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CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIN3A Page1 of 5/Ctp. 1 u3 §

\Product: Ciprolet A, film-coated tablets (Tinidazole + Ciprofloxacin) 600 mg+500 mg
IIpoaykr: HunponeT® A, Tab/1eTKH, HOKPBIThIE IJIEHOYHOH 000/104KOH (THHHAA30J1 + UMIIPOGUIOKCATINH)
3 600 Mr+500 mr

Batch No. / Cepust Ne : B2103803

|Batch Quantity / Pazmep cepun : 778.860 KG /
| - 778,860 KI" B
Analytical Report No / AHanuTH4eckuii oTuer No : Date of Analysis / lata ananu3a: 26/11/2021
2002FP21002290 o B
Date of Manufacture / lata nponssoactna : 10/2021 | Date of Expiry / Cpok rognoctu : 09/2024

Analysis performed according ND / Anaans nposeaen no HI: JICP-002404/10-051017

Page 1 of 5/Crp. 1 u3 5

' S.No/ | Tests/ [lokazartes Results/P_egyﬂb;aT Specifications/ Hopma
Ne
1 Description / Onucanne Complies as prescribed / | White to off-white oval-shaped
CooreercTByeT TpeOOBaHHAM film-coated tablets with a score-

line on one side and flat on the
other side. Cross-cut: White to
pale yellow core / Tabnerku,
NOKPbITbIE MJICHOYHOM
obonovkoii or Henoro A0 nNO4UTH
0eJ10ro UBeTa, 0BalbHON GOpPMBI,
C pasgenuTeNlbHOM puckod Ha
OIHOW CTOPOHE W TrAaAKHE C
Jpyroii. Bug Ha nomnepeuyHoM
cpese: oT 6enoro A0 CBETJIO-
JEJITOro LiBeTa.

—

2 Identification / IloaAJHHHOCTE

Ciprofloxacin hydrochloride / Complies as prescribed / The Retention time of the
Liunpodnokcanuua CootBeTcTBYET TpeOOBaHUSM Ciprofloxacin and Tinidazole
TUAPOXJIOpUA peaks in the sample preparation
corresponds to that of the
standard preparation as obtained
under assay by HPLC. / Bpemena
yJEepPKUBAHUSI OCHOBHBIX NUKOB
Ha XxpomarorpamMmme
UCMBITYEMOro pacTBOpa JIO/DKHBI
COOTBETCTBOBATH BpeMeHaMm
YAEPIKUBAHUST OCHOBHBIX MUKOB
Ha XpoMaTorpamme
CTaH/IapTHOro pacraopa
uunpodnokcaluuHa
THIPOXJIOpK A U THHUAA30A.

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpnmeuanne: [poyykr coorBercTByeT TpeboBaHusm HJI 3akmouenue: OJJOBPEHO
Prepared by / _ Checked by / Approved by: Manager/Executive /
[Toarorosinexo: ﬂg{\ ITposepeHo: Onobpeno: Menenxep /

/8 PykoBozyresb LK)
Date / Date / - Date / (
Hara: 27/11/2021 Hara: 27/11/2021 Hara: 27/11/2021

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
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CERTIFICATE OF ANALYSIS
CEPTHO®HMKAT AHAJIM3A Page2 of 5/Ctp. 2 u3 5

Product: CiErolet A, film-coated tablets (Tinidazole + Ciprofloxacin) 600 mg+500 mg
Mpoayxr:  Ilunpoaer®’ A, TabeTkn, NOKPHIThIE VIEHOYHOH 060/104KO# (THHUAA30 + UHOPOdAOKCAUUH)
600 mr+500 mr

|Batch No. / Cepus Ne : B2103803 Batch Quantity / Pasmep cepun : 778.860 KG/ |
_ 778,860 KI" -

Analytical Report No / AHanuTn4eckuii oryer Ne : Date of Analysis / JlaTa ananuza: 26/11/2021]

