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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIU3A
Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g
MponykT Haii3"® Aktusrens (HUMECYIM) FeNb Ul HAPY)KHOro npuMeHenus, 1 %, 50 r
Batch No / : V210815 Batch Quantity / : 18,832 units /
Cepus Ne O0Bbem mapThu 18,832 enmmun
Analytical Report No / : 890001539630 Date of Analysis / : 14.08.2021
AnanutTadeckuii oruet Ne Jara agaausza
Date of Manufacture / : July.2021 Date of Expiry / : Jun.2023
Jlata nponsBoacTBa Tonen go
Analysis performed according ND / Auanus nposeaen mo HJI: JII1-005923-191119 (amend Ne 1 from
19.03.2020 / uzm. Ne 1 ot 19.03.2020)

Page 1 of 5/Crp.1u3 5

B2OXX

CooTBeTCTBYET TpeOOBAHUAM

No/ . .

Ne Test / IlokazaTenn Result / PesyabTar Specification / Hopma

1. Description / Onucanue Homogeneous, transparent, Homogeneous, transparent,
pale-yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OnHOPOTHBIH
OnHopoaHEIH Mpo3payHbIH NpO3paYHbIid renb OT 6eCLBETHOrO
respb OJeHO-KENTOro iBeTa ¢ | 10 OnegHo-KenToro LBeTa C
XapaKTepHBIM 3a11axoM XapaKTepHBIM 3aTaxoM

2. Identification / IlopnuHHOCTH

a) By HPLC / MeTtomom 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) / Bpems ynepXuBaHUA
OCHOBHOT'O MUKa Ha
XpoMaTtorpamme HCTIBITYEMOTO
pacTBopa JOKHO COOTBETCTBOBATH
BpEMEHH YAEP)KUBAHHSI OCHOBHOI'O
nvka Ha XpoMmarorpaMMme pacTBopa
CTaHOApTHOTO o6pasua
HUMECYITHIA (pa3men
«KonuyecTBeHHOE ONpeeIeHHe)

Remarks : The Product conforms to ND/
IIpumeyanue: IIpoaykt coorBeTcTBYET TpeboBanusM HJI

Conclusion : APPROVED /
3akarouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: ) IIpoeepeno: Onobpeno: Menemxkep / Pykosoaurens
Suman Kumar % Z Himesh W Manoj Kumar }} uw

\ ¥
Print Date / Print Date / Print Date /
Jara: 14.08.2021 JHara: 14.08.2021 Jara: 14.08.2021
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A
Product Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g
IIpoaykT Haii3" AktuBrenns (HUMeCYIIM) Feib U1 Hapy»KHOro npumeHenns, 1 %, 50 r
Batch No / : V210815 Batch Quantity / : 18,832 units /
Cepusi Ne O6Bbem mapTuu 18,832 enunun
Analytical Report No / : 890001539630 Date of Analysis / : 14.08.2021
AHajauTudeckuii oryer No Jdara ananuza
Date of Manufacture / : July.2021 Date of Expiry / : Jun.2023
JlaTa npon3BoacTBa Toxen mo
Analysis performed according ND / Ananu3 nposegen no HJ{: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / uam. Ne 1 ot 19.03.2020)
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i{? 4 Test / IlokazaTensn Result / PesyabTar Specification / Hopma
b)By UV spectro- Complies as prescribed / | UV absorption spectrum of the test
photometry / Metonom CootgercTByeT TpebOBAHUIM solution should have absorption
Y®-cnexrpodoro maximum at 397+5nm / VYO-
METPUH CIIEKTp MOTJIOIEHUS UCTIBITYEMOTO

pacTBopa A0JDKEH UMETh MAKCUMYM
roryiotenus npu 39745 Hm

3. |Weight of package 51g/51r According to Rus. Ph. (Not less
contents / Macca than 50.0 g) / B cooTBeTcTBUU C
COAEPIKHMOr0 YIIAKOBKH TpeOOBaHUAMH

