®e
Dr.Reddy’s ‘;’

CERTIFICATE OFF ANALYSIS

789,100 KI"

CEPTHOUKAT AHAJIN3A Page 1 of 7/ Ctp. 1 m3 7
[Product: Ciprolet A, film-coated tablets (Tinidazole + Ciprofloxacin) 600 mg+500 mg =
Hpoaykr: Iunponaer® A, TabiaeTKH, HOKPBHITHIE IIEHOYHOi 060104K0MH (THHHAA30.1 + HUODOodIoKCALMH)
600 Mr+500 mr -
Batch No. / Cepust Ne : B2101977 Batch Quantity / Pazmep cepuu : 789.100 KG /

Analytical Report No / Ananurayeckuii oTuer Ne :
2002FP21001397

Date of Analysis / laTa ananu3za: 29/06/2021

Date of Manufacture / JlaTta npon3BojcTsa : 06/2021

Date of Expiry / Cpok rogunocru : 05/2024

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

Pagelof 7/Crp. 1u37

S.No/
Ne

Tests/ Iloxa3aTenanb

Results / PesyabTaT

Specifications/ Hopma

1

Description / Onucanue

Complies as prescribed
CootBeTcTBYeT TpeGOBAaHHAM

/

White to off-white oval-shaped
film-coated tablets with a score-
line on one side and flat on the
other side. Cross-cut: White to pale
yellow core / TabneTku, NOKPbITHIE
IIEHOUHO! 0605104KO# OT Genoro
110 TIouTH 6enoro LBeTa, OBaJIbHOM
($hopMbl, C pa3ieNUTENIbHON PUCKOH
Ha OJHON CTOpOHE M TNajKue ¢
Ipyro#i. Bul Ha nomnepeyHoMm
cpese: oT Oenoro 10 CBETJO-
JKENTOro 1BeTa.

Identification / IToganHHOCTD

Ciprofloxacin hydrochloridé /
HunpodnokcanuHa
THAPOXJIOPHU]L

Complies as prescribed /
CooTBeTcTBYET TpeOOBAHHAM

The Retention time of the
Cipfoﬂoxacin and Tinidazole
peaks in the sample preparation
corresponds to that of the standard
preparation as obtained under
assay by HPLC. / Bpemena
yJepP>KMBaHUSI OCHOBHBIX ITUKOB Ha

XpoMaTorpamMmme HCITBITYEeMOTO
pacTBopa JIOTKHBI
COOTBETCTBOBATh BpeMeHaM
yaep>KMBaHUsl OCHOBHBIX [TMKOB Ha
XpoMaTorpaMmme CTaHJapTHOTO
pacTBopa runpodaokcanuHa

FHApOXJIOpHIa U THHHAA30/14.

Remarks : The Product conforms to ND /
Ipumeuanne: [TpoaykT cooTBeTcTBYET Tpebosanuam HI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Jara: 29/06/2021

Tata: 29/06/2021

Prepared by / Checked by / Approved by: Manager/Executive /
IToarotoBneHo: ( gé 9 IIposepeHo: Onobpenio: Menenxep /

PykoBoAuTENb V‘W
Date / Date / Date / )

ara: 29/06/2021

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
CEPTUOUKAT AHAJIU3A Page2 of 7/ CTp. 2 uz 7

Product: —Ciprol_et A, film-coated tablets (Tinidazole + Ciprofloxacin) 600 mg+500 mg
IIpoaykr: IImIpo.neT® A, Ta6JIeTKM, NMOKPbIThIE NJIEHOYHOI 000/104K0l (THHHAA30J + HHIPOdIOKCALMH)

600 mr+500 mr
Batch No. / Cepus Ne : B2101977 Batch Quantity / Pazmep cepuu : 789.100 KG /
789,100 KI"
Analytical Report No / AnanaTuuecknii order Ne : Date of Analysis / laTa anaan3za: 29/06/2021
2002FP21001397 -
Date of Manufacture / lata npoussogctsa : 06/2021  [Date of Expiry / Cpox roguocty : 05/2024

Analysis performed according ND / Ananu3 nposeaen mo HJI: JICP-002404/10-051017
- Page2 of 7/Crp. 2 u3 7

S.No/ Tests/ ITokasaTenb Results / PesyabTaT Specifications/ Hopma
No

Tinidazole / Complies as prescribed / The Retention time of the
CooTBeTcTBYET TpeOOBaHUIM Ciprofloxacin and  Tinidazole
peaks in the sample preparation
corresponds to that of the standard
preparation as obtained under
assay by HPLC. / Bpemena
yJep>KUBaHUSI OCHOBHBIX MUKOB Ha
xpomarorpamme HCIIBITYEMOTO
pacTBOpa JIOJIKHBI
COOTBETCTBOBATh BpeMeHaM
yIep>KUBaHUS] OCHOBHBIX IUKOB Ha
XpoMmarorpamme CTaHIapTHOTO
pacTBopa numpodIoKcaluHa
THIPOXJIOPUJA U THHUAA30A.
Titanium dioxide/ Tutana Complies as prescribed / From yellow to orange red colour
JUOKCU] . CooTBeTcTBYET TpeOOBaHUAM is observed. / OkpalluBaHHE OT
' KEITOr0 JI0 OpaHXKEeBO-KPacHOIo
BeTa.

