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CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHATIU3A
—Prolﬁi;:_ctf . Nise gel—l‘%— .
Ipotyrr Haii3®, ress anst HapyHoro npemMeseHus 1% . _ _
Batch No / 1 V230540 {Batch Quantity / : 56937 units /
{Cepha No ;Oﬁbem MAPTHH 56937 epuHun
Analytical ] Report No / : 890001677631 Date of Analysis / : 31.07.2023
Anzirrudeckuii oTuer No e Jara aganusa . .
Date of Manufacture / : Jul-2023 |Date of Expiry / : Jun-2025
JaT2 npou3BoAcTBa Topen xo ) 1

! Analysis performed_a_c_c_o_llii_ng ND / Ananu3 nposegen o HJ: JI[1-Ne(001 198)-(PTTRU)-120922 T

Ne Test/Ilokasatens  : Result/ PesynpraTer

1 Descnptlon / Onucanne Homogenous light yellow

b reflp CBETIO-KEITOro 11BeTd,
‘cBOGOIHBII OT TIOCTOPOHHUX
4acTHL.

2 "gdentiﬁéié?ibn"ﬁ?ﬁﬁm Complies as prescribed /

: JeHTAGMKALHS CooTBeTcTBYET
i TpeboBaHKHAM
E
I
3 | Weight of package content 20g/20r
; Macca CoORepKHMOT0

Specification / Hopma i
Homogenous light yellow to yelIowJ

transparent gel free from particulate transparent gel, free from particulate matter |
matter / QNHOPOAHBIR Npo3pauHbIil /

OaHoponHblH IpO3pauHblfl  renp oT
CBETTIO-AHEATOrG [0 JKENTOrO  L(BETa,
¢BOOOIHbI OT HOCTOPOHHHX YaCTHIL,

3

The retention time of the main peak in the
chromatogram of test solution should
correspond to the retention time of the main|
peak in the chromatogram of nimesulide
reference standard solution (section Assay) /
Bpemsa yaepHBaHUS OCHOBHOIO NHKA Ha
XpOMATOrpaMMe  HMCIBITYEMOTO  PAacTBOpa
NOMAKHO COOTBETCTBOBATE BPEMEHH
YIEPX¥BaHH®  OCHOBHOIO  INIHMKa  Ha
XPOMATOIpaMMe CTAaHAAPTHOIO  pacTeopa
nuMecynupa (pasgen  «KonuuecTseHHoe
OlpeNenieHuen)

l\ccordmg to the requirements. Not less
than 20 g / B coorsercTeum ¢ |
rpe6oBanmsMi. He menee 20 r

" Between 4.6 and 6.0/ 0T 4,6 10 6,0 w

Conclusion : APPROVED /
3axarovenne: OJIOGPEHO

Approved by: Manager/Executive /
Onobpeno: Menexep / PykoBoanTe b

/
i O il

|

Reprint Date / g

YIIAKOBKH
i
4 |pH -
Remarks : The Product conforms to ND/
| HMpumeyanne: [Ipogykr COOTBETCTBYET TpefosannsM HJ
Prepared by / Checked by /
[TogroroerneHo: Santosh ITposepeno: Himesh Kumar
Kumar Maurva y Amit Kumar
!}3' g . ~ ‘!‘
Reprint Date / Reprint Date /
| ,gafa 31 07. 2023 Hara: 31.07.2023 o

| Hara: 31.07.2023 i

Reglsrered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Incia

Tel: +91 40 4300 2900, Fax: +51 40 4500 2999, Email: mzil@drreddys.com
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Dr.Reddy’s Q:‘t

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 AHATIU3A
[Product : Nisegel 1% S - T -
Ipodyxr : Haiis®, reap pis HapyxHoro npumenesns 1% i ~
‘BatchNo/ : V230540 Batch Quantity / : 56937 units /
Cepta Ne 7 o ___ _1OGbem napTun 56937 enunui
Analytical Report No / : 890001677631 ‘Date of Analysis / 1 31.07.2023 _
| AspauTHgyeckui oTyeT No Hara anannza e
Date of Manufacture / : Jul-2023 Date of Expiry / : Jun-2025
ﬂaT_JOHBBOHCTBE [Copen o
Analysis performed according ND / AHa.;m:s nponeneﬂ no HJL: JIT-Ne(001198)-(PT-RU)-120922 o

