Dr.Reddy’s €

CERTIFICATE OF ANALYSIS

Product
Mponyki1
:lhltch No/
C epud | Ne

H

.
.

Analy tical I{cpurt No/
AnanpurauecKkuil oryer No

CEPTUOUKAT AHATIU3A
Nise gel 1% - N T
Haiz®, renb 48 HapyXHOTO npaMeneHns 1% _
: V230541 Batch Quantity / : 19608.000 units /

Obnem napran

19608.000 egmunr

" 040001991714

Date of Manufacture /
JlaTa ppoH3BOICTEA
Analysis performed dLUH‘(lHlU .'\I)r Ana; ms gpmw rext o HJ1: JIT1-Na{001198)- (PI -Rn! 120922

+ Jul-2023

Date of Analysis / ~ : 31.07.2023
Aara apanuia
{Date of Expiry /
[onen go

Jun-2025

. |

_f'

Ne

Ik'ﬁ

[lokasarens
1 1)uur sion / Onncanne

: Idc:.‘_iféc;siinubyiii-’{,(f/
i MoznuHHeCTD

"{Ln‘i- ]ke.m,r,m,

fm"1 particulate matter ,

i; pO3padHbIit fenb CBET/IO-KENTOTO
fineta, cBobOHLI OT HOCTOPOHHHX

YACTHIL

Complies as pres scribed /

I[rl)Jl;DBLHUl s Tight yellow clear el fres! Homogenous light yellow
Oanopoanniii clear gel, free from particulate matter /

CooteercTeyeT TpeGoBANHAM

| Specification / Hopma

o ye How

QuoposHelil  npospaumsti  rean o1
CBETRO-KENTOr0 JHO IKEITOr0 liHeTa,

csOGOAHBIT OT HOCTOPOHHHX YacTHIL,

The retention time of the main peak in the

ichromatogram of fest solution should!
the retention time of the!

lcorrespond to
maln peak o e chiromEwogram U:’l
nimesulide reference standard solution
(section Assay) / Bpems yaepkusanus
OCHOBHOI'O [HMKA H& XPOMEIOTPaMME
HCIIBITYEMOTO pacTeopa JIOMAHO
!{:1.‘01‘53';\ TBOBATH BPEMEHR y/lepKUBaHHA
OCHOBHOIO [HMKA HAa XpOMAaTorpame
CTRHZAPTHOrO  pacTBopa  HuMecymuaal

: {pazgen «Komnuccteennoe
L, { ! Qnpe; uf ILHHL"I ]
3 Weight of package content |51 g/51r { According to the requirements. Not less |
[Macca conepainvioro 50 g / B coorBercTBHM ¢
P-um\ DPRKH rpebosannamu. He menee S0 r
i — “ . _I__
1 ‘p“ 5.7 |13 Cen 4{"11"\14"\'/( [~v0 lt\!'U

Remarks : The Product conforms to NI/
Hpameuanue: Ipoaykr cootpercrayer TpeGoranusy HJT

Cnnciusiﬂn : APPROVED /
3ax. lm'wmie' OI1OBPEHO

Prepared by / Checked by / Approved J} \1.:n ager/Executive
[TogroTosneno: Santosh [1poBepeno:Himesh Kumar Onobpero: Mexemxkep / Pykosoputesins %
Kumar Maurva; \mnit l}lmn::r .
. \%m o Ly P an \'l:‘/
{ -
Reprint Date/ Reprint Date / Reprint Date /
Hara:31.07.2023 Hara: 31.07.2023 Jlata: 31,07,2023

Registered Office: 8-2-337, Road No, !
Tel: +91 40 496G 2900, Fax: +<
L851S5AF
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Dr.Reddy’s €&

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHATTU3A

Product 1 Nise gel 1%
Mponykr  : Halis®, rens nng napyxHoro npumexeHus 1% .
Batch No / : V230541 Batch Quantity / : 19608.000 units ,
Ceprn Ne _ O6nem maprun 19608.000 eannuu
Analytical Report No/ 2 40001991714 Date of Analysis / : 31.07.2023
Anaanrnuecknit oraer No L Jlara anagmza _
Date of Manufacture / : Jul-2023 [Date of Expiry / : Jun-2025
Hata npox3BoacTEA [Costen no

Ll

Analysis performed ;w:g:r.(iz;;: ND / Anaqns nposegen no H1: JITI-Ne(Q01198)-(PT" R-’\g;f- 120922

{
!

