Dr.Reddy’s “:’.

CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

Product Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g

IlpoayxTr Haiiz" AxkTHBresb (HAMECYJIMA) reslb Ul HAPYKHOrO npuMeHenus, 1 %, 100 r

Batch No / : V220946 Batch Quantity / : 9586 units /
Cepust Ne O0nem napruu 9586 enMnLL
Analytical Report No / : 890001628514 Date of Analysis/ 2 22.11.2022
AHaanTuyeckuii ordet Ne JlaTa anajam3a

Date of Manufacture / : Nov-2022 Date of Expiry / : Oct-2024
JlaTa npou3BoacTBA T'open g0

Analysis performed according ND / Ananus nposenen mo HJI: JIT1-005923-191119 (amend Ne 1 from
19.03.2020 / uzm. Ne 1 ot 19.03.2020, amend Ne 2 from 02.02.2022 / n3m. Ne 2 ot 02.02.2022)

Page1 of 5/Crp. 1135

BOXX

No/ . .

Ne Test / Ilokazarennb Result / PesyabTar Specification / Hopma

1. Description / Onucanne Homogeneous, transparent, Homogeneous, transparent,
pale-yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OnHopoIHBIA
OnHOPOIHBIHA NPO3paYHbIH TNPO3pavHbIi refib 0T OeCLBETHOrO
reb 6JeIHO-KENTOro UBeTa C | IO  ONEeJHO-XKENTOro  1BeTa ¢
XapaKTepHBIM 3a1axoM XapaKTEePHbBIM 3aMaxoM

2. Identification / IloxnnHHOCTE

a) By HPLC / Meroaom 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) / BpeMms yaepxrBaHHs
OCHOBHOTO nyKa Ha
XpoMarorpamme HCITBITYEMOTO
pacTBOpa IOJDKHO COOTBETCTBOBATH
BPEMEHH yNEP)KUBAHUA OCHOBHOIO
N¥Ka Ha XpOMaTorpaMMe pacTBOpa
CTaHJApTHOTO obpazua
HUMECYIUAA (pasmen
«KonuuecTBeHHOE OTpesieICHUe»)

Remarks: The Product conforms to ND/
Ipumeuanne: ITpoaykr cootBeTcTByeT TpeboBanusm HJI

Conclusion: APPROVED /
3axmawouenne: OJOBPEHO

Prepared by /
Tlonrororneno: Pravesh Rana

Checked by /
I[Iposepeno: Pardeep Kumar
/

=—

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoauresb
Amit Kumar

/5&1\7

Reprint Date / .
Hata: 02.12.2022

Reprint Date /
Jara: 02.12.2022

Reprint Date /
Jara: 02.12.2022

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: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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Dr‘ Reddy S g Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tol : 491 98166 56001-02
CEPTUDPUKAT AHAJIU3A www.drreddys.com

Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g

Hpoaykr : Haiiz" Aktusrens (HuMecynua) renb Uil HAPYXKHOrO npumeHenus, 1 %, 100 r

Batch No / 1 V220946 Batch Quantity / : 9586 units /
Cepusa Ne Ob6BeM mapTuu 9586 enuHuL
Analytical Report No / : 890001628514 Date of Analysis / : 22.11.2022
AHauTHYecKHH oTyeT No JlaTa ananu3a

Date of Manufacture / : Nov-2022 Date of Expiry / : Oct-2024
JlaTa npou3BoacTBa Togen go

Analysis performed according ND / Ananus nposexen mo HJ/I: JIT1-005923-191119 (amend Ne 1 from
19.03.2020 / m3m. Ne 1 o1 19.03.2020, amend Ne 2 from 02.02.2022 / usm. Ne 2 ot 02.02.2022)

