Dr.Reddy’s ‘,‘:‘.

CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIM3A
Product Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g
IlpoaykT Haiiz" Aktusrens (HUMECYNMI) Tefb s Hapy)KHOro npumeHenus, 1 %, S0 r
Batch No / : V210588 Batch Quantity / : 18,890 units /
Cepun Ne O0vem naprun 18,890 equnun
Analytical Report No / : 890001528065 Date of Analysis / 1 12.06.2021
AHaguTH4YecKHi oT4yeT Ne Jara ananusa
Date of Manufacture / : Jun.2021 Date of Expiry / : May.2023
JlaTa npou3BoacTBA T'ogen o
Analysis performed according ND / Ananus nposenen no HJI: JII1-005923-191119 (amend Ne 1 from
19.03.2020 / uam. Ne 1 ot 19.03.2020)

Page1 of 5/Crp. 1135

BOXX

CooTBeTcTBYET TpeOOBAHUAM

No/ I .

o Test / Ilokazarens Result / PesyasTaT Specification / Hopma

i % Description / Onucanue Homogeneous, transparent, Homogeneous, transparent,
pale-yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OnHopoaHbIH
OpnHopoiHbIH NpO3payuHbIi Npo3payHblil rejb OT OeCLBETHOrO
renb OJeTHO-KENTOro UBeTa ¢ | 10  OAEHHO-KENTOro  LBeTd ¢
XapakTepHBIM 3ar1axoM XapaKTEePHbIM 3araxoM

2. | Identification / IloganaHOCTD

a) By HPLC / Mertonom 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 ynepxuBaHus
OCHOBHOTO nuKa Ha
XpoMaTtorpamme HCIBITYeMOTO
pacTBopa AOJHKHO COOTBETCTBOBATh
BPEMEHH YAEPXKHBaHHS OCHOBHOIO
nyKa Ha XpoMaTrorpaMme pacTBopa
CTaHAAPTHOIO obpazua
HUMECYIUaa (paznen
«KouecTBEHHOE OnNpe/ieICHUe)

Remarks : The Product conforms to ND/
Mpuveuanne: TTpanykT conTReTCTRYET TpeboRaHHAM T1J

Conclusion : APPROVED /
Jakmrouenue: OJOLPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoarororneHo: HpOBepezﬂJ Onobpeno: Menemxep / PykosoauTesb
Inye /‘ u oA RS- — { \ |

I'ardeep Kumar L_\il Ihmeah pam ' Mano) kumar ’ }&L

Print Date / Print Date / Print Date /

Jara: 12.06.2021 MHara: 12.06.2021 MHara: 12.06.2021 )
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A
Product Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g
IpoxykTr Haiiz" AktHerens (HUMeCyIna) redib A7 HApYXKHOro npumeHeHus, 1 %, 50 r
Batch No / : V210588 Batch Quantity / : 18,890 units /
Cepns Ne O6Bbem napTau 18,890 eqnann
Analytical Report No / : 890001528065 Date of Analysis / : 12.06.2021
ApanuTHueckuit oTyer Ne JlaTa ananu3za
Date of Manufacture / : Jun.2021 Date of Expiry / : May.2023
Jlara mpoussoacTBa I'onen no
Analysis performed according ND / Auanus nposeaen no HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / m3m. Ne 1 ot 19.03.2020)

photomectry / Mcroaom
Y®-cniektpodoro
METPHU

CooTeeTcTBYET TPeOORAHMAM

Page2 of 5/Ctp. 2 m3 5
ﬁf 4 Test / Iloka3zaTenn Result / PesynbTar Specification / Hopma
b)By UV spectro- Complies as  prescribed / | UV absorption spectrum of the test

solution should have absorption
maximum at 397+5nm / VY-
CIIEKTP MOIJIOLIEHHS! UCTIBITYEMOrO
PACTROPA JOMKCH UMETh MAKCHMYM
HOromeHns 1pn 39745 um

3. | Weight of package 51g/Slr According to Rus. Ph. (Not less
conlents / Macea than 50.0 g) / B cooTBCTCTBHI ¢
COEPHKUMOT0 YIAKOBKH 1peCUBAHUAMM