Tuungazon

3 Identification test for Complies as prescribed/ A precipitate is formed after
Chloride / Peaxuust Ha CooTBeTcTBYET TpeOOBAHUIM adding a silver nitrate solution /
XJIOpUbI O6pa3zoBanue ocajiKa npu
100aBIEHHN pacTBOpa HHUTpara
cepebpa ‘

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanne: [TpogykT cooTBeTcTBYET TpeboBaHuaM HJ 3axmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroToRINEHO: L? TIpoBepeHo: Ono6peno: Menemkep /

:,lp——- AI, PyxoBoauTenb Yy
Date / v Date / Date / T

Hara: 29/06/2021 Iara: 29/06/2021 Iata: 29/06/2021

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

CEPTHDUKAT AHAJIM3A

Page3 of 7/Crp. 3 uz 7

Product:
IIpoaykr:
600 mr+500 mr

Cip}(ﬂ A, film-coated tablets (Tinidazole + Ciprofloxacin) 600 mg+500 mg
Iunpoaer® A, TabJeTKH, NOKPBITbIE IEHOUHOH 060/1049K0iH (THHHAA30J + HUAPOQIIOKCATIMH)

Batch No. / Cepus Ne : B2101977

789,100 KI"

Batch Quantity / Pa3mep cepun : 789.100 KG /

Analytical Report No / AnajinTH4Yeckui oTder Ne :

2002FP21001397

Date of Analysis / Jlata anam3a: 29/06/2021

Date of Manufacture / Jlata npousBogctsa : 06/2021

Date of Expiry / Cpok rogaocty : 05/2024

Analysis performed according ND / Anasu3s npoeexen no HJI: JICP-002404/10-051017

Page3 of 7/Crp. 3 m37

S.No/ Tests/ IloxkasaTenb Results / PesynabTar Specifications/ Hopma
No
4 | Average Weight and 1329.3 mg/ 1329,3 mr 1330.0 mg = 5%/ 1330,0 Mmr + 5% |
Iémformlty of weight / Complies as prescribed/ 18/20 tab. — NMT =+ 5.0% /
peAl RS CooTBeTcTBYET TpeOOBAHUAM 18/20 Tabn. — He bonee + 5,0%
O/IHOPOZHOCTD IO Macce
2/20 tab. —NMT £ 10% /
2/20 tabn. — He 6onee = 10 %
5 Dissolution / PacTBopenue

Ciprofloxacin /

92%, 88%, 92%,

Lnnpodnokcanux 96%, 89%, 93%
Tinidazole / 94%, 91%, 94%,
Tunupmazon

94%, 91%, 91%

Not less than 80% (Q) of the
labeled amount of Ciprofloxacin
(C17H1sFN303) and Tinidazole is
(CsHi3N304S) dissolved in

30 minutes / He menee 80 % (Q)
OT 3asBJIEHHOr0 KOJIMUECTBA
munpodiokcarita (C7H sFN303)
n tuangasofa (CsHi3N3O4S) uepes
30 mMuH.

Remarks : The Product conforms to ND /
IIpumevanne: [TpoxyKkT cooTBeTCTBYET Tpedosanuam HJT

Conclusion : APPROVED /
Zaxkmouenue: OJIOBPEHO

Jara: 29/06/2021

Prepared by / Checked by / Approved by: Manager/Executive /
[NoxaroroBneHo: \ é ;[) [Tposepeno: Onobpeno: Menemxep /

& PyxoBoguresn tnuN
Date / Date / Date / T

Hata: 29/06/2021

TMara: 29/06/2021

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 ‘f.‘

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJTNU3A Paged of 7/ Ctp. 4 uz 7

Product: Ciprolet A, film-coated tablets (Tinidazole + Ciprofloxacin) 600 mg+500 mg
Mpoayxt:  Iunposer® A, Ta6jeTKH, HOKPLITHIE IEHOUHOH 060/104K0li (THHHAA30 + UHOPOIOKCATIHH)