Page 2 of 5/Ctp.2 m3 5
31;1.‘? / Test / IlokazaTesn Result / PesynbTat Specification / Hopma
b)By UV spectro- Complies as prescribed / UV absorption spectrum of the test
photometry / Metoaom CoorsetcTBYET TpEOOBAHMAM solution should have absorption
Y®-cnektpodoTo maximum at 397&5nm / YO-
METpHH CIEKTp TOTJIOIEHHs] UCTIBITYEMOro
pacTBOpa AOHKEH HMETh MaKCUMYM
nornoweHus npu 397+5 HM
3. | Weight of package 102g/102r According to Rus. Ph. (Not less
contents / Macca than 100.0 g) / B cooTBeTcTBHHM C
CO/JIeP:KHMOT0 YIAKOBKH TpeGOBaHHAMH
I'd PO. (He menee 100,0 )
4. pH 3.17 From2.5t04.5/0t12,5 no 4,5
5. | Viscosity / BaskocTs 1025 centipoise / From 400 to 1200 centipoise /
1025 cantumyas Ot 400 no 1200 canTHITyas
6. | Related impurities / PogcTBeHHBIC IpHMecH
i. | Impurity C/ Not more than 0.50 % /
[pumecs C Not detected / ne obnapyxena | He 6onee 0,50 %
ii. | Impurity D/ Not detected / He obHapyxeHa | Not more than 0.50 % /
ITpumecy D He 6onee 0,50 %
iii. | Any other impurity / 0.04 % Not more than 0.50 % /
Jlrobas npyras npumech He 6onee 0,50 %
iv. | Total impurities / 0.11 % Not more than 1.50 % /
CymMa nipumeceit He 6onee 1,50 %
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ipumeuanue: [IpoaykT cooTBercTByeT Tpebopanusm HJ 3axawuyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Honrorosneno: Pravesh Rana | IIposepeno: Pardeep Kumar | Onobpeno: Menemkep / Pykosoaurens
/ = f Amit Kumar P\%_\_::..f
- -
Reprint Date / Keprint Date / Reprint Date /
Jara: 02.12.2022 Hara: 02.12.2022 Hara: 02.12.2022

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: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTUOHMKAT AHANM3A oo aie com

Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g

Ipoaykr : Haiiz" Aktusrens (HuMecynua) resb MUl HAPYKHOTO Npumenenus, 1 %, 100 r

Batch No / : V220946 Batch Quantity / : 9586 units /
Cepus Ne O6beM NapTHH 9586 equHu1
Analytical Report No / : 890001628514 Date of Analysis / 1 22.11.2022
AHAJTHTHYECKHH oTUeT No JlaTa ananu3a

Date of Manufacture / : Nov-2022 Date of Expiry / : Oct-2024
JlaTa npou3BoAcTBA T'onen no

Analysis performed according ND / Aunaans nposeaen no HJL: 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)
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No/

Ne Test / loxazarenn Result / PesyabTaT Specification / Hopma

7. | Microbial purity / Mukpo6unooruueckas 4acrora *

i. | Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g/
Count / O611iee uncio Menee 10 KOE/r He 6onee 1000 KOE/r
a’pOOHBIX MUKPO-

OpraHU3MOB

ii. | Total Combined Yeast and Less than 10 CFU/g/ Not more than 100CFU/g /
mould count / O61ee 4ucio Menee 10 KOE/r He 6onee 100 KOE/r
JIPOMOKEBBIX M TIECHEBBIX
rpuboB

iii. | Pseudomonas aeruginosa Absentin 1 g/ Should absentin 1 g/
OtcyrcTRyerB 1 1 OtcyrctBue B 1 1

iv. | Staphylococcus aureus Absentin 1l g/ Should absentin 1 g/
OtcytetByerB I T OtcyrcTBUE B 1 T

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

IIpumeuanue: IIponykr coorBercTByeT TpeboraHusM HJI 3akawuenue: OJJOBPEHO

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

Honrorosneno: Pravesh Rana | IMposepeno: Pardeep Kumar | Onobpero: MeHemkep / PykoBoauTenb
/ Amit Kumar "N
"JLJ QLC_ N /
Reprint Date / Reprint Date / Repuint Date/
JHara: 02.12.2022 Hara: 02.12.2022 Hara: 02.12.2022

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: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

CEPTUOPUKAT AHAJIU3A www.drreddys.com
Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g
IIpoaykr Haiiz” Axrusrens (HUMeCysin) refb JUis Hapy>KHoro npumenenns, 1 %, 100 r
Batch No / 1 V220946 Batch Quantity / : 9586 units /
Cepusa Ne O6beM napTuu 9586 enquHuUL
Analytical Report No / : 890001628514 Date of Analysis / : 22.11.2022
AnaguTnyeckuid oruer Ne JlaTa aHanu3a
Date of Manufacture / : Nov-2022 Date of Expiry / ¢ Oct-2024
JaTa npou3BoacTra Toaen xo
Analysis performed according ND / Ananus nposenen o HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020, amend Ne 2 from 02.02.2022 / yam. Ne 2 ot 02.02.2022)

