Dr.Reddy’s Q’Z‘

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANMU3A Page1of 6/Ctp.1 u36
[Product : Ciprolet, film coated tablets, 500 mg N ]
MNpoaykr : LinnponeTt®, TabneTku, NOKpbITbIE NNEHO4HOK obonoukoit, 500 mr B
Batch No/ : B2102258 Batch Quantity / : 1065.620 KG /
Cepus Ne O6BLem napTum 1065,620 KI

Analytical Report No/  : 2002FP21001409
AHanMTUYeCKUn oT4yeT
Ne

Date of Analysis / 1 30/06/2021
Harta aHanu3sa

Date of Manufacture / : 06/2021
[ata npousBoAcTBa

Date of Expiry / : 05/2024

FopeH po

Analysis performed according ND / Ananus nposegeH no HO: 1 N016161/01-280217

Ne |Test/ MokasaTensb Result / PeaynbTatbl

Specification / Hopma

1 Description / OnucaHne | Complies as prescribed /

CooTBeTcTBYeT TpeboBaHNAM

White to off-white, round, biEonvex,
unscored on both sides film coated
tablets.

Cross section view: white or off-white
mass. / bBenble wunu nouytn 6Genble
Kpyrnble ABOSIKOBbINyKNble Tabnetku C
rnajkoil NOBEPXHOCTbIO C 0Beux CTopoH,
NOKPbITbIE MNNEHOUYHON 0BONOYKOA.

Bug Ha usnome — 6enas wnu noutu
benas macca.

Remarks : The Product confirms to ND/
MpumeuaHue: MNpoaykT cooTBeTCTBYET TPEOOBAHMAM

HA,

Conclusion : APPROVED /
3akntovyeHue: OQOBPEHO

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

MoaroToBneHo: MpoeepeHo: OpoGpeHo: MeHenxep / PykosoguTtens
- & i

Date / Date / Date / /

Hata: 30/06/2021 [aTa: 30/06/2021 Hata: 30/06/2021

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN : L85195TG1984PLC004507
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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHATTIU3A Page2of 6 /CTp.2 n3 6
Product : Ciprolet, film coated tablets, 500 mg
Mpoaykr : LinnponeT®, TabneTku, rnokpbITble nneHo4Hon obono4koir, 500 mr
Batch No / : B2102258 Batch Quantity / : 1065.620 KG /
Cepus Ne O6bem napTum 1065,620 KI
Analytical Report No / : 2002FP21001409 Date of Analysis / 1 30/06/2021
AHanUTUYeCKUn oTyeT daTta aHanusa
Ne
Date of Manufacture / : 06/2021 Date of Expiry / : 05/2024
Hara npou3soacTBa FogeH po
Analysis performed according ND / AHanus nposeaeH no HA: M N016161/01-280217

Ne |[Test/MokasaTenn Result / PeaynbTathl Specification / Hopma

2 Identification / Retention time of the principal peak in
MoannHHOCTL a) Complies as prescribed/ the chromatogram of test solution should
a) By HPLC / BOXX B cooTBeTCTBUAW C ONUCaHUEM correspond to retention time of principal

[peak in the chromatogram of
Ciprofloxacin hydrochloride standard

' solution (USP RS). / Bpems
VOEPKYBAHWUS OCHOBHOMO NUKa Ha
XxpomarorpamMmme UcrbITyemMoro pacrtsopa
[4OMKHO COOTBETCTBOBATL BPEMEHU
YOepX1BaHns OCHOBHOMO NUKa Ha
XxpomaTorpaMmme cTaHAapTHOro
pacTtBopa uunpodnokcaumHa
rnapoxnopuaa (USP RS).

