Dr.Reddy’s “:"

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

el T F9T 98166 56001-02

Product Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g J

IMpoaykTt Haiiz® AxTUBrensb (HHUMECYII/L) resib JJ1s Hapy:KHOTO npumel-l‘é‘fi‘f-fﬁ;d[r%lf‘ 505"

Batch No / : V220017 Batch Quantity / : 18,745 units /
Cepus Ne O6peM NapTHH 18,745 enunnn
Analytical Report No / : 890001568290 Date of Analysis / + 20.01.2022
AHanuTHYeCKHH oTyeT Ne JlaTa ananm3sa

Date of Manufacture / : Jan.2022 Date of Expiry / : Dec.2023
JiaTa npoH3BOACTBA Togen 10

Analysis performed according ND / Auanus nposenen no HJI: JII1-005923-191 119 (amend Ne 1 from
19.03.2020 / uzm. Ne 1 ot 19.03.2020)

Page 1 of 5/Crp.1n35

B32XKX

CooTBeTcTBYET TpeOOBAHUAM

0 . "

2.0 ] Test / Iloka3aTen Result / PeayabTaT Specification / Hopma

1. Description / Onncanue Homogeneous, transparent, Homogeneous, transparent,
pale yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OaHopOAHBIH
OnHOpoaHbIH NPO3paYHEIH Npo3pa4HbIi reyib OT 6ECUBETHOTO
reb 6IeIHO-KENATOro LBeTa ¢ | A0  ONeHO-KENTOro  LBeTa ¢
XapaKTepHbBIM 3aMaxoM XapaKTePHBIM 3a1aX0M

2. Identification / IlopgauHHOCTH

a) By HPLC / Metoaom 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) / Bpemsi ynepXuBaHus
OCHOBHOI'O MHKa Ha
XpoMaTorpamMmMme HCITBITYEMOTO
pacTBopa JOJDKHO COOTBETCTBOBATD
BPEMEHH YACP>KUBAHHUS OCHOBHOT'O
NMKa Ha XpoMaTorpaMMe pacTBopa
CTaHJApTHOIO obpazua
HUMeCYIHIa (paznen
«KonuecTBeHHOE OTIPEAETIeHHE)

Remarks : The Product conforms to ND/
IIpumeuanne: [IponykT cootBeTcTBYET TpeboBanuam H/T

Conclusion : APPROVED /
3axaouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoarorosneHo: %& [TpoBepeHo ](\ ~ Onobpeno: Menemiep / RZK_C_‘.'_BOL[I/ITCJ‘IL
Ramakant Anil Kumar Amit Kumar z

Print Date / Print Date / Print Date /

Hara:20.01.2022 Harta: 20.01.2022 Jara: 20.01.2022

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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Formulation Unit-6
Vill. Khol, Nalagarh Road, Badd;,

CEPTH®UKAT AHAJIM3A

Distt. Solan, H.P., 173 205, INDIA
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Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g www.drredidis.com

Ipoaykr Haiiz® AxTuBrens (HUMECYJH) res i Hapy/KHOro NpUMEHEHHAA, 1%,50r

Batch No / : V220017 Batch Quantity / : 18,745 units /
Cepusa Ne O0beM NapTHH 18,745 eqnnun
Analytical Report No / : 890001568290 Date of Analysis / 1 20.01.2022
AHAJIHTHYECKHIT oTyeT Ne Jata anajmsza

Date of Manufacture / : Jan.2022 Date of Expiry / : Dec.2023
JlaTa npoH3BOJACTRA T'open go

Analysis performed according ND / Ana/iu3 npoBefex 1o HJI: JIT1-005923-191119 (amend Ne 1 from
19.03.2020 / m3m. Ne 1 ot 19.03.2020)

Page2 of 5/ Crp. 243 5
1;: / Test / Ilokasarenb Result / PesyabraTt Specification / Hopma
N b)By UV spectro- Complies as prescribed /| UV absorption spectrum of the test
photometry / MeTogom CooTBeTCTBYET TPEOOBAHHM solution should have absorption
V®-criekTpodoTo maximum at 397+5nm / YO-
METPUH CIIEKTp TIOTJIOLIEHHS UCIIBITYeMOro
pacTBOpa A0JDKEH MMETh MAKCHMYM
nornoumeHus npu 397+5 um
3. | Weight of package 51g/51lr According to Rus. Ph. (Not less
contents / Macca than 50.0 g) / B cooTBeTCTBUM C
COAEPKUMOT0 YIAKOBKH TpeboBaHUAMU
['® Pd. (He menee 50,0 1)
4. pH 3.18 From2.5t04.5/012,5 04,5
5. | Viscosity / BaskocTb 951.5 centipoise / From 400 to 1200 centipoise /
951.5 canTanyas Ot 400 no 1200 canTuyas
6. | Related impurities / PoacTBeHHbI¢ IPHMECH
i. | Impurity C/ Not detected / He 0bHapyxeHa Not more than 0.50 % /
IMTpumecs C He 6onee 0,50 %
ii. | Impurity D/ Not detected / ne o6uapyxera | Not more than 0.50 % /
Ipumecs D He 6osee 0,50 %