Page 4 of 5/ Crp. 4m3 5

8 | Assay/KoanuecTBeHHOe olipeeicHHE

i. | Nimesulide /
Humecynun

ii. |Dimethyl sulfoxide /
JumMetuncynbQokcHa

10.04 mg/ 10.04 mr
(100.4 %)

100.0 %

9.0 mg to 11.0 mg of C13H12N, 058
(Nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

Ot 9,0 mr mo 11,0 mr C13H12N20OsS
(anmecynun) (ot 90,0 % no

110,0 % OT HOMHHAJIBHOTO
conepxaHus) B 1 T rens

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

Ot 90 % no 110 % C,HeOS
(mumeTHICYTbGOKCHI) OT
HOMHWHAJILHOTO COEPIKaHHsA

9 |Packaging / YnakoBka

Package / Ynakoeka - 100 g in
a laminated aluminum tube
equipped with tamper-evident
membrane. Each tube and a
patient information leaflet in a
carton. / ITo 100 r B Ty6y u3
JIAMUHHAPOBAHHOTO

ATFOMHHUA, CHAOXXEHHYO
MeMOpaHOi Ui  KOHTPOJS
nepeoro BekpeITuA. Kaxayro
TyO0y BMeECTe C HHCTpYKUMeEH
0 IPUMEHEHHIO MOMELIAIOT B

NayKy KapTOHHYIO.

Package / Yakoeka - 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
JIaMHUHHUPOBaHHOTO ATIOMHHHUS,
cHabxeHHYIO  MeMmOpaHOW /s
KOHTPOJII ~ NMEPBOTO  BCKPBITHA.
Kaxmyro TYOYy BMECTe c
HHCTPYKUMEH 10 IMPHUMEHEHHIO
[IOMEIIAIOT B Na4Ky KapTOHHYIO.

Remarks: The Product conforms to ND/
Ipumeuanne: [ponykT cooTBeTcTBYeT Tpebosanusm HJL

Conclusion: APPROVED /
3axaouenne: OJOBPEHO

Prepared by /

ITonrororneno: Prayesh Rana
/

Checked by /
[Tpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykosoauresns

f Amit Kumar PTA\\//

Reprint Date /
Jlata: 02.12.2022

Reprint Date /
Hara: 02.12.2022

Reprint Datc /
Hara: 02.12.2022

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: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02

CEPTUPUKAT AHAJIM3A www.drreddys.com
Product Nise Activgel (Nimesulide) gel for external use, 1 %, 100 g
IpoaykT Haiis" Aktusrens (HHUMeCysiua) reib A7 HapyKHOro npumenenus, 1 %, 100 r
Batch No / : V220946 Batch Quantity / : 9586 units /
Cepus Ne O0nem napruu 9586 eauHuL
Analytical Report No / : 890001628514 Date of Analysis / 1 22.11.2022
AnanuTHdyeckui oTyet Ne Jara ananusa
Date of Manufacture / : Nov-2022 Date of Expiry / : Oct-2024
Jara npousBoacTBa T'ogen no

Analysis performed according ND / Anasnus nposenen o HJI: JI1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 o1 19.03.2020, amend Ne 2 from 02.02.2022 / uzm. Ne 2 ot 02.02.2022)
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10 |Labeling / MapkupoBka

According to ND / B cooteetrctBuu ¢ HJ|

11 |Storage / XpaHeHue

25 °C. He 3aMopaxuBath.

Store below 25 °C. Do not freeze. / [Ipu TemnepaTtype He BbIlle

12 | Shelf life / Cpok rogaocTn

2 years / 2 ropna

*The parameter may not be included in the manufacturer's Certificate of Analysis. The
manufacturer guarantees the quality of the product for these parameters.
*[lokazaTesb MOXKET OTCYTCTBOBATDH B cepTHHKaTe aHAIH3a npou3soauTes. Ilponssogurens

rapanTHpyeT Ka4ecTBO nmpenapara no 3THM MoKasaTe/IsM.

Remarks: The Product conforms to ND/
Hpumeuanune: IIpogykT cooTBercTBYeT TpeboBanusm HJJ

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
IToxrorosineHo: Prave;sh Rana

Checked by /
Ipoeepeno: Pardeep Kumar

P

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoaurens

Amit Kumar

Petee—

Reprint Date /
Jlata: 02.12.2022

Reprint Date /

Hara: 02.12.2022

Reprinl Dale /
Jlara: 02.12.2022

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: mail@drreddys.com
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