Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A Page 1 of 5/Ctp. 1 u35

|Pr0duct:
Ipoaykr:

'Batch No.

Ciprolet A, film-coated tablets (Tinidazole + Cipro_ﬂoxacin) 600 mg+500 mg
Iunpoaer" A, Tad/ieTKH, NOKPbITbIE IIEHOYHOH 00004KOH (THHHAA30JI + HHOPOGAOKCALHH)

600 Mr+500 mr

/ Cepust Ne : B2103801

Batch Qu_antity / Pasmep cepun : 493.100 KG /
493,100 KT’

Analyt_icél Report No / Ananurndeckuii oryet No : Date of Analysis / {ara ananunza: 23/11/2021
2002FP21002257

Date of Manufacture / Jlata npoussoacrsa : 10/2021 | Date of Expiry / Cpok roanocrs : 09/20_2_4__

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

S.No/
Ne

Tests/ [loka3aTenanb

1

j

Page10f5/Crp. 1 w35
Results / PesyabraT Specifications/ Hopma

Description / Onucanue Complies as  prescribed / | White to off-white oval-shaped

CoorseTcTByeT TPeOOBAHUSIM film-coated tablets with a score-

line on one side and flat on the
other side. Cross-cut: White to
pale yellow core / Tabnerku,
NOKpbITLIE NJI€HOYHOM
000J104K0H OT Oenoro g0 noutw
Oesoro LBeTa, OBaJIbHOM (HopMbl,
C pasjenuTeNbHOM  pucKod Ha
OUHOH CropoHe MW riaakue ¢
Apyroil. Bum Ha nonepeuHom
cpese: oT OGenoro Ao CBeTJO-
HENTOro LIBETA.

Identification / [ToannunocTh

Ciprofloxacin hydrochloridé /

Complies as prescribed / The Retention time of the |

Lunpodokcaiuna CooteeTcTBYET TpEGOBAHUAM Ciprofloxacin and Tinidazole

FHJIPOXJIOPUA

peaks in the sample preparation
corresponds to that of the
standard preparation as obtained
under assay by HPLC. / Bpemena
YIEpKUBAHUS OCHOBHbIX [THKOB
Ha Xpomarorpamme
WCMBITYEMOro PacTBOpa AOJIKHBI
COOTBETCTBOBAThL BpEMeHaM
YAEPXKHUBAHUS OCHOBHBIX [HKOB
Ha Xxpomarorpamme
CTaH/IapTHOro pactBopa
uumnpodokcalHa
| CMAPOXJIOPMAA M THHMAA30/1a.

Remarks : The Product conforms to ND /

Conclusion : APPROVED /

IIpumeuanne: [Tpoayxt coorBeTcTBYET TpeboBanusim HJT 3akmouenue: OJOBPEHO

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

[loarorosnexo: O&jé [TpoeepeHo: g Onobpeno: Menenxep / C/CT
Pykosojuressb

Date / Date / Date /

Hara: 24/11/2021 Hara: 24/11/2021 Hata: 24/11/2021

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 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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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIM3A

Product:
IpoaykrT:
600 Mr+500 mr

Ciprolet A, film-coated tablets (Tinidazole + Ciprofloxacin) 600 mg+500 mg
Hunpoder” A, TabaeTku, MOKPLITbIE MEHOUHON 000/109K0iH (THHHAA30 + UHIPOQJIoKCAHHA)

Page2 of 5/Ctp.2 135

Batch No. / Cepusi No : B2103801

Analyt_ical_REport No / AHaauTHueckuii oTder No :

2002FP21002257

493,100 KI'

