Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A Pagel of 5/Ctp. 1 u3 5

Product: (fipr(m A, film-coated tablets (Tinidazole + Ciprofloxacin) 600 mg+500 mg
Mpoayxr:  Liunponer® A, Ta6/eTkH, HOKPBITHIE MACHOYHOI 060/104KO0# (THHIAA30J + unnpoqmmccalmﬂ)l
600 Mr+500 mr

Batch No. / Cépm{ Ne : B2103804 Batch Quantity / Pazmep cepun : 772.040KG/

- 772,040 KI' - )
Analytical Report No / Ananurnyeckuii order Ne : Date of Analysis / laTa anaan3za: 28/11/2021
2002FP21002300 - )
|Date of Manufacture / Jlata npou3sBoacTsa : 10/2021 Date of Expiry / Cpok roiHOCTH : 09/202i B

Analysis performed according ND / Anaaus npoeaen no HJL: JICP-002404/10-051017
Page 1 of 5/Crp. 1 uz 5

S.No/ Tests/ oka3zaTenn ‘Results / PesyabTaTt Specifications/ Hoﬁma
No
1 Description / Onucanue Complies  as —prescribed /| White to off-white oval-shaped
CooreetcTByeT TpeOGOBaHUAM film-coated tablets with a score-

line on one side and flat on the
other side. Cross-cut: White to
pale yellow core / Tabnerku,
MOKPBITHIE MJIEHOYHOMH
06osoukoii oT 6e10ro A0 NOYTH
6esoro LBETa, OBaNbHOK thopmbl,
C pasjenuTenbHoOW pUCKOR  Ha
O/IHOM CTOpPOHE W raaakue ¢
apyroii. Bua Ha nonepeuHom
cpese: or Oemoro A0 CBeTIO-
YKENTOro LBETA.

2 Identification / HO)IJHIHHOCTI;

Ciprofloxacin hydrochloride / Complies as prescribed / The Retention time of the
Llunpodnokcaunna CooTtBeTcTBYET TpeOOBaHHMAM Ciprofloxacin and Tinidazole
THAPOXJOPUJT peaks in the sample preparation
corresponds to that of the
standard preparation as obtained
under assay by HPLC. / Bpemena
YICPIKUBAHUsl OCHOBHBIX ITHKOB
Ha XpomartorpamMme
MCTILITYEMOTO PacTBOPa JOJXKHbI
COOTBETCTBOBATD BpeMeHam
yIEPIKUBAHUS OCHOBHBIX MHKOB
Ha XpoMmarorpamMme
CTaHAaPTHOrO pacTsopa
udnpodiiokcalurHa
FMAPOXJIOPH/IA U TUHKAA3014.

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanne: ITponykt coorseTcTBYyeT Tpebosanusm HJL 3akmnouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Mauaget@!

[Toarorosnexo: Q&.’L—' [TpoBepeHo: %‘%}, Onodpeno: Menexep / y
PykoBojmrelb (\%

Date / Date / Date /

Hara: 30/11/2021 Jara: 30/11/2021 Hara: 30/11/2021

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

CEPTHOHKAT AHAJIM3A

Product:
IIpoaykr:
600 mr+500 mr

Ciprolet A, film-coated tablets (Tinidazole + Ciprofloxacin) 600 mg+500 mg
I_lunponeT("‘ A, TabJIeTKM, IOKPHIThIE NNIEHOYHOH 000J104K0l (THHIAA30,1 + UHNPOodUIoKCALHH)

Page2 of 5/Crp.2 m3 5

‘Batch No. / Cepust No : B2103804

] Batch Quantity / Paamep cepun : 772.040 KG /

772,040 KI"

2002FP21002300

ﬂalyti_cal Report No / AHaauTudeckuii oider Ne :

