Dr.Reddy’s Q%.‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltq,
Formulation Unit-6

vill. Khol, Nalagarh Road, Badd
Distt. Solan, H.P., 173 205, INDI A
Tel ;: +91 98166 56001-02

CEPTHO®HUKAT AHAJIM3A M
Product Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g
IlposyrT Haits™ Axrusreb (HuMecynna) refb Ans HapyKHOro npiMeHenns, 1 %, 100 r
Batch No / : V230314 Batch Quantity / : 9651 units /
Cepusn Ne O0beM napTHu 9651 eanHM L
Analytical Report No / : 890001657173 Date of Analysis / : 18.04.2023
AHATETHYIECKHH oTyeT No Jlara amannsa .
Date of Manufacture / : Apr-2023 Date of Expiry / : Mar-2025
|Iara npon3BoACTBA T'ogen oo

Analysis performed according ND / Anasus nposegen no HJI: JI1-005923-191119 (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 S/ Ctp. 1135

BOXX

CooTBeTCTBYET TpeOOBAHHUAM

NO . c

I;o / Test / Ilokazaress Result / PesyabTaT Specification / Hopma

1. Description / Onucanue Homogeneous, transparent, Homogeneous, transparent,
pale-yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OIHOPO ZxHBIH
OnHopoaHBIH Npo3pauHbIi Npo3pa4Hblii renk OT 6ECLBETHOrO
resip 61eqHO-KENTOro uBeTa ¢ | 70  OnenHo-XenToro LBeTa ¢
XapaKTePHBIM 3a11aXxoM XapaKTepPHBIM 3aIlaxoM

: —
2. Identification / IlopmmBHOCTD
a) EFH?LC / MeTogom 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 yzaepxuBaHuA
OCHOBHOT'O N1Ka Ha
XpoMaTorpamme HCTIBITYEMOTO
pacTBOpa JO/KHO COOTBETCTBOBATD
BpPEMEHH YNEPXKHBaHUs OCHOBHOIO
NHMKa Ha XpoMaTorpaMme pacTBOpa
CTaHAapPTHOTO obpasua
HUMeECYNHUA (paznen
«KOonn4eCcTREHHOE OTPENICTIEHHEN)

Remarks: The Product conforms to ND/
Ipumeuanne: [Ipoaykt cootseTcTBYEeT TpeboBanusaM HJI

Conclusion: APPROVED /
3akmodenne: OJJOBPEHO

Prepared by /
ITogrorosneno: Pravesh
Rana L

Checked by /
[IpoBepeno: Ramakant

St

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykosonutenb

Amit Kumar L

Reprint Date /
Jara: 18.04.2023

Reprint Date /
Jara: 18.04.2023

Reprint Date /
Iara: 18.04.2023

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4909 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com



Dr. Reddy's Laboratories Ly,

Do
! ‘.. Formulation Unit-6
Dr. Reddy s ". Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +01 98166 56001-02

CEPTUOHUKAT AHAJIM3A www.drreddys:com
Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g
Hpoaykr : Haiz" AkTvprens (HMMecyini) refib UIA HapY/KHOTO IPUMEHEHHA, 1%,100r
Batch No / : V230314 Batch Quantity / : 9651 units /
Cepus Ne O6beM napTHH 9651 ennHMILY
Analytical Report No / : 890001657173 Date of Analysis / : 18.04.2023
Anagurndecknii oryer Ne Jlara anaausa
Date of Manufacture / : Apr-2023 Date of Expiry / : Mar-2025
JlaTa NpOM3BOACTER Togen no
Analysis performed according ND / Ananu3 npoBejeH 1o HJI: JII1-005923-191119 (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 2 of 5/ CTp. 2 w3 5

