Dr.Reddy’s Q%

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
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A
Product : Nise gel
Hpoaykxr : Haii3®, resb ais HAPYKHOIO NPHMEHCHUA 1%
Batch No / : V220148 Batch Quantity / : 22694 units /
Cepusa Ne O0beM MAPTHH 22694 eauHiy
Analytical Report No / : 890001583918 Date of Analysis / : 06.04.2022
AHaTHTHYECKHI oTueT No JlaTa aHaau3a
Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2024
JlaTa npoM3BOACTBA ToyieH f10

Analysis performed according ND /

Amnanus nposenen no HJI: [TN012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / u3m. Ne 1 ot 16.09.2020, u3m. Ne 2 ot 13.01.2022)

s

Test / ITokazatens

Result / Pesynbtatsl

Specification / Hopma

1 Description / Onxcanue

YacTHIL,

Homogenous light yellow
transparent gel free from particulate fransparent gel, free from particulate matter
matter / OfHOPOIHBIH TIpo3pauHblit /  ORHOPORHBIH npo3payHblii  refb OT

reJib CBETJIO-KEINITOrO 11BETA,
cBOOO/IHBIH OT TOCTOPOHHUX

iHomog"énous light yellow to yellow

CBETJIO-KENTOrO0 OO DOKENTOro  LBETa,
(cBOGOIHBIH OT MOCTOPOHHHX YaCTHIL

2 Identification by HPLC /
[ToaMIUHHOCTH

Complies as prescribed /
CooTBeTCTBYET TpeboBaHUAM

The retention time of the major peak in the
chromatogram of the sample preparation
corresponds to that in the standard
preparation  under  assay / Bpems
yIEpKMBAaHHUs ~ OCHOBHOrO  NHKa  Ha
XpoMaTorpaMMe HCTILITYEMOro  pacTsopa
OJKHO COOTBETCTBOBATh BpEMEHH
yOepXuWBaHUs IMKa Ha XpoMaTorpamme
CTAaH[apTHOrO  pacTBOpa  HHMMECYJIHAA
(paszen «KonuyecTBEHHOE ONpPE/ENeHUE)

In according to Rus. Ph.Not less than
50.0 g / B cooTBeTcTBUM C TpeGOBaHUAMH
I'® P®. He menee 50,0

3 Weight of package content 51g/5lr
Macca conepKumoro
yITaKOBKH

4 |pH LE]

Between 4.6 and 6.0/ ot 4,6 10 6,0

Remarks : The Product conforms to ND/
Tpumeyanue: [TpoayKT COOTBETCTBYET Tpe6opanusaM HIT

Conclusion : APPROVED /
Zaxmouenue: OJJIOGPEHO

Prepared by /
MoaroToBneHo: Ankit

A

Checked by /
TTposepeno: Himesh Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykoBoauTeb
Pawan Kumar

A

Reprint Date /
Hata: 06.04.2022

Reprint Date /
Iara: 06.04.2022

Reprint Date /
JlaTa: 06.04.2022

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: LO5195AM004MLCO04507
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
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A
Produet : Nise gel
Hpoayxr : Haiis®, resib A0 HapyKHOTO NPHMCHEHHA 1%
Batch No / : V220148 Batch Quantity / : 22694 units /
Cepns Ne O0beM HapTHH 22694 enuHuL
Analytical Report No / : 890001583918 Date of Analysis / : 06.04.2022
AmanuTuyeckuii oryeT Ne JlaTa anajamMsa
Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2024
JlaTa npoM3BOACTEA Topen 10

Analysis performed according ND / Auaans nposea
from 16.09.2020, amend Ne 2 from 13.01.2022 / u3m. Ne 1 ot 16.09.2020, mw3m. Ne 2 ot 13.01.2022)

en mo HJI: T1 N012824/02-100320 (amend Ne 1

5 Related substances /PoACTBEHHBIE NPHMECH

1) Impurity A / IIpumecs A

Not detected / He oOHapyxeHa

1) Not more (han 0.2 % / He Gonee 0.2 %

2) Impurity B / IIpumecs B

Below LOQ (LOQ = 0.04 %) /
Hwxe nipefena KONHYECTBEHHOTO
onpenenenus (IIKO = 0.04 %)

7) Not more than 0.2 % / ne donee 0,2 %

3) Impurity C / IIpumecs C

Not detected / He 0bHapyxxeHa

3) Not more than 0.2 % / e doltee 0,2 %

4) Impurity D / IIpumecs D

Not detected / He obHapyxeHa

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

5) Impurity E / [Tpumecs E
6) Impurity F / IIpumecs F
7) Highest individual

| Not detected / He obHapyxKeHa

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

Not detected / He o6Hapyx€eHa

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

Below LOQ (LOQ = 0.1 %) / Huke

7) Not more than 0.2 % / He Gonee 0,2 %

unknown impurity / npejesa KoJIHYeCTBEHHOTO

EnuHuyHas onpeaenenns (ITKO = 0.1 %)

HeuIeHTHULHPOBaHHAs

[IpHMEChH
8) Total impurities / Below LOQ / Huxce nipenena _[3) Not more than 1.5 % / e Gonee 1,5%
Cymma npumecei KOJIMYECTBEHHOTO ONpENENeHNs

Remarks : The Product conforms to ND/
TIpumeyanue: [IpoaykT COOTBETCTBYET tpe6osanusam HIL

Conclusion : APPROVED /
3axunouenne: QJIOGPEHO

Prepared by /
MogrotoeneHo: Ankit

i

Checked by /
TMposepeHo: Himesh Kumar

Approved by: Manager/Executive /
Onobpeno: Meremxep / PykoBoaHTE b
Pawan Kumar 5}1

