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

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A

Product Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Hpoaykr Haii3® AxtuBrens (HUMeCysua) resb s HapyKHOro npumenenus, 1 %, 50r
Batch No / 1 V230243 Batch Quantity / : 19035 units /
Cepust Ne O0beM mapTHH 19035 epunHnn
Analytical Report No / : 040001792069 Date of Analysis / 20.03.2023
AnanuTndyecknii oryer Ne Jara ananusa
Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2025
JaTa npoH3BOACTBA I'onen g0

Analysis performed according ND / Ananus nposegen no HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020, amend Ne 2 from 02.02.2022 / u3m. Ne 2 ot 02.02.2022)

Page 1 of 5/Crp. 1 u3 5

No/

B2XX

CooTtBeTcTBYeT TpeOOBaHUSIM

I Test / Ilokazatenn Result / Pesyabtar Specification / Hopma

1. Description / Onucanne Homogeneous, transparent, Homogeneous, transparent,
pale-yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OnHopoaHbIH
ONHOPOIHBIHM NPO3pavHbIiA Teflb | MPO3payHbIi reib oT 6eCLIBETHOIO
671€ JHO-XKENTOrO LBETA C O OneaHo-KenToro LUBeTa C
XapaKTepHBIM 3a11aXxoM XapaKTepHbIM 3araxom

2. Identification / IToquHHOCTH

a) By HPLC / Metonom Complies as  prescribed /| 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) / Bpewms
yaep>KUBaHUs OCHOBHOTO NHKa Ha
XpOMaTOrpaMMe  HCIIBITYEMOTO
pacTBopa JTOJIXKHO
COOTBETCTBOBATH BpPEMEHHU
yaep>KUBaHHsL OCHOBHOTO ITMKa Ha
XpoMaTorpamme pacTBopa
CTaHJapTHOTO obpasua
HUMecynHuja (paznmen
«KonuyecTBeHHOE
OTpeeIeHHE»)

Remarks : The Product conforms to ND/

Hpumeuanne: [Ipoaykr coorsercTByeT TpeboaHusM HJL

Conclusion : APPROVED /
3axkmwouenue: OJOBPEHO

Prepared by /
[Tonrorosneno: Naresh

Kumar @(

-

Checked by /
[Tpoeepeno: Pardeep Kumar

-

Approved by: Manager/Executive /
Ono6peno: Menemxkep / Pykosoaurens

Manoj Kumar
bl

Reprint Date /
Hara: 20.03.2023

Reprint Date /
Jara: 20.03.2023

Reprint Date /
Jara: 20.03.2023
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Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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Vill. Khol, Nalagarh Road, Baddi,
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CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIN3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IIponykTt Haii3® AxTuBrens (HUMeCynum) relib JUIs HAPYXKHOTO npumenenns, 1 %, 50 r
Batch No / 1 V230243 Batch Quantity / : 19035 units /
Cepus Ne O6bem mapruu 19035 enuHuy
Analytical Report No / : 040001792069 Date of Analysis / 20.03.2023
AnajJuTHueckuii oTder Ne Jara aHajH3a
Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2025
Jara mpoH3BoACTBa T'open go
Analysis performed according ND / Auanms nposeaen no HJI: JITT-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020, amend Ne 2 from 02.02.2022 / u3m. Ne 2 ot 02.02.2022)
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No /
Ne

Test / Ilokazarean

Result / PesyabTat

Specification / Hopma

b)By UV spectro-

Complies as  prescribed /

UV absorption spectrum of the

photometry / Metonom CoOTBETCTBYET TPEOOBAHHAM test  solution should have
Y®-cniekrpodoTo absorption maximum at 39745 nm
MeTpUm /[ Y®-cnexkTp  MOINIOLIEHUS

HCTIBITYEMOr0 pacTBOpa AOJIKEH
UMEeTh MaKCHMYM IIOIJIOLLEHUs
nipu 397+5 HM

3. | Weight of package Slg/Slr According to Rus. Ph. (Not less
contents / Macca than 50.0 g) / B cooTBeTCTBUM €
COOEPKAMOro YIAKOBKH TpeOOBAHUIMHU

