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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Soian, H.P., 173 205, INDiA
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHATIU3A
Product : Nise gel 1% |
Opoaykr : Haiiz", renp 1is HapyKHOTO npumMeHenus 1%
Batch No / : V230862 Batch Quantity / : 57561 units /
Cepns Ne O6bem mapTuu 57561 enunyL
Analytical Report No / : 890001700029 Date of Analysis / : 18.11.2023
AHaguTHUyecKuii oTyeT No JaTa ananusa
Date of Manufacture / : 11-2023 Date of Expiry / : 10-2026
JlaTa npou3BoacTBa Topen o
Analysis performed according ND / Ananus nposegen mo HJL: JITI-Ne(001198)~(PI'-RU)-290323

Ne | Test / Ilokasarens Result / PeaynstaTs

Specification / Hopma o

1 Desgﬁption / Onucanune Homogenous light yellow

rejib CBETIO-XKENTOTO LIBETA,
CBOGOJIHBIH OT MOCTOPOHHHX
HACTHII,

transparent gel free from particulate transparent gel, free from particulate matter
matter / OQHOPONHBIH MPO3padyHbIf / Onnopomubiii npospaynsii  rens or

Homogenous light yellow to yellow |

CBETJIO-XENTOr0 0  JKEJNTOrO  I[BETA,
CBOOOZAHBIH OT MOCTOPOHHUX YaCTHL.

b2

Identification by HPLC / Complies as prescribed /
Waentudpurauns (BOXX)  (CoorsercrByer TpedoBaHuaM

| 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) /
Bpems ynmepkHBaHHS OCHOBHOIO HKa Ha
'XPOMATOTpaMMe  HCIIBITYEMOTO  PacTBoOpa
IMomKHO COOTBETCTBOBATD BpEMEHH
YHOEepXKMBaHHA  OCHOBHOTO  IHKA  Ha
XpOMAaTOrpaMMe pacTBOpa CTAHZAPTHOrOQ
obpasua HUMeCynHna (pazaen
«KomnuecTeeHHOE ONpEHENeHue»)

3 Weight of package content 20g/20r Accordmg_ to the requirements. Not less
Macca conepKHMoro than 20 g / B cooTBeTCTBHH ¢
YIAKOBKH TpebosanitaMu. He menee 20

4 |pH o 5.7 'Between 4.6 and 6.0/ Or4,6 10 6,0 |

‘Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Hpumeuanne: ITpoaykT cooTBeTCTBYET TpeboBanusm H]| 3akmouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Noaroroenexo: [/ Iposepeno: Rama Kant Onobpeno: Menemxep / Pykosoanrens
Pravesh Rana /L Manoj Kumar /
Reprint Date / Reprint Date / Reprint Date /

Hara: 18.11.2023 Hara: 18.11.2023 Jara: 18.11.2023

Registeied Office. 8-2-337, Ruad Nu. 3, Bdijdia Hills, Hyderabsad - 500034, Telangana, Indla
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85155AP1984PLC0O04507
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Knol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATTU3A
Product : Nise gel 1%
Hpoaykr : Haiis®, rens 1is HapysHoro npumenenns 1%
Batch No/ : V230862 Batch Quantity / : 57561 units /
Cepaia Ne O0bem ApTHH 57561 enuHHL
Analytical Report No / : 890001700029 Date of Analysis / : 18.11.2023
AHaJMTHYECKMH 0T4eT Ne JlaTa aHanu3a
Date of Manufacture / : 11-2023 Date of Expiry / : 10-2026
Jlara npoH3BOACTEA I'osen oo

Analysis performed according ND / Anaau3 nposeaen no HJL: JITI-Ne(001198)-(PI"-RU)-290323

[

5 |Related substances /PoficTBEHHBIE TPHMECH

1) Impurity A / [Ipumece A

2) Impurity B / [Ipumecs B

3) Impurity C / [Tpumecs C
4) Impurity D / [Ipumecs D
5) Impurity E / [Ipumecs E
6) Impurity F / [Ipumecs F

7) Highest individual

Not detected / He oOHapyxeHa
Not detected / He 0GHapyxeHa
Below LOQ (LOQ = 0.04 %) /
Huxe mpefiena KOJMIECTBEHHOTO
onpenenenus (IKO = 0.04%)
Not detected / He obHapyxxeHa

Not detected / He oGHapy»xeHa

Not detected / ne o6Hapy>eHa

unknown impurity / Below LOQ (LOQ = 0.1%) / Huxe
Enunuudas fpeseNna KoJIM4eCTBEHHOr0
HEHAEHTM(QHULMpPOBaHHas onpenenenus ([IKO =0.1 %)
npUMECh i

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

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

3) Not more than 0.2 % / ne Gonee 0,2 %
4) Not more than 0.2 % / ae 6onee 0,2 %

5) Not more than 0.2 % / ue Gonee 0,2 %
6) Not more than 0.2 % / ne 6onee 0,2 %
7) Not more than 0.2 % / ne donee 0,2 %

Remarks : The Product conforms to ND/
| [Ipumeyanue: Tpoaykt coorBeTcTBYET TpeboBanuam HJL

Conclusion : APPROVED /
3akaioucauc: OJOBPEHO

Prepared by /
TlonroToBneHo:
Pravesh Rana

{

Checked by /
Iposepero: Rama Kant

.r/ .

| Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykopoanrens
Manoj Kumar = J

