Dr.Reddy'’s Q’!‘

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIU3A Page 1 of 5/Crp. 1 w3 §

Mpoaykt:  ILlunponer® A, Tab/ieTKH, HOKPbITbIE MJIEHOUYHOII 060104KO0 (THHIAA30] + UHNPOdaOKCANUN)
600 mr+500 mr

IBatch No. / Cepust Ne : B2103802 [Batch Quantity / Pasmep cepun : 777.780KG /|
L 777,780 KI' S
Analytical Report No / Anaantnueckuii oruer Ne Date of Analysis / Jlata anaauza: 23/11/2021

2002FP21002274 - -
Date of Manufacture / Jata nponzsoacrra : 10/2021  |Date of Expiry / Cpok roanoctu : 09/2024

Analysis performed according ND / Ananus nposeen no HJI: JICP-002404/10-051017 -
Pagelof 5/Crp. 1 n35

| S.No/- Tests/ Ioka3zaTesn R Results / PezynsTat Specifications/ Hopma
No
1 Description / Onucanue Complies as  prescribed / White to off-white oval-shaped
CoOTBETCTBYET TPeOOBAHH M film-coated tablets with a score-

line on one side and flat on the
other side. Cross-cut: White 10
pale yellow core / Tabnerku,
MOKPbIThIE [IEHOUHOMN
obonoukoli oT 0eNOro no NnoyTU
Oe0ro ugeta, oBanbHOU GopMbl,
¢ pasfenuTeNibHOW pHCKOR Ha
OJHOW CTOpOHE M rnaikHe ¢
apyrod. Bua Ha 1nonepeqHom
cpeze: OT ©Oeyoro 10 CBeTio-
WENTOrO 1\BETA.

l
1

2 Identification / IlognanunocTs

Ciprofloxacin hydrochloride / Co@ﬁes_as p‘rescribed/ The Retention time of the
Linnpodnokcaunta CooTtBeTcTBYeT TPpeOOBaHUSIM Ciprofloxacin and Tinidazole
TUAPOXTOPULT peaks in the sample preparation
corresponds  to that of the
standard preparation as obtained
under assay by HPLC. / Bpemena
YJAep)KHBaHHsl OCHOBHLIX MUKOB
Ha XpomarorpamMme
HCTILITYEMOrO PacTBOPa JA0SKHbI
COOTBETCTBOBATD BpEMEHaM
YIEPXKUBAHUS OCHOBHbIX HUKOB
Ha Xpomarorpamme
CTaHAAPTHOTO pacrsopa
uunpodnokcalnHa
FHJIPOXJIOpUJIA W THHIA30I1A.

Remarks : The Product conforms to ND / Conclusion : APPROVED /

IIpumeuanne: INpoaykT coorBercTyeT TpeboaHuam HJI 3axmodenne: ONOBPEHO

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

[ToarorosneHo: L%LV [Tposepero: é Opnobdpeno: Menenxep / V(T
PykopojnTens

Date / Date / Date /

Hata: 24/11/2021 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
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CERTIFICATE OF ANALYSIS
CEPTUDPHKAT AHAJIN3A Page2 of 5/Crp.2 u3 5

Product: bip:)let A, film-coated tablets (Tinidazole + Ciproﬂo;ac_in)_-éﬂﬁnl_g;SKO m_g

[poayxr:  Liunposer" A, TadieTkH, NOKPLITLIE MLJIEHOYHOI 000,10UKOH (THHHAA30J + UHTIPOdIOKCATIHH)
600 mr+500 mr

|Batch No. / Cep_uﬂ Ne : B2103802 Batch Quantity / Pazmep cepu_u_: 777.780 KG /
) _ - 771.780 KT -
Analytical Report No / Ananntuuecknit orter Ne : Date of Analysis / lara ananauza: 23/11/2021
2002FP21002274 R
Date of Manufacture / lara npousBoactsa : 10/2021 | Date of Expiry / Cpox roanoctu : 09/2024 |

|Analysis performed according ND / Ananus nposeaen no HJ/L: JICP-002404/10-051017 N
_Page2 of 5/Crp. 2 3 5