I['® PD. (He menee 50,0 r)
4. pH 3.18 From2.5t04.5/0t12,5 no 4,5
5. | Viscosity / BazkocTb 1014 centipoise / From 400 to 1200 centipoise /
1014 cantunyas Ot 400 no 1200 cantunyas

6. | Related impurities / PogcTBeHHBIC IPHMECH

1. Impurity C / Not detected / He oGHapyxeHa | Not more than 0.50 % /
[Tpumecs C He 6onee 0,50 %

ii. | Impurity D/ Below LOD (LOD = 0.02 %)/ Huwxe | Not more than 0.50 % /
Ipumecs D npenena oGuapyxenus (110 =0.02 %) | He 6onee 0,50 %

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: IIpoaykr coorBeTcTBYET Tpebopanusm HJI 3akmarouenue: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarororneno: Naresh ITpoeepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBoaurens
Kumar ‘ Manoj Kumar e

b o (el

S & e

Reprint Date / Reprint Date / Reprint Date /
JHara: 20.03.2023 Hara: 20.03.2023 Jara: 20.03.2023

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
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Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CERTIFICATE OF ANALYSIS
CEPTUO®HUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g —|
Ipoaykr : Haiis® Akrusrens (HUMeCyInA) resib I HApYXKHOTO MpuMeHeHus, 1 %, 50 r
Batch No / 1 'V230243 Batch Quantity / : 19035 units /
Cepus Ne O6bem napTun 19035 earnun
Anmalytical Report No / : 040001792069 Date of Analysis / : 20.03.2023
AHaTHTHYECKHH oT4yeT Ne JlaTa anajau3a
Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2025
JlaTa npoH3BOACTBA T'open po
Analysis performed according ND / Ananus nposeaen no HJI: JII1-005923-191119 (amend Ne 1 from
19.03.2020 / w3m. Ne 1 ot 19.03.2020, amend No 2 from 02.02.2022 / uzm. Ne 2 ot 02.02.2022)
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Cymma npumeceit

i‘? / Test / IlokazaTeJnb Result / Pe3yabTat Specification / Hopma
iii. | Any other impurity / Not more than 0.50 % /
Jhobas apyras npumech He 6onee 0,50 %
0.04%
iv. | Total impurities / 0.1% Not more than 1.50 % /

He 6onee 1,50 %

7. | Microbial purity / Mukpo0noJjioruyeckass YHCTOTA

i. | Total Aerobic Microbial
Count / O61ee yuciio
a’pOOHBIX MHKPO-
OpraH1u3MOB

i1. | Total Combined Yeast and
mould count / Obuiee uncio
JOPOMOKEBBIX U TJIECHEBBIX

rpuooB
ill. | Pseudomonas aeruginosa

iv. | Staphylococcus aureus

NA

NA

NA

NA

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

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

Should absentin 1 g/
OtcyrerBuc B 1 T

Should absentin 1 g/
OtrcyrcTBHEe B I T

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanne: [IponykT cooTBeTcTBYeT TpeGoanusmM HJL 3akmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
INoxrorosneHo: Naresh IIpoBepeno: Pardeep Kumar Onobpeno: Menemxkep / PykoBoaurens
Kumar @; L Manoj Kumar j i ?

~ = (e
Reprint Date / Reprint Date / Reprint Date /
Hara: 20.03.2023 Jlara: 20.03.2023 Jlata: 20.03.2023

Repisterad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS  Www.drreddys.com

CEPTUOUKAT AHAJIM3A
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g —‘
Ipoaykr : Haii3® AxtiBrens (HUMeCYMa1) refib M HAPYXKHOro npuMeHenus, 1 %, 50 r
Batch No / 1 V230243 Batch Quantity / : 19035 units /
Cepus No O6beM napTuu 19035 enuuun
Analytical Report No / : 040001792069 Date of Analysis / : 20.03.2023
AHanuTHYeCKHH oTyeT Ne Harta anaausa
Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2025
JlaTa npon3BoacTBa I'onen no
Analysis performed according ND / Auanus nposenen mo HJI: JIT1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020, amend Ne 2 from 02.02.2022 / uzm. Ne 2 ot 02.02.2022)
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8 | Assay/KoauuecTBeHHOE onpeaeIeHHe

i. | Nimesulide / 9.94 mg/ 9.94mr
Humecynun (99.4 %)

ii. |Dimethyl sulfoxide / 97.9 %
Jumeruncynbbokenn

9.0 mg to 11.0 mg of C13H12N>05S
(nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

