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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUDUKAT AHAJTTU3A
'Product Nise gel
IIpoaykT Haiia®, renb s napysnoro npumenenns 1%
Batch No / : V220888 'Batch Quantity / : 56,263.000units /
Cepus Ne [O0bem naprTin 56.263.000 enuHiy
Analytical Report No / : 890001625530 Date of Analysis / : 07.11.2022
AHaNUTHYECKHIT oTyeT Ne |laTa anannza -
Date of Manufacture / : Oct.2022 'Date of Expiry / : Sep.2024
Jdata npomssoacrea I'open g0
Analysis performed according ND / Ananus nposeaen no HJI: [T N012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / uam. Ne 1 ot 16.09.2020, u3m. Ne 2 ot 13.01.2022) N

'Ne | Test / Ilokasatens

| Result / Pezynbrarsl

‘-l Description / Onucauue

qacThuu.

Homogenous transparent light
yellow gel free from particulate
matter / OnHopoansIi npospaunptii /  OpHoporublii  npo3paunbiii
refb CBETIO-XKENTOrO L{BETA,
CBOOOAHBIH OT MOCTOPOHHUX

Specification / Hopma —_ |
Homogenous light yellow to yellow |
transparent gel, free from particulate matter
reib ot
CBETJIO-XKENTOrO [0  JKENTOrO  1BETA,
cBOOOIHBII OT MOCTOPOHHUX YACTHI].

2 | Identification by HPLC /
‘ II'Icum HHHOCTD

Complies as prescribed /

CoortBetcTByeT TpeGoBaHUAM

The retention time of the major peak in the
chromatogram of the sample preparation

corresponds  to that in the standard)|
preparation under assay / Bpems
YyOEPXKHBaHUSL ~ OCHOBHOTO  TIMKA  Ha
XpOMATOrpaMMe  MCIBITYEMOrO  pacTBopa
DOJDKHO COOTBETCTBOBATH BpPEMEHH
YAEpXKUBaHWs TMMKa Ha XpoMmarorpamme
CTaHIapTHOrO  pacTBOpa  HHMECYJIHAA

(paznen «KonuuecTBeHHOE onpeieneHes) |

3 ‘Weight of package content 21 g/21r In according to Rus. Ph..Not less than
Macca conepxumoro 20.0 g/ B cooTBeTcTBHM C TpeGOBaHHAMH
VIIaKOBKI I'® PO. He menee 20,0 ¢

4 5.3 ‘Between 4.6 and 6.0/ 014,6 10 6,0 |

‘4 "pH

Remarks : The Product conforms to ND/
Hpumeuanue: [Mponykr cooreTcTBYeT TpeGoBaHuamM HJ[

Conclusion : APPROVED /
3axkmoyenne: OJOBPEHO

Prepared by / [Tloarotosneno:
Naresh Kumar &

_—

Checked by / Iposepeno:
Pardeep Kumar

Approved by: Manager/Executive / Ono6peHo:

Menemxep / Pykosoaufresis
Abhishek Chauhan [_, \

Reprint Date /
Hata:07.11.2022

Reprint Date /

Hata: 07.11.2022

Reprint Date /
Hata: 07.11.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2995, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUPUKAT AHAJIU3A
Product : Nise gel
[Tlpoaykr Haiis®, rean s Hapysknoro npumenenna 1%
Batch No / : V220888 Batch Quantity / : 56,263.000units / |
Cepus Ne O0bem maptin 56,263.000 exnnny
Analytical Report No / : §90001625530 Date of Analysis / : 07.11.2022
ApanuTudeckuii orger No JlaTa anaam3a
Date of Manufacture / : Oct.2022 'Date of Expiry / . Sep.2024
JaTa npousBoacTeBa |TConen no

Analysis performed according ND / Anaiu3 nposenex mo HJI: T1 N012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / u3m. Ne 1 ot 16.09.2020, usm. Ne 2 ot 13.01.2022)

5  [Related substances /PoacTeesHbie npumecu

1) Impurity A / Ilpumecs A

2) Impurity B / ITpumecs B

3)Impurity C / Ipumecs C

Less Than LOQ (LOQ = 0.04%) |

Not detected / He o6Hapyxena |1) Not more than 0.2 % / ne 6onee 0,2 %

/ Huxe tipegena
KOJIM4ECTBEHHOT' 0 ONpele/iCHUs
(IIKO = 0.04%)

2) Not more than 0.2 % / He 60onee 0,2 %

Not detected / He oOHapysKeHa

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

4)Impurity D / Tpumecs D

Less Than LOQ (LOQ = 0.07%) /

Not detected / He o6HapyxeHa ‘4) Not more than 0.2 % / He 6onee 0,2 %

5)Impurity E / IIpumecs E

6)Impurity F / [Ilpumecs F

Huxe npenena KOJIUUECTBEHHOTO
onpenenenus (ITKO = 0.07%)

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

0.11%

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

7)Highest individual
unknown impurity /

Less than LOQ (LOQ:0.1%

EnnHnyHas KOJINYECTBEHHOTO
HenaeHTHQUIMpoBaHHas onpenenenus (ITKO = 0.1%)
Npimecs

7) Not more than 0.2 % / e 6onee 0,2 %

Remarks : The Product conforms to ND/
ITpumeuanmue: Iponykr coorBeTcTBYeT TpeGoBanusam HJJ

Conclusion : APPROVED /
3akmwoyenue: OJOBPEHO

Prepared by / [loarorosneno:

Naresh Kumar @

Checked by / IIposepeHo:
Pardeep Kumar

Approved by: Manager/Executive / Ono6peHo:

