Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Product : Nise Activ gel (nimesulide) gel for external use, 1 %, 20 g
Ipoaykr : Haiiz® Aktuprens (HuMecyaua) reib AJ1s Hapy>KHOTO NpuMeHeHus, 1 %, 20 T
Batch No / 1 V210643 Batch Quantity / : 46,976
Cepus Ne O6bem napTuu 46,976 equHULL
Analytical Report No / : 890001528888 Date of Analysis / : 18.06.2021
Anaiarayecknii orget No Jara ananunza
Date of Manufacture / : Jun-2021 Date of Expiry / : May-2023
JaTta npousBoicTBa Tomen xo
Analysis performed according ND / Ananu3s nposexen mo HJI: JII1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020)

4Page 1 of 5/ Crp. 1 u3 5

ﬁ;’ 4 Test / IlokazaTesb Result / PesyabTar Specification / Hopma
1. Description / Onncanne Homogeneous,  transparent, | Homogeneous, transparent,
pale-yellow gel with | colorless to pale-yellow gel with
characteristic odor / | characteristic odor / OmHOpOAHBIH
ONHOPOAHBIA  TPO3paYHbIN | NMPO3payHBIA refib 0T GeCLBETHOTO
TesIb GIIEAII0-KeNTOro pera ¢ | A0  ONemo-KeNToro LeeTa ¢
XapaKTepHBIM 3aaxoM XapaKTepPHBIM 3aM1axoM
2. Identification / IloxnnHHOCTH
a) By HPLC / Meronom Complies as prescribed / | The retention time of the main peak
BOXX CootBeTcTBYET TPEOOBAHUAM 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 ynep)kHBaHHA
OCHOBHOTO nMKa Ha
XpOMaTOrpaMme HCTIBITYEMOTO
pacTBopa IOMHKHO COOTBETCTBOBATD
BPEMEHH YICP)KHBAHHA OCHOBHOTO
NHMKa Ha XpoMarorpaMMe pacTBopa
CTaHAAPTHOIrO obpasua
HUMeCYJINIA (paznen
«KonuuecTBeHHOE OnpeaesieHue»)
Remarks : The Product conforms to NI/ Conclusion ; APPROVED /
HMpumeuanne: [TpoaykT cooTBercTBYeT TpeboBanuam HJI 3akawuenne: OJOBPEHO
Prepared Ly / Checked by / Approved by: Manager/Exceutive /

IoaroTtoeneno: p ITposepeno: _—.| Onobpeno: Menemwkep / yxoBoauTENH
Pardeep Kumar (zﬁc— Himesh Kgm_;a:}é,/'/’ | Amit Kumar \/\"..//

Print Date / 18.06.2021 Print Date / 18.06.2021 Print Date / 18.06.2021

Jara: Hara: Hara:

Registered Office: 8-2-337, Road No. 3, Banjata Hills, Hyderabad = 500034, A.P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drieddys.com
CIN: L85195AP1984PLC004507
wwiw.drreddys.com




Dr.Reddy’s Q':‘.

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJI3A

Product : Nise Activ gel (nimesulide) gel for external use, 1 %, 20 g
IpoxyxT Haii3® AxTuBrens (HUMeCYIMa) redb M) Hapy»KHOro npuMenenus, 1 %, 20 r
Batch No / : V210643 Batch Quantity / : 46,976
Cepns Ne O6bem naprun 46,976 exMHULL
Analytical Report No / : 890001528888 Date of Analysis / : 18.06.2021
AHajquTHYecKHii oTueT Ne JlaTa ananausza
Date of Manufacture / : Jun-2021 Date of Expiry / : May-2023
HarTa npoussoacrsa I'ogen o

19.03.2020 / m3m. Ne 1 ot 19.03.2020)

Analysis performed according ND / Ananu3 nposeaen no HJI: JI1-005923-191119 (amend Ne 1 from

4Page 2 of 5/Crtp.2 M3 5

ﬁ_‘? / Test / Tlakazatenn Result / PexynwnraT Specification / TTopma
b) By UV spectro- Complies as  prescribed UV absorption spectrum of the test
photometry / Metogom CootBeTcTBYET TPEGOBAHMAM solution should have absorption
Yd-cnekTpodoTo maximum at 397£Snm / VY-
MeTpuli COEKTP MOTIOWIEHHA MCTIBITYEMOTO

PacTBOpa A0KEH HMETh MAKCUMYM
MOTNIOEHHUs TIpy 397+5 Hm

l-l ll'l

3. | Weight of package 20g/20r According to Rus. Ph. (Not less
contents / Macca than 20.0 g) / B cooTBeTCTBUM C
COAEPKHMOI0 YIIAKOBKH TPcOOBAHIAME

I'®d PD. (He menee 20,0 r)
1 Teemy P S d S0P nn 1§

5. | Viscosity / Baskocts

9¥4.3 centipoise /
984.3 canTunyas

From 400 to 1200 centipoise /
Ot 400 o 1200 canTumyas

6. Related impurities / PogcTBeHHBIE IpUMecH

i. | Impurity C/
Llpumecs U

ii. | Impurity D/
ITpumecs D

Any other impurity /
JlroGas apyras npumech

1il.