5 'Related substances /PojcCTEEHABIE TIPUMECH

Rem

I
'ii

arks

1) Impurity A / IIpumecs A

2) Impurity B/ Ilpumecs B

3) Impurity C/ Ilpumecs C

4) Impurity D/ TTpumecs D

5) Impurity E / Ilpumecs E

6) Impurity F/ ITpumecs F

7) Highest individual
unknown impurity /
Enunnayas
HeHIeHTHOMLHPOBAHHAS
[IpHMECh

Not detected / ne
ofHapyxeHa

/ Huxe npenena

%)
Not detected / ne
ofHapyxkeHa
Not detected / ve
obHapyxeHa

KOJIHHECTBCHHOTO

0.07%)

Not detected / He
oOHapyseHa

Huxe npenena
KONHYECTBEHHOTO

SRS

The Product 66Bforms 10 NI

Ilpamenanue: [Iponykr coorsercTByeT TpeGobanmsam HI[

0.07 % / Huxe npenena

onpeneneauns ([TKO =

Below LOQ (LOQ = 0.1 %) /

[1) Not more than 0.2 % / ne 6onee 0,2 % ’

Below LOD (LOD = 0.01 %) 2) Not more than 0.2 % / ue Gonee 0,2 %

obHapyxenus (10 =0.01 I

3) Not more than 0.2 % / ve Gonee 0,2 %

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

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

6) Not more than 0.2 %/ ne 6onee 02 % |

7) Not more than 0.2 % / ve bonee 0,2 %

onpenenequs (IIKO = 0.1%)

I

| |
Conclusion : APPROVED / !
3akmwuenne: OOBPEHO

Prepared by / Checked by / Approved by Manager/Executive /
Ionroroenero: Santosh [Tposepeno: Himesh Kumar Onobpero: Mesemxep / Pykosonurens '
Kumar Maurya 2 \ Amit Kumar

A - ~ Paotn™

’}fv’ £ g . N

\
Reprint Date / Reprint Date / Reprint Date/ ]
. Hara: 31.07.2023 Hara: 31.07.2023 Hara: 31.07. 2{)23 o |

Registered Office: 8-2-337, Rnad No. 3, Banjara Hiils, Hyderabad 500034, ?elangaﬁa, India

Tel: +91 40 4900 29G0, Fax: +91 40 4500 2999, Email; mail@drreddys.com
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Dr.Reddy’s €%

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

Vill. Khol, Nalagarh Road, Baddij,
Distt, Solan, H.P.,, 173 205, INDI1A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATTU3A
[Product : Nise gel 1% h ST ]
Mpoayxr - Haiis®, rents anis wapysxsoro npuvencins 1% .
Bateh No / : V230540 Batch Quantity / : 56937 units /
Cepus Ne Ofnem maprun 56937 eppnan_ o }
Analytical Report No / : 890001677631 Date of Analysis / : 31.07.2023
AnanyTuieckuii oruer No _Maraanammza
Date of Manufacture / : Jul-2023 Date of Expiry / : Jun-2025
|[aTa npoussoncTa Iopen no

Analysis performed according ND/ Anasn: nponeren no HII: TTT- \au{n{)li‘?‘ J-(PI-RU1)-120922

{ ' l

0.1% / Hwxe npepena

KONMUYECTBEHHOIO

) Total impurities /
yMMa IIpHMeEceH

ONPEeASIIeHuS

-

i
IYS) Not more than 1.5 % / ve Gonee 1,5 % !

!