b) By TLC / TCX b) Complies as prescribed/ Principal spot in the chromatogram of
B cooTBeTCTBUU C ONMCaAHWEM test solution in value of Rf and intensity
should correspond to principal spot in the
chromatogram of Ciprofloxacin
hydrochloride standard solution (USP
RS)./ 3oHa agcopbuun Ha
XpomaTorpamme MCNbITYeMOro pacTeopa
Mo MONOXEHWIO W nornolweHnio B Y-
ceBeTe [JOMXKHa COOTBETCTBOBATb 30HE

apncopbuun Ha XpomaTorpamme
CcraHgapTHoro pacrseopa
LunpodnokcaumHa rugpoxnopuga (USP
RS).
Remarks : The Product confirms to ND/ Conclus_ion : APPROVED / -
Mpumeyanue: MpoayKkT cooTBETCTBYET TpeboBaHNAM 3akntoueHue: OQOBPEHO
HA
Prepared by / Checked by / Approved by: Manager/Executive /
MoproToBreHo: ‘g MpoBepeHo: %\ OpobpeHo: MeHegkep / PykoBoautenb
0.Vi|
Date / Date / Date / J
Oata: 30/06/2021 Jata: 30/06/2021 Hara: 30/06/2021

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN : L85195TG1984PLC004507
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATTU3A Page 3 of 6/Ctp.3 us 6

Product Ciprolet, film coated tablets, 500 mg
NpoAaykTt UunporneT®, TabneTku, NoKpbIThle NNeHouHol obonovkon, 500 mr - |
Batch No/ : B2102258 Batch Quantity / : 1065.620 KG /
Cepus Ne O6Lem napTum 1065,620 KI”
Analytical Report No/  : 2002FP21001409 Date of Analysis / : 30/06/2021
AHanuTuyecknum otuet Jata aHanusa
Ne
Date of Manufacture / : 06/2021 Date of Expiry / 1 05/2024
[ata npou3soacTBa FogeH no

Analysis performed according ND / AHanu3 nposeaeH no HJl: M N016161/01-280217

Ne Test / MokasaTenb

c) Chloride test / Peakuuns
Ha xnopuap!

|Result / Pe3ynbTathl

¢) Complies as prescribed/B
COOTBETCTBUW C ONMCaHWEM

Average weight /

CpegaHsasa macca

Disintegration /
Pacnagaemoctb

i

Dissolution /
PacteopeHune

7

672.8 mg/672,8 mr

Complies as prescribed /
CooTBeTCTBYET TPeOOBaHUAM

Specification / Hopma

Formation of precipitatWya&dition of
silver nitrate solution. / O6bpasosaHue
ocaaka npu JobaeneHun pacTeopa
HuTpaTa cepebpa.

| 670 mg * 3% / 670 mr = 3%

18/20 tabl. — not more than £ 5.0% /
18/20 Tabn — He Gonee % 5,0%

2/20 tabl. — not more than £ 10%/
2/20 Tabn. — He 6onee + 10%

01 min 40 sec/ 01 muH 40 cek

100%, 100%, 99%,
99%, 100%, 100%

Not more than 30 minutes/
He Gonee 30 muH.

Not less than 80 % (Q) of
C17H18FN3O3 Ciprofloxacin label claim
within 30 min / He meHee 80 % (Q)
C17H18FN3O3 (unnpodpnokcaLuH)
yepes 30 MuH..

Remarks : The Product confirms to ND/
MNpumeyaHue: MNpoaykT cooTBeTCTBYET TPeHOBaAHNAM

Conclusion : APPROVED /
3akmnroueHue: OQOBPEHO

HAO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroToBneHo: qu/{ MpoeepeHo: @ OpobpeHo: MeHenxep / Pykosoguternb
Date / Date / Date / =)

Harta: 30/06/2021 [ara: 30/06/2021 Oata: 30/06/2021
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATTU3A Page4of 6 /CTp. 4 u3z 6
Product : Ciprolet, film coated tablets, 500 mg -
Mpogykr : LinnponeT®, TabneTku, NOKpbIThble NNEHOYHON o6onoykod, 500 mr -
Batch No / : B2102258 Batch Quantity / : 1065.620 KG /
Cepus Ne - O6Lem napTum 1065,620 KI"
Analytical Report No/  : 2002FP21001409 Date of Analysis / : 30/06/2021
AHaNUTUYeCKUN OTYET OaTta aHanuaa
Ne
Date of Manufacture / : 06/2021 Date of Expiry / 1 05/2024
Harta npousBoacTBa FopeH pno

Analysis performed according ND / Ananus nposeaeH no HL: N N016161/01-280217

|N9 [ Test / MNokazaTenb Result / PesynbTatbl | Specification / Hopma
!