Batch -Quantity / Pa3mep cepHm : 493.100 KG /

Date of Analysis / laTa amanmsa: 23/11/2021

Date of Manufacture / lata npoussogctsa : 10/2021

Analysis performed according ND / Ananus nposenen no HJI: JICP-002404/10-051017

Date of Expiry / Cpok roaHoCTH :0—9/26_24_

Tests/ ITokazaTe/ b

| Tinidazole/

Tununpgason

Results / i’e3ym,TzF

Page2of5/Crp.2 35
Specifications/ Hopma

Complies as prescribed /
CootsercTByeT TpebOBaHUAM

Titanium dioxide/ Tutana .
JIMOKCHU]L

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. / Bpemeua
yIEPKUBAHUS OCHOBHBIX MHKOB
Ha Xpomarorpamme
HCTIBITYEMOrO PacTBOPA JIO/IKHBI
COOTBETCTBOBATH BpeMeHam
yIAEePKUBAHUSI OCHOBHbIX MUKOB
Ha XpoMarorpamme
CTaHAApPTHOrO pacTBopa
uunpodnokcaluHa
FUAPOXJIOPKUJA U TUHMAA30JIA.

Complies as prescribed /
CooTBeTCTBYET TpebOBAHUSIM

From yellow to orange red colour
is observed. / OkpauimBanue ot
KEeNTOro 10 OpaHXkKeBO-KPacHOro
1(BETA.

3 | Identification test for
Chloride / Peakuus na
XJIOpHAbI

4 Average Weight and
Uniformity of weight /
Cpejnsis macea 1
OJHOPOJHOCTH MO Macce

Complies as prescribed/
CootsercrByer TpeGOBaHUAM

1327.4 mg/ 1327 4 mr

Complies as prescribed/
CootrseTrcTByeT TpeOOBAHUSIM

A precipitate is formed after
adding a silver nitrate solution /
O6pazoBaHue ocazka npw
nobaBieHUM pacTBopa HUTpara
cepebpa

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

18/20 tab. — NMT £ 5.0% /

18/20 Tabn. — He donee £ 5,0%

2/20 tab. = NMT + 10% /
2/20 1abn. — He 6onee £ 10 %

Remarks : The Product conforms to
IlpumMeuanne: [IpoaykT cOOTBETCTB

ND/
yeT TpeboBanusM HJ|

Conclusion : APPROVED /
3akmouenune: OJOBPEHO

Hata: 24/11/2021

Prepared by / Checked by / Approved by: Manager/Executive /
lHoarotosiexo: @_, [IpoBepeHo: Onobpeno: Menemxep/ A

ﬁ PykoBoauTennb "d
Date / Date / Date /

Hara: 24/11/2021

Hara: 24/11/2021

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
CEPTU®UKAT AHAJIU3A Page 3 of 5/Ctp.3 u3 5

Product: _Ciprolet A, film-coated tablets (Tinidazole + Cim&acin) 600 m—g+500 mg
Mpoaykr: HunponeT"'” A, Tab/1eTKH, HOKPhITblE NJEHOYHOH 00010UKOI (THHHAA30 + HHNPOdIOKCAUUN)
600 mr+500 mr

Batch No. / Cepust Ne : B2103801

Batch Quantity / Pazmep cepun : 493.100 KG /
B - 493,100 KI' ) )
Analytical Report No / AnaanTndeckuii otuer Ne : Date of Analysis / laTa anasnuza: 23/11/2021

2002FP21002257 - _
Date of Manufacture / JIata npoussogctsa ; 10/2021 Date of Expiry / Cpoxk roanoctu : 09/2024
_Balysis performed according ND / Anasus nposeaen no HJL: JICP-002404/10-051017
Page3of 5/Crp.3 u3 S

