Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTU®HKAT AHAJIH3A

Product Nise Activ gel (nimesulide) gel for external use, 1 %, 20 g

IIpoaykT Haiiz" AkTHBrens (HUMeCysu) refib Ajis HapyKHOro npumenenns, 1 %, 20 r

Batch No / : V210912 Batch Quantity / : 46,664

Cepus No Q0beM mapTHH 46,664 equHULL
Analytical Report No / : 890001542182 Date of Analysis / : 31.08.2021
AunanuTuueckuii ordeT Ne JlaTa anaausza

Date of Manufacture / : Aug-2021 Date of Expiry / : July-2023
Jara nponsBojacTsa I'ogen po

19.03.2020 / u3m. Ne 1 o1 19.03.2020)

Analysis performed according ND / Ananus nposeaes mo HJL: JI1-005923-191119 (amend Ne 1 from

Page1of 5/Crp.1mu35

BOXX

No/ . ’

Ne Test / lloxazaTesan 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 / OgHOpPOIHBIHA
OXHOPOAHBIA  TpPO3payHslil | MPO3pauHbIH reib OT HECLBETHOTO
rejib GIEIHO-KENTOro BeTa ¢ | Ao  OneaHo-kenroro LBera C
XapaKTePHBIM 3a11aX0M XapaKTepHbIM 3aIaX0OM

2. Identification / IloxnunnOCTHL

a) By HPLC / MeTonom Complies as prescribed / | The retention time of the main peak

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 ynepxuBaHUs
OCHOBHOTO nuKa Ha
XpOMaTorpaMme HCIIBITYEMOTO

pacTBOpa JOJKHO COOTBETCTBOBATD
BPEMEHH YAEP)KUBaHHUA OCHOBHOIO
[YKa Ha XpOMaTorpaMMe pacTBopa
CTaHIApTHOTO obpazua
HHUMeECYIHa (pazmen
«KoruecTBeHHOE ONPeaeICHUE)

Remarks : The Product conforms to ND/
Ipumeuanne: [Iponykr coorsercTByer Tpebosanusam HIT

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

Prepared by /
TToaroTorieHo:

Pardeep Kumar 'TDL/K 5

Checked by /

IIposepeno: =
Himesh KM

Approved by: Manager/Executive /

Opo6peno: Menemxep / PykoBoauTens
Manoj Kumar h L

Print Date / 31.08.2021
Hara:

Print Date / 31.08.2021
JlaTa:

Print Date / 31.08.2021
Jlara:

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
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Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

Product : Nise Activ gel (nimesulide) gel for external use, 1 %, 20 g

MpoaykT Haiiz® Axrusrens (HUMeCYa) refb A Hapy:KHoro npumenenns, 1 %, 20

Batch No / + V210912 Batch Quantity / : 46,664

Cepust Ne O0beM napTHu 46,664 enrHuny
Analytical Report No / : 890001542182 Date of Analysis / : 31.08.2021
AHAIUTHYECKHH 0TUeT Ne Jara anannsa

Date of Manufacture / : Aug-2021 Date of Expiry / : July-2023
JlaTa npousBoOACTBA I'ogen go

Analysis performed according ND / Ananus nposenen mo HJI: JIIT-005923-1911 19 (amend Ne 1 from
19.03.2020 / usm. Ne 1 ot 19.03.2020)

Cymma nipuMeceit

Page 2 of 5/ Ctp. 213 5
1;.‘? / Test / IlokazaTeJn Result / PesyabTar Specification / Hopma
b)By UV spectro- Complies as prescribed / | UV absorption spectrum of the test
photometry / Metonom CootBeTCTBYET TPEGOBAHUAM solution should have absorption
Y®-cnekrpodoTo maximum at 397+5nm / VYO-
METPHH CIIEKTP TOTJIOLIEHHS UCIIBITYEMOTO
pacTBopa A0JKEH UMETh MaKCUMYM
noriaowexus npu 39745 HM
3. | Weight of package 20g/20r According to Rus. Ph. (Not less
contents / Macca than 20.0 g) / B cooTBeTCTBUM €
COEPKUMOr0 YIAKOBKH TpeboBaHUAMHU
I'®d PD. (He menee 20,0 1)
4. pH 3.20 From2.5t04.5/012,5004,5
5. | Viscosity / BazkocTh 1062 centipoise / From 400 to 1200 centipoise /
1062 canTHyas Ot 400 no 1200 cadTumyas
6. | Related impurities / PogncTBennbie mpamMecu
i. | Impurity C/ Not detected Not more than 0.50 % /
Ipumecs C He 6onee 0,50 %
ii. | Impurity D/ Not detected Not more than 0.50 % /
[pumecsy D He 6onee 0,50 %
| iii. | Any other impurity / BDL(Disregard area 2484) Not more than 0.50 % /
Jlrobas npyras npuMech He 6onee 0,50 %
iv. | Total impurities / BDL Not more than 1.50 % /

