e
Dr.Reddy’s Q;-

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A Pagel of 7/Crp. 1 u3 7

Product: Ciprolet A, film-coated tablets (Tinidazole + Ciprofloxacin) 600 mg+500 mg
Hponykr:  Iunponer® A, TaG1eTKH, NOKPBITHIE MJIEHOYHOIH 060/104KOl (THHHAA301 + UHTIPOGIOKCALHH)
600 mr+500 mr

'Batch No. / Cepusi Ne : B2101978 Batch Quantity / Pasmep cepun : 772.261 KG/
772,261 KI'

Analytical Report No / AHaiuTHUeCKMH oT4eT No : Date of Analysis / /IaTa ananu3za: 30/06/2021

2002FP21001406

Date of Manufacture / Jlata nponssojacrsa : 06/2021  |Date of Expiry / Cpok roxsocTs : 05/2024

Analysis performed according ND / Auasinz nposeaen no H/I: JIC P-002404/10-051017

Pagel of 7/Crp. 1 u3 7

S.No/ Tests/ Iloxa3aTesb Results / PesyasTat Specifications/ Hopma
No
1 Description / Onucanue Complies as prescribed / | White to off-white oval-shaped
CooTtgeTcTBYET TpEOOBAHUIM film-coated tablets with a score-

line on one side and flat on the
other side. Cross-cut: White to pale
yellow core / TabGneTKu, HOKPHIThIE
IieHOYHOH 0605104KOl oT benoro
10 moutd 6esoro uBeTa, oBanIbHOR
(hopMBl, ¢ pa3leIUTENIbHON pUCKOH
Ha OJIHOW CTOpOHE M TJAKUEe C
Ipyroil. Bua Ha nomnepeyHoM
cpese: or Oeroro mo cBeTIO-
JKEJITOrO LIBETA.

2 Identification / IlonanHHOCTE
Ciprofloxacin hydrochloride / Complies as prescribed / The Retention time of the
HunpodnokcaurHa CooTBeTcTBYET TPeOOBAHUAM Ciprofloxacin and  Tinidazole
THAPOXIIOPUA peaks in the sample preparation
corresponds to that of the standard
preparation as obtained under
assay by HPLC. / BpemeHa
yZAep>KHBaHUS OCHOBHBIX NIMKOB Ha
XpoMarorpamme UCMBITYEMOTO
pacTBopa JIOJDKHBI
COOTBETCTBOBATh BpeMeHaM
yAep)KUBaHUsI OCHOBHBIX MUKOB HA
XxpoMarorpaMme CTaHIapTHOTO
pactBOpa nunpodokcaunsa
FHAPOXJIOPHAA U THHHAA30/A.
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanne: [Tponykt cooTBeTcTBYET TpeboBannsam HI 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroBneHo: Q%ﬂ’—’ ITpoBepeHo: , Onobpeno: Menemxep /
% Pykosopuresn mm
Date / Date / Date / !
Jara: 30/06/2021 Hara: 30/06/2021 Hata: 30/06/2021

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



Dr.Reddy’s ‘%

CERTIFICATE OF ANALYSIS
CEPTHUOHUKAT AHAJIU3A Page2 of 7/ Ctp. 2 u3 7

[Product: Ciprolet A, film-coated tablets (Tinidazole +_Ciproﬂoxacin) 600 mg+500 mg
IIpopyxkT: ITunponet® A, Ta6JeTKH, NOKPHITHIE IEHOYHOH 060J0UKOH (THHHAA301 + HHAPOQIIOKCALHH)
600 Mr+500 mr

Batch No. / Cepus Ne : B2101978 Batch Quantity / Pazmep cepun : 772.261 KG /
772,261 KI'

Analytical Report No / AHauTH4YecKkuii oTyer Ne : Date of Analysis / lata ananu3za: 30/06/2021

2002FP21001406

Date of Manufacture / Jlata npoussoacria : 06/2021  [Date of Expiry / Cpok roaHocTH : 05/2024

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

Page2 of 7/ Crp. 2 3 7

S.No/ Tests/ Iloka3zaTeJsb Results / Pezyabrat Specifications/ Hopma
Ne

Tinidazole / Complies as prescribed / The Retention time of the
Co0TBeTCTBYET TpeOOBaHUIM Ciprofloxacin and  Tinidazole
peaks in the sample preparation
corresponds to that of the standard
preparation as obtained under
assay by HPLC. / Bpemena
yIAEP)KHBAHHS OCHOBHBIX [THKOB Ha
XpoMaTorpamme HCIBITYEMOTO
pacTBopa JIOJDKHB!
COOTBETCTBOBATH BpeMEHaM
yJep>KUBAHUS OCHOBHBIX ITUKOB Ha
XpomarorpamMmme CTaHAAPTHOTO
pacTBopa uunpodokcalnHa
THAPOXJOPUAA U THHIAA30/1a.