I'® PO. (He menee 50,0 r)
4. pH 32 From2.5t04.5/0t12,5 no 4,5

5. | Viscosity / Baskoctn

912.5 centipoise /
912.5 canTumyas

From 400 to 1200 centipoise /
Ot 400 o 1200 canTHmyas

6. | Related impurities / PoncTBeHHBIE IpHMecH

i. | Impurity C/
[Ipumecs C

Not detected / He oGHapy»xeHa

Not more than 0.50 % /
He 60omnee 0,50 %

ii. | Impurity D/
ITpumecs D

Not detected / ne o6HapyxeHa

Not more than 0.50 % /
He 6onee 0,50 %

Remarks : The Product conforms to ND/
Ilpumeuanue: ITponykT cooTBeTcTBYET Tpeboanuam HJI

Conclusion : APPROVED /
3axkmouenne: ONOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarotorneHo: ITpoeepeno: Onobpeno: Menemxep / PykorogHTeb
Suman Kumar Himesh - — | Manoj Kumar MJ

; T :
Print Date / Print Date / Print Date /
Jara: 14.08.2021 Jlata: 14.08.2021 Jara: 14.08.2021
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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A
Product Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g
HpoaykTt Haiiz®™ AkTHBrens (HUMeCyH) Telb Ui HapysKHOro npumenerus, 1 %, 50 ¢
Batch No / 1 V210815 Batch Quantity / : 18,832 units /
Cepuns Ne O0Bem mapTuu 18,832 enuunn
Analytical Report No / : 890001539630 Date of Analysis / : 14.08.2021
AHanuTH4YecKuii oTuet No JlaTa anajauza
Date of Manufacture / : July.2021 Date of Expiry / : Jun.2023
Jata npon3BoAcTBA T'ogen mo
Analysis performed according ND / Ananus nposenen mo HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / u3sm. Ne 1 ot 19.03.2020)
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No/

Test / IlokazaTenan
Ne

Result / PesyabTar

Specification / Hopma

Any other impurity /
Jliobas apyras npumech

1ii.

BDL (Disregard Area 2496)

Not more than 0.50 % /
He 6onee 0,50 %

iv. | Total impurities / BDL Not more than 1.50 % /
CymMa npuMecei He 6o05ee 1,50 %
7. | Microbial purity / MukpoOunojioragecKas YHCTOTA

i. | Total Aerobic Microbial
Count / Obuiee uncio
a’pO0HBIX MHKPO-
OpraHW3MOB

Total Combined Yeast and
mould count / Obiee yncno
JPOMOKEBBIX M IUIECHEBBIX
rpubos

ii.
iii. | Pseudomonas aeruginosa

iv. | Staphylococcus aureus

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

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

Absentin1 g/
OrcytcTByeTB 1 T

Absentin 1 g/
OrcyrctByerB 1 T

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/
OrcyrctBue B 1 T

Should absentin 1 g/
OtcytctBue B 1 T

/

Remarks : The Product conforms

ITpumeuanue: ITpoaykT cooTBeTcTBYeT TpebosanusaM HJT

to ND/

Conclusion : APPROVED /
Zaxauenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
HoaroToBneHo: //)/’/ [Mposepeno: OnobpeHo: Menemkep / PykoBoauTtelib
Suman Kumar = = Himesh {(}_m_"%g/'—ﬁ»‘ Manoj Kumar }} LL‘(;
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJTH3A
Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g
Hpoaykr : Haiiz" AktrBrens (HUMecy M) refb i HAPY/KHOTO NpHMEHEeHH, 1 %, 501
Batch No/ : V210815 Batch Quantity / : 18,832 units /
Cepus Ne O6bem napTum 18,832 eamuun
Analytical Report No / : 890001539630 Date of Analysis / : 14.08.2021
AHnajguTHYecKuil oTueT No Jlara anaau3sa
Date of Manufacture / : July.2021 Date of Expiry / : Jun.2023
Jdara npou3BoacTBa T'oneH go
Analysis performed according ND / Ananus nposeaen no HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020)
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No/