He 6onee 1,50 %

Remarks : The Product conforms to ND/
Mpumeuanne: [Tpoaykr coorBeTcTBYeT Tpeboranusam HJT

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Prepared by /
IMoarorosneHo:
Pardeep Kumar —.

Checked by /

ITposepeHo:
Himesh W

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoauntens
Manoj Kumar y / L?

Print Date / 31.08.2021
Jlara:

Print Date / 31.08.2021
Jata:

Print Date / 31.08.2021
Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, AP, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
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Dr.Red dY ) ‘.’ CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIHM3A

Product . Nise Activ gel (nimesulide) gel for external use, 1 %, 20 g

Ilpogykr @ Haiiz"® AkTuBrens (HUMeCyI L) refb Ajisl HAPYIKHOro nMpumeHenus, 1 %, 20 r

Batch No/ : V210912 Batch Quantity / : 46,664

Cepus Ne O6bem NapTuH 46,664 enrHuIL
Analytical Report No / : 890001542182 Date of Analysis / : 31.08.2021
AHAJIHTHYECKHH oTYeT No Jlara aHanau3sa

Date of Manufacture / : Aug-2021 Date of Expiry / : July-2023
JdaTa npon3BoacTBa T'onen g0

Analysis performed according ND / Ananns nposexen no HJI: JI1-005923-191119 (amend Ne 1 from
19.03.2020 / uzm. Ne 1 ot 19.03.2020)

Page3 of 5/Crp.3u35

7. | Microbial purity / Mukpo6HnoJiorayeckasi Y4HCTOTA ]
i. | Total Aerobic Microbial Less than10 CFU/g / Not more than 1000 CFU/g /
Count / O61wee 4ucao Menee 10 KOE/r He 6onee 1000 KOE/r
a3poOHBIX MUKPO-
OpraHH3MOB
ii. |Total Combined Yeast and Less than 10 CFU/g/ Not more than 100CFU/g /
mould count / Ob1uee 1ucno Menee 10 KOE/r He 6onee 100 KOE/r
JPONOKEBBIX U MIIECHEBBIX
rpuboB
iii. | Pseudomonas aeruginosa Absentinl g/ Should absent in 1 g/
OtcyTcTBYeTB 1 T OtcyrctBUe B 1 T
iv. | Staphylococcus aureus Absentinl g/ Should absentin 1 g/
OtcytcTByeTB 1 T OtcytcTBUe B 1 1
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: Ilponykt coorercTyeT Tpebosannam HJL 3axmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloAroToBNeHO: Ipoeepeno: Onobpeno: Menemkep / Pykopoautens
Pardeep Kumar (:)L/ Himesh @,/‘Q Manoj Kumar M
Print Date / 31.08.2021 Print Date / 31.08.2021 Print Date / 31.08.2021
Jara: Hara: Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, AP, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
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Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIM3A

Product Nise Activ gel (nimesulide) gel for external use, 1 %, 20 g

IlpoaykTr Haii3® AKTUBreab (HUIMECYJIHL) TeNb Jisi Hapy/KHOTo npumenenns, 1 %, 20 r

Batch No / : V210912 Batch Quantity / : 46.664

Cepus Ne O0BemM naprin 46,664 enHUL
Analytical Report No / : 890001542182 Date of Analysis / : 31.08.2021
AHAIUTHYECKHN oTUeT No JlaTa anHajgu3a

Date of Manufacture / : Aug-2021 Date of Expiry / : July-2023
JaTa npou3BoacTBa I'ogen o

