Dr.Reddy'’s ‘,’:‘

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS
Distt. Solan, H.P.,, 173 205, INDIA

CEFTUGUKAT AHANNSA Tel : +91 98166 56001-02
Product : Nise gel www.drreddys.com
IIpoaykTt Hali3®, rens an1g HapyxHoro npuMeHeHus 1%
Batch No / : V220100 Batch Quantity / : 56546.000units /
Cepus No O0beM napTum 56546.000 earHui
Analytical Report No / : 890001575409 Date of Analysis/ : 03.05.2022
AHaguTHYecKkHii oTyeT No JlaTa ananuza
Date of Manufacture / : Feb.2022 Date of Expiry / : Jan.2024
JaTa npousBojcTBa I'ogen no
Analysis performed according ND / Auanus nposeger no H: I1N(012824/02-100320 (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)

| N | Test / Iokazatenb Result / Pesynbratel ~ Specification / Hopma
1 Description / Onucanue Homogenous light yellow Homogenous light yellow to yellow
transparent gel free from particulate transparent gel, free from particulate matter
matter / OqHOpOAHBIH po3paunblii / OOHOPONHBIM Tpo3payHbli rems  OT
reNb CBETIIO-XKEITOro LBETa, CBETJIO-XKENTOro /10 JKEJNTOro  IBeTa,
CBOOO/HBIN OT MOCTOPOHHUX CcBOOOAHBII OT MOCTOPOHHUX YACTHILL
YACTHL.
2 |Identification by HPLC / Complies as prescribed / The retention time of the major peak in the
[TognuHHOCTH COOTBETCTBYET chromatogram of the sample preparation
TpeboBaHUSIM corresponds  to that in the standard
preparation under assay / Bpewms
yAepKHBaHUY ~ OCHOBHOTO  MMHKa  HAa
XpOMATOrpaMME  UCIILITYEMOTO  PacTBoOpa
JOMKHO COOTBETCTBOBATh BPEMEHHU
yAep/KUBaHHSA TMKa Ha Xpomarorpamme
CTAHAAPTHOTO  pacTBoOpa  HHUMECYIHAa
| R | (paznen «Konu4ecTBEHHOE OMpPEEICHUEN)
3 | Weight of package content 21g2lr In according to Rus. Ph..Not less than |
Macca coaep>XxuMoro ’ 20.0 g / B cooTBeTcTBHU C TpeOOBaHUAMH
YIaKOBKH I'® P®. He menee 20,0 T
\
4 |pH 5.4 - i Between 4.6 and 6.0/ ot 4,6 10 6,0
5 Related substances /PocTBeHHBIE TPUMECH
1) Impurity A / [Ipumecs A Below LOD (LOD =0.02 %) / {1) Not more than 0.2 % / ne 6onee 0,2 %
Hwuxe npenena obHapyxeHus
(TTO = 0.02%)

Remarks : The Product conforms to ND/
Ipumeuyanne: [Ipoaykr cooTeTcTBYeT Tpeboanusm HJJ

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by / [loarotosieHo: Checked by / IIpoepeHo: Approved by: Manager/Executive / OnobpeHo:
Naresh Kumar @ Pardeep Kumar i__,_ Menemxep / PykosonuTens v
oL = Manoj Kumar fhm}_&i"t’
Reprint Date / Reprint Date / Reprint Date /
Hata:03.05.2022 Hata:03.05.2022 Hata:03.05.2022

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

www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CEPTUDPUKAT AHAJTU3A

Distt. Solan, H.P.,, 173 205, INDIA

Tal - 0] 08166 55001-02

Product  : Nise gel www.drreddys.com

IMpoayxr : Haiis®, rens 114 HapY>)KHOTO IpUMEHEHUs 1%

Batch No / : V220100 Batch Quantity / : 56546.000units /
Cepus Ne O06bem napTuu 56546.000 enunu
Analytical Report No / : 890001575409 Date of Analysis / : 03.05.2022
AHaauTHYecKHH oT4eT Ne Jarta ananu3a

