
Analytical Report No / AHannTu4eckuii oruer Ne : Date of Analysis / IaTa ananuza: 04/09/2021
2002FP21001803
Date of Manufacture / JlaTa npoussoncrsa : 08/2021  [Date of Expiry / Cpox ronsocty : 07/2024

Analysis performed according ND / Auaans npogeaen no HJI: JICP-002404/10-051017

Page3of 5/ Ctp. 3 mz 5

S.No/ Tests/ Iloxa3zaTeiib Results / PesyabTaT Specifications/ Hopma
Ne
5 Dissolution / PacTBopenue
Ciprofloxacin / 84%, 88%, 87%, 87%, 89%, 82% | Not less than 80% (Q) of the
Hunpodnokcaux o o o o . N labeled amount of Ciprofloxacin
92%, 93%, 92%, 93%, 96%, 93% | . H\sFN,05) and Tinidazole is
(Average S1+S2): 90% (CsH13N3048S) dissolved in
- 5 - - = > 5 30 minutes / He meree 80 % (Q)
?mdazole / 83%, 88%, 84%, 84%, 89%, 84% | . saqmneHHONO KONHYECTBA
EEECT 93%, 89%, 91%, 91%, 94%, 91% | UMTpodOKcauHHa
] (Ci7HsFN303) u TuHHAa300a
(Average S1+52): 88% (CsH13N304S) epes 30 M.
6 Water / Boga 3.8%/3,8% Not more than 7.0 % /
He 6onee 7,0 %
7 Related substances / PoacTBeHHbIe IPHMECH
Impurity C (Ethylenediamine | Equal or Less than Limit of Not more than 0.5 % /
impurity) / Detection (1.LOD=0.03%) He 6onee 0,5%
IMpumecs C
(3THNIeHANAMHUHOBBIH aHaIoT
unpodIoKcanuHa)
Unknown highest individual Not more than 0.2% /
impurity / Expauunas 0.0% He 6onee 0,2%
HEHACHTUHUIPOBAHHAA )
HApUMECh
Total impurities (excluding 0.0% Not more than 0.7% /
Impurity C )/ He 6osee 0,7%
CymMMma npuMeceif (MCKIiodas
npumech C)
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanne: [IpoaykT cooTBeTcTByeT TpeboBanusm HJT 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoxrorosneHo: "\&; ITposepeHo: % OnobpeHo: Menenxep /
PyxoBoaurein oy ;)’7,—--
Date / Date / Date / )
JTata: 06/09/2021 Ilata: 06/09/2021 Hara: 06/09/2021

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,
Telangana, India. Tel : 9140 4464 2202 & 2203, Fax : 9140 4464 2276, www.drreddys.com



Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A

Page4 of S/Ctp. 413 5

Product:
HpoaykT:
600 mr+500 Mmr

Ciprolet A, film-coated tablets (Tinidazole + Ciprofloxacin) 600 mg+500 mg
I.Innpo.neT® A, Ta6JIeTKH, NOKPBITHIE MICHO4HOH 000J104K0i (TnHBga304 + uMDpodUIoKcAIHH)

Batch No. / Cepuna Ne : B2102901

773,320 KT

Batch Quantity / Pasmep cepun : 773.320 KG /

2002FP21001803

Analytical Report No / Ananurndecknii oTuer Ne :

Date of Analysis / IaTa ananmza: 04/09/2021

Date of Manufacture / Jlata npoussojiersa : 08/2021

Date of Expiry / Cpox roanocts : 07/2024

Analysis performed according ND / Anasin3 nposejen no HJI: JICP-002404/10-051017

Page4 of S/ Crp. 4u35

a3pOOHBIX MUKPOOPTaHK3MOB

S.No/ Tests/ IlokasaTenb Results / PesynbTaT Specifications/ Hopma

Ne

8 Limit test for 0.04% / 0,04% Not more than 0.2% /
Fluoroquinolonic acid / He 6onee 0,2%
Conepxanne
(pTopXHHOIOHOBOIH
KHCJI0THI

9 Microbial limits / MukpoGuoJiornyeckas YMcTOTa
Total  aerobic  microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / Ob6miee HUCIIO Meuee 10 KOE/r He 6onee 1000 KOE/r

rpuboB

Total combined molds and
yeasts count / OOmiee Yucio
JPONOKEBBIX U TIIIECHEBBIX

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

Not more than 100 CFU/g /
He Gonee 100 KOE/r

Escherichia coli

Absentin 1 g/
OtcyrctByeT B 1 T

Shall be absent in 1g/
OtcytctBHE B 1 T

10 Uniformity of dosage units/ OqHOpPOAHOCTE 103U POBAHUHA

Ciprofloxacin / 0.7/0,7 The acceptance value (AV)

unpodnokcauun should be less than or equal to
15.0/
IToka3zaTesp IpHEMIIEMOCTI
(AV) nomkeH ObITh HE Gonee
15,0.