MurpoGiionoryycexas

lmcToTa

| Total viable aerobic microhial
count / Od1ee KoHyecTBo
bcn 31ieCnocofHLIX a3pobHEIX

| MHKPODPTaHII3MOB
Total combined yeast and
molds count / O6mee uncno

I APOACKEBLIX H INECHEBBIX |

6 Microbial limits / |
|
1

p”ﬂ("l{ i
Pscudomonas aeruginosa

! Staphyvlocaccus aureus

7 | Assay/ Komyectsentoe
onpeNeneHue

|| |

g i

N

|

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

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

© Absentin 1 g/ Oreyrereyer B It

| _Absentin1 g/ Orey YTCTBYET B 1T
10.37mg / 10.37mr

Not more than 100 CFU/g / .
He 6omee 100 KOE/r I

Not more than 10 CFU/g /
e Goree 10 KOE/r |

Should absent in 1 g/ Orcyrersue B Ir ’

Should absent in 1 g/ ( JTCYTCTBHE B 1T
Not less than 9.0 mg and not more than
11.0 mg of C13H2N205S (nimesulide) in E
one gram of gel. /
ot 9,0 o 11,0 mr C;3H2N»OsS
(uumecynun) B 1 r npenapara

[ Remarks : The Pro-dﬁ; conforms to ND/

IIpameyanne: IIpoaykt cooTBeTCTBYET TpeboBaHHAM HIT

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by / Checked by /

[MoaroTosnedo: Santosh
Kumar Maurva..
/ 13 i ot IS

s
s

ITpoeepeno: Himesh Kumar
4

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykoponurens [
Amit Kumar At

| 7

Reprint Date /
Hara: 31.07.2023

Reprint Date /
Hara: 31.07.2023

Reprint Date /
Hara: 31.07. 2023

Reﬂlstered Ofﬂce 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, '{elangana India
Tel: +31 40 4300 2900, Fax; +91 40 4500 2999, Email: mail@ drreddys.com

CIN: LB5195AP1984PLCO04507

www.drreddys.com
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r.reg S P Formulation Unit-6
o Y " Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHANU3A

[ Product : Nise gel 1% - |
Mponykr  : Halis®, rens ANF HAPYAKHOLO nipriveneins 1% L o
Batch No / : V230540 ‘Batch Quantity / : 56937 units / T ]
Ceprs No. o - .. |Obwem nap i 56937 equnny _
Analytical Report No / : 890001677631 Date of Analysis / : 31.07.2023
- AHBIATHYECKHI oTyeT No . i Maraanamma o
Date of Manufacture / : Jul-2023 ]Date of Expiry / : Jun-2025 o _J
idata nponssoncrea _ 7 __T'ogen j10 i i
Analysis performed according ND / Aranu3 nposeen no HA: JITT-Ne(0011 ?8_}-(P[“-RL‘)—120_92_2 . J

8  'Package / Ynakogka 20 g in a laminated aluminum tube equipped with tamper-evident membrane, | I

i lube and patient information leaflet (package insert) in a carton, /

| 1o 20 r B TY6Y U3 JTaMHHHPOBAHHOIO ANIIOMHHNS, cHabxeHRyIo MeMGpanoii gus
RUH POt NepBoro sekpeitis. Ilo 1 Tybe B mauky KapTOHHYIO C MHCTPYKIIHeH

| , (10 TpUMereHAIo (mrcTROM-BKNIAKBITIEM). i

( API name (INN) / ADC (MHH): :_Nime_su_!mide/ HHMECinH,H N j
API manufacturer batch number / ' NMS1A-223025-M]

' Homep cepun apomsroguTens AQC: _ ) o o _

FP Manufacturer API Batch number / ' FEP A04323 ‘~l
| Hosep cepnu cybeTanmm npoussonutenn IIO: i L o ‘

' API Manufactured by & country / Mangalam Drugs and Organics Ltd., India /
lipomssonntens ADC, crpana: ~ Manranam pars sup Opranuke Jita,, Mnaus
Remarks : The Product con%orms to ND/ Conclusion : APPROVED / |

Ipumeuanne: [Tposykr COOTBETCTBYET TpeboBanusam HJJ 3aknarouenye: OJXOBPEHO
Prepared by / | Checked by / Approved by: Manager/Executive / N
[Moarororneno; Santosh ITposepena: Himesh Knmar Oanfipern: l\(_[e}{eg:;:ep ! Pyrononnrent
Kumar Maurya \ Amit Kumar

Ty ——J F———— {' Nt
Reprint Date / Reprint Date / Reprint Date / )
| lara: 31.07.2023 | Jara; 31.07.2023 Hara: 31.07.2023 1

Registered Office; 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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