Date of Analysis / JJlaTa anaansa: 28/11/2021

'Date of Manufacture / Jlata npomsoﬂcﬁ;a : 10/2021

Date of Expiry / Cpok rogsocrty : 09/2024

Analysis performed according ND / Ananus uposeien mo HJ1: JICP-002404/10-051017

S.No/
Ne

Tests/ [Toxa3zarennb

"Results / PesyanaT_

Page2 of 5/ C1p. 2 w3 5

Specifications/ Hopma

Tinidazole /

TuHugazon

Complies as prescribed /
CoorsercTByeT TpeOOBaHHUSIM

The Retention time of the
Ciprofloxacin and Tinidazole
peaks in the sample preparation
corresponds to that of the
standard preparation as obtained
under assay by HPLC. / Bpemena
yIepKUBAHUA OCHOBHbIX MHKOB
Ha XpoMaTorpamme
MCIBITYEMOr0 pacTBopa A0JKHbI
COOTBETCTBOBATH BpeMeHaM
| yAep)KUBAHHS OCHOBHBIX THKOB
Ha Xxpomarorpamme
CTaHAAPTHOrO pacTBOpa
umnpodiokcauyua
FRAPOXJIOPH/A U TUHHUA30)A.

JAHOKCHU

" Titanium dioxide/ TuraHa

Complies as prescribed /
CooTtgeTcTBYET TpeOOBaHUSIM

From yellow to orange red colour
is observed. / OkpaimupaHue oT
KENITOro 10 OPaH)KEBO-KPaCHOro
LBeTa.

K] Identification test for
Chloride / Peakius Ha
XJIOPUABI

Complies as prescribed/
CootsercTBYeT TpebOBaHUAM

4 AvéragT Weight and
Uniformity of weight /
Cpennsisi Mmacca n

OJHOPOJAHOCTD 110 Macce

A precipitate is formed after
adding a silver nitrate solution /
O6paszopanue ocaika  Mmpu
no6GaBlieHHd pacTBOpa HUTpara
cepebpa

1333.4 mg/ 1333,4 mr

Complies as prescribed/
CooTtBeTcTBYET TpeOOBaHUAIM

1330.0 mg + 5%/ 1330,0 mr
5%

18/20 tab. — NMT =+ 5.0% /
18/20 Tabmn. — He 6onee £ 5,0%

2/20 tab. —=NMT + 10% /
2/20 tabin. — He bonee = 10 %

Remarks : The Product conforms to ND /
Ipumeuanne: [Tpoaykt cooTBeTcTBYET TpeboBaHusam HJJ

Conclusion : APPROVED /
Jaxnouenne: OJOBPEHO

Prepared by /

Checked by /

Iara: 30/11/202]

Approved by: Marmgcrw
[MoaroroBaeHo: [IposepeHo: Q/é)‘%2 Onobpeno: Menenxep /
%'{}L’ PykoBoauTens %
Date / Date / Date /

Hara: 30/11/2021

Jata: 30/11/2021

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN : L85195TG1984PLC004507
Tel : +9140 4900 2900, Fax : +9140 49002999 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

600 mr+500 mr

CEPTH®UKAT AHAJIM3A Page3 of 5/Ctp.3 mu3 5
Product:  Ciprolet A, film-coated tablets (Tinidazole + Ciprofloxacin) 600 mg+500 mg o
IIponykr: Iunposer” A, Tab/ieTKi, NOKPLITbIE IIEHOYHOH 000J104KO0H (THHHAA30J1 + LUNPOQIIOKCALNH)

Batch No. / Cepusi Ne : B2103804

772,040 KI'

Batch Quantity / Pazmep cepun : 772.040 KG /

Elalytical Rep(_)rt No / Ananutuuecknii oryer No :
2002FP21002300

Date of Analysis / laTa anaamsa: 28/1 1/2021

Date of Manufacture / Jlata l]_pOl/l3B0£lCTB‘d_: 10/2021

Date of Expiry / Cpok roanocry : 09/2024

Analysis performed according ND / Anajus npoBeaeH no HJ: JICP-002404/10-051017

Page3 of 5/C1p.3u35

Impurity C (Ethylenediamine
impurity) /

[Tpumecs C
(3THNEHAMAMUHOBBIH aHanor
uunpodokcaluHa)

Unknown highest individual
impurity / Exuununas
HenaeHTHUIIWPOBaHHAS
npumech

Total impurities (excluding
Impurity C )/

Cymma npumeceit (uckiroyast
npumecs C)

Less than LOQ (LOQ=0.1%)