1;.'? d Test / Iloka3aTenn Result / PesynabTat Specification / Hopma
b) By UV spectro- Complies as prescribed / UV absorption spectrum of the test
photometry / Meronom CooTBeTCTBYET TPEOOBAHUAM solution should have absorption
Y®-cnextpodoTo maximum at 397+5nm / VY-
MEeTpUH CIIEKTp MOTJIOLIEHUS UCOBITYEMOTO
pacTBopa JIODKEH HMETE MAKCHMYM
nornowenust npu 397+5 M
3. | Weight of package 101g/101r According to Rus. Ph. (Not less
contents / Macca than 100.0 g) / B cooTBeTCTBHM C
COIEPXKMMOro0 YIAKOBKH TpeOOBaHHAMH '
I'®d PD. (He menee 100,0 1)
4. pH 3.24 From2.5t04.5/0t12,5 104,5
5. | Viscosity / Baskocts 993.7 centipoise/ -  |From 400 to 1200 centipoise /
993.7 canTHUIlya3 Ot 400 no 1200 canTunyas
6. | Related impurities / PoxcTBeHHBIE IPHMECH
i. | Impurity C/ Not more than 0.50 % /
Ipumeck C Not detected / He obHapyxeHa | He 6onee 0,50 %
ii. | Impurity D/ Below LOD (LOD = 0.02 %) / | Not more than 0.50 %/
HpI/IMeCB D Huxe npeaena 06Hapy)1(eﬂng He 6onee 0,50 %
T (1O = 0.02 %)
iii. | Any other impurity / Not more than 0.50 % /
Jio6as npyras mpuMecs 0.03 % He 6onee 0,50 %
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ipumeuanue: [IponykT cooTBeTcTBYET TpeboBanuam HJ{ Zaxmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoarotosneHo: Pravesh IMposepeno: Ramakant Ono6peno: Menemxep / PykosoauTens
Rana L Wb Amit Kumar S\
s /
e |
Reprint Date / Reprint Date / Reprint Date /
Jara: 18.04.2023 Jara: 18.04.2023 Jara: 18.04.2023

Registered Office: 82-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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r. Reddy S '. Vill. Khol, Nalagarh Road, Baddi,
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CERTIFICATE OF ANALYSIS "5 7166 56001-02

CEPTUOUKAT AHAJIM3A _

www.drreddys.com
Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g
Mporykr : Haitz" AxTnsrens (HuMecyiia) resb Ajif HApY/KHOTO MPHMEHEHW, 1%,100r
Batch No/ : V230314 Batch Quantity / : 9651 units /
Cepusi N O6pem napruu 9651 enunmLy
Analytical Report No / : 890001657173 Date of Analysis / : 18.04.2023
AHATHTHYECKHH oT4eT Ne JlaTta anann3a
Date of Manufacture / : Apr-2023 Date of Expiry / : Mar-2025
JlaTa npoH3BOACTBA Togen no
Analysis performed according ND / Ananu3 nposeaen mo HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / uzm. Ne 1 ot 19.03.2020, amend Ne 2 from 02.02.2022 / u3m. Ne 2 ot 02.02.2022)

Page3 of 5/Crp. 3 u3 5

JI::/ Test / IlokasaTean Result / PesyabTar Specification / Hopma
iv. | Total impurities / 0.11 % Not more than 1.50 % /
CymMa npumeceit He Gonee 1,50 %

7. | Microbial purity / Makpo6uoornyeckas 94crora

i. | Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / O61uee uncno He 6onee 1000 KOE/r
a’pOOHBIX MHKPO-
OpraHu3MOB

ii. | Total Combined Yeast and NA Not more than 100CFU/g /
mould count / O61ee yucno He 6onee 100 KOE/r
JPONOKEBBIX U IIECHEBBIX
rpuboB

iii. | Pseudomonas aeruginosa NA Should absentin 1 g/

OtcyrcTBue B 1 1

iv. | Staphyvlococcus aureus NA Should absent in 1 g/
OrcyrctBUe B I T

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IIpumeuanme: [IpoaykT cooTeeTcTBYET TpeGoBanusam HJ 3axmrouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Pravesh [TpoeepeHo: Ramakant Onob6peno: Menemxep / PykoBoauTens
Rana ' pﬁd‘ Amit Kumar .

Fi L__/ u.‘h’/' AM—\' “‘__‘___/,
Reprint Date / Reprint Date / Reprint Date /
JlaTa: 18.04.2023 Hara: 18.04.2023 Jara: 18.04.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, Email: mail@drreddys.com
CIN; L85195AP1284PLC004507
www.drreddys.com



Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd,

Formulation Unit-6

Vill. Khal, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CEPTU®HKAT AHAJIM3A

www.drreddys.com

Proluct : Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g
Ilpoxykr : Haiis® Axrusrens (HUMECYITH/) Fenb [UTS HapyKHOTO npuMeHenns, 1 %, 100 r
Batch No / : V230314 Batch Quantity / : 9651 units /
Cepus Ne O6beM napTH 9651 egUHHLY
Analytical ReportNo / : 890001657173 Date of Analysis / : 18.04.2023
AHATHTHYECKHH oTUeT Ne Jlara ananusza
Date of Manufacture / : Apr-2023 Date of Expiry / : Mar-2025

aTa HPOH3BOJICTEA Tonen go
Analysis performed according ND / Anann3 nposeaen no 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 / u3m. Ne 2 or 02.02.2022)