5 jRelated substances /PoscTBenHbIE HpHMECH

1) Impurity A/ Upisecs A | Below LOD (LOD - 0.02%) / Hike|1) Not more than 0.2 % / ie 60766 0,2 %
npegena obuapyxenus (110 = 0.02
%)

Below LOD (LOD = 0.01%} / Himxe

. npejena obrapyxkenna (110 = 0.0] . o )
2} Impurity B / [Ipumecs B ,,,,l} ’ 2) Not more than 0.2 % / se Bosee 0,2 %

3} Impurity C / Ilpanecs C Not detected / He oGuapyxena 3) Not more than 0.2 % / se 6oxee 0,2 %

4) Tmpurity D/ Tpusecs 1 Not detected / e obnapyxena 1) Not more than 0.2 % / ue Gonee 0,2 %

‘ 5) Impurity E / [prvecs B 0.08% 5) Not more than 0.2 % / se Gonee 0,2 %

!

6) Impurity F / TIpumecs F Not detecied / He ofRapyHCHR 6) Not more than 0.2 % / e 6onec 0,2 % |

173 3 . xF - yos } 2 i az !

- G T Not more than 0.2 % / He Gonee 0,2 %

7} Highest individual Below LOQ (LOQ = (.01 %)/ } Not more (ha e B¢ it |
unknown Impurity / [ Huxe npenena konHvecTBEHHOTO |

Eauuuuyas onpeaenenus (ITKO = 0.01 %) \ l

|
L1 by s - —
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ilpumeyanne: [pojykr cootBerctByet tpebosanisam HJL Jarvmoucawe: ONOEPEHO
Prepared by / Checked by / Approved by; Manager/Executive /
TTonrorosneHo: Santosh [Tporepeno:Himesh Kumar Qunobpeno: Menempxep / Pykosoasirens

Kumar Maurya - Amit Kumat
e 1] _ - s S
%éy_, — iA e

v

Reprint Date / Reprint Date / Reprint Date /
Hara:31.07.2023 Jara: 31.07.2023 Jlara: 31.07.2023

legistered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +31 40 4300 2500, Fax: =31 40 4900 2993, Lmail: maii @d reddys.com
CING L85195AP1924FLL00450 7
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Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS

CEPTUGUKAT AHATIMSA

se gel 1%

Product : Ni
Upoayxr @ Haliz®, rens 11g Hapyxi

10ro npuMeneHus 1%

Batch No/ z
Cepia N

V236541

|Batch Quantity / 1
 Obney mapTi

19608.000 units /
19608.000 eptiHiy,

7-\rmlyﬁc.:ll Report No /
Apangrrvyecknii orger No

. 040001991714

tDate of Analysis / : 31.07.20

0 1273

_Jara ananaia

Date of Manufactore / 4.4

Jiata npou3sBoACTEL

Jul-2023

Date of Expiry / :

Joaen no

Jun-2025

Analysis performed -.u'mnl—i.ng‘ND ! Ananns pposenen no HJI: JITI-Ne(001198)-(PT-RU)-120922

HCHACHTHQHIHPORAHAA

NpHMECH

3) Total impurities /

G177

]

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

C.\’M’ Ma npuMecei

Microbial limits /

Mitkpodionorndeckas
i YHCTOTa
ITotal viable acrobic microbial
count / OB1mee xoaudeeTso
HHNECTOCOOHLIN 43P 00HLTY
P MHKPOOPIARIBMOR
Total combined yeast and
Emolds count / Ob6mee yBclo
UIPOACOKEBBIX H 11716CHEEBIX
i puGos
Pseudomonas aeruginosa

Staphylococcus aurcus

Less than 10 CFU/g /
Menee 10 KOE/

10 CFU/g /
10 KOR/r

Less than
Menee

Absent in I g/ OrcyrcrByeT B 11

Absentin 1 g/ Oreyrereyer B 1r

Not more than 100 CFU/g /

He Gonee 100 KOE/;

