Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIH3A Page 1 0f5/Crp. 1 13 5

Product: Ciprolet A, film-coated tablets (Tinidazole + Ciprofloxacin) 600 mg+500 mg
Hpoxyxr: I{unpoaer® A, Ta6/eTKH, NOKPLITHIE MIEHOYHOMH 060/104K0i (THHUAA30JT + HHIPodaoKcanmnH)

600 Mr+500 mr
Batch No. / Cepus Ne : B2102902 Batch Quantity / Pasmep cepun : 790.690 KG /
790,690 KT"
Analytical Report No / Ananurndeckmnii oruer No : Date of Analysis / laTta ananmza: 06/09/2021
2002FP21001833
Date of Manufacture / JaTa npousBoacTsa : 08/2021 |Date of Expiry / Cpok rogsoctu : 07/2024

Analysis performed according ND / Ananns nposeaen mo HJ: JICP-002404/10-051017

Pagel of 5/Ctp. 1 u3 5

S.No/ Tests/ Ilokasare/b Results / PesyabTar Specifications/ Hopma
Ne
1 Description / Onncanue Complies as prescribed / | White to off-white oval-shaped
CootBetcrByeT TpeboBaHMIM film-coated tablets with a score-

line on one side and flat on the
other side. Cross-cut: White to
pale yellow core / Tabnerkwu,
TIOKPBITHIE MICHOYHO[
ofosioukoii oT Genoro 40 mMoYTH
6enoro uBera, OBAJILHOK (HOPMBEI,
C pa3lenuTeNnbHOM pHCKOH Ha
OIHOM CTOpOHE U TJAAKHe ¢
Jpyroii. Bua Ha mnomepedHOM
cpeze: OT ©Oemoro A0 CBETIO-
JKEJITOro LBETa.

2 Identification / IloamMHHOCTDL

Ciprofloxacin hydrochloride / Complies as prescribed / The Retention time of the
[funpodnokcanuna CooTBeTCTBYET TpeOOBaHHAM Ciprofloxacin and Tinidazole
THIPOXJIOPH ] peaks in the sample preparation
corresponds to that of the
standard preparation as obtained
under assay by HPLC. / BpemeHna
yICpKUBAHHSA OCHOBHBIX MHKOB
Ha XpoMaTorpamMme
UCIIBITYEMOI'O PACTBOpA JOJDKHBI
COOTBETCTBOBATh BpeMeHam
YICP)KUBAHHS OCHOBHBIX MHKOB
Ha XpoMaTorpamMme
CTaHJapTHOTO pacTBopa
EnpodIoKcanHa
FUIPOXJIOPHAA U THHHIA30A.

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanne: IIponykt coorBercTByeT TpeboBaHusaM HJ{ 3axumouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
ITogrorosneHo: &XQL‘ ITpoBepeno: Onobpeno: Menemxep /
A PykoBoauTens %

A

Date / Date / Date /
Jara: 07/09/2021 Jara: 07/09/2021 Hara: 07/09/2021

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 : 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
CEPTHOHKAT AHAJIU3A Page2 of 5/Ctp.2 u3 5

Product: Ciprolet A, film-coated tablets (Tinidazole + Ciprofloxacin) 600 mg+500 mg
Ipoaykr: Ilunponer® A, TabaeTKH, HOKPLITbIE IVIEHOYHOIH 000104KO0H (THHUAA30. + HUNPOIOKCAIHH)

600 mr+500 mr
Batch No. / Cepus Ne : B2102902 Batch Quantity / Pasmep cepun : 790.690 KG /
790,690 KI"
Analytical Report No / AnanuTudyeckuii oryer Ne : Date of Analysis / lata anaaun3za: 06/09/2021
2002FP21001833
Date of Manufacture / JlaTa npon3soacrsa : 08/2021  |Date of Expiry / Cpok rognoctn : 07/2024

Analysis performed according ND / Anaau3 nposenen no HJL: JICP-002404/10-051017

Page2 of 5/Crp.2 u3 5§

S.No/ Tests/ IloxazaTensn Results / PesyabTat Specifications/ Hopma

No
Tinidazole / Complies as prescribed / The Retention time of the
T CooTBeTCTBYET TPeOOBaHUAM Ciprofloxacin and Tinidazole
HUHIa301

peaks in the sample preparation
corresponds to that of the
standard preparation as obtained
under assay by HPLC. / Bpemena
yIEPXKHUBaHUS OCHOBHBIX ITHKOB
Ha XpoMarorpamme
HCIBITYEMOrO PacTBOpa JOJDKHBI
COOTBETCTBOBATH BpeMeHaM
yIAEpXKHUBaHUS OCHOBHBIX MHKOB
Ha XpoMaTorpamme
CTaHIapTHOTO pacTBopa
UIpodIoKcCaHa
THAPOXJIOPUA U THHUAA30IA.

Titanium dioxide/ Tutana Complies as prescribed / From yellow to orange red colour
IAHOKCHJ CooTBeTCTBYET TPEOOBAHUAM is observed. / OxpammuBaHue OT
KENTOro 0 OpaHKeBO-KpacHOro
IBETA.

