Qe
Dr.Reddy’s ‘,’0.

CERTIFICATE OF ANALYS'S

| Analysis performed accordmg ND / AHanua r npose,qu no HO: M N016161/01-280217

CEPTU®UKAT AHANMU3A Page1 of 6/C1p. 113 6
Product  : Ciprol—et film coated tablets, 500 g DR - |
Mpoaykr Linnponer®, TabneTkn, NOKPLITLIC NIEHOYHON obonoykoi, 500 Mr B - "
'Batch No / ’ : B2100325 Batch Quantity / : 1055.400 KG/ ‘
‘C»;img! Ne - O61bem naptuu 1055,400 KT ‘
Ariaiytlcal r<eport No/ : 2002FP21000299 Date of Analysis / 1 16/02/2021
[ara aHanuza r
"-."4
bate of Wianutacture /  :01/2021 N  |Date of Expiry/ : 12/2023
I[{aTa nponssoacTBa lonen po '
|
|

I B _ .

|Ne  Test/[Mokasatens 'Result/ PesynbTats! Tébréb’ificatiorri / Hopma

1 Description / Onucanue  Complies as prescribed / White to off-white, round, biconvex,
ICooTBeTCTEBYET TPEBOBAHNAM unscored on both sides film coated

|

| tablets.

Cross section view: white or oﬁ-white}
mass. / benble unn noytn 6eJ'lL>Iej
kpyrnele ABOsikoBbINyknble Tabnetku ¢
rNankon nNoBepxHOCTbo ¢ OBeUxX CTopoH,!
AOKPBLITHIE MNEHOYHON 0BONOUKO.

Bug Ha uanome — 6enas wnu novutn
Henas macca,

“ Remarks : The Product confirms to ND/ | Conclusion : APPROVED |
| Mpumeyanve: MpoaykT cooTee1CTBYET TPEGOBAHUAM Jaknioyekue; OLIO_EPEHO "
HA

' Prepared by / Checked by / | Approved by: Manager/Executive / ]

| Moarovosnexo: @f MposepeHo: /{-\ | OnobpeHo: MeHeAwep/PyKosop,mrenb
‘Date/ Date / | Date/

| fata: 17/02/2021 Aara: 17/02/2021 ﬂﬂaJZ/Q?_@Q__m L o
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CERTIFICATE OF ANALYSIS

Qe
Dr.Reddy’s ‘,’.’

CEPTUDUKAT AHAﬂI/I3A Page2 of 6/CTtp. 2136
'Product Ciprolet, film coated tablets, 500_mg— B N - .-
'_I'Ipq,quT__ : Lnnponet®, Tabnetku, nokpLIThie nrieHo4Hol obonotkor, 500 Mr
{Batch No / : B2100325 'Batch Quantity / : 1055.400 KG /
Cepua Ne 1 O6bem napTum 1055,400 KF
Analytical Report No / : 2002FP21000299 Date of Analysis / : 16/02/2021
[AHaANNUTUYECKUIA oTUeT ' HaTta aHanusa
Ne
'Date of Manufacture /- : 01/2021 Date of Expiry / : 12/2023 )
Aata npoussoacrtea loneH go
‘ Analysis performed according ND / Avanua npoeeaen no H: M N016161/01-280217 o :

Ne Test / Nokasarenb 'Result / Peaynbrarthl Specification / Hopma

Retention time of the principal peak in
[the chromatogram of test solution should
correspond to retention time of principal
peak in the chromatogram of
|Ciprofloxacin hydrochloride standard
solution (USP RS). / Bpemsa
YAEpKUBaHUS OCHOBHOIO NviKa Ha
XxpomaTorpaMmme UCNbITYeMOro pacTeopa
jp,onmno COOTBETCTBOBATL BpEMEHMN
?ynepmmsamq OCHOBHOrO Nnka Ha
‘xpomamrpamme cTaHdapTHOro
pacTsopa umnpodriokcaumHa
ruapoxnopuaa (USP RS).