Not detected Not more than 0.50 % /
He Sonee 0,50 %
Not more than 0.50 % /
Not detected He Goree 0,50 %
BDL(Disregard area 2430) Not more than 0.50 % /
He 6onee 0,50 %

Total impurities /
Cymma nipumeceit

1v.

BDL

Not more than 1.50 % /
He 6omnee 1,50 %

Remarks : The Product conforms to ND/
Ipumeuanne: Ilponykt coorBeTcTByeT TpeboBanusM HJI

Conclusion : APPROVED /
3akmwoyenne: OJOBPEHO

Prepared by /
[TonroroeineHo:
Pardeep Kumar

4

Checked by /

IIporepeHo: P
Himesh W

Approved by: Manager/Executive /
~Onobpeno: Menemxkep / P{KOBOHHTGHE

Amit Kumar /\_4/

Print Date / 18.06.2021
Jara:

Print Date / 18.06.2021

Print Date / 18.06.2021

Jlara:

Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A P, India

Tel: 91 40 4900 2900, Fax: 91 40 49500 2999, Ema

il: mail@drreddys.com

CIN: T.85195AP1ORAPLCO04507

www.drreddys.com




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS
CEPTUOPHKAT AHAJIV3A

Product : Nise Activ gel (nimesulide) gel for external use, 1 %, 20 g
Hpoaykr : Haiiz® Aktusrens (HUMeCYIIHA) Tellb IS HAPYXKHOTO MpuMeHeHus, 1 %, 20T

Batch No/ : V210643 Batch Quantity / : 46,976

Cepua Ne O0beM mapTuu 46,976 enunuLy
Analytical Report No / : 890001528888 Date of Analysis / : 18.06.2021
AHaanTHdeckuii oryeT Ne Jara anaansa

Date of Manufacture / : Jun-2021 Date of Expiry / : May-2023
JlaTa npou3BoacTBa T'ogen no

Analysis performed according ND / Anann3 nposeaen mo HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020)

4Page 3 of 5/ Crp.3 m3 5

JI;I.(? / Test / IlokazaTteb Result / Pe3yabTar Specification / Hopma

7. | Microbial purity / MukxpobuoJiornueckas 4MCTOTA

i. | Total Aerobic Microbial Less than10 CFU/g / Not more than 1000 CFU/g/
Count / O6miee yncno Menee 10 KOE/r He 6onee 1000 KOE/r
a5poOHBIX MUKPO- -

OpraHu3MOB _

ii. | Total Comhined Yeast and Less than 10 CFU/g / Not more than 100 CFU/g /
mould count / Ob1ee umcso Meree 10 KOE/r He 6omee 100 KOF/r
JIPONGKERBIY, H TIECHERAIX,
rpuboB

iii. | Pseudomonas aeruginosa Absentinl g/ Should absent in 1 g/

OtcyrctByeT B 1 1 OtcyrcrBUe B 1 T
iv. | Staphylococcus aureus Absentinl g/ Should absent in | g/
OtcytcTBYyeTB 1 T OtcyrcTBue B 1 T

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

Ipumeuanne: [Iponykr coorBeTcTBYeET TpeboBanmsim HJL 3axmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

[TonrorosmneHo: ; IlpoBepeHo: L Onobpeno: Meunemxkep\ Pykosoautens

Pardeep Kumar C\_\,L‘ Himesh W Amit Kumar =g

Print Datc / 18.06.2021 Print Datc / 18.06.2021 Print Date / 18.06.2021

Jlara: Jara: Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCOU4507
www.drreddys.com




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Nise Activ gel (nimesulide) gel for external use, 1 %, 20 g
Hpoaykr : Haiiz® Axrusrens (HuMeCyauI) renb I HapyKHOTO NpuUMeHenus, 1 %, 20 r
Batch No / : V210643 Batch Quantity / : 46,976
Cepust Ne O6bem napTuu 46,976 eauBHML
Analytical Report No / : 890001528888 Date of Analysis / : 18.06.2021
AHagnTHYeckuii oTyer Ne Jlara anannza
Date of Manufacture / : Jun-2021 Date of Expiry / : May-2023
JlaTa npon3BOACTBA TI'ogen ao
Analysis performed according ND / Auanu3s nposexen no HJI: JIT1-005923-191119 (amend Ne 1 from
19.03.2020 / uam. Ne 1 ot 19.03.2020)