3 Identification test for Complies as prescribed/ A precipitate is formed after
Chloride / Peaxusa Ha CooTBeTcTBYET TpeOOBaHUAM adding a silver nitrate solution /
XJIOPHABI O6pasoBaHue  ocajka  [pH
noGaBlieHHH pacTBOpa HHUTpaTa
cepebpa

4 Average Weight and 1326.2 mg/ 1326,2 mr 1330.0 mg+ 5%/ 1330,0 Mr +
Unifgrmty-ofweight/ Complies as prescribed/ e

Creamutmaccaln CooTBETCTBYET TPeOOBaHIIM 18/20 tab. — NMT + 5.0% /
QAHOROTHOCTE MIO'MACCS 18/20 tabin. — ve Gonee + 5,0%

2/20 tab. = NMT + 10% /
2/20 Ta6n. — He 6onee + 10 %

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeyanne: IIpOSYKT COOTBETCTBYET TpedoBanusam HJJ Zarunouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: Q%L IIporepeHo: % Onobpeno: Menemxep /

PykosoauTens W
Date / Date / Date / s
Harta: 07/09/2021 Hara: 07/09/2021 Ilara: 07/09/2021

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 : 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

CEPTHOUKAT AHAJIU3A

Page 3 of S/Ctp. 3 m3 5

790,690 KI"

Product: Ciprolet A, film-coated tablets (Tinidazole + Ciprofloxacin) 600 mg+500 mg

IIpoaykr: unposner® A, TaG/IeTKH, NOKPLITHIE IJIEHOYHOM 000J104K0# (THHHAA30J1 + HHIPOgIOKCAINH)
600 Mmr+500 mr

Batch No. / Cepus Ne : B2102902 Batch Quantity / Pasmep cepuu : 790.690 KG /

Analytical Report No / AnaiaTinaeckuii order Ne :
2002FP21001833

Date of Analysis / aTa anamu3a: 06/09/2021

Date of Manufacture / Jlara npoussojicrsa : 08/2021

Date of Expiry / Cpox rognoern : 07/2024

Analysis performed according ND / Anajiu3 nposeien no HJI: JICP-002404/10-051017

Page3 of 5/Crp.3 m3 5

S.No/ Tests/ IlokazaTeb Results / PesyabTaTt Specifications/ Hopma —‘
Ne
5 Dissolution / PacTBopenue
Ciprofloxacin / 90%, 85%, 89%, 88%, 89%, 86% | Not less than 80% (Q) of the
Lunpodaokcanuy labeled amount of Ciprofloxacin
(C17HsFN303) and Tinidazole is
(C3H13N3O4S) dissolved in
— 30 minutes / He meree 80 % (Q)
Tinidazole / 88%, 86%, 90%, 88%, 89%, 87% | 1 3a4pneHHOrO KONHYCSCTBA
Tunnnason I podIIoKcanyHa
(C17H1sFN303) u THHHAA301a
(CsH3N304S) uepes 30 mMuH.
6 Water / Bona 3.7%/3,7% Not more than 7.0 % /
He 6onee 7,0 %
7 Related substances / PogcTBeHHbIE MPHMeECH

Impurity C (Ethylenediamine
impurity) /

TTpumecs C
(3THNEHIUaMHUHOBBIN aHAJIoT
unpodJIIoKcaluHa)

Unknown highest individual
impurity / ExuanyHas
HeuaeHTH(UIHPOBaHHASL
pUMeCch

Total impurities (excluding
Impurity C )/

Cymma mpumeceit (Mckmoyas
npumecs C)

Equal or Less than Limit of
Detection (LOD=0.03%)

0.0%

0.0%

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

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

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

Remarks : The Product conforms to ND /
Hpumeuanne: [Iponykt coorBeTcTByeT Tpebosanusm HJL

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroToBJEHO: (Z@ IIpoBepeHo: Onobpeno: Menemxep /

PykoBoiuTenb 74,/:
Date / Date / Date / .
Hara: 07/09/2021 Jlara: 07/09/2021 Hara: 07/09/2021

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 : 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
CEPTUOUKAT AHAJIN3A Page 4 of 5/Ctp. 4 u3 5

Product: Ciprolet A, film-coated tablets (Tinidazole + Ciprofloxacin) 600 mg+500 mg
Ipoayxkr: IIlmponeT® A, TabGJIETKH, IOKPBIThIE NIEHOYHOIH 000/1049K0H (THHHAA30JI + NHIPodIIOKCAHH)

600 mr+500 mr
Batch No. / Cepust Ne : B2102902 Batch Quantity / Pa3mep cepnn : 790.690 KG /
790,690 KI"
Analytical Report No / ArasuTuyecknif ordet Ne : Date of Analysis / Jlata ananau3za: 06/09/2021
2002FP21001833
Date of Manufacture / [lata npoussoacrsa : 08/2021  |Date of Expiry / Cpok roguoctu : 07/2024