6 ' Related substances /
PoACTBEHHbIE NPUMeCcK

Ethylenediamine - 0.01%/0,01% Not more than 0.5 % /
analogue of Ciprofloxacin He 6onee 0,5 %

(impurity C) /
OTuneHgnamMmmHoBoro
aHanora
uunpodnokcauuHa
(Mpumeck C)

Individual unspecified |y geor /g 09 Not more than 0.2 % /

impurity / He 6onee 0,2 %
EanHnyHas

Hen4eHTMdULUPOBaHHas
npumMech

Total impurities Not more than 0.5 % /

(except for impurity C) / N 0 .
Cymma npumeceit 0.16% /0,16% He 6onee 0,5 %

(nckntoyast npumecs C)

7 Fluoroquinolonic Less than 0.2% Not more than 0.2 % /
acid / CogepxaHune He 6onee 0,2 %
hTOPXMHONOHOBOW
KUCNOTbI
8  |Water/Bopa 6.4% wiw / 6,4% Not more than 8,0% w/w /
He 6onee 8,0 % m/m
19 Uniformity of dosage units| 1.0 /1,0 - Acceptable value (AV) not more than
/ OQHOpPOQHOCTb 15.0. / NokasaTtenb NPUEMNEMOCTH
103NPOBaHUsA (AV) He Bonee 15,0.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeyanue: MNMpooykT cooTBeTCTBYET TPEOOBAHUAM 3akntoveHue: OQOBPEHO
HO
Prepared by / Checked by / Approved by: Manager/Executive /
MogroToBneHo: MpoBepeHo: OpobpeHo: MeHepxep / PykoBoguTtesns
2‘7 1
Date / Date / Date / o
Oara: 30/06/2021 Harta: 30/06/2021 Hara: 30/06/2021

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN : L85195TG1984PLC004507
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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAITU3A

Page 50f 6/ CTp. 5 n3 6

[Product Ciprolet, film coated tablets, 500 mg
MNpooykTt : LinnponeTt®, TabneTku, NoKpbiThle nneHo4Ho 06oNOYKOQ, 500 mr 3 |
Batch No / : B2102258 Batch Quantity / : 1065.620 KG /
Cepus Ne O6Bem napTum 1065,620 KI
Analytical Report No/  : 2002FP21001409 Date of Analysis / : 30/06/2021
AHanUTUYeCKUH oTYET DaTta aHanusa
Ne
Date of Manufacture / : 06/2021 Date of Expiry / : 05/2024
[Hata npousBoacTBea - lonexn oo
Analysis performed according ND / AHanu3 nposegeH no HA: M N016161/01-280217

10  Microbial limits /
Mukpobuonoruyeckas
uucToTa

a) Total aerobic microbial
count / O6Luee vncno
a3pOBHbIX

MWKpPOOpraHnamoe

b) Total combined yeasts
and mould count / O6lee
YNCINO OPONCKEBBIX W
nnecHeebIX rpnbos

c) E. coli

11 Assay / KonnyectseHHoe

onpeaerneHne

Less than 500 CFU/g /
MeHee 500 KOE/r

Less than 10 CFU/g/
Menee 10 KOE/r

Absent in 1g / OTcyteryeT B 1r

Not more than 500 CFU/g /
He Gonee 500 KOE/r

Not more than 50 CFU/g /
He 6onee 50 KOE/r

Shall be absent in 1g/ OTcyTcTBMe B 11

499.5 mg (99.9%) /
499,5 mr (99,9%)