"S.No/ | Tests/ Moka3atenn M Results / Pe3yanTaT Specifications/ Hopma
Ne
5| Disolution/Pactsopenne "
~ Ciprofloxacin / [ 96%, 96%, 95%, 95%, 93%, 93% | Not less than 80% (Q) of the
Llunpodaokcauny labeled amount of Ciprotloxacin
(C7HsFN303) and Tinidazole is
(CsH3N304S) dissolved in
— = = - = 5 5 30 minutes / He metee 80 % (Q)
Tinidazole / 96%, 98%, 95%, 95%, 96%, 93% | 1 3a4BnEHHOrO KONHYECTBA
Tununason uunpoduiokcata
(C7H3FN303) v THHUMAa300a
(C3H|3N304S) Hepes 30 MuH.
6 | Water/Bona 3.3%/3,3% Notmorethan 7.0 %/ |
He 6onee 7,0 %
7 | Related substances / PoucTBeﬁ;ble npuMecH
Impurity C (Ethylenediamine | Not more than 0.5 % /
impurity) / & 5 He 6onee 0,5%
e Less than LOQ (LOQ=0.1%)
(3TWNIEH/IMAMHHOBBIH ananor
umnpodrokcaunHa)
Unknown highest individual Not more than 0.2% /
impurity / EavHuuHas He Gonee 0,2%
HeuaeHTH(hULIUPOBaHH s 0.09%
NPUMECH
Total impurities (excluding 0.09% Not more than 0.7% /
Impurity C )/ He 6onee 0,7%
Cymma npumeceit (uckiouas
npumech C)
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanue: IpoaykT coorBeTcTBYeT TpeboBanusm HJT 3axarouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroTosneHo: Q&A__ [Tpoeepeno: Zg Ono6peno: Menemxep / /é)“
| Pyxosoaureab B
Date / Date / Date /
Iara: 24/11/2021 Mara: 24/11/2021 HMara: 24/11/2021

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
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CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIM3A

Paged4 of 5/ Ctp. 4 M3 5

Product: Ciprolet A, film-coated tablets (Tinidazole + Ciprofloxacin) 600 mg+500 mg
IMpopykrT: Hunponer” A, TabaeTKH, NOKPbLITHIE MIEHOYHOH 000J10YK0# (THHHAA30J + UHAPOGIIOKCALITH)
- 600 mr+500 mr ]
Batch No. / Cepust Ne : B2103801

Batch Quantity / Pa3zmep cepun : 493.100 KG /
493,100 KI'
Date of Analysis / /lata ananamusza: 23/11/2021

Analytical Report No / Ananutudecknii otuet No :
2002FP21002257 - -
Date of Manufacture / lata npou3ssoactsa : 10/2021  [Date of Expiry / Cpok roanocru : 09/2024

Analysis performed according ND / Ananus nposenen no HJL: JICP-002404/10-051017
' Pagc4 of 5/Cip. 4 3 5

S.No/ Tests/ [lokazareib Results / Pesyabrar Specifications/ Hopma
Ne
8 | Limit test for 0.06% /'0,06% [ Not more than 0.2% /. ]
Fluoroquinolonic acid / He 6onee 0,2%
Coaepxanne
$ropxunoNOHOBOH
KHCJIOTHI
9 Microbial limits / MukpoduoJiornuecKkast YMcToTa :
Total  aerobic  microbial Less than 10 CFU/g/ | Not more than 1000 CFU/g /
count / Obuice YyUucno Menee 10 KOE/r | He Gonee 1000 KOE/r
a’po0HbIX MUKPOOPraHU3MOB
Total combined molds and Less than 10 CFU/g/ Not more than 100 CFU/g /
yeasts count / Obuiee uncno Menee 10 KOE/r He 6onee 100 KOE/r
JPOKIKEBbIX U T1JIECHEBbBIX
rpudos
| Escherichia coli Absentin 1 g/ Shall be absentin lg/
OrcyrcrByer B 1 r OrcytctBUe B I 1
10 Uniformity of dosage units/ OgHopoaHOCTb A03UPOBAHHS
Ciprofloxacin/ D R 1.3/13 The acceptance value (AV)
Linnpodnokcauun should be less than or equal to
15.0/
[Mokasarenb MpuemMiIeMocTy
(AV) nomxen ObITh He Gonee
15,0.
Tinidazole / R 0.8/0,8 The acceptance value (AV)
Tunugason should be less than or equal to
15.0/
MokasaTenb MpuemieMocTi
(AV) nomkeH ObITh He Honee
| 15,0.