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

Should absent in b g/ Orecyrereve B 11

{Should absent in 1 g/ Orcyrcreue 8 Ir

Remarks : The Product conforms to ND/

Hpumenanue: [poayx: cootsercrayet Tpebobannam HJI

Conclusion : APPROVED /
Jaxmouenue: OJJOBPEHO

Checked by /

Approved by: Manager/Executive /

Prepared by /

[MoprotoencHo: Santosh

Kumar Maurya Iy, 4
Sy

E]"f)]'u‘p; i

Ouobpeno: Merenke
it Komar

:Himesh Kumar

4

/ PykosomHT

Reprint Date/
Ha1a:31.07.2023

Jlara:

Reprint Date /

Reprint Date
Hara: 31.07.2023

N

31.07.2023

Registered Office: 8-2-23
Ted: 491 40 4500

Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana
900, Fax: +91 40 4500 2599, Email; mailg va.com
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Dr.Reddy’s !".‘

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A

1 190/

Product : Nise gel i
Hpoaywr @ Haity®, rere aus mapyacHoro npusenenss 174

Batch Ne/ : V230541
Cepua Mo

Batch Quantity §
Obnes napiai

Analytical Report No/ : 040001991714
AHAAUTHYECKHN oTueT Nt

Date of Analysis : 3
Hara anagmia

Date of Manufacture / : Jul-2023

Date of Expiry / ;
Togen 1o

Jlan npoH3BOACTER

Analysis performed according ND / Anacans nposenen no HIL: JITT-Ne(001198)-(PI-R1)-120922

! Assay / Komse

OlpeacieHne

;

IOHTpONs NMepsoro BekpbiTHA [1o 1 Ty6e B nauky KapToHHYIO ¢ HECTPYKUHEH

8 | Package/ Ynakoska 50 ginajaminated alumi
tube and patient informatio
1o 50 r B 1YY M3 TAMHHHPOBAHHOIO AMOMHHNA, CH
M0 MPHMEHERHIO (JTHCTKOM - BKJIABIIEM ).

“TBEHHOEC 10.25mg /7 0. 25ur Not less than 9.0 mg and not more than |

11.0 mg of Ci3H;zN20sS (nimesulide)
in one gram of gel. /
ot 9.0 go 11,0 Mr CsHiN20s8
(HuMecyi) B 1 rapenapara
n f.'.i!‘\fz{—l-ﬁ}’j';}vd Wi :_‘—;r‘m evident membrane. |
n leaflet (package insert) in a carton. /
OMCEHIHVIO MeMOPpanoil 11

| AP name (INN)/ ADC (MHH):

Nimesulide / Hpmecynny

API manufacturer batch number / NMS1A-223025-M1 N
 Homep cepnu npomssoantens ADC: N

FP Manufacturer API Batch number/ SEPA 04393
| Homep cepuy cyGeranumit nponssopntes [ 1M: bt ) )

API Manufactured by & country/ Mangalam Drugs and Organics Lid., India /
{ Mpoussoaurens ADC, crpana: Manrazav Jlpars 3ua Opranuke 1, Wi -

Remarks : The Product conforms to ND/
[Tpumeqanne: [lpoaykr coorsercreyer Tpedopaniam HJI
=

Conclusion : APPROVED /
Zaxmouenne: OJJOBPEHO

Prepared by / Checked by 7
TToaroTosneno: Santosk Iporepeno:Himesh Kumar
Kumar Maurva

; Gy p— } ”

-

x
~

Approved by: Manager/Executive
Onobpeno: Meuepxep / PykoBojauTeisb

At Kumar \ A
P ) " L
¥

Reprint Date / Rer
Hara:31.07.2023 Hara;

Reprint Date /
Hara: 31.07.2023

risterad Office: 8-2-337, Road No. 3, Baniara Hills, iyderabad - 500034,

: 491 40 4900 2900, Fax: +91 40 4900 2993,
CIN: LES195APT9R4PLCE
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