S.No/ | Tests/ lokasares Results / Pesyanrar I Specifications/ Hopma |
Ne .'
IS (=T e e — B — . fa— == __[
Tinidazole / Complies as prescribed / The Retention time of the
T CooTBeTCTBYET TpeOOBaHUSIM Ciprofloxacin  and Tinidazole
MHIA300

peaks in the sample preparation
! corresponds to that of the
standard preparation as obtained
under assay by HPLC. / Bpemena
YIEPKUBAHMSL OCHOBHbIX THKOB
Ha XpomMaTorpamme
UCOBLITYEMOIO PACTROPA IOMMKHbI
COOTBETCTBOBATH BpeMEHaM
VJEPHKUBAHUS OCHOBHBIX NUKOB
Ha XpomarorpaMme
CTaHAapTHOIO pacrTBopa
unnpodokcaluHa
ruapoxJIopuaa U TAHKAA30a.

Titanium dioxide/ Turana . ~ Complies as prescribed / From yellow to orange red colour
IMOKCUA ‘ CootBeTcTBYyeT TpeboBaHHAM is observed. / OkpawuBaHue OT
XENTOr0 A0 OpPaHXEBO-KPacHOro
- ~ usera.
3 Identification test for Complies as prescribed/ A precipitate is formed after
Chloride / Peakunst Ha CootseTrcTBYyeT TPeOOBaAHUAM adding a silver nitrate solution /
l XJOPHAbI O0pa3zoBaHue ocajka Mpu
JlobaBIeHUHW pacTBOpa HUTpara
cepedpa
4 Average Weight and 1331.2 mg/1331,2 mr 1330.0 mg + 5%/ 1330,0 mr +
; . . :
gmformlty DIwEIBHiG/ Complies as prescribed/ s
D CooTtBeTcTBYET TpeOOBaHHSIM 18/20 tab. — NMT =+ 5.0% /
R 18/20 Tabn. — He 6onee £ 5,0%
2/20 tab. —NMT + 10% /
2/20 Tabn. — ve 6onee £ 10 %o
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanne: llpoaykr coorserctByeT Tpebosanyam HJI 3aknouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
TToarorossicHo: (%L IpoBepeHo: )é Onobpeno: Menenxep / T
o PykosoauTenb L
Date / Date / Date /
Jara: 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



Dr.Reddy’s ‘%.‘.'

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A Page 3 of 5/CTp.3 w35

Product: _Cipr—olet A, film-coated tablets (Tinidazole + Ciprofloxacin) 600 mg+500 mg - ]
[Ipoaykr: Liunposer" A, TaG1eTKH, DOKPbITbIe NJIEHOYHOH 000,104K0# (THHHJA30J1 T UKTPOQJIOKCAIHH)
600 mr+500 mr

Batch No. / Cepus Ne: B2103802 ‘[Batch Quantity / Pazmep cepun : 777.780 KG /

B - 777,780 KT"
_A;nalytical Report No / Anaanruuecknii oruer Ne:  |Date of Analysis / Jlata ananusa: 23/11/2021 T
2002FP21002274 . . - — |
Date of Manufacture / lata npoussoactsa : 10/2021 Date of Expiry / Cpok roauoctn : 09/2024

| Analysis performed according ND / Ananu3 npoBeacH no HJI: JICP-002404/10-051017 o
Page3 of 5/ Crp. 3 u3 5