1450.0 — 550.0 mg (90.0% - 110.0%) of
Ciproflfoxacin label claim. /

O 450,0 mr go 550,0 mr C17H18FN3O3
(unnpodpnokcauuH) (ot 90 go 110 % ot
HOMUHanNbLHOIro coaepxaHus) B TabneTtke

HO

Remarks : The Product confirms to ND/
MNpumeuanue: MNpoaykT cooTBeTCTBYET TPEOOBaAHNAM

Conclusion : APPROVED /
3aknoyeHune: OAOBPEHO

Prepared by /

Checked by /

Approved by: Manager/Executive /

Hata: 30/06/2021

HaTa: 30/06/2021

[MogroToBneHo: [ g MposepeHo: OpobpeHo: MeHenxep / PykoBoauTenb
Date / Date / Date / ==]

HaTa: 30/06/2021
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CERTIFICATE OF ANALYSIS

Analysis performed according ND / Ananus nposeaeHt no HA: 1N N016161/01-280217

CEPTUDUKAT AHATTU3A Page 6 of 6 /CTp. 6 3 6
Product Ciprolet, film coated tablets, 500 mg : o
MpoaykTr LinnponeTt®, TabneTkun, NOKpbIThie NrieHo4YHoN oGonoykor, 500 mr N
Batch No / : B2102258 Batch Quantity / : 1065.620 KG /
Cepus Ne - |O6Bem napTuu 1065,620 KI” i
Analytical Report No/  : 2002FP21001409 Date of Analysis / 1 30/06/2021
AHanuUTUYeCKUn oTyeTt DaTta aHanu3a
Ne
Date of Manufacture / : 06/2021 Date of Expiry / : 05/2024
|AaTta npousBoacTBa lFoneH po

1 Package / YnakoBka

13 Labeling / MapxupoBxka

14 Storage conditions /
XpaHeHue

15

Shelf life / Cpok rogHocTK 3 years / 3roaa

10 tablets in PVC/aluminum blister. 1
blister and patient information leaflet in
a carton pack. / TaéneTku 500 mr: no 10
Tabnetok B [NBX/aniomnHnesom
Bnuctepe. Mo 1 Gnuctepy BMecTe C
MHCTPYKLMEH NO NPYMEHEHNIo B Navke
KapTOHHOMW.

Tablets 250 mg: 10 tablets in
PVC/aluminum blister. 1 or 2 blisters and
patient information leaflet in a carton
pack. Tablets 500 mg: 10 tablets in
PVC/aluminum blister. 1 or 2 blisters and
patient information leaflet in a carton
pack. / Tabnetku 250 mr: no 10
Tabnetok B MNBX/aniomuHnesom
Gnuctepe. Mo 1 wnu 2 6nucTepa BmecTe
C UHCTPYKUUEN NO NMPUMEHEHUIO B Navke
KapTOHHoI. TabneTku 500 mr: no 10

abnetok B MNBX/anioMuHnesom
Gnuctepe. Mo 1 nnu 2 6nuctepa Bmecte
C UHCTPYKLMEN MO NPUMEHEHUIO B Navke
KapTOHHOW.

According to ND /-
B cooreetcTBun ¢ HO

fnpu TemnepaTtype He Bbille 25
°C. -

Protected from light at temperature below 25°C. / B zaljuuieHHom oT cBeTa mecte

i

HA

Remarks : The Product confirms to ND/
Mpumeyanue: MpoaykT cooTBeTCTBYET TPEOOBAHNUAM

Conclusion : APPROVED /
3akniovyerHue: OQOBPEHO

Prepared by /

MoaroTosneHo: ( g

Checked by /
MpoBepeHo:

Approved by: Manager/Executive /
OpobpeHo: Menepxep / PykoBoguTens

1

Date /
Oata: 30/06/2021

Date /

[Harta: 30/06/2021

Date /

Harta: 30/06/2021
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