Tinidazole / 1.2/1,2 The acceptance value (AV)

TuHuaazon should be less than or equal to

15.0/

TToka3aTesnib TPHEMIIEMOCTH
(AV) gomxeH ObITh He Gonee
15,0.

Remarks : The Product conforms to ND /
Ipumeuanue: [Tpoaykt cooTBeTcTByeT TpeGoBanusaM HJT

Conclusion : APPROVED /
3armouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloAroToBieHO: ‘ ‘% ; IIposepeHo: OnoGpeno: Menemiep /

g PykxoBoauteib Y AL X )——
Date / Date / Date / i
Iata: 06/09/2021 JMata: 06/09/2021 Harta: 06/09/2021

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 Q‘:'.

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A

Page 5 of S/Ctp. Su3 5

Product: Ciprolet A, film-coated tablets (Tinidazole + Ciprofloxacin) 600 mg+500 mg
IIpogykT: I_Inrlpone"r® A, Tab1eTKH, NOKPBIThIE MIeHOYHOH 000,104K0il (THHHAA30.1 + IHMNIpodIoKCcaAIHH)

600 Mmr+500 mr
Batch No. / Cepnsi Ne : B2102901 Batch Quantity / Pazmep cepun : 773.320 KG /
773,320 KU’
Analytical Report No / AnaauTH4ecKHi oTueT Ne : Date of Analysis / lata anammza: 04/09/2021
2002FP21001803
Date of Manufacture / Iata nponsBogctsa : 08/2021  |Date of Expiry / Cpok roanoctu : 07/2024

Analysis performed according ND / Ananu3 nposenen nmo HJI: JICP-002404/10-051017

Page 5of 5/Crp. S5us 5

(C17H1sFN303)

S.No/ Tests/ IloxazaTejib Results / Pe3yabsTaT Specifications/ Hopma
No
11 Assay / KondecTBCHHOC OIIPCACIICIIHE
Ciprofloxacin / 489.3 mg (97.9%) / 475.0 to 525.0 mg in tablet (95 to
IunpodJokcauux 489.3 wr (97,9%) 105 % of label claim) /

Ot 475,0 no 525,0 Mr B Tabnerke
(ot 95 no 105 % ot
HOMHUHAIIBHOTO COJIEPXKAHMS)

blister. 1 blister and a patient
information leaflet in a carton
/  Tlo 10 TabineTok B
IBX/amoMuHueBBIH  OnucTeEp.
[To 1 Onucrepy B MNAayKy
KApTOHHYIO C HHCTPYKIHeH Io

Tinidazole / Turunazon 584.6 mg (97.4%) / 570.0 to 630.0 mg in tablet (95 to
(C3H|3N304S) o 105 % of label claim) /
584,6 Mr (97,4%) ot 570,0 mo 630,0 Mr B TabneTke
(ot 95 0o 105 % ot
HOMHHAJIBHOTO COAEPIKAHUS)
12 Packaging / YnakoBka 10 tablets in PVC/ aluminium | 10 tablets in PVC/ aluminium

blister. 1 blister and a patient
information leaflet in a carton /
ITo 10 TabNeTOK B
TIBX/amoMuHuEBBIH  OnucTep.
Ilo 1 Onucrepy B Hauky
KapTOHHYIO C HHCTPYKIMeH Mo

Xpaunenne

NPUMEHEHHUIO. NPUMEHEHHIO.
13 Labeling / MapkupoBka According to ND / B cooreerctBuu ¢ HJJ
14 Storage conditions / Below 25°C. / ITpu Temmnieparype He Bbiuie 25 °C,

15 Shelf life / Cpox roanoctu 3 years /3 ronma

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanue: Ipoaykr cootBeTcTBYET TpeGoBanyam HJL 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: ( g‘: / IIposepeno: Onobpeno: Menemxep /

}Q Pykosoaurenb WA o by —
Date / Date / o Date / 7
Hara: 06/09/2021 Harta: 06/09/2021 Jara: 06/09/2021

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,

Telangana, India. Tel : 9140 4464 2202 & 2203, Fax : 9140 4464 2276, www.drreddys.com