Page 4 of 5/ Crp. 4u3 5

8 | Assay/KoanyecTBeHHOE onpeaelenne

i, |Nimesulide/
Humecynnn

it. | Dimethyl sulfoxide /
Humetcynbdokenn,

9.97 mg/ 9.97 mr
(99.7 %)

98.9 %

9.0 mg to 11.0 mg of C13H12N2OsS
(Nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

Ot 9,0 mr mo 11,0 Mr Ci3H12N2OsS
(mamecymun) (ot 90,0 % o

110,0 % OoT HOMHHAJIBLHOI'O
comepxanus) B 1 1 resis

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

Ot 90 % no 110 % C2HsOS
(mameTuncynbpoKcHa) OT
HOMHMHAJIBHOTO COAEPIXKaHH

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeqanne: ITpoaykr cooTsercTByeT TpeboBanyam HJT Zaxmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
HoarorosieHo: Pravesh [TpoBepeno: Ramakant Onobpeno: Menemxep / Pykosogutenb
Rana . ' Amit Kumar .

2 dup” i
Reprint Date / Reprint Date / Reprint Date /
Jara: 18.04.2023 Jlata: 18.04.2023 Jlarta: 18.04.2023

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: maii@drreddys.ccm

CIN: L35195AP1984PLC004507

www.drreddys.com



Dr.Reddy’s ‘f:'.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltg,
Formulation Unit-6

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

CEPTHOUHKAT AHAJTM3A

www.drreddys.com
Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g
Mpoayxr : Haiiz" Axtusrenb (HUMeCYIMA) reb Al HAPYKHOTO NPHMEHCHMUS, 1%,100r
Batch No / : V230314 Batch Quantity / : 9651 units /
Cepust Ne O6bem napTHH 9651 enMHHLY
Analytical Report No / : 890001657173 Date of Analysis / : 18.04.2023
AnannTHYecKHi oT4eT Ne Jara apagnsza i
Date of Manufacture / : Apr-2023 Date of Expiry / : Mar-2025
JlaTa mpoH3BOACTBA T'ogen no
Analysis performed according ND / Ananus nposeaen no H/I: JIT1-005923-191119 (amend Ne 1 from
19.03.2020 / usm. Ne 1 ot 19.03.2020, amend Ne 2 from 02.02.2022 / uzm. Ne 2 ot 02.02.2022)

Page5of 5/Ctp. S5u3 5

10 | Packaging / YnmaxoBka Package / Ynakoska - 100 g in | package / Vnakoska - 20 g, 5O g or
a 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 100 r B Tyby u3
JTAMUHMPOBAHHOTO ITo 20 r, 50 r miu 100 r B TyOy u3
ATIOMMHHS, cHabxenHyto | J1AMUHHPOBAHHOTO AIIOMHHMA,
MemGpaHoii ans  KOHTpOnsA cHabxeHHYI0  MeMOpaHOH  muiA
[epBoro BekphITHL. Kaayio | KOHTPONA  M€PBOTO  BCKPBITHS.
TyGy BMecTe ¢ WHCTpyKumeii | KXYy vaGy SREEANS Z
Mo MpUMeHeHHIO NoMeluaior B | AHCTPYKIWEH 10 NPUMEHECHUIO
NauKy KapTOHHYO. NOMELLAIOT B MAa4YKy KapTOHHYFO.

11 |Labeling / MapkupoBka According to ND / B cootsercTeuu ¢ H{

12 | Storage / XpaHeHue Store below 25 °C. Do not freeze. / [1pu TeMnepatype He BBILIE
25 °C. He 3aMOpaXuBaTh.

13 | Shelf life / Cpox roanoctu | 2 years /2 rona

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

*Tloka3zaTeh MOXKET OTCYTCTBOBATh B cepruduKarTe aHaau3a nponssoauTes. [Ipoussonnresib
rapaHTHpPYeT KAa4eCTBO NPenapara 1o 5THM HO0Ka3aTesM.

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ilpumeuanue: IIponykr coorsercTByeT TpeboBanusam HJL 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IoaroroeneHo: Pravesh Iposepeno: Ramakant Ono6peno: Menewxkep / Pykosoautesns
Rana : Amit Kumar L N

¥ LZ_/_ l{ /
Reprint Date / Reprint Date / Reprint Date /
Hara: 18.04.2023 Jara: 18.04.2023 Jara: 18.04.2023

Registered Offica: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
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