2002FP21002290 3

Date of Manufacture / lata npoussoacrea : 10/2021 Date of Expiry / Cpok rogaoctn : 09/2024

Analysis performed according ND / Ananu3 nposeaen no HJI: J]CP:OO2404710—051017
Page2 of 5/Crp. 2 u3 5

[ S.No/ - Tests/ [lokazaTenb Results / PeayabTtaT Specifications/ Hopma
Ne
Tinidazole / o Complies as prescribed / The Retention time of the |
T CooTBeTCTBYET TpeOOBaHUAM Ciprofloxacin and Tinidazole
UHUAa300

peaks in the sample preparation
corresponds to that of the
standard preparation as obtained
under assay by HPLC. / Bpemena
yIAepKMBaHUS OCHOBHBIX THKOB
Ha XpomatorpaMme
UCMBLITYEMOT0 pacTBOpa MOJKHbI
COOTBETCTBOBATb BpeMeHaM
YINEepPXKUBAHUSI OCHOBHBIX IHUKOB
Ha XpomarorpamMme
CTaH/IapTHOTO pacTBopa
uumnpodokcaluHa
| | ruapoxnopuia v THHMAA30.A.

Titanium dioxide/ Turana . Complies as prescribed / From yellow to orange red colour
JIMOKCH] CoorseTcTBYeT TpebOBaHUAM is observed. / OkpaluuBanue OT
KEJNTOro J0 OpaHkKEBO-KPAaCHOro
uBeTa. o ]
3 Identification test for Complies as prescribed/ A precipitate is formed after
Chloride / Peakuus na CootBetcTBYET TpeOOBAHUSM adding a silver nitrate solution /
XJIOPHABI O6pazoBanue ocajka npu
N00aBIeHUH pacTBOpa HUTpara
cepebpa
4 Average Weight and 1329.0 mg/ 1329,0 mr 1330.0 mg + 5%/ 1330,0 mr £
i G I Complies as prescribed/ 2
ocup:(?::;nrj;zanz Macee CootBeTcTBYET TPEOOBAHKSM 18/20 tab. - NMT £ 5.0% /

18/20 Tabn. — ve Oonee + 5,0%

2/20 tab. = NMT £ 10% /
2/20 Tabi. — He donee = 10 %

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipnmeuanne: [Ipoaykr coorsercTayeT TpeboBanusam HJL 3akaouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: L@_ [TpoeepeHo: /g OpnobpeHo: Meunenxep /

Pykosojresns { Mﬂﬂ
Date / Date / Date / \
Hara: 27/11/2021 Hara: 27/11/2021 Hara: 27/11/2021

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
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product:
MpoaykT:

Batch No.

Ciprolet A, film-coated tablets (Tinidazole + Ciprofloxacin)_600 mg+500 mg
Hunposer” A, Ta6/IeTKH, NOKPBITHIE MJIEHO4HOH 060J109K0# (THHNAA30/ + URIPOQIOKCANNH)

600 Mr+500 mr

Page3 of 5/Crp. 3 u3 §

/ Cepusi Ne : B2103803

778,860 KI"