T® PO (He menee 50,0 1)
4, pH 3.10 From2.5t04.5/012,5 no 4,5

Viscusily / Buskocin

Sil

1015 centipoisc /
1015 canTtumyas

Trom 400 to 1200 centipoiac /
Ot 400 no 1200 canTunyas

6. | Related impurities / PoacTrBenHbIe IpHUMecH

i. | Impurity C/
[Mpumecs C

ii. | Impurity D/
[Tpumecs D

Not detected / He o6HapyxeHa

Not detected / He o6HapyxeHa

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

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

Remarks : The Product conlorms (o ND/
Ipumeuanne: [Iponykr coorBeTcTBYET Tpebosanuam HJI

Conclusivn : APPROVED /
3axmwouenne: OJOBPEHO

Jara: 12.06.2021

Jara: 12.06.2021

Prepared by / Checked by / Approved by: Manager/Executive /
IToarotoBneHo: J [Ipoeepeno: OnobpeHo: Menemxkep / Pykosoaurens
Pardeep Kumar “':’L’ Himesh@&bi/_& Manoj Kumar @QL

Print Date / Print Date / Print Date /
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CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIU3A
Product Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g
HponyxT Haiiz" Axtusrens (HUMeCYNUA) refb Ajis Hapy>KHOro rpumenenus, 1 %, 50 r
Batch No / : V210588 Batch Quantity / : 18,890 units /
Cepus Ne O0bem naprun 18,890 eannun
Analytical Report No / : 890001528065 Date of Analysis / : 12.06.2021
AHaauTuyecknii oTuer No Jara anaansza
Date of Manufacture / : Jun.2021 Date of Expiry / : May.2023
Jarta npousBojcTBa T'onen no
Analysis performed according ND / Ananus nposeaen mo HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020)

Page3 of 5/Crp.3 u3 5

Cymma nmpuMeceit

;f / Test / Ilokazarean Result / PezyabTar Specification / Hopma

iii. | Any other impurity / _ Not more than 0.50 % /
Jlrobas ppyras 1ipumecs BDL (Disregard Arca 2437) He Gonee 0,50 %

iv. | Total impurities / BDL Not more than 1.50 % /

He Gonee 1,50 %

. Vhcrobal purity / Makpob

HONOTHYEeCKad YHCTOTA

1. | Total Aerobic Microbial
Count / O6uiee 1ncno
upuGILIL MUKPU
OpraHu3MOB

ii. | Total Combined Yeast and
mould count / Ob1iuee uuco
JPOMOKEBBIX U M1ECHEBBIX
rpuboB

il. | Pseudomonas aeruginosa

iv. | Staphylococcus aureus

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

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

Absentinl g/
OrcyrcTByeT B 1 T

Absentin 1 g/
OtcyrctByerB 1l T

Not more than 1000 CFU/g/
He Gonee 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/
OrcyrctBHE B 1 T

/

Remarks : The Product conforms to ND/
Ipumeuanne: IIpoaykt cooTBeTcTBYET TpeboBanuaM HJI

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroTtosneHo: IlposepeHo: - Onobpeno: MeHemxkep / PykoBonutesns
Pardeep Kumar <:L/ Himesh W Manoj Kumar

Print Date / Print Date / Print Date /
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Product Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g
IpoaykT Haii3"” Akrusresb (HUMECYAMA) reib 4718 HAPYXKHOTO MpUMeHeHus, 1 %, 50 r
Batch No / : V210588 Batch Quantity / : 18,890 units /
Cepus Ne Ob6wem napTuu 18,890 eannun
Analytical Report No / : 890001528065 Date of Analysis / 1 12.06.2021
AHanuTHuyecKkMii oTueT Ne Jara ananusa
Date of Manufacture / : Jun.2021 Date of Expiry / : May.2023
JaTta nponssoacTBa Topen no
Analysis performed according ND / Ananu3z nposenen no HJI: JIT1-005923-191119 (amend Ne 1 from
19.03.2020 / usm. Ne 1 o1 19.03.2020)