Date of Manufacture / : Feb.2022 Date of Expiry / : Jan.2024

JlaTta npou3BoACTBA I'opeH oo

Analysis performed according ND / Auanu3 npoeeaen mo HJI: [1N012824/02-100320 (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)

JF Microbial limits /
Mukpobuosnoruieckas

YHCTOTa

Total aerobic microbial count
Obuiee uncno a’3podbHBIX

MHKpPOOPTaHU3MOB

Total combined yeast and

molds count / O61ee yucio

ITPO>OKEBBIX U TUIECHEBBIX

Less than 10 CFU/g /

[Menee 10 KOE/r

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

|
Not more than 100 CFU/g/
He 6onee 100 KOE/r

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

rpuboB
S.aureus Absent / OTCyTCTBYET !Should absent in 1 g/ OrcyrcTBue B It
IP.aeruginosa IAbsent / OTcyTCTBYET \’Should absent in 1 g/ OtcyTcTBue B Ir

7 | Assay/ KonudecTseHHoe
oripeJeieHHe

10.43mg / 10.43mr

Not less than 9.0 mg and not more than
11.0 mg of C;3H2N,05S Nimesulide in
one gram of gel. /

oT 9,0 pi(e) 11,0 Mr C13:Hi2N»OsS
(#nmecynuna) B 1 r mpenapara

8 | Package / YnakoBka

20 g in a laminated aluminum tube
equipped with tamper-evident
membrane. 1 tube and patient
information leaflet in a carton. /
ITo 20 r B TYOY u3
IaMHHHPOBAHHOIO AIOMUHHUS,
cHabXeHHYI0O MeMOpaHoit s
KOHTpOJIS IepBoro BCKpbITHA. [1o 1
TYAE R NAUKY KANTAHHYK ¢
HHCTPYKIHEH 110 MPUMEHEHHIO

20 g, 50 g or 100 g in a laminated
aluminum tube equipped with
tamper-evident membrane. 1 tube and
patient information leaflet in a carton. /
To 20, 50 r unu 100 r B TYOY U3
JIAMHHHPOBAHHOIO aJIIOMUHMUS,
CcHAOKEHHYI0 MeMOpaHOU I KOHTPOIS
mepsoro BckpbITus. [1o 1 Tybe B mauky
KADTOHHYH ¢ WHCTPYRTTAEH T10
MPHMEHEHHIO

9 |Labeling / MapkupoBka According to ND / B coorBetrctBuu ¢ HI{

Conclusion : APPROVED /
3akarouyenue: OJOBPEHO

Remarks : The Product conforms to ND/
IIpumeuanne: ITponykt coorBercTBYeT TpeboBaHusIM H]L

Prepared by / IToarorosneHo: Checked by / [IposepeHo: Approved by: Manager/Executive / OnobpeHo:
Naresh Kumar Q Pardeep Kumar Menemxkep / Pyxoso,uu:renb 1
A_/’ . = Manoj Kumar 'r_\_h-\ it »
Reprint Date / Reprint Date / Reprint Date /
HaTa:03.05.2022 Hara:03.05.2022 Hata:03.05.2022

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: L85195AP1984PLCO04507
www drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, IND{A

CEPTUDUKAT AHATTU3A
Tel: +91 98166 56001-02

Product : Nise gel www.drreddys.com
ITpoaykT Haii3®, resnp g Hapy)HOTro mpuMeHeHus 1%
Batch No/ : V220100 Batch Quantity / : 56546.000units /
Cepus Ne O0bemM mapTun 56546.000 enuHuL
Analytical Report No / : 890001575409 Date of Analysis / : 03.05.2022
AHanauTHYeckuii oTuer Ne Jara ananu3a
Date of Manufacture / : Feb.2022 Date of Expiry / : Jan.2024
JlaTa npousBoacTBa T'ogen no
Analysis performed according ND / Auanus npoBenen mo HJI: ITN012824/02-100320 (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)

2) Impurity B / IIpumecs B

6)Impurity F / IIpumecs F
'7YHighest individual
unknown impurity /
Enuuuynas
HeyAeHTU(PUIpOBaHHAs
MPUMEChH