Batch Quantity / Pa3mep cepum : 778.860 KG /

Analytical_Ref;ort No / Ananutnyeckuii oruer Ne :
2002FP21002290

Date of Analysis / lata ananuza: 26/1 1/2021

Date of Manufacture / lara npoussoscrsa : 10/2021

Date of Expiry / Cpok rogHocTH : 09/2024

Analysis performed according ND / Anasu3 nposenen no H/I: HCP-_()02404710-051017

Page 3 of 5/Ctp.3 u3 5

=

S.No/ Tests/ [lokasatenb Results / Pe3ynbTar Specifications/ Hopma
Ne
5 Dissolution / PacrBopenue -
Ciprofloxacin / 87%, 90%, 90%, 86%, 88%, 86% Not less than 80% (Q) of the
Liunpodnoxcauun labeled amount of Ciprofloxacin
(C7H3FN303) and Tinidazole is
(C3H13N304S) dissolved in
| . . - 0 = —— 30 minutes / He menee 80 % (Q)
Tinidazole / 88%, 91%, 91%, 88%, 90%, 89% | 1 1a4mnenHOrO KOMHYECTRA
Tunnpason uunpodrokcanuHa
(C7H13FN30O3) u TuHNAa300a
(CsH13N304S) uepes 30 muH.
6 Water / Boga 3.6%/3,6% Not more than 7.0 % /
He 60mee 7,0 %
7 Related substances / PogcTBeHHbIE rlp_umecn )

Impurity C (Ethylenediamine
impurity) /

[Tpumecs C
(3TMNEeHAMaMHUHOBBIH aHanor
uunpoaokcalnHa)

Unknown highest individual
impurity / Enunuunas
HeuAeHTUULUPOBAHHAS
npUMech

Total impurities (excluding
Impurity C )/

CymmMa npumeceit (Mckitoyas
npumech C)

Less than LOQ (LOQ=0.1%)

0.07%

0.07%

Not more than 0.5 % /
He 6o0nee 0,5%

Not more than 0.2% /
He 6onee 0,2%

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

Remarks : The Product conforms to ND /
ITpumeuanue: [Iponykr coorsercTsyer Tpebosannsam HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotoBneHo: I g&/ [1posepeHo: Onodpenio: Menenxep /
E PykoBonurens Ln_gﬂ/)
Date / Date / ' Date / [
Hara: 27/11/2021 Hara: 27/11/2021 Hara: 27/11/2021

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
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

Page 4 of 5/CTp. 4 w3 5

[Product:
Ipoayxr:
600 Mr+500 mr

Ciprolet A, film-coated tablets (Tinidazole + Ciprofloxacin) 600 mg+500 mg
Iunposaer” A, Ta6/1eTKH, MOKPBITHIE MJIeHOYHOH 060J0uKOii (THHUAA30.1 + UMOPOdIOKCALHH)

Batch No. / Cepust No : B2103803

778,860 KI'

Batch Quantity / Pazmep cepun : 778.860 KG / ]

2002FP21002290

Analytical Report No / AHaauTH4YecKHii oT4eT No

Date of Analysis / {ata ananu3za: 26/11/2021

Date of Manufacture / Jlata npomnoncns:_i : 10/2021
Analysis performed according ND / Anajus nposeaen no HJI: JICP-002404/10-051017

Date of Expiry / Cpok rogaocru : 09/2024

Paged of 5/Crp.4 w3 5

S.No/ | Tests/ [lokasaTesn Results / PesyabTaT Specifications/ Hopma
Ne
8 Limit test for 0.05% /0,05% Not more than 0.2% / -
Fluoroquinolonic acid / He 6onee 0,2%
Coaepxxkanmne
dhropxunonoHoBOH
KHCJIOThI
9 Microbial limits / Mukpo6uoJioruyeckas uncrota - N
Total  aerobic  microbial Less than 10 CFU/g / Not more than 1000 CFU/g/
count / Obuee 4ucio Menee 10 KOE/r He 6onee 1000 KOE/r
a3poOHbIX MUKPOOPraHn3MOB
~ Total combined molds and Less than 10 CFU/g/ Not more than 100 CFU/g /
yeasts count / Obuiee yvciio Menee 10 KOE/r He 6onee 100 KOE/r
JIPOMCOKEBBIX M MIIECHEBbIX
rpubos
Escherichiacoli Absentin 1 g/ Shall be absent in 1g /
OrcyTcTByeT B 1 1 OrcyrcrBue B I 1
10 Uniformity of dosage units/ OxHopogHOCTD H03UPOBAHHST N
Ciprofloxacin / 1.6/1,6 The acceptance value (AV)
Lunpodnokcaunt should be less than or equal to
15.0/
[Tokazatens npuemMaeMocTH
(AV) pomxeH ObITh He Honee
15,0.
Tinidazole / 1.5/1,5 The acceptance value (AV)
Tuuupazon should be less than or equal to
15.0/
[Nlokasarens npueMaeMocTu
(AV) nomxet ObiTh He Dosiee
15,0.