0.14%

0.14%

Not more than 0.5 % /
He 6onee 0,5%

Not more than 0.2% /
He Goutee 0,2%

Not more than 0.7% /
He 6onee 0,7%

S.No/ Tests/ Iloka3zaTesb Results / PesyabTar Specifications/ Hopma
Ne
5 Dissolution / PacTBopenne N
Ciprofloxacin / a 94%, 95%, 87%, 92%, 91%, 81% | Not less than 80%_(Q) of the
[{nnpodnokcauun o o 0 0 N o labeled amount of Ciprofloxacin
I Iast 6133 olast S5l (Ci7H13sFN303) and Tinidazole is
Average S1+S2: 93% (CsHi3N304S) dissolved in
— — - = 5 - = 30 minutes / He menee 80 % (Q)
?mdazole/ 94%, 95%, 90%, 96%, 92%, 82% ST EEHIeTOIEEEEa
. 98%, 97%, 99%, 100%, 99%, uunpognokcaunHa
999, (Ci7HsFN30O3) 1 THHHMAa3001a
CsHisN304S 30 }
Average S1+82: 95% (CalalNCe) enc niiC
6 | Water/Bona  3.6%/3,6% | Notmorethan7.0% /
He 6onee 7,0 %
7 Related substances / PoacTBeHHbIe NPUMeECH ]

Remarks : The Product conforms to ND /
Ipumeuanne: [1pogykT COOTBETCTBYET TpeOOBAHNAM HJT

Conclusion : APPROVED /
Jaxmwuenue: OJOBPEHO

Prepared by / (‘2 Checked by / 7 Approved by: Manager{Executive
[1oAroTOBNEHO: 13,’_3 ITposepeHo: QA}"; Onobpeno: Menekep /

- ( Pykosopurens I L“’*f =
Date / Date / Date /
Jlara: 30/11/2021 Iara: 30/11/2021 Hara: 30/11/2021

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‘:‘

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A Page4 of S/ Ctp. 4 u3 5

[Product:  Ciprolet A, film-coated tablets (Tinidazole + Ciprofloxacin) 600 mg+500 mg
IMpoaykr:  Iunpoaer” A, Tadnerkn, MOKPBITHIE MJICHOYHOH 000/10UKOH (THHHAA30J + HUNPOdIOKCAHAH)
600 mr+500 mr

Batch No. / Cepust Ne : B2103804 Batch Quantity / Pasmep cepuu : 772.040 KG/
772,040 KI' S
Analytical Report No / Ananurudecknii otuer Ne Date of Analysis / laTa ananmn3za: 28/11/2021

2002FP21002300

Date of Manufacture / Iata nponssoacrsa : 10/2021  [Date of Expiry / Cpok roxsocrs : 09/2024
Analysis performed according ND / Ananns nposegen mo HJI: JICP-002404/10-051017 -
Page4 of 5/Crp. 4 u3 5

| S.No/ Tests/ ITokazarenn " Results / PesyapTaT Specifications/ Hopma
No
Sl S —_— - —
8 Limit test for ! 0.04% / 0,04% Not more than 0.2% /
Fluoroquinelonic acid / . He 6onee 0,2%
Copaepxanne
$propxuHosOoHOBOH
KHCJIOTBI
9 Microbial limits / Mqu06u0J16rnqecKaﬂ YHCTOTA
Total  aerobic  microbial Less than 10 CFU/g/ | Not more than 1000 CFu/g/
count / Ob1uee yuCyo Meuee 10 KOE/r He 6onee 1000 KOE/r
a3poOHbIX MUKPOOPI'@HH3MOB
~ Total combined molds and Less than 1(-)'CFU/g/ Not more than 100 CFU/g/
yeasts count / Obluee yucao Menee 10 KOE/r He 6onee 100 KOE/r
APOXOKEBbIX U MICCHEBLIX
rpu6oB
Escherichia coli T Absentin 1 g/ | Shall be absent in 1g/ ]
OrcyrctByeT B 1 1 OrcyrcTBue B 1 1
10 Uniformity of dosage units/ OqHopoaHoCTb A03NPOBAHMS
| Ciprofloxacin / 1.1/1,1 | The acceptance value (AV)
Liunpodnokcaiin should be less than or equal to
15.0/
ITokasarens npuemaeMocTH
(AV) nomxeH 6bITb He Hoee
15,0.
Tinidazole / G2z The acceptance value (AV)
Tunnnazon should be less than or equal to
15.0/
ITokazaTens npuemaeMocTu
(AV) pomxeH 6bITb He Honee
15,0.
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Hpumeuanue: [IpoaykT cooTBeTCTBYeT TpeboBaunsM HJI 3akawuenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manage{Exec utivey/
IoaroToBneHo: %_ TMposepeno: C’@@ Onobpeno: Menesxep /
Pykosoauresnss %
Date / Date / Date /
Hara: 30/11/2021 Hara: 30/11/2021 Hara: 30/11/2021