Principal spot in the chromatogram of

2 Identification / |
MoanuHHOCTL
a) By HPLC / BO»KX

a) Complies as prescribed/
iB COOTBETCTBUU C ONNCAHUEM

b) By TLC/TCX

‘b) Complies as prescribed/
B cooTeeTCTBUM C ONMCaHUEM

test solution in value of Rf and intensity
should correspond to principal spot in the

| chromatogram of Ciprofloxacin|
hydrochloride standard solution (USP:
RS)./ 3oHa apcopbunu Hal

i XpomaTorpamme UCnbITYEMOro pactsopa
M0 NONOXEHWIO W nornoweHno B Yo-
I | cBeTe [AOMXKHa COOTBETCTBOBATL 30HE

| | !agcop6uvm Ha Xpomatorpamme,
! CTaH4apTHOrO pacTBopa
| junnpochnokcaLnHa ruapoxnopnaa (USPi

RS).

_- ! [
Remarks : The Product confirms to ND/ Concluswn APPROVED/
Mpumeuanue: MpoayKT cooTBeTCTBYET TPEGOBAHUAM 3akniovenune: OQOBPEHO
HO -
Prepared by / Checked by / Approved by: Manager/Executive / |
MoaroToBneHo: \ g MposepeHo: ;( OpobpeHo: MeHemxep / PykoBogutens

(Date /
Data: 17/02/2021

L —

Date /
H.?T?: 1 7_/02/2021

Date /
| Aara: 17/02/2021
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHATNTN3A

Dr.Reddy’s ":‘.

Page 3 of 6 /CTp. 313 6

Product : Ciprolet, film coated tablets, 500 mg

I'_Ilg_o_,;_l,_){g - Llinpom'w@, TabneTku, MoKpbITble NNeHoYHO M OGOH_OL_IKOVI, 500 mr S
Batch No/ : B2100325 Batch Quantity / : 1055.400 KG /
Cepua Ne - O61em napTum 1055,400 K
Analytical Report No / : 2002FP21000299 Date of Analysis / : 16/02/2021
‘AHanMTM‘ieCKMﬁ oTyer Data aHanu3sa

Ne

'Date of Manufacture / : 01/2021 Date of Expiry / : 12/2023

\Aara nponssoacTea Topen no _

. Analysis performed according ND / AHanu3 nposeneH no HA: N1 N016161/01-280217 ) - |

Ne . Test/Mokazarens Result / PeaynbTaTthi Specification / Hopma

'Formation of precipitate by addition of
silver nitrate solution. / O6pasosaHue
ocaaka npw gobasneHnn pacTeopa
!HI/ITpaTa cepebpa.

c) Chloride test / Peakuust | ¢) Complies as prescribed/B
Ha xnopuasl COOTBETCTBUU C ONUCaHUEM

670 mg £ 3% / 670 Mr £ 3%

&

Average weight / | 669.3 mg /669,3 mr

18/20 tabl. — not more than + 5.0% /

Complies as prescribed /
18/20 Tabn — He Gonee 1 5,0%

CooTeeTcTBYeT TpeboBaHuam

CpenHss macca

52;’20 tabl. — not more than * 10%/
2/20 Tabn. — He Gonee + 10%

| Not more than 30 minutes /

4 Disintegration / 01 min 26 sec/01 MuH 26 cek
PacnagaemocTb
|
i
5 Dissolution / 'Average of S1+S2: 94%
PacTtBopeHue ' ‘.

He 6onee 30 MuH.

Not less than 80 % (Q) of
(C17H18FNaO3 Ciprofloxacin label claim
within 30 min / He meHee 80 % (Q)
(C17H18FN303 (umnpochnoxcaLmH)
‘uepea 30 MUH..

'Remarks : The Product confirms to ND/
NMpumeyatue: MpoayKT COOTBETCTBYET TpeBOoBaHUSM

Conclusion : APPROVED /
3aknovyeHue: OQOBPEHO

Checked by /
MpoBepeHo:

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

HAO )
Date /

Prepared by /
| Aata: 17/02/2021

[loaroToBReHo: S%

Datc / _
EaTa: 17/02/2021

Date / :

fata: 17/02/2021
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Qe
Dr.Reddy’s ‘:o.