Remarks : The Product conforms to ND /
Ipumeuanue: [Ipoaykt cooreTcTBYET Tpeboranusm HJ

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Hara: 27/11/2021

Hara: 27/11/2021

Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneno: ,Qéz);_ IIposepeHno: As Onobpeno: Menemxep /

Pykosojuresb U\MO
Date / Date / Date / \

Hara: 27/11/2021

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN : L85195TG1984PLC004507
Tel : +9140 4900 2900, Fax : +91 40 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

CEPTUDOUKAT AHAJIN3A

PageS5of 5/ Crtp.S u3 S

Product:
Ilpoaykr:
600 Mr+500 mr

Ciprolet A, film-coated tablets (T_inidazole + Ciprofloxacin) 600 mg+500 mg
I_[unponeT® A, TabNeTKH, NOKPLIThIE I1eHOYHOH 000/104KOM (THHHAA30/ + HHIPOQIOKCALIMH)

Batch No. / Cepusi Ne : B2103803

778,860 KT'

[Batch Quantity / Pazmep cepﬁu_: 778.860 KG /

'Analytical Report No / Ananutuueckni oTuer Ne ;

2002FP21002290

Date of Analysis / lata ananuza: 26/ 1/2021

Date of Manufacture / {laTa n1pou3BoaACTBA : 10/2021

Date of Expiry / Cpok roasocTy : 09/2024

Analysis performed according ND / Ananus nposeaen no HJ/I: JICP-002404/10-051017

Page Sof S/Crp. Su3 5

| S.No/ Tests/ IlokazaTenb Results / PesyabTaT Specifications/ Hopma
Ne
11 Assay / KosinuecTBeHHOE onpeje/icHUe ) - o
Ciprofloxacin / 497.8 mg (99.6%) / 475.0 to 525.0 mg in tablet (95 to
. g
Lunpodnoxcauun 497.8 wr (99,6%) 105 % of label claim) /
(CH1sFN03) OT1475,0 no 525,0 mr B Tabuerke
(o1 95 1o 105 % ot
HOMUHANBLHOTO CO/ACPKAHUA)
Tinidazole / Tuxuaason 592.0 mg (98.7%) / 570.0 to 630.0 mg in tablet (95 to
(CsHi3N3048) o 105 % of label claim) /
L (C8.1%8) ot 570,0 no 630,0 mr B Tabnerke
(o1 95 no 105 % ot
HOMMHANILHOTO COASPKAaHMS)

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 Ttabneroxk B | Ilo 10 TabneTok B
[MBX/antoMuHuesblit  Oaucrep. | [IBX/amomuuueBbiii  6aucrep.
[lo 1 OGuaucrepy B mauky | Ilo 1 Oaucrepy B mauky
KAPTOHHYIO ¢ WHCTPYKIMed Mo | KAPTOHHYI C WHCTpyKuue# mno
NPUMEHEHHUIO. TIPUMEHEHMHIO.

13 Labeling / Mapkuposka According to ND / B coorsetctauu ¢ HJI . -

14 Storage conditions / Below 25°C. / Ilpu Temneparype He Bbiue 25 °C.

Xpanenue
15 Shelf life / Cpok rognoctn 3 years/ 3 roza

Remarks : The Product conforms to ND /
ITpumeuanue: Ilpoaykr coorsercTByeT Tpebosanusm HJI

Conclusion : APPROVED /
3akawuyenne: OJJOBPEHO

Hara: 27/11/2021

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToeaexo: [TposepeHo: Ono6peno: Menemxep /

58 PykoBosuTeb }
Date / Date / Date / {

Hara: 27/11/2021

Hara: 27/11/2021

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