Reprint Date /
Hara: 18.11.2023

Reprint Date /
Hata: 18.11.2023

Reprint Date /
Hara: 18.11.2023
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Dr.Reddy’s Qf‘

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 gcl 1%
IlpoaykT : Haiiz"™, rens A1 Hapy>HOro npuMeHesns 1%
Batch No / : V230862 Batch Quantity / : 57561 units /
Cepus Ne O6bemM MapTHH 57561 epuHniL
Analytical Report No / : 890001700029 Date of Analysis / : 18.11.2023
AHaTUTHYECKHH oT4eT No Jarta aHanH3a
Date of Manufacture / : 11-2023 Date of Expiry / : 10-2026
JaTa npoUu3BoACTBA FoneH oo
Analysis performed according ND / Anann3 nposenen mo HJI: JI[1-Ne(001198)-(PT" -RU)-290323

Below
8) Total impurities /
CymMMma npumecei

KOJIHYECTBCHHOI'O ONMpEACIEHUA

LOQ / Huxe npenena
8) Not more than 1.5 % / He 6onee 1,5 %

6 |Microbial limits* /

Muxpoburonornueckas
yiictoTa*

Total viable aerobic microbial
count / Oflee KOIHYECTBO
PKH3HECMOCOOHBIX a3pOOHBIX
MHKpPOOPraHH3MOB

Total combined yeast and
molds count / O6uiee yucno
ITPOMOKERBIX M MIIECHEBLIX
rpuboB

Pseudomonas aeruginosa

Staphylococcus aureus

Absent in 1 g/ OrcyrcrByer B 1 ¢ Should absent in 1 g/ OtcytcTBHE B 1 1
Absent in 1 g/ Otcyrctyer B 1 © Should absent in 1 g/ OtcyTctBe B 1 T

-

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

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

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

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

7 | Assay/ KonuyecTreHHoe
onpenencHue

10.11 mg/ 10.11 mr Not less than 9.0 mg and not more than
‘11 .0 mg DfC13H1zN1058 (mmcsuhde) n
one gram of gel. /

/079,010 11,0 Mr CisHiN:058
‘(mmecynun) B | r npenapara

Remarks : The Product conforms to ND/

Iprmeuanue: [Ipoaykt cooTBeTCTBYET TpeboBanusM H]J

Conclusion : APPROVED /
Jaxiarouenue: OJJOBPEHO

Jara: 18.11.2023

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroeneHo: ’ [Tposepeno: Rama Kant Onobpeno: Menemxep / PthBOJII!TOIIb
Pravesh Rana jé ) B Manoj Kumar

WL w
Reprint Date / Reprint Date / Reprint Date /

Jarta: 18.11.2023

Jara: 18.11.2023
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A
Product : Nise gel 1%
Mponayxr : Haiis”, rexs st Hapyskioro npumeterig 1%
Batch No/ : V230862 Batch Quantity / : 57561 units /
Cepus Ne O6beM naprTuu 57561 eanuii
Analytical Report No / : 890001700029 Date of Analysis / : 18.11.2023
AnanaTnyeckii oryer No JlaTa aHaIH32
Date of Manufacture / : 11-2023 Date of Expiry / : 10-2026
JlaTa npon3IBOACTEA Coxen jio
Analysis performed according ND / Anayiu3 niposejien 1o H: JIIT-Ne(001198)-(PT-RU)-290323

1‘8
I

Package / YnakoBka 20 g in a laminated aluminum tube equipped with tamper-evident membrane. 1 |
tube and patient information leaflet (package insert) in a carton. /
[To 20 r B Ty6Y U3 TAMMHHPOBAHHOrO AMOMUHHS, CHAOXKEHHYIO MeMOpaHO# s
KOHTPONA mepBoro BekpbiThs. [To 1 Tybe B nauky KapTOHHYIO C HHCTPYKUHKEH
[0 TPUMEHEHNIO (TMCTKOM-BKJIA/IBILIEM).

* It is carried out by the manufacturer at release periodically (with an interval of one test for 20 series or at least 1 time per
year). The test can be absent in the certificate of analysis of manufacturer. /

% [IpOBOIMTCS TIPOU3BOAWTENEM NIPH BEIMYCKE MEPHOIMYECKH (C HHTEPBANIOM OJIHO HCIIBITAHNE HA 20 cepuii nnu He MeHee 1 pasa B
ron). [TokazaTens MoxeT 6bITh He BKIIIOMEH B CePTAGMKAT aHaTH3a GHPMBL.

API name (INN} / A®C (MHH): Nimesulide / Humecynua
API manufacturer batch number / NMS-1A-233010
Homep cepin npoisBogitresnst ADC:

FP Manufacturer API Batch number / FEQA00508

Homep cepun cybcranuuu npoussogureas I'JID:

API Manufactured by & country /
TNE fiamoments Al cipara: Manranam Jpars sug Opranukc Jita., MHgus

Mangalam Drugs and Organics-Ltd., India /

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Hpumeuanue: [Tpoaykt coorsercTByeT Tpebosannsam HII Baxmouenne: QJJOEPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
TToAroToBIEHO: /i [Tporepeno: Rama Kant Onobpeno: Meremxep / PykoBofHTENb
Pravesh Rana ’iﬂ ul;!l Manoj Kumar

. e L
Reprint Date / Reprint Date / Reprint Date /
Mata: 18.11.2023 Jlata: 18.11.2023 JlaTa: 18.11.2023
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