600 Mr+500 mr
Batch No. / Cepus Ne : B2101977 Batch Quantity / Pazmep cepuu : 789.100 KG / R
789,100 KI”
Analytical Report No / AHanuTH4YecKHi oT4yer Ne : Date of Analysis / laTa ananu3za: 29/06/2021
2002FP21001397
Date of Manufacture / Jlata nponsBoactsa : 06/2021  |Date of Expiry / Cpox rogHoctn : 05/2024

Analysis performed according ND / Anajyms npoeeaen no HJI: JICP-002404/10-051017

Page4of 7/Crp. 4m3 7

S.No/ Tests/ [Ioka3zaTesn Results / PesyabTat Specifications/ Hopma
No
6 Water / Boga 3.5%/35% Not more than 7.0 % /
He 6onee 7,0 %
7 Related substances / PoacTBennbie npuMecH
Impurity C (Ethylenediamine | 0.11% Not more than 0.5 % /
impurity) / He 6onee 0,5%
ITpumecs C ;
(3THIIEHIHAMMHOBEIH aHaIor
uunpodIoKcanyHa)
Unknown highest individual 0.09% Not more than 0.2% /
impurity / Eaunnynas ‘ He 6onee 0,2%
HeMJeHTHOHIIUPOBAHHAS
TIPHMEChH
Total impurities (excluding 0.09% Not more than 0.7% /
Impurity C )/ He 6onee 0,7%
CyMmMa npumeceif (Mckrodas
npumeck C)
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ilpumeuanue: [Iponykt cootBeTcTBYeT TpeboBanusiM HJI 3axmwuenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroBneHo: | ’Z p IIposepeHo: &y Onobpeno: Menemxep /
N PykoBojTens il
Date / Y Date / Date /
Hara: 29/06/2021 Hara: 29/06/2021 Iara: 29/06/2021

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%¢

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIN3A

PageSof 7/ Ctp. Smu3 7

Product:
IIpoayxt:
600 mr+500 mr

Ciprolet A, film-coated tablets (Tinidazolé + Ciprofloxacin) 600 mg+500 mg
Iunponer® A, Tab/eTKH, NOKPLIThIE NIEHOUHOH 060/104K0ii (THHHAA30JI + HUIPoIOKCALHH)

Batch No. / Cepusi Ne : B2101977

Batch.Quantity / Pazmep cepun : 789.100 KG /
789,100 KI'

2002FP21001397

Analytical Re[;o_rt No / Ananurudeckuii orueT Ne :

Date of Analysis / Jara anamuza: 29/06/2021

Date of Manufacture / Jlara npouseoacrsa : 06/202]1

Date of Expiry / Cpok rognoctu : 05/2024

Analysis performed according ND / Anaans npoeeaen no HJI: JICP-002404/10-051017

~PageSof 7/ Crp. Snu3 7

S.No/ Tests/ IlokazaTen Results / PesyabTar Specifications/ Hopma

Ne

8 Limit test for 0.07 % /0,07% Not more than 0.2% /
Fluoroquinolenic acid / He 6onee 0,2%
Cogep:xxanne
(pTopxNHOJIOHOBOI
KHCJIO0THI

9 | Microbial limits / MuKpo6Hoa0rnyecKas YHCTOTA
Total aerobic  microbial Less than 10 CFU/g/ Not more than 1000 CFU/g/
count / O06uiee YHUCIIO Menee 10 KOE/r He 6onee 1000 KOE/r
a3pOOHBIX MHKPOOPTaHU3MOB
Total combined molds and Less than 10 CFU/g/ Not more than 100 CFU/g /
yeasts count / Ob1ee uncio Menee 10 KOE/r He 6onee 100 KOE/r
JPOYXOKEBBIX U MJIECHEBBIX
rpuboB
Escherichia coli Absentin 1 g/ Shall be absent in 1g/

OtcyTcTBYeTB 1 T OtcyrctBUEe B 1 T

Remarks : The Product conforms to ND /
Ilpumeuanne: [TponyKT cooTBeTCTBYET TpeOosanuam HJY

Conclusion : APPROVED /
3axmouenue: OJAOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoxroTosneHo: Qg ITpoBepeHo: Onobpeno: Menemxep /

: :f-*- 1£y PykoBoauTens A A
Date / ” Date / Date / il
Hara: 29/06/2021 Mata: 29/06/2021 Hara: 29/06/2021

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




@ o
Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A Page 6 of 7/ CTp. 6 u3 7

Product: Ciprolet A, film-coated tablets (Tinidazole + Ciprofloxacin) 600 mg+500 mg
IpoaykT: IMunposaer® A, Ta61€TKH, HOKPLITHIE NJIEHOYHOH 000J109KOM (THHRIA30J + HUNPOGJIOKCAIHH)
600 Mr+500 mr