CERTIFICATE OF ANALYS!S

CEPTUDUKAT AHATTM3A Page 4 of 6 / CTp. 4 u3 6
Product Ciprolet, film coated tablets, 500 mg ‘
(Npoaykr Linnponet®, Ta6ﬂeTK£/l, NOKPkITbIE NNEHOYHOW oBonoykon, 500 mr -
Batch No / : B2100325 Batch Quantity / : 1055.400 KG/ |
Cepua Ne - 061eM napTum 1055,400 KI N
Analytical Report No / : 2002FP21000299 Date of Analysis / 1 16/02/2021
AHanutuyeckuin otyer Lata aHanusa
Ne
‘Date of Manufacture / 1 01/2021 ~ |Date of Expiry / 1 12/2023 .
[lata npousBoacTBaT - FopeHgo - _"
| Analysis performed according ND / Ananus nposeaen no HO: M N016161/01-280217

Ne Test / NokazaTens Result / PesynbTartsl | Specification / Hopma
|

6 Related substances /
PoacTee:tHble npumecn

Ethylenediamine 0.01 % /0,01% INot more than 0.5 % /
analogue of Ciprofloxacin He 6onee 0,5 %
(impurity C) / I
3TnneHgnaMnHoBoro

aHarnora

unnpodonokcaymHa |

(Mpumeck C) i

Individual unspecified

impurity / 0.06% /0,08% ‘Not more than00.2 % /

Eauknuxas ‘He 6onee 0,2 %
HenaeHTnhuYMpoBaHHast | |
npumecs | |

Total impurities Not more than 0.5 % /

(except forimpurity C) /- 4 o _
Cymma npumeceii 0.12% /0,12% He bonee 0,5 %

| (uckntovas npumecs C) |
' |

7 Fluoroquinolonic iLess than 0.2% Not more than 0.2 % / |
acid / CopepxaHue He bonee 0,2 % ;
PTOPXUHONOHOBOMN i

L KNCNoTbl | N

18 Water / Bopa 57% wiw | 57% Not more than 8,0% w/w / |

| i - He 6onee 8,0 % m/m

9 Uniformity of dosage units' 1.5 /1,5 _ Acceptable value (AV) not more than
/ OpHopoAHOCTL [15.0, / MNokazaTtenb NPUEMNEMOLTH

| A03npoBaHng (AV) He Bonee 15,0.

'Remarks : The Product confirms to ND/ Conclusion : APPROVED/

Mpumeqanne: MNpoaykt cooTBeTcTBYET TPEBOBAHUAM 3akntovyenue; O0OBPEHO
HA
Prepared by / Checked by / Approved by: Manager/Executive /

MonroToBneHo: r? MpoBepeHro: éL,# OpnobpeHo: MeHemxep / Pykosogutens

— = N /

Date/ Date / Date !
| OaTa: 17/02/2021 fara: 17/02/2021 Aata: 17/02/2021
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@ o
 Dr.Reddy’s €3¢

[Product
Mpopykr
'Batch No /
Cepua Ne
Analytical Report No /
|[AHaNUTU4YeCKU oTyer

No
Date of Manufacture/
\[laTa npouzsopcTBa

B2100325 Batch Quantity / 1 1055.400 KG/
- O6BbeM napTuu 1055,400 KI
2002FP21000299 Date of Analysis / : 16/02/2021
' HaTta aHanusa
01/2021 Date of Expiry / © 12/2023 |
) o Fopen go S
- Analysis performed according ND / AHanus nposegeH no HA: M N016161/01-280217

10 Microbial limits /
Mukpobuonoruyeckas
yncToTa

a) Total aerobic microbial
count / Obulee Yueno
a3pO0HbIX

MUWKDOOPraHn3moB

b) Total combined yeasts

and mould count / ObLee

YNCMO APONOKEBLIX U
NNecHeBbIX rpnbos

c) E. coli

11 Assay / KonuyecTeerHoe

onpegeneHune

ZERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHATU3A

Ciprdle_t,_fifrn_coated tablets, 500 mg
Uunponet®, Tabnetkn, MOKpeITEIE NNeHouHon obonoukon, 500 mMr