Analysis performed according ND / Auanu3 nposenen no HJI: JICP-002404/10-051017

Page4of 5/Crp. 4u3 5

S.No/ Tests/ Iloka3aTenb Results / PesyabTat Specifications/ Hopma
Ne
8 Limit test for 0.05% /0,05% Not more than 0.2% /
Fluoroquinolonic acid / He 6onee 0,2%
Conepxxanue
¢ TOpPXHHOJIOHOBO#
KHCJIOTHI
9 Microbial limits / Mukpo0HoJOrH4yecKas YHCTOTA
Total aerobic  microbial Less than 10 CFU/g/ Not more than 1000 CFU/g/
count / Obmiee YHCJIO Menee 10 KOE/r He 6onee 1000 KOE/r
a3pOOHBIX MUKPOOPraHU3MOB
Total combined molds and Less than 10 CFU/g/ Not more than 100 CFU/g /
yeasts count / O61nee 4ucno Menee 10 KOE/r He 6onee 100 KOE/r
JPOMOKEBBIX U MIIECHEBBIX
rpuboB
Escherichia coli Absentinl g/ Shall be absent in 1g/
OrtcyrctByerB 1 T OtcyrcTBUE B 1 T
10 Uniformity of dosage units/ OnHopoaHocTh A03HpOBAHHUS
Ciprofloxacin / 1.0/1,0 | The acceptance value (AV)
Hunpodiokcauux should be less than or equal to
15.0/
IMoka3zaTeb NIPHEMIEMOCTH
(AV) nomxex 05ITh He Oonee
15,0.
Tinidazole / 1.0/1,0 The acceptance value (AV)
Tunngaszon should be less than or equal to
15.0/
[Moka3aTens MpueMIIEMOCTH
(AV) momkeH OvIT He OGonee
15,0.
Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumeuanne: IIponykT cooTBeTCTBYET TpeOboBaHusIM HJI 3akouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneHo: C &Z IIpoBepeno: }g Opobpeno: Menemxep /
o) PykosoauTenb %
Date / Date / Date / o
Iara: 07/09/2021 Hara: 07/09/2021 Hara: 07/09/2021

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



Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTHPHUKAT AHAJIU3A

Page50f 5/Ctp. S m3 5

Product:
Hpoaykr:
600 mr+500 Mr

Ciprolet A, film-coated tablets (Tinidazole + Ciprofloxacin) 600 mg+500 mg
Iunponer® A, TaGeTKH, NOKPHITHIE ILIEHOUHO# 060109K0l (THHHA230J1 + NAIPOdIOKCANHH

Batch No. / Cepusi Ne : B2102902

790,690 KI"

Batch Quantity / Pasmep cepun : 790.690 KG /

2002FP21001833

Analytical Report No / Anannradeckuii oruer Ne :

Date of Analysis / lata ananuza: 06/09/2021

Date of Manufacture / Jlara npoussojcrsa : 08/2021

Date of Expiry / Cpox rognoctn : 07/2024

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

Page 5of 5/Crp.Su3 5

S.No/ Tests/ IlokazaTeb Results / PesyabTat Specifications/ Hopma
Ne
1 Assay / KonnyecTBeHHO€ onpeae/ieHHue
Ciprofloxacin / 499.0 mg (99.8%) / 475.0 to 525.0 mg in tablet (95 to
0 .
[Tunpodnokcalu 499,0 wr (99,8%) 105 % of label claim) /
(Ci7H sFN;03) Ot 475,0 no 525,0 Mr B Tabnetke
(o1 95 no 105 % ot
HOMMHAJIBHOTO COJICPXKaHMSI)
| Tinidazole / Tununason 591.6 mg (98.6%) / 570.0 to 630.0 mg in tablet (95 to
(CsHi3N3045) 0 105 % of label claim) /
LG (8;670) ot 570,0 o 630,0 Mr B TabneTke
(o1 95 o 105 % ot
HOMHHAJILHOTO COACPKaHUs)

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 Ttabnerox B | Ilo 10 TabneToK B
[IBX/amomunveBsii  Gmucrep. | [IBX/amomunueBbll  GnucTep.
I[lo 1 OGmmcrepy B mauky | [To 1 Oiaucrepy B Tauky
KApTOHHYIO C MHCTPYKLMeH Mo | KapTOHHYIO C HHCTpyKuuei Mo
NPUMEHEHUIO. NPHMEHEHHIO.

13 Labeling / MapkupoBka According to ND / B coorBercTBuM ¢ HJ{

14 Storage conditions / Below 25°C. / IIpu temmnepatype He Bbie 25 °C.

Xpanenue
15 Shelf life / Cpok roanocTn 3 years / 3 roga

Remarks : The Product conforms to ND /
ITpumeuanne: [Ipoayxr coorBercTByeT Tpebopanusm HJL

Conclusion : APPROVED /
Zaxmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroToBnexo: Qg :[) IIposepeHo: Opnobpeno: Menemkep /

PykoBoHTEh %
Date / Date / Date / C
Iara: 07/09/2021 Hata: 07/09/2021 Hata: 07/09/2021

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