Menemxep / Pykosofutens
Abhishek Chauhan K

I

L

Reprint Date /
Hara:07.11.2022

Reprint Date /
Hata: 07.11.2022

Reprint Date /
Hara: 07.11.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com
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Formuiation Unit-6
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CEPTUPUKAT AHANTU3A
Product : Nise gel o
IMpoaykr Haiiz®, renb a5 Hapy#HOro npumenetiis 1% |
Batch No / 1 V220888 Batch Quantity / : 56,263.000units / )
Cepusi Ne O6bem mapruu 56.263.000 ennnnn
Analytical Report No / : 890001625530 Date of Analysis / : 07.11.2022
| AHQJIHTHYeCKHIT oTueT Ne B Jara ananusa -
Date of Manufacture / : Oct.2022 Date of Expiry / : Sep.2024 o
Hdarta npousBojcrTea I'onen no
Analysis performed according ND / Ananns nposeaen mo HJI: TTN012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / u3m. Ne 1 ot 16.09.2020. u3m. No 2 ot 13.01.2022)

6

8)Total impurities /
Cymma npumeceii

0.1%

8) Not more than 1.5 % / He Gonee 1,5 % |

Microbial limits /

Mukpobuonoruyeckas

YUCTOTA

Total aerobic microbial count
Obuiee uncno aspobHbIX

MHKpPOOPraH13MOB

Total combined yeast and

molds count / O6iuiee uncno

NPOMXOKEBBIX U TIECHEBBIX

rpubor

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

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

INot more than 100 CFU/g /
He 6onee 100 KOE/r

Not more than 10 CFU/g /
He 6omnee 10 KOE/r

'S.aureus

P.aeruginosa

Absent / OtcyterByer

Absent / Otcyrersyer

Should absent in 1 g/ OtcyTcTBUE B 1T

%Should absent in 1 g/ OtcytcTBuE B I

Assay / Konuuectsennoe
onpesieneHne

10.22 mg/10.22 mr

Not less than 9.0 mg and not more than
11.0 mg of Ci3H2N>0sS Nimesulide in
lone gram of gel. /

ot 9,0 no 11,0 mr C13H2N>05S
(Himecynuaa) B 1 r npenapara

Remarks : The Product conforms to ND/
Hpumeuanue: [poaykr cootBeTcTBYET TpeboBaHUaM HJI

Conclusion : APPROVED /
3akimouenne: OJJOBPEHO

Prepared by / [loarotosneno:
Naresh Kumar
;

—

Checked by / ITposepeno:
Pardeep Kumar

Approved by: Manager/Executive / Ono6peHo:
Menemxep / PykosoanTens
Abhishek Chauhan - \

'I -

Reprint Date /
Hara:07.11.2022

Reprint Date /

[Hara: 07.11.2022

Reprint Date /
Hara: 07.11.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUPUKAT AHATT3A
Product  : Nisc gel
Mpoaykr : Halz®, rens ans HapyxHoro npumenenis 1%
Batch No / : V220888 Batch Quantity / : 56,263.000units /
Cepus Ne Oonbem napTun 56,263.000 enununy
Analytical Report No / : 890001625530 Date of Analysis / : 07.11.2022
| AHAJTUTHYECKHI 0THeT Ne __|HaTa ananuza
Date of Manufacture / : Oct.2022 Date of Expiry / 1 Sep.2024
Jata npon3BoacTea I'oagen oo
Analysis performed according ND / Ananu3 nposenen no HJI: I1 N012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / u3m. Ne 1 ot 16.09.2020, n3m. Ne 2 ot 13.01.2022)

8 | Package / YnakoBka

|20 g in a laminated aluminum tube | 20 g, 50 g or 100 g in a laminated

equipped with tamper-evident
membrane. 1 tube and patient
information leaflet in a carton. /
Ilo 20 r B TYOY U3
aMHHUPOBAHHOTO ANIOMHUHHS,
cHaOXeHHY10 MeMOpaHoil s

Ty0e B mauKy KapTOHHYIO C
WHCTPYKLNEH N0 NPUMEHEHHIO

9  |Labeling / Mapknpogka

aluminum tube equipped with
tamper-evident membrane. 1 tube and
patient information leaflet in a carton. /
[To 20 r, 50 r unu 100 r B TYOy U3
NaMAHUPOBAHHOTO ANIOMUHHS,
CcHabXXeHHYIO MeMOPaHOH st KOHTPOJIs

KOHTPOJIS IEpPBOTO BCKPBITHSL. [0 1 }nepBoro BCKpBITHA. [0 1 Ty6e B nauky

KapTOHHYIO C HHCTPYKLHMEH 10
MPHUMEHEHHIO

According to ND / B coorsercTann ¢ H]I

[10 | Storage conditions /
XpaseHue

He 3amopaxuBarts.

11| Shelf life / Cpok rogHocTu

R years /2 rona

/At temperature below 25 °C. Do not freeze. / [Ipu TeM?epaType He Bblie 25 °C.

Remarks : The Product conforms to ND/
IIpumeuanue: IlponykT cooTBeTcTBYET TpeboBanusam HJJ

Conclusion : APPROVED /
3axiawuenne: OJOBPEHO

Prepared by / [lonrotosneso:
Naresh Kumar v
(b

el

Checked by / [IposepeHo:
Pardeep Kumar

L -

Approved by: Manager/Executive / Onobpeno:

Menemxep / Pykosoyureis
Abhishek Chauhan &\
L

Reprint Date /
Hara:07.11.2022

Reprint Date /
Hara: 07.11.2022

Reprint Date /
Hara: 07.11.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
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