Tunupazon

Titanium dioxide/ Tutana Complies as prescribed / From yellow to orange red colour
JUOKCHJ CooTtBeTcTBYET TpeOOBAHUIM is observed. / OxpaiupaHue OT
XKEJITOr0 10 OPaHIKEBO-KPACHOIO
1BETA.

3 Identification test for Complies as prescribed/ A precipitate is formed after
Chloride / Peaxuus na CootBeTcTBYET TPeOOBaHUAM adding a silver nitrate solution /
XJ10pHABI O6pasoBanue ocajka npu
J00aBJIeHWH pacTBOpa HHUTpara
cepebpa

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanue: IlpogykT cooTBeTcTBYeT TpebGoBanuam HJI 3axnouenne: OJIOBPEHO

Prepared by / . Checked by / Approved by: Manager/Executive /
IToarorosiexo: L{?U{‘ . ITposepeno: % OnobpeHo: Menemxep /

PykoBoauTeb M@
1

Date / Date / Date /
Hara: 30/06/2021 Hara: 30/06/2021 Hara: 30/06/2021

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 Q;-

CERTIFICATE OF ANALYSIS

CEPTUDOHUKAT AHAJIM3A

Page3of 7/Ctp.3 u3 7

Product:
IIpoaykr:
600 Mr+500 mr

Ciprolet A, film-coated tablets (Tinidazole + Ciprofloxacin) 600 mg+500 mg
ITunponer® A, Ta6/1eTKH, HOKPHIThIC IJIEHOUHOH 060/1049K0H (THHHAA30J + HHNPOQIIOKCALHH)

Batch No. / Cepust Ne : B2101978

772,261 KI'

Batch Quantity / Pasmep cepun : 772.261 KG /

2002FP21001406

Analytical Report No / AHaquTHYecKHii oTyeT Ne :

Date of Analysis / Jlata ananu3za: 30/06/2021

Date of Manufacture / Jlara npousBoacrsa : 06/2021

Date of Expiry / Cpok roanoet : 05/2024

Analysis performed according ND / Anaaus nposegen no HJ/L: JICP-002404/10-051017

Page3of 7/Crp.3 u3 7

S.No/
Ne

Tests/ IToka3aTeb

Results / PezyabTat

Specifications/ Hopma

4 Average Weight and
Uniformity of weight /
Cpeanssi macca u

OTHOPOJAHOCTD IO Macce

1329.6 mg/1329,6 mr

Complies as prescribed/
CootBetcTBYET TpeOOBAHUAM

1330.0 mg £ 5%/ 1330,0 mr = 5%

18/20 tab. — NMT £ 5.0% /
18/20 Tab. — He 6oiee £ 5,0%

2/20 tab. — NMT + 10% /
2/20 Tabn. — He 6onee + 10 %

92%, 93%, 90%

Tinidazole /
Tununazon

91%, 95%, 90%,
94%, 95%, 91%

5 Dissolution / PacTBopenne
Ciprofloxacin / 89%, 94%, 88%, Not less than 80% (Q) of the
Lunpodnokcannd labeled amount of Ciprofloxacin

(C17H1sFN30;) and Tinidazole is
(CsH13N3048) dissolved in

30 minutes / He menee 80 % (Q)
OT 3asBJIEHHOTO KOJTUYECTBA
munpoduokcauuna (C7H1sFN;O3)
u Tuangasona (CsHisN3O4S) uepes
30 mMuH.

Remarks : The Product conforms to ND /
Ipumeyanne: [TpoaykT cootBeTcTBYeT TpeboBanusm HJ

Conclusion : APPROVED /
Zaxawyenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosnexo: Qg& [ IIpoBepeno: & Onobdpeno: Menenxep /

PykoBoauTens 10
Date / Date / Date / !
Hara: 30/06/2021 Jara: 30/06/2021 Hata: 30/06/2021

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 4200 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 Q3¢

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A Page4of 7/Ctp. 4 u3 7

Product: Ciprolet A, film-coated tablets (Tinidazole + Ciprofloxacin) 600 mg+500 mg
IIponykr: HHHPOJIeT® A, Ta0/1eTKH, NOKPBIThIE IIEHOYHOH 000/104K0H (THHHIA30JT + HHIPOGJIOKCALNH)

600 mr+500 mr
Batch No. / Cepus Ne : B2101978 Batch Quantity / Pazmep cepuu : 772.261 KG /
772,261 KI' B
Analytical Report No / AnajiuTu4eckuii oryer No : Date of Analysis / laTta ananuza: 30/06/2021
2002FP21001406
Date of Manufacture / Jata npoussojactsa : 06/2021 Date of Expiry / Cpok roanocru : 05/2024

| Analysis performed according ND / Ananus nposeaen no HJL: JICP-002404/10-051017