8)Total impurities /
Cymma npumeceit

3)Impurity C / [pumecs C
4)Impurity D / Ilpumecs D
5)Impurity E / [Tpumecs E

Below LOQ (LOQ = 0.04%) /
Huxe npenena

KOJHMYECTBEHHOIO
onpenenenusa(IIKO = 0.04%)

Not detected / He oOHapyxeHa
Not detected / He oOHapyxeHa
Not detected / He oOHapyxeHa
Not detected / He o6HapykeHa
Below LOQ (LOQ =0.1%) /
Huxe npenena
KOJINYECTBEHHOI'O OTIpe/ICIeHUS
(IIKO =0.1%)

Below LOQ / Huxe npenena
KOJIMYECTBEHHOTO ONpe/ieIeH sl

2) Not more than 0.2 % / He bonee 0,2 %

3) Not more than 0.2 % / He 60nee 0,2 %
4) Not more than 0.2 % / ne 6onee 0,2 %
5) Not more than 0.2 % / 1e 6onee 0,2 %
6) Not more than 0.2 % / He 6onee 0,2 %
7) Not more than 0.2 % / He 6onee 0,2 %

®) Not more than 1.5 % / He 6onee 1,5 %

Remarks : The Product conforms to ND/
Ipumeuanue: [IpoayxT cooTBeTcTBYET TpeboBaHusM H]L

Conclusion : APPROVED /
3axmouenne: OOBPEHO

Prepared by / [Toarorosneno:

Checked by / [IpoBepeno:

Approved by: Manager/Executive / OnobpeHo:

Jarta:03.05.2022

Jarta:03.05.2022

Naresh Kumar ‘ Pardeep Kumar Meunenxep / Pykogognrtensb
AL/ 3{— Manoj Kumar fi'rmc ped s
.___,_‘_,.-"---.‘.
Reprint Date / Reprint Date / Reprint Date /

Hata:03.05.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 40 4900 2999, Email: mail@drreddys.com

CIN: .85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA

CEPTUPUKAT AHAJTTU3A

o Tel : +91 898166 56001-02
Product : Nise gel www.drreddys.com
Ipoaykr : Haiis®, renp 1y Hapy>KHOrO npUMeHeHus 1%
Batch No / : V220100 Batch Quantity / : 56546.000units /
Cepus N\e O6bemM napTun 56546.000 eanHuL
Analytical Report No / : 890001575409 Date of Analysis / : 03.05.2022
AnajJluTHdecKHUii oTueT No JaTa ananu3sa
Date of Manufacture / : Feb.2022 Date of Expiry / : Jan.2024
JlaTa Ipou3BOICTBA I'open po
Analysis performed according ND / Anaau3 nposenen mo HJ[: T N012824/02-100320 (amend Ne 1
from 16.09.2020, amend Ne 2 from 13.01.2022 / u3m. Ne 1 ot 16.09.2020, nam. Ne 2 ot 13.01.2022)

10 | Storage conditions /
XpaHeHue

t temperature below 25 °C. Do not freeze. / Tpu TeMHepaTypé- He BoIne 25 °C.

FC 3aMOpaXxuBaThb.

11 | Shelflife / Cpok rogsoctd 2 years /2 roga

Remarks : The Product conforms to ND/
IIpumeuanne: [IponykT cooTBeTcTBYET TpeboBanuam HJJ

Conclusion : APPROVED /
3axmrouyenne: OJOBPEHO

JaTta:03.05.2022

Jara:03.05.2022

Prepared by / [loarotoBneno: Checked by / [IposepeHo: Approved by: Manager/Executive / Onobpeno:
Naresh Kumar Pardeep Kumar Menemxep / PykoBoaHTENb
@/ Qﬁ——d Manoj Kumar w“ f
i \f)‘t! it
Reprint Date / Reprint Date / Reprint Date /

Jara:03.05.2022

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: L85195AP1984PLC0O04507
www.drreddys.com