S.No/ Tests/ Hoxaszareib Results / PesyabTar Specifications/ Hopma
Ne
= | - = E— —_— e =
5 | Dissolution / PactBopenne
Ciprofloxacin / 94%, 88%, 94%. 93%, 97%, 95% | Not less than 80% (Q) of the
Liunpodnoxcaunn labeled amount of Ciprofloxacin
| (C7H1sFN30O5) and Tinidazole is
[ (CeH1sN:20sS) dissolved in
— = = 30 minutes / He menee 80 % (Q)
Tinidazole / 98%, 91%, 96%., 98%, 99%, 97% | 1 sasBreHHOrO KONMYECTRA
Tunnpason . aunpodrokcanuna
[ (Cy7HsFN503) 1 Tunnpaszona
(CgH 3N304S) uepes 30 MuH.
6 Water / Boaa 3.2%/ 3‘,2% Not more than 7.0% / |
| | He 6ostee 7,0 %
7 Related substances / PO)_'lC”l:BeHHble npumMecu
Impurity C (Ethylenediamine | Less than LOQ (LOQ=0.1%) | Not more than 0.5 % /
impurity) / He Gonee 0,5%
[Tpumecs C
(3TUIEHAMAaMUHOBBIH aHaor
uunpodnokcalnHa)
Unknown highest individual 0.08% Not more than 0.2% /
impurity / EnviHudnas He 6oaee 0,2%
HenaeHTUGULIHPOBAHHAS
npUMech
Total impurities (excluding 0.08% Not more than 0.7% /
Impurity C )/ He 6onee 0,7%
Cymma npumeceit (uckirovas
npumeck C)
Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumeuanne: [1poaykT cooreTcTByeT TpeGosanuam HJL 3akawuenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: \g p [TposepeHo: Onobpeno: Menemxkep/ 5y
/%1 PykosojinTeNb ot)
Date / Date / Date /
Hata: 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 8 2203, Fax : 9140 4464 2276, www.drreddys.com



Dr.Reddy’s ":'.

CERTYIFICATE OF ANALYSIS

Product:
Hpoaykr:
I 600 mr+500 mr
Batch No. / Cepust Ne: B2103802

2002FP21002274

CEPTHDUKAT AHAJIN3A

Analyti_cal Report No / AuanuTudeckuit ovuer No:

Date of Manufacture / Jlata lll_t!lrUB()J]Cl 'Ba

Page 4 of 5/ C1tp. 4 u3 5

__(_Jiprolet_A, film-coated tablets (Tinidazole + Ciprofloxacin) 600 mg+500 mg
Iunposaer” A, radJeTKn, NOKPLITbIE JIEHOTHO 06o0uKoi (THHHAA30J + nuunpod.oxcayuH)

771,780 KI'

~ [Batch Quantity / P_a3mep cepun :

777.780 KG /

| Date of Analysis / lata ananmza: 23/1 1/2021

: 10/2021

]Date of Expiry / Cpok roasocT : 09/2024

Analysis per formed according NI} / Ananns nposegen no HJI: JICP- 002404/10-051017

Page 4 of 5/ Crp. 4u35

Mpumeuanue: [IponykT cooTBeTcTBYeT TpeboBanusm HJ

“S.No/ | Tests/ [Tokazarean Results / Pe3yabTaTt Specifications/ Hopma
No
8 | Limit test for 0.05% /0,05% Not more thai 0.2% /
Fluoroquinolonic acid He 6onee 0.2%
CopepixkaHue
(GTOPXMHONOHOBOI
KHCJIOTHI
9 | Microbial limits / Mukpoﬁuonoruqecxaﬂ YHCTOTA - N .
‘ Total  aerobic  microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
I count/ ObLuee HKCNO Menee 10 KOE/r He 6onee 1000 KOE/r
a’pobHBIX MUKPOOPTaH3MOB
Total combined molds and Less than 10 CFU/g / Not more than 100 CFU/g /
yeasts count / O6Luee uucno Menee 10 KOL/r He 6onee 100 KOE/r
APOAOKEBbBIX W [1JIECHEBbIX
rpudos
I Escherichia coli R Absentinl g/ Shall be absent in 1g/ o
! OtcyrctByeT B 1 T OtcyrctBue B [ r
10 | Uniformity of dosage units/ OaHOpoAHOCTD A03UPOBAHKSA
Ciprofloxacin / ] 24/24 The acceptance value (AV)
Liunpodnokcaunn should be less than or equal to
15.0/
[Mokazarenb npueMIeMOCTH
(AV) nomken ObITh He Bonee
15,0.
Tinidazole / I 1.6/1,6 The acceptance value (AV)
Tuuupaszon should be less than or equal to
15.0/
[MokasaTellb [pUeMIEMOCTH
(AV) nomken 6bITH He Donee
B 15,0.
Remarks : The Product conforms to ND / Conclusion : APPROVED /