Batch No. / Cepusi Ne : B2101977 Batch Quantity / Pasmep cepun : 789.100 KG /
789,100 KI' B

Analytical Report No / AHannTH4ecKHi oTyeT Ne : Date of Analysis / llata anann3za: 29/06/2021

2002FP21001397

Date of Manufacture / Jlata nponssojicrsa : 06/2021  [Date of Expiry / Cpok roanoct : 05/2024

Analysis performed according ND / Anayius nposejen no HJL: JICP-002404/10-051017

Page 6 of 7/ Ctp. 6 u3 7

S.No/ Tests/ Ilokasarenn Results / PesyabTar Specifications/ Hopma
No
10 Uniformity of dosage units/ OaAHOpOAHOCTH A03UPOBANMS
Ciprofloxacin / 34/34 The acceptance value (AV) should
unpodiokcanut be less than or equal to 15.0 /

[Toxasarenb npueMiaeMoct (AV)
noxeH ObITh He 6oJtee 15,0.

Tinidazole / 33/33 The acceptance value (AV) should
Tunupazon be less than or equal to 15.0 /
[NokazaTenns mpremyieMoctd (AV)
JIOJKEH OBITE He 6onee 15,0.

11 Assay / KonnuecTBenHoe onpeaenesue
Ciprofloxacin / 486.7 mg (97.3%) / 475.0 to 525.0 mg in tablet (95 to
Hunpodnokcauun 4867 mr (97,3%) 105 % of label claim) /

Ot 475,0 1o 525,0 Mr B TabneTke

(CiHisFN:Os) (ot 95 nmo 105 % oT HOMHHANBHOTO

COJIEPIKAHNA)
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanue: [Tpoaykt cooreTcTByeT Tpebosanusm HJL 3akmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroToBNIEHO: (‘;g Q [IpoBepeHo: /g Onobpeno: Meremxep /
PykoBoaurens AU
Date / ’ Date / Date / >
Jara: 29/06/2021 JMara: 29/06/2021 Iara: 29/06/2021

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 €3¢

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

Page 7 of 7/ Ctp. 7 u3 7

Product:
ITpoaykr:
600 mr+500 mr.

Ciprolet A, film-coated tablets (Tinidazole + Ciprofloxacin) 600 mg+500 mg
Munpoaer® A, Ta6/1eTKH, NOKPBITHIE MICHOYHOM 060J0uKOi (THHHAA30]1 + RHIPODIOKCALUH)

Batch No. / Cepua Ne : B2101977

789,100 KI'

Batch Quantity / Paamep cepuu : 789.100 KG /

2002FP21001397

Analytical Report No / AHannTndecknii order Ne :

Date of Analysis / lata ananusza: 29/06/2021

Date of Manufacture / I[iﬁa npousBoactsa ;: 06/2021

Date of Expiry / Cpox rognocrtn : 05/2024

| Analysis performed according ND / Anajn3s nposeaeH mo HJ: JICP-002404/10-051017

Page 7of 7/ Cyp. Tu3 7

S.No/ Tests/ IToka3zaTean

Ne

Results / Pe3yabTar

Specifications/ Hopma

Tinidazole / Tununazon
(CsH13N3048)

584.5 mg (97.4%) /
584,5 mr (97,4%)

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

o1 570,0 no 630,0 Mr B TabneTKe
(ot 95 mo 105 % OT HOMHHAJIBHOIO
coniepKaius)

12 Packaging / YnakoBka

10 tablets in PVC/ aluminium
blister. 1 blister and a patient
information leaflet in a
carton / ITo 10 Tabnetok B
[IBX/antoMiHUEBBIH OnUCTED.
Ilo 1 Onuctepy B mauky
KAPTOHHYIO C HHCTPYKUHEH 1o
NPHMEHEHHIO.

10 tablets in PVC/ aluminium
blister. 1 blister and a patient
information leaflet in a carton /
Ilo 10 TabJIETOK B
IIBX/amomuHreBbll Onuctep. Ilo
1 6nucTepy B HaYKy KapTOHHYIO C
HHCTPYKIHE 10 NPUMEHEHHIO.

13 Labeling / MapkupoBka

According to ND / B cootrerctBun ¢ HJ1

14 Storage conditions /
Xpanenune

Below 25°C. / IIpu Temneparype He Bbiiue 25 °C.

15 Shelf life / Cpox rognoctu

3 years /3 roza

Remarks : The Product conforms to ND /
Ipumeuanue: [poaykr coorBercTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: L%L_ IIposepeHo: Ono6peno; Menemxep /
%&; PykosoguTelb ﬂ
Date / Date / Date / .
Jara: 29/06/2021 Hara: 29/06/2021 Hara: 29/06/2021

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 82203, Fax 9140 4464 2276, www.drreddys.com