Page4of 7/Crp. 4 u3 7

S.No/ Tests/ Iloka3zaTennb Results / PesyabTaT Specifications/ Hopma
Ne
6 Water / Boga 3.6%/3,6% Not more than 7.0 % /
He 6onee 7,0 %
7 Related substances / PoacTBeHHbI¢ IPHMECH
Impurity C (Ethylenediamine | 0.10% Not more than 0.5 % /
impurity) / He 6osee 0,5%
IIpumecs C .
(3TUJIEHAMaMUHOBEIH aHAIO
nunpodiokcanuHa)
Unknown highest individual 0.10% Not more than 0.2% /
impurity / Enunnanas ) He 6onee 0,2%
HeHJIeHTH (UM POBaHHAS
MPUMEChH
Total impurities (excluding 0.10% Not more than 0.7% /
Impurity C )/ He 6onee 0,7%
Cymma npnmeceit (Mckirovas
npumeck C)
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanne: [IponykT coorBercTByeT Tpedosanuam HJT 3akmouenue: OJJOBPEHO
Prepared by / , Checked by / Approved by: Manager/Executive /
[TogrorosneHo: LZ%L‘ [IposepeHo: é Onobpeno: Menenxep /
' PyxosoauTens mw
Date / Date / Date / \
Hara: 30/06/2021 Hara: 30/06/2021 Hara: 30/06/2021

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 OI' ANALYSIS
CEPTUDPHKAT AHAJIM3A PageSof 7/ Ctp. Sm3 7

Product: Ciprolet A, film-coated tablets (Tinidazole + Ciproﬂoxaéin) 600 mg+500 mg
Opoayxt:  Ilunpoaer® A, TaGieTin, NOKPLITHIE MJIeHOYHOH 000/104K0H (THHHAA30)1 + UHIPodIoKcaANHH)

. 600 Mr+500 mr

Batch No. / Cepust Ne : B2101978 Batch Quantity / Pasmep cepuu : 772.261 KG/
| 772,261 KI"

Analytical Report No / AnaauTnyecknii oryer Ne : Date of Analysis / laTa anannza: 30/06/2021
2002FP21001406

Date of Manufacture / {ata npoussojicrsa : 062021 | Date of Expiry / Cpok roauoctu : 05/2024

Analysis performed according ND / Anasus nposegen no HJL: JICP-002404/10-051017

Page50f7/Ctp. Sn3 7

S.No/ Tests/ [TokazaTean Results / Pesyabrat Specifications/ Hopma
Ne
8 Limit test for 0.08% /0,08% Not more than 0.2% /
Fluoroquinolonic acid / He 6onee 0,2%
Copnep:xanue
¢ropxuHoNOHOBOI
KUCJIOTBI
9 Microbial limits / MukpoGnoJornyeckas Y4MCTOTA
Total  aerobic  microbial Less than 10 CFU/g/ Not more than 1000 CFU/g/
count / Obuee qHCII0 Menee 10 KOE/r He Gonee 1000 KOE/r
a3pOOHBIX MHUKPOOPTaHU3MOB
Total combined molds and Less than 10 CFU/g/ Not more than 100 CFU/g/
yeasts count / O61iee 4ncno Memnee 10 KOE/r He 6onee 100 KOE/r
JPOMOKEBBIX U TIIECHEBBIX
rpubos
Escherichia coli Absentin 1 g/ Shall be absent in 1g /
OtcytcTByeTB 1 T OtcyrcTBHE B 1 T
Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumevanue: [TponykT cooTBeTcTBYET TpeboBaHuaM H/I 3axmouenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: Q&eﬁ’ IIposepeHo: é Onobpeno: Menemxep /
PykoBoanTenb w&w
Date / Date / Date / !
Iara: 30/06/2021 Hara: 30/06/2021 Iara: 30/06/2021

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



®e
Dr.Reddy’s ‘_‘.‘

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A Page 6 of 7/ CTp. 6 u3z 7

Product: Ciprolet A, film-coated tablets ('I_‘inidazole + Ciprofloxacin) 600 mg+500 mg
Hpoaykr:  Iunponer® A, Ta6aeTkH, NOKpPbLITbIE MJIEHOYHOI 060/109KO0#H (THHHAA30. + HUIPOQUIOKCALMH)
600 Mr+500 mr

Batch No./ Cepusa Ne : B2101978 Batch Quantity / Pazmep cepuu : 772.261 KG /
772,261 KI'

Analytical Report No / Ananmurndeckuii oTyer Ne : Date of Analysis / ara ananuza: 30/06/2021

2002FP21001406

Date of Manufacture / lata nponssoactsa : 06/2021  [Date of Expiry / Cpok rogHocTH : 05/2024

Analysis performed according ND / Anasiu3 nposegen no HJI: JICP-002404/10-051017

Page 6 of 7/ Crp. 6 u3 7

S.No/ Tests/ ITokazaTens Results / PesynbTat Specifications/ Hopma
Ne
10 Uniformity of dosage units/ OqHOpOoJHOCTH J03HPOBAHHSA -
Ciprofloxacin / 1.2/1,2 The acceptance value (AV) should
Lunpodaoxcauyx be less than or equal to 15.0 /

IToxazatens npuemneMoctd (AV)
JoJpkeH ObITh He 6onee 15,0.