Conclusion : APPROVED /
Jakmoyenne: OJOBPEHO

Remarks : The Product conforms to ND /
Hpumeuanne: [ponyxt coorsercTByeT TpeboBanusam HJI

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: n@, [TposepeHo: /g Onodpeno: Menemxep / /{j‘
| PyKoBOIHTEND -
Date / Date / Date /
Hara: 24/11/2021 Jara: 24/11/2021 Hara: 24/11/2021

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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Dr.Reddy’s ‘;.

CERTIFICATE OF ANALYSIS

_ 600 mr+500 mr
Batch No. / Cepusi Ne : B210380]

2002FP21002257

CEPTUOHUKAT AHAJIU3A

Analytical Report No / AnanuTnueckuii oraer Ne:

{Date of Manufacture / lata npoussoactsa : 102021

Product: Ciprola ATfilm-coated tabie?(Tinidazole 4—C—ip_m0xac;1) 600 mg+500 mg
Mpoaykr:  Iunposer” A, Tab/eTKH, NOKPHITbIE JIEHOMHOI 060/104K0H (THHHAA30J + UHIPOPIOKCANNH)

Page 5 of 5/Ctp. S w3 5

493,100 KI'

Batch Quantity / Pasmep cepun : 493.100KG/ |

Date ofAnalysis / _[laTElHanuza: 23/11/2021

Date of Expiry / Cpok roanoctu : 09/2024

i,An_alysis performed according ND / Ananu3 nposeen no HJ: JICP-002404/1 0-051017

|"S.N0/—‘_ Tests/ ITokasareib ~ Results/ Pesﬁb_TaT
Ne
11 Assay / KouandecTBenHoe omnpejeseHne o

Ciprofloxacin /
Hunpodnokcaunu

(C17H 18FN303)

Tinidazole / Tunnaason
(CsH13N3048)

492.3 mg (98.5%) /
4923 mr (98,5%)

5911 mg (98.5%) /
591.1 mr (98,5%)

Page 5 of 5/Crp. Sus 5
Specifications/ Hopma

475.0 to 525.0 mg in tablet (95 to
105 % of label claim) /

Ot 475,0 no 525,0 mr B TabneTke
(o1 95 10 105 % ot
HOMMHALHOTI'O COAEPIKAHMS)

570.0 t0 630.0 mg in tablet (95 to
105 % of label claim) /
oT 570,0 no 630,0 mr B Tabnerke
(o1 95 no 105 % ot
HOMHHANILHOTO CO/ICPXKaHH)

12 Packaging / Ynakoska

10 tablets in PVC/ aluminium
blister. 1 blister and a patient
information leaflet in a carton
/ Tlo 10 Ttabnetok B
[BX/antoMuHMEBbI  BaucTep.
Ilo 1 ©Oaucrepy B nauky
KAPTOHHYIO C WHCTpyKUMEH no
NPUMEHEHHIO.

10 tablets in PVC/ aluminium |
blister. | blister and a patient
information leaflet in a carton /
Tlo 10 TabJieTok B
[IBX/antomunuesblii  Oamcrep.
[lo 1 ©Oauctepy B  nauky
KapTOHHYIO C WHCTpyKuUMeil mno
IPUMEHEHUIO.

13 Labeling / Mapkuposka

According to ND / B coorBetrcTBuu ¢ HJJ

14 | Storage conditions/
XpaHenue

15 | Shelflife/ _CI)OK FOHH_OCTI/I

Below 25°C. / Ipn Temn_epa}y[;e He Boile 25 °C.

3 years/3 rona

Remarks : The Product conforms to ND /
IIpumeyanue: IIponykr coorsercTByeT TpeboBaHusm HJL

Conclusion : APPROVED /
3axawuenne: OJOBPEHO

Prepared by /
[ToaroTosneHo: %_‘

Checked by /

[MposepeHo: %

Approved by: Manager/Executive /
Onobperno: Meuwepxkep/ %
Pykosojnrens ~d

Date /
Hara: 24/11/2021

Date /

Jara: 24/11/2021

Date /
Hara: 24/11/2021

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