4Page 4 of 5/ Ctp. 4 n3 5

8 | Assay/KonngecTBeHHOe onpeJe/icHHe

i. | Nimesulide /
Humecynun

ii. | Dimethyl sulfoxide /
Heimc ey gore

10.00 mg/ 10.00 mr
(100.0 %)

100.6 %

9.0 mg to 11.0 mg of C13H12N2058
(nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

OT 9,0 MI" 10 1 1,0 MI CuH]zNzOsS
(uumecynun) (ot 90,0 % no

110,0 % oT HOMHHUILIIOrO
cOneMKAHUA) B | T rens

90% Lo 110% of C;HsOS (dimethyl
sulfoxidc) of label claim /
Ot 90 % 10 110 % CHs0S

(mameTuncynbGOKCHI) OT
HOMUWHAJIbHOULE'V UOAEP)KBHHH

9 |Packaging / YnakoBka

Package / Ynakopka - 20 gina
laminated
equipped with tamper-evident
membrane. Each tube and a
patient information leaflet in a
carton. / ITo 20 r B TyOy u3
JIAMUHHUPOBAHHOTO

ATFOMUHHS,
MeMOpaHOH  Anst
nepBoro BCKpbITHA. Kaxayro
TyOy BMecTe C HWHCTpYKLHeH
0 MPHUMEHEHHIO MOMELIAoT B
navyky KapTOHHYIO.

aluminum  tube

CHa0XXEHHYO
KOHTpOJsA

Package / Ymakoeka - 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 1, 50 r unu 100 r B TYOY U3
JIAMHHHUPOBAHHOT'O ANOMHHMS,
cHaO>KeHHYI0 ~ MeMOpaHol  IUis
KOHTpOJS  NEPBOTO  BCKPBITHAL.
Kaxoyto  Ty0y  BMecTe c
HHCTPYKLIMEH 1O IPHUMEHEHHIO
MIOMEIIAIOT B Ha4YKy KapTOHHYIO.

Remarks : The Product conforms to ND/
Ilpumeuanue: [Iponykr cootBercTByeT Tpebosanusam HJI

Conclusion : APPROVED /
3akmouenne: ONNOBPEHO

Prepared by /
IoaroToeneHo: :
Pardeep Kumar l

—

Checked by /
IIposepeHo:
Himesh Kumar

C:?)/’“"’T;

Approved by: Manager/Executive /
Ono6peno: Menekep /LykoBoauTeb
Amit Kumar

=

Print Date / 18.06.2021
JlaTa:

Print Date / 18.06.2021

Jara:

Print Date / 18.06.2021
JHara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIN3A

Product : Nise Activ gel (nimesulide) gel for external use, 1 %, 20 g
Ipoaykr : Haiiz® Aktusrens (HUMeCYINA) renib IS HAPYKHOTO IpuMeHeHns, 1 %, 20 r

Batch No / : V210643 Batch Quantity / : 46,976

Cepus Ne O6bem napTun 46,976 enunuL
Analytical Report No / : 890001528888 Date of Analysis / : 18.06.2021
AHanuTHYecKHid oTyeT Ne Jara anaanza

Date of Manufacture / : Jun-2021 Date of Expiry / : May-2023
JlaTa npon3BoACTBA TI'onen 10

Analysis performed according ND / Ananun3 nposenen mo H/L: JI1-005923-191119 (amend Ne 1 from
19.03.2020 / m3m. Ne 1 ot 19.03.2020)

4Page Sof 5/Ctp.5u3 5

10 | Labeling / MapkupoBka According to ND / B coorsercTBum ¢ HJ|
11 | Btluruge/ Xpuneune Store below 25 °C. Do not firoozo./ TIpn roMmopaTypo 110 BLILIS 15

"C. He sumopwrsuuL.
12 | Shelf life / Cpok rognocTu | 2 years /2 roga
Remarks : 'The Product conforms to ND/ Conclusion : APPROVED /
llpumeuanne: | lpogykT cooTBeTcTBYET TpeboBanuam HJJ 3axmwoyenue: OJNOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

OnobpeHo: Menemxg&f PykoBonurens

IloaroTornieHo: 5 IlpoBepeHo:
Pardeep Kumar t Himesh KM | Amit Kumar W

Print Date / 18.06.2021 Print Date / 18.06.2021 Print Date / 18.06.2021
Jlara: Jara: Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