Page 5 of 6/ CTp. 5u3 6

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

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

|
iAbsent in 1g / OTcyTCcTRYET B *

498.7 mg (99.7%) /
498,7 Mr (99,7%)

r

;:Not more than 500 CFU/g /
He tonee 500 KOE/r

ENot more than 50 CFU/g /
He 6onee 50 KOE/r

|
Shall be absentin 1g / OtcyTcTBUE B 1T

450.0 - 550.0 mg (90.0% - 110.0%) of
Ciprofloxacin label claim. /

Ot 450,0 mr go 550,0 mr C17H18FN303
(unnpocbnokcaumH) (ot 90 Ao 110 % ot
HOMWHAMNbHOIO CofepXaHus) B TabneTke

Hi

Remarks : The Product confirms to ND/
Npumeuarme: MpoaykT cooTBETCTBYET TPeGOBAHUAM

1

Conclusion : APPROVED /
3aknoyeHune: OQOBPEHO

Prepared by /

MoarotToBneHo: Qg y

Checked by /
MposepeHo:

Approved by: Manager/Executive /
OpobpeHo: MeHepxep / Pykosogutens

Date /
Hara: 17/02/2021

Date /
fara: 17/02/2021

Date / o

fara: 17/02/2021
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Qe
‘Dr.Reddy’s ‘,’.‘

CERTIFICAT™_OF ANALYSIS

CEPTU®UKAT AHANKU3A Page 6 of 6/ CTp. 6 n3 6
Product : C_iprolet,anToated tablets, 500 mg_ - ) - - _“|
Mpoaykr ) U,VII'IpOIET@, TabneTku, NOKPbLIThIe NNeHoYHo obonoyko, 500 mr - B |I
Batch No / : B2100325 Batch Quantity / : 1055.400 KG / |
Cepua Ne : |06Lem napTuu 1055,400 KI |

Date of Analysis / : 16/02/2021

Analytical Report No/  : 2002FP21000299 .
' Nata ananusa ‘

|AHanNUTUYeCKUit oTyeT

Ne
Date of Manufacture/ : 01/2021 " |Date of Expiry/ @ 12/2023 '
‘Dara npouseoacTea |[Fonen ao '

Analysis performed according ND / AHanua npoeegeH no H[: MN016161/01-280217 S ‘

12 Package /. Ynakoska 10 tablets in PVC/aluminum blister. 1 [Tablets 250 mg: 10 tablets in
blister and patient information leafletin -~ IPVC/aluminum blister. 1 or 2 blisters and

a carton pack. / Tabnetkun 500 mr: no 10 patient information leaflet in a carton

Tabnetox B NBX/antomnHnesom pack. Tablets 500 mg: 10 tablets in

Bnuctepe. Mo 1 6nucTepy BmecTe ¢ PVC/aluminum blister. 1 or 2 blisters and
' ' WHCTpYKUMEeN Nno npumeHeHnto B nadke  |palient information leaflet in a carton

KAPTOHHON. pack. / TabneTku 250 mr: no 10

! . frabnertok 8 MNBX/anomurnesom

t ’ Bnucrepe. Mo 1 unu 2 6nucrepa emecre
C WHCTPYKUUER NO NPUMEHEHNIO B Nadre
kapToHHown. Tabnetkn 500 mr: no 10
Tabnerok B [1BX/antoMuHiueBom
Bbninctepe. Mo 1 unn 2 6nucTtepa BvecTe
éc WHCTPYKUMEN NO NPUMEHEHWIO B NaYKe

N . [kapToHHOM.
13 Labeling / Mapknposka | According to ND / -
_ . - .B cooTBeTcTBUN € H[] -
14 Storage conditions / Protected from light at temperature below 25°C. / B 3aLyniLeHHOM OT CBETa MecTe
XpaHeHne npu TemnepaType He Bbilwe 25
|"C_
|
lws Shelf life / Cpok roaHocTy 3 years / 3 roaa -
Remarks : The Product confirms to \ND/ Conclusion : APPRCVED /
Mpumeyanue: MpoaykT.cooTBETCTBYET TPEGOBAHUAM 3aknoucHue: OJOBPEHO
HO
Prepared by / Checked by / Approved by: Manager/Executive /
MoproTosneHo: MNpoBepeHo: ! OpobpeHo: MeHenep / Pykosogutens
“ e W
- i - .19 I
Date ! Date / Date / ' N
| AaTa: 17/02/2021 | Hara: 17/02/2021 Hara: 17/02/2021
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