Tinidazole / 1.1/1,1 The acceptance value (AV) should
Tununazon be less than or equal to 15.0/
ITokazarens npuemsieMoctu (AV)
JOJKEH ObITh He 6ojiee 15,0.

11 Assay / KotnuecTBeHHOe onpejesenye
Ciprofloxacin / 490.5 mg (98.1%) / 475.0 to 525.0 mg in tablet (95 to
Lunpodnoxcauun 490,5 wir (98,1%) 105 % of label claim) /

Ot 475,0 10 525,0 Mr B TabseTke

(CroH1sFN:O5) (ot 95 10 105 % oT HOMHHANBHOTO

coliep KaHmsl)

Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumeuanne: [Ipoaykt cooTBeTcTBYET TpeboBanram HJI 3axaouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: ‘Lgx&f I'lposepeHo: Onobpeno: Menemxep /

} /g PykoBoauTens \I\Aw
Date / Date / Date / '
Hara: 30/06/2021 Jata: 30/06/2021 Jara: 30/06/2021

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



Dr.Reddy’s Q"z"

Product:
Hpoayxkr:
600 Mmr+500 mr

CERTIFICATE OF ANALYSIS

CEPTHDOUKAT AHAJIU3A

Page7o0f 7/ Ctp. 7 uz 7

Ciprolet A, film-coated tablets (Tinidazole + Ciprofloxacin) 600 mg+500 mg
unponer® A, TaG1eTKH, NOKPLITHIE NUIEHOYHOH 060104K0H (THHHAA30 + HHIPodIIOKCALHH)

Batch No. / Cepusi Ne : B2101978

772,261 KI”

Batch Quantity / Pazmep cepuu : 772.261 KG /

2002FP21001406

'Xnalytical Report No / Ananutu4deckuii oruer Ne :

Date of Analysis / JaTa ananu3a: 30/06/2021

Date of Manufacture / Jlata npoussojcTsa : 06/2021

Date of Expiry / Cpok roanocts : 05/2024

Analysis performed according ND / Anasnus nposeaen no HJI: JICP-002404/10-051017

Page70f 7/Crp. Tusz 7

S.No/
Ne

Tests/ IlokazaTenanb

Results / Pe3yabTaT

Specifications/ Hopma

Tinidazole / Tunyaazon
(CsHi3N304S)

591.0 mg (98.5%) /
591,0 mr (98,5%)

570.0 to 630.0 mg in tablet (95 to
105 % of label claim) /

ot 570,0 1o 630,0 Mr B TabneTke
(ot 95 1o 105 % OT HOMHHAJIBHOTO
COAEPKaHMS)

12 Packaging / YnakxoBka

10 tablets in PVC/ aluminium
blister. 1 blister and a patient
information leaflet in a
carton / ITo 10 Tabnetox B
[BX/amomunueBslil  6aucTtep.
[lo 1 6auctepy B nDA4YKy
KapTOHHYIO ¢ HHCTPYKIMeH 1o

10 tablets in PVC/ aluminium
blister. 1 blister and a patient
information leaflet in a carton /
Ilo 10 TabJIETOK B
[BX/anomunueBslit o6mucrep. o
1 Gnucrepy B NMauky KapTOHHYIO C
MHCTPYKIMEH MO NTPUMEHEHHIO.

INPUMEHECHNIO.

13 Labeling / MapkupoBka According to ND / B cootBerctBun ¢ HJ|

14 Storage conditions / Below 25°C. / ITpu Temnepatype He Bbiie 25 °C.

XpaHeHue

15 Shelf life / Cpok rogaocTH 3 years/ 3 ropa

Conclusion : APPROVED /
3axiouenue: OJIOBPEHO

Remarks : The Product conforms to ND /
IMpumeuanune: IIponykt coorBeTcTBYET TpeboBanusam HJI

Prepared by / Checked by / Approved by: Manager/Executive /
[TonrorosneHo: %&. [Iposepeno: é\ Onobpeno: Meunemxkep /

PykoBoauTesb \w
Date / Date / Date / \
Hara: 30/06/2021 Hara: 30/06/2021 Harta: 30/06/2021

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