Page4 of 5/ Crp.4u3 5
JI:I.‘? / Test / Iloka3zaTeinb Result / Pe3yasTat Specification / Hopma
8 Assay / KosimyecTBeHHO€E onpeesienue

i. | Nimesulide /
Humceynua

ii. | Dimethyl sulfoxide /
LHmeTHaey L done

10.07 mg / 10.07 mr
(100.7 %

100.9 %

9.0 mg to 11.0 mg of Ci3H1:2N,05S8
(nitnesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

Ot 9,0 Mr 1o 11,0 mr Ci3H2N205S
(aumecymun) (ot 90,0 % no

110,0 % oT HOMMHATRHOTO
conepranin) b 1 r remn

90% to 110% of C;HeOS (dimethyl
sulluaide) vl label clain /

Ot 90 % no 110 % C,H¢OS
(mumeTHnncynsdokeua) oT
HOMHHAJILHOTO CONEPKaHHS

Remarks : 'I'he Product contorms to ND/
Ipumeyanne: IIpogykr cootBeTcTBYET TpeGoBanusam HJL

Conclusion : APPROVED /
3akawyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[oaroroeneno: IlpoepeHo: Onobpeno: Meuemxep / Pykosonurens
Pardeep Kumar ? Himesh M Manoj Kumar

Print Date / Print Date / Print Date /
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Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Product  : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g
IIpoxykT Haitz" Aktusrens (HHMecysiua) renb 11 HapY)XKHOTO npumeHeHus, 1 %, 50 r
Batch No / : V210588 Batch Quantity / : 18,890 units /
Cepus Ne O6bem mapruu 18,890 enunun
Analytical Report No / : 890001528065 Date of Analysis / : 12.06.2021
AnaautTHyecknii oruet No Jara anann3a
Date of Manufacture / : Jun.2021 Date of Expiry / : May.2023
Jarta npousBoacTBa I'onen mo

Analysis performed according ND / Auanu3 nposeaen mo HJI: JIT1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 o1 19.03.2020)

PageSofS/Crp.5m35

No/

Test / Ilokazarein
Ne

Result / PezyabTar

Specification / Hopma

9 | Packaging / YnakoBka

Package / Ynakoeka - 50 gina
laminated aluminum tube
equipped with tamper-evident
membrane. Each tube and a
patient information lcaflet in a
carton. / ITo 50 r B TyOy u3

JIAMUHHUPOBAHHOIO
aJOMHHHS, CHA0KEHHYIO
MeMOpaHO# Ui KOHTpOJIs

nepBoro BekphiTus. Kaxayro
Ty0y BMecTe ¢ HHCTpPYKLHEH
110 IPUMEHEHHIO MOMEUIAIOT B
HaYKy KapTOHHYIO.

Package / Ynakoska - 20 g, 50 g or
100 g in a laminated aluminum tube
equipped  with  tamper evident
mcmbranc. [ach tube and a patient
information leatlet in a carton. /

ITo 20 r, 50 r vnu 100 1 B TYOY U3
HAMMHUPUBAHHN U dJIHOMMNHNA,
CHaDXEHHYI0  MeMOpaHoW s
KOHTpPONS  NEPBOrO  BCKPBITHAL.
Kaxayro Ty0y  BMecTe c
HUHCTPYKUMEH 10 IpPUMEHEHHIO
HOMEIIAIOT B AYKy KapTOHHYIO.

10 | Labeling / Mapkuposka

According to ND / B cootreercTeuv ¢ HJT

11 | Storage / Xpanenue

°C. He 3amMopaxxuBars.

Store below 25 °C. Do not freeze./ [Ipu Temneparype He Bbille 25

12 | Shelf life / Cpox roanoctu

2 years/2 roga

Remarks : The Product conforms to ND/
Ilpumeuanne: IlpoaykT cootBeTcTBYET TpeGoBanmnam HJJ

Conclusion : APPROVED /
3akmouenue: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Iloarorornexo: IIposepeHo: Onobpeno: Menemxkep / PykoBoaurenb
Pardeep Kumar aﬁ‘ Himesh W' Manoj Kumar

Print Date / Print Date / Print Date /
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