No Test / IlokasaTenn Result / PesyabTat

Specification / Hopma

8 Assay / KonnuecTBeBHO€ oIlpeesieHHE

i. | Nimesulide/ 10.05 mg / 10.05 mr
Humecynupn (100.5 %)

ii. | Dimethyl sulfoxide / 100.8 %
JumeTtnncynbGokcH

9.0 mg to 11.0 mg of C13H12N205S
(nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

Ot 9,0 mr 10 11,0 mr Ci3Hi2N20sS
(aumecynun) (ot 90,0 % no

110,0 % oT HOMHHANIBHOTO
cojiepkaHus) B 1 T rejd

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

Ot 90 % mo 110 % C;HsOS
(numeTnncynbhoKcHa) ot
HOMHHAJIEHOTO COICPIKaHUsS

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanne: [Iponykt coorseTcTBYeT TpebosanuaM HJJ Zaxmouenne: QJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarororneHo: / ITpogepeHo: Ono6peno: Meuemwkep / PykoBogurens
Suman Kumar <= < Himesh @:.5—/’; Manoj Kumar ~ (
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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIU3A
Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g
ITponykr Hait3™ AxTuBrenb (HUMECYIHA) Fefb JUls HApYsKHOro npumeHenns, 1 %, 50 r
Batch No / : V210815 Batch Quantity / : 18,832 units /
Cepusn Ne O0Bem napTuu 18,832 ennun
Analytical Report No / : 890001539630 Date of Analysis / : 14.08.2021
AnanuTHueckuii oruer Ne JlaTa anaqu3za
Date of Manufacture / : July.2021 Date of Expiry / : Jun.2023
Jara npou3BoaACTBA Tonen no

Analysis performed according ND / Anann3 nposesen mo HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / uzm. Ne 1 ot 19.03.2020)
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No/
Ne

Test / IloxazaTean

Result / PesyabTaT

Specification / Hopma

9 |Packaging / YnakoBka

Package / YnaxoBka - 50 gina
laminated aluminum tube
equipped with tamper-evident
membrane. Each tube and a
patient information leaflet in a
carton. / Ilo 50 r B TyOy u3
JIAMHHUPOBAHHOTO

AMFOMHHHS, CHabXKEHHYIO
MeMOpaHOH 11  KOHTpONA
nepeoro Bckpeitud. Kaxayio
Ty0y BMECTe C WHCTPYKLUEH
10 TIPUMEHEHHIO MTOMEIIAIOT B
NayKy KapTOHHYIO.

Package / Ynakoska - 20 g, 50 g or
100 g in a laminated aluminum tube
equipped with tamper-evident
membrane. Each tube and a patient
information leaflet in a carton. /

ITo 20 r, 50 r unu 100 r B TYOy u3
JIAMUHHUPOBAHHOT'O AMOMUHUS,
cHaOXeHHYt0O  MeMOpaHOH i
KOHTpOJIA ~ HEepPBOTO  BCKPBITH.
Kaxmyro TYOY BMecTe o
HHCTPYKUMEH MO MNPUMEHEHHIO
MOMELIAIOT B MaYKy KapTOHHYIO.

10 |Labeling / MapkupoBKa

According to ND / B cootsercTBum ¢ HJ|

11 |Storage/ XpaHenue

Store below 25 °C. Do not freeze./ [Ipu TemnepaType He Bble 25

°C. He 3aMopa>kUBarth.

12 | Shelf life / Cpox rogaocTn

2 years / 2 rona

Remarks : The Product conforms to ND/
Tpumeuanne: ITpoxgykT cooTBeTcTBYET Tpebosannam H/T

Conclusion : APPROVED /
Zakaiouenne: OJJOBPEHO

Jara: 14.08.2021

Jara: 14.08.2021

Prepared by / Checked by / Approved by: Manager/Executive /
IToarotToBieHO: 4 TposepeHo: Onobpeno: Menemkep / Pykopogutens
Suman Kumar Himesh‘Kéngfg_/_/“Q Manoj Kumar f};w I
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