Analysis performed according ND / Anamas nposeaen no HJ: JIT1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020)

Page4 of 5/Ctp. 4135

8 Assay / KonnyecTBeHHOE onpejie/ieHne

i. | Nimesulide/
Humecynun

10.44 mg / 10.44 mr
(104.4 %)

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 MI" 1O 11,0 mr C13H12N205$
(numecynun) (ot 90,0 % no

110,0 % oT HOMUHAJIBEHOTO
comepxaHus) B 1 r rens

ii. | Dimethyl sulfoxide /
JumeTnncynbpOoKCH

100.2 %

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

Ot 90 % mo 110 % C:HesOS
(mumeTnncyabdokcua) ot
HOMHHAJILHOT'O COAESPIKaHUA

9 |Packaging / Ynakoska

Package / Ynakoeka - 20 gina
laminated aluminum tube
equipped with tamper-evident
membrane. Each tube and a
patient information leaflet in a
carton. / ITo 20 r B TyOy M3
JIAMUHHPOBAHHOI'O

ATFOMUHHS, CHA0XKEHHYIO
MeMOpaHOW [U1d  KOHTPOJIS
nepeoro BCKpbITHA. Kaxayro
TYyOy BMeCTE C HHCTPYKLHeH
I10 MPUMEHEHUIO NMOMEILAIOT B
MayKy KapTOHHYO.

Package / YnakoBka - 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. /

[To 20 r, 50 r unu 100 r B TYOy M3
JTaMHHUPOBAHHOI O AIIOMHUHUA,
cHabkeHHYIO  MeMOpaHOH 1A
KOHTPOJIL ~ INEPBOTO  BCKPHITHSL.
Kaxayto  Tydy  BMecTe  C
UHCTPYKIMEH 1O  TNPUMEHEHHIO
MIOMELUAIOT B MaYKy KapTOHHYIO.

Remarks : The Product conforms to ND/
Ipumeuanne: [IpoaykT cootBeTcTBYeT Tpebosanusm HJT

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
IToaroToBiieHO:
Pardeep Kumar -

Checked by /
IIpoBepeHo:

Himesh W

Approved by: Manager/Executive /

Opnobpeno: Menemkep / PykoBoamresnb
Manoj Kumar Q}MJ

Print Date / 31.08.2021

Hara:

Print Date / 31.08.2021
JlaTa:

Print Date / 31.08.2021
Jara:
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Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIM3A

Product . Nise Activ gel (nimesulide) gel for external use, 1 %, 20 g

IMpoayxr Haii3® AxThBresib (HIMECYIMI) Fenb Ul HAPY/KHOrO NPUMEHCHIA, 1%,20r

Batch No / : V210912 Batch Quantity / : 46,664

Cepnst Ne O6bem napTHH 46,664 ennHuul
Analytical Report No / : 890001542182 Date of Analysis / : 31.08.2021
ApannTHiecknii oTuer Ne JlaTa ananuza

Date of Manufacture / : Aug-2021 Date of Expiry / : July-2023
JlaTa mpoH3BOACTBA Toxen no

Analysis performed according ND / Anajin3 nposejes no HJI: JI1-005923-191119 (amend Ne 1 from
19.03.2020 / m3m. Ne 1 ot 19.03.2020)

Page Sof 5/ Crp. Su3 5

10 |Labeling / Mapkuporka

According to ND / B cootsercTsun ¢ H{

11 |Storage / Xpanenune

Store below 25 °C. Do not freeze./ [Ipu TemnepaType He Bbitlie 25
°C. He 3amopa>xuBathb.

12 | Shelf life / Cpox rogmocTn | 2 years /2 rona

Remarks : The Product conforms to ND/
Ipumeuanne: [[pogyKT COOTBETCTBYET rpeboBanuam HII

Conclusion : APPROVED /
3axmouenne: OJJOGPEHO

Prepared by /
Tloarotosneno:
Pardeep Kumar

Checked by /

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoantesns

-‘ IIpoBepeHo:
> Himesh %{\ - Manoj Kumar A1

Jlara:

Print Date / 31.08.2021 Print Date / 31.08.2021

JlaTa:

Print Date / 31.08.2021
Jara:
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