Reprint Date /
Jara: 06.04.2022

Reprint Date /
INara: 06.04.2022

Reprint Date /
Jara: 06.04.2022

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: LBS105ANM1984NLCO01507
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
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A
Product : Nise gel
Tpoaykr : Haii3®, resb ans HapYKHOTO NPHMEHEHIIA 1%
Batch No/ : V220148 Batch Quantity / : 22694 units /
Cepusn Ne O6bemM NapTHH 22694 epunniy
Analytical Report No / : 890001583918 Date of Analysis / : 06.04.2022
Amanurnyeckuii oruer Ne JlaTta aHaJIM3a
Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2024
|[laTa npoH3BOACTBA ToneH 5o

Analysis performed according ND / Auayu3 npoBea
from 16.09.2020, amend Ne 2 from 13.01.2022 / u3m. Ne 1 ot 16.09.2020, uzm. Ne 2 ot 13.01.2022)

en mo HJI: T1N012824/02-100320 (amend Ne 1

6 Microbial limits /

Mukpobuonoraueckas
4HCTOTA

[Total aerobic microbial count
/ Ob1ee YMCIIO a3pOBHBIX
MHKpPOOPraHHW3MOB

Total combined yeast and
molds count / ObLiee YUCIIO

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

Less than 10 CFU/g/

Not more than 100 CFU/g/
He 6onee 100 KOE/T

Not more than 10 CFU/g/

IIPOdKOKEBBIX M TLIECHEBBIX Menee 10 KOE/r He 6osiee 10 KOE/r

rpu6oB

S.aureus Absent in 1 g/ OTcyTCTBYET B 1T ‘Should absent in 1 g/ OtcyTcTBUE B 1T

P.aeruginosa Absent in 1 g/ OtcyTcTBYeET B 1r lShould absent in 1 g/ OtcyTcTBye B 1r
7 Assay / KonuyecTBeHHOE 10.14 mg/ 10.14 mr I'Not less than 9.0 mg and not more than

onpeneeHue 11.0 mg of C13H2N20sS Nimesulide in

one gram of gel. /
ot 9,0 10 11,0 mr Ci3H12N20s8
(sumecynuza) B 1 r npenapara

Remarks : The Product conforms to ND/
Ipumeuanue: [TpoAYKT COOTBETCTRYET tpedosanam HIT

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by /
MoaroToBneHo: Ankit TTposepeno: Himesh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemiep / PyKoBOIHUTENb
Pawan Kumar %

Reprint Date / Reprint Date /
' [ata: 06.04.2022 JlaTa: 06.04.2022

Reprint Date /
IHata: 06.04.2022

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- 1 R5195AP1984PI CON4R07
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
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJTU3A
Product : Nise gel
Mpoayxr : Haiis®, reb s Hapy)KHOro NpUMEHEHHA 1%
Batch No/ : V220148 Batch Quantity / : 22694 units /
Cepust Ne O0beM DapTHH 22694 ennHuLL
Analytical Report No / : 890001583918 Date of Analysis / : 06.04.2022
AHaJTUTHYECKHH oTueT No JlaTa aHaJgu3a
Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2024
JlaTa npon3BoACTBA Tonex a0

Analysis performed a
from 16.09.2020, amend Ne 2 from 13.01.2022 / u3m. Ne 1 ot 16.09.2020, n3m. Ne

ccording ND / Ananus npoeefes no HJI: I N012824/02-100320 (amend Ne 1

2 ot 13.01.2022)

8 Package / YnakoBka 50 g in a laminated aluminum tube |20 g, 50 gor 100 gina laminated
equipped with tamper-evident aluminum tube equipped with
membrane. 1 tube and patient tamper-evident membrane. 1 tube and
information leaflet in a carton. / patient information leaflet in a carton. /
ITo 50 r B TYOy U3 Mo 20T, 50 r unu 100 r B Ty6Yy M3
1AM HHIPOBAHHOTO AMFOMYHHS, NaMHHHPOBAHHOTO AIOMUHMUS,
crabuenHyl0 MeMbpaHoH st cHadKEeHHYO MeMOpaHOH ISt KOHTPOJS
KOHTpONA nepBoro BekpeiTha. I1o 1 nepsoro BCKPBITASL. ITo 1 Ty6e B mauky
Ty0e B 11auKy KapTOHHYIO € KAPTOHHYIO C MHCTPYKUKEH 110
nucTpykuieii o npPIUMEHEHHIo NPUMEHEHHIO

9 Labeling / MapknpoBka According to ND / B coorsercrsus ¢ HJ{

10 Storage conditions / At temperature below 25 °C. Do not freeze. / IIpy TeMnepatype He BbiLle 25 °C.

XpaHeHue He 3amopaxuBartsb.

111 Shelf life / Cpok rogHocTd |2 years / 2 roga

Remarks : The Product conforms to ND/

TIpumeuanue: TIpoAyKT COOTB

Conclusion : APPROVED /

etcTByeT TpeboBaHuamM HJI 3axmouenne: OJJOGPEHO

Prepared by /
MoarorosneHo: Ankit

/B

Checked by /
TTposepeHo: Himesh Kumar

=) ———

Approved by: Manager/Executive /
Onobpeno: Menemxep / PyxoBoAUTEb

Pawan Kumar g

Reprint Date /
[Hara: 06.04.2022

Reprint Date /
Jara: 06.04.2022

Reprint Date /
JHara: 06.04.2022

Registered Offic:

e: 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
www.drreddys.com