Or 9,0 MI' 10 1 1,0 MI C13H12N205S
(numecynun) (ot 90,0 % no

110,0 % OT HOMUHAJIBHOI'O
copepxanus) B 1 T rens

90% to 110% of C:HsOS (dimethyl
sulfoxide) of label claim /

OT 90 % no 110 % C2HsOS
(numeTnncynbGoKCHI) OT
HOMUWHAaNBHOIO COCPIKaHUS

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ilpumeqanue: IIpoaykt cooTBeTcTBYeT Tpeboanusm HJL 3akawuenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Naresh IIposepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBogurens
Kumar @( H Manoj Kumar , /

Reprint Date / Reprint Date / Reprint Date /

Hara: 20.03.2023 Hara: 20.03.2023 Hara: 20.03.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2993, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
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CEPTUOUKAT AHAJIM3A
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Hpoxykr : Haiiz® AkTuBrens (HUMeECyJIMA) refib Il HAPY>KHOTO NpuMeHeHus, 1 %, S0 r
Batch No / 1 V230243 Batch Quantity / : 19035 units /
Cepus Ne O0beM napTuu 19035 eguHuL
Analytical Report No / : 040001792069 Date of Analysis / : 20.03.2023
AHaJuTHYeCKHH oTYeT No Hara anaanza
Date of Manufacture / : Mar-2023 Date of Expiry / : Feb-2025
JlaTa nmpou3BoACTBa I'ogen no
Analysis performed according ND / Ananus nposexen no HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / u3Mm. Ne 1 ot 19.03.2020, amend Ne 2 from 02.02.2022 / u3m. Ne 2 ot 02.02.2022)
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10 | Packaging / Ynakoska Package / Ynakoska - 50 gina | package / Viakoeka - 20 g, 50 g or

laminated ~ aluminum  tube | 100 g in a laminated aluminum tube
equipped with tamper-evident equipped with  tamper-evident
membrane. Each tube and a | membrane. Each tube and a patient

patient information leaflet in a | jnformation leaflet in a carton. /
carton. / ITo 50 r B TYOy u3
JIAMHHHPOBaHHOTO ITo 20 r, 50 r unu 100 r B TYOY U3

ATTIOMMHH, cHabxkenHyio | TAMMHHPOBAHHOTO AIIOMHHHS,
MeMOpaHOH U8 KOHTPOJIS cHabxkeHHYl0 ~ MeMmOpaHOH st
meporo BekpiTHa. Kaxyro | KOHTPONS  NIEPBOTO  BCKPBITHS,
Ty6y BMecTe ¢ MHCTpyKumeii | KOKAYIO va6y BMECTE  C
10 TIPMMEHEHHIO NoMemator B | MHCTPYKIHMEH  TI0  NPHMEHEHHIO
MavuKy KapTOHHYIO. TIOMEILAIOT B MUKy KAPTOHHYIO.

11 |Labeling / MapkupoBka According to ND / B cootsercteuu ¢ HJI

12 | Storage / Xpanenue Store below 25 °C. Do not freeze./ IIpu Temneparype He Bbile
25 °C. He 3amopaxuBarthb.

13 | Shelf life / Cpox rognocTn | 2 years /2 roaa

*The parameter may not be included in the manufacturer's Certificate of Analysis. The
manufacturer guarantees the quality of the product for these parameters.

‘TloxazaTeJbh MOMXET OTCYTCTBOBATL B CePTHHUKATE AHAIM3A HponsBosuTe)st. Iponssogurens
rapasnTHpPYET Ka4ecTBO penapara no 3THM IOKa3aTeJsM.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeyanne: IIpoxykT cooTBeTcTBYET TpeboBanuam HJI 3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoarororneHo: Naresh [IpoeepeHo: Pardeep Kumar Ono6peno: Menemxkep / Pykosoaurens
Kumar é Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /

Jara: 20.03.2023 Hara: 20.03.2023 Hara: 20.03.2023
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Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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