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':‘

CERTIFICATE OF ANALYSIS

Product:
Hpoayxr:
600 mr+500 mr

CEPTUDHKAT AHAJIU3A

Page Sof 5/Ctp. S u3 5

(_jiprolet A, film-coated tablets (Tinidazole + Ciprofloxacin) 600 mg+500 mg
Hunponer” A, TabJeTin, NOKPbITHIE NICHOYHOIT 000/1049KOl (THHHAA30J1 + HHIPOdIoKCAUNH)

Batch No. / Cepnst Ne : B2103804

772,040 KI'

Batch Quantity / Pa3mep cepum : 772.040 KG /

2002FP21002300

Analyt}cal Report No / Anajiutnyeckuii oryeT Ne :

Date of Analysis / lata anaausza: 28/11/2021

'Date of Manufacture / JlaTa npoH3BOJCTBA & 10/2021

Date of Expiry / Cpoxk rogrocts : 09/2024

Analysis performed according ND / Anaaus nposeaen o HJL: JICP-002404/10-051017

PageSof S/Crp.Su3 5

S.No/ Tests/ IlokasaTens Resuits / PesyabTaTt Specifications/ Hopma
Ne
1 Assay / KonuvecTBeHHO€ onpé)ieheﬂne Bl
~ Ciprofloxacin / 497.5 mg (99.5%) / 475.0 to 525.0 mg in tablet (95 to
Lunnpodnokcaunn N 105 % of label claim) /
(CHFN:Os) 497,5 ur (99,5%) OT475,0 10 525,0 Mr B TabneTke
M A (o1 95 no 105 % ot
HOMUHANLHOIO CO/ICPKAHUSI)
‘Tinidazole / Tunuaazon ] 595.1 mg (99.2%) / 570.0 to 630.0 mg in tablet (95 to
(CsHi3N304S) : 105 % of label claim) /
o985l BRE0,20) ot 570,0 no 630.0 mr B TabsieTke
(o1 95 g0 105 % ot
HOMMHAJILHOTO COAEPKaHHUSR)

12 Packaging / YnakoBka 10 tablets in PVC/ aluminium | 10 tablets in PVC/ aluminium
blister. 1 blister and a patient | blister. 1 blister and a patient
information leaflet in a carton | information leaflet in a carton /
/  Tlo 10 rabnerok B | llo 10 TabneTok B
[IBX/amomunuessiii  6aucrep. | [IBX/amomunuessiii  Gamncrep.
I[To 1 OGmucrepy B nauky | ITo 1 Oancrepy B  nauky
KapTOHHYIO C MHCTPYKUHMEHl MO | KApTOHHYIO C MHCTpYKUMeH M0
TIPUMEHEHHO. MPUMEHEHHUIO.

13 Labeling / MapkupoBka ‘According to ND / B coorsetcTsmu ¢ HJI R

14 Storage conditions / Below 25°C. / TTpu Temneparype He Bbite 25 °C. o

XpaHeHue
15 Shelf life / Cpok rognocTn 3 years /3 roga ]

Remarks : The Product conforms to ND /
IIpnmeuanne: [IpoaykT cooTBeTcTBYET TpeboBaHusm HJI

Conclusion : APPROVED /
3akaouenne: OJJOGPEHO

Jara: 30/11/2021

Prepared by / i Checked by / Approved by: Manager(Executive)/
[loaroTroBneHo: \&L' [Tposepeno: G@ng Opobpeno: Menemkep /

PykoBoAWTEN f Q’% :
Date / Date / Date /

Hara: 30/11/2021

Hara: 30/11/2021

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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