Jakmwoyenne: OJJOBPEHO

Prepared by /

Approved by: Manager/Executive /

Iata: 24/11/2021

Jara: 24/11/2021

Checked by /
[ToarorosneHo: @_, [Tposepetio: % Onobpeno: Menemxep / Mj‘
PykosojiHTeNb
Date / Date / Date /

Hara: 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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CERTI

FICATE OF ANALYSIS

CEP'

THOUKAT AHAJIM3A

Product:

Hpoaykr:
600 mr+500 mr

Batch No. / Cepust Ne:

2002FP21002274

B2103802

Analytical Report No / Ananurtudeckuii oruer Ne ;

Page 5of 5/ C1p. 5

Ciprolet A, film-coated tablets (Tlmdazole + Clproﬂoxacm) 600 mg+500 mg
Lunpoaetr” A, Tabaerkit, HOKPLITbIE MJICHOYHOH 000104KO#H (THHIAA30 + uunpodgroKkcaunH)

Batch Quantity / Pazmep cepum : 777.780KG /

777.780 KI'

| Date of AnalySIS / Jarta amamu3a: 23/11/2021

Date of Manufacture / Jlata mpousBojicTsa :

10/2021

|Date of Expiry / Cpoxk r: ‘onnoetn : 09/2024

Anal\ sis performed according ND / Anaaus nposeien no HJL: JICP- 002404/10-051017

~ Page S of 5/ Crp. S5uzs

S.No/ Tests/ Ilokazatean Results / Peéym,TaT_ Specifications/ Hopma
No
11 | Assay / KoandecTBeHHOE 0lpecieHue : -
‘L,lproﬂoxacm / B 488.1 mg (97.6%) / 475.0 to 525.0 mg in tablet (9510 |
M .
i Liunpodrokcauut 488.1 Mr (97,6%) 105 % of label claim) / ’
] | (CrHIsFNOs) Ot 475.0 no 525,0 mr B Tabnerke
I A (ot 95 no 105 % ot
HOMUHANBLHOTO COEpPIKAHHS)
Tinidazole / Turuaazol 588.6 mg (98.1%) / [ 7570.0 to 630.0 mg in tablet (95 to
(CsHi3N304S) s 105 % of label claim)/
RSB UR D) ot 570,0 g0 630,0 mr B TabneTke
| (0T 95 10 105 % ot
HOMHHANBLHOTO COACPKAHMS)

12 | Packaging_/ YnakoBka 10 tablets in PVC/ aluminium | 10 tablets in PVC/ aluminium
blister. | blister and a patient | blister. 1 blister and a patient
information leaflet in a carton | information leaflet in a carton/
/ Tlo 10 rtabmetrox B | Ilo 10 TabneTok B
[IBX/antoMuHueBblli  6nucrep. | [IBX/aniomunuesbii  dancrep.
Mo 1 6Gaucrepy B nauky | [lo 1 Onucrepy B nauky
KApTOHHYIO C WHCTPYKLMEH NO | KapTOHHYIO C MHCTPYKUWCH no
IPUMEHEHHIO. IPUMEHEHUIO.

13 Labeling / MapkupoBka According to ND / B coorBercTeuu ¢ HJI R R

14 | Storage conditions / Below 25°C. / [Tpu Temnepatype te Bbitue 25 °C. o

XpaHeHue
15 Shelf life / Cpoxk rogaocTa 3 years / 3 rona o o

1.

Remarks : The Product conforms to ND /
TMpumeuannue: [[poaykt cootsercTyer Tpedopanmnam H/l

Conclusion : APPROVED /
3axmwouenue: OJOBPEHO

| Jlara: 24/11/2021

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

[ToaroToeseHo: lz”#"' [Tposepeno: Onodpeno: Meunemxep / Vé\
Pvicosoaureib

Date / Date / Date /

Hara: 24/11/2021 Jarta: 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