Remarks : The Product conforms to ND/
Tpumeuanne: [1poyKT COOTBETCTBYET TPEOOBAHHAM HJI

Conclusion : APPROVED /
Baxiauenune: OJJOBPEHO

Mata:20.01.2022

Jara: 20.01.2022

Prepared by / \d; Checked by / Approved by: Manager/Executive /
Honromsnem:%&\/ [TpoBepeHO ﬁ\’ Onob6peno: Meneiep, / PykoBoauresns
Ramakant ‘ Anil Kumar = Amit Kumar /i\‘i e

Print Date / Print Date / Print Date /

Tara: 20.01.2022

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel 9198166 56001-02

Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g vl

Hpoaykr : Haiiz® Axturens (HUMeCyIH/) reb 11 HAPYIKHOTO |'[pnmeHg1m§', {r@%l, S

Batch No / : V220017 Batch Quantity / : 18,745 units /
Cepus Ne O0BeM napTHH 18,745 egnHun
Analytical Report No / : 890001568290 Date of Analysis / : 20.01.2022
AHaJIHTHYECKHH oTueT Ne JlaTa aHAIH32A

Date of Manufacture / : Jan.2022 Date of Expiry / : Dec.2023
JlaTa npon3BoAcTBa T'onen 10

Analysis performed according ND / Ananus nposeJeH no HI: JII1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020)

Page3 of 5/Crp.3 u3 3

i‘? 4 Test / Iloxazarens Result / PezyabTaT Specification / Hopma
iii. | Any other impurity / Not more than 0.50 % /
Jobas npyras npuMech 0.03% He 6onee 0,50 %
iv. | Total impurities / 0.03% Not more than 1.50 % /
Cymma npumMecei He 6onee 1,50 %
7. | Microbial purity / Makpo6uoJornyeckasi 1HCTOTa
i. |Total Aerobic Microbial Less than 10 CFU/g/ Not more than 1000 CFU/g/
Count / O61mee yncio Menee 10 KOE/r He 6onee 1000 KOE/r
a3poOHBIX MHKPO-
OpraHu3MoB
ii. | Total Combined Yeast and Less than 10 CFU/g/ Not more than 100CFU/g /
mould count / Ob1iee uucio Menee 10 KOE/r He 6onee 100 KOE/r
JPOMOKEBBIX M TVIECHEBBIX
rpuboB
iii. | Pseudomonas aeruginosa Absent g/ Should absent in 1 g/
OrtcyTcTBYET T OrcyrcTBUE B 1 T
iv. | Staphylococcus aureus Absent / Should absent in 1 g/
OrtcyTcTBYeT T OtcytctBHE B 1 T
8 | Assay/KonuuecTBennoe onpejaejieHue

Remarks : The Product conforms to ND/
Ilpumeuanne: [IpoayKT COOTBETCTBYET Tpebosanusm HJI

Conclusion : APPROVED /
3akarouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToAroTOBJIEHO: W ITposepeno ~3 Ono6peno: Menekep / PykoBonurens
Ramakant Anil Kumar - Amit Kumar &_ A

Print Date / Print Date / Print Date / '

Jara:20.01.2022 Jara: 20.01.2022 Jara- 2001 20722,

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
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Dr. Reddy s ‘-. CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Baddj,

CEPTUPUKAT AHAJIM3A Distt. Solan, H.P., 173 205, INDIA
Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g Tel T +9T 98166 56001-U2
: Haiis" pyK el T 0P ™
Mpoayxr : Haiis® Akrupresp (HUMECYIIH) Fefb VI HAPY)KHOIO NPUMEHCHIMA, 1 7o,
Batch No / 1 V220017 Batch Quantity / : 18,745 units /
Cepus Ne O06beM napTHH 18,745 epnnin
Analytical Report No / : 890001568290 Date of Analysis / : 20.01.2022

AnajgurHdeckHi oruer No

JlaTa anajiH3a

Date of Manufacture / : Jan.2022
Jlara npoH3BOACTEBA

Date of Expiry / : Dec.2023
I'ogen xo

19.03.2020 / u3m. Ne 1 o1 19.03.2020)

Analysis performed according ND / Anaans nposeses no HJL: JIT1-005923-191119 (amend Ne 1 from

ii. |Dimethyl sulfoxide /

Page 4 of 5/ Ctp.4u3 5
i. | Nimesulide / 10.07 mg / 10.07mr 9.0 mg to 11.0 mg of Ci3H12N20sS
Humecynun (100.7 %) (nimesulide) (90.0% to 110.0% of

label claim) in 1 g of gel /

Ot 9,0 mr go 11,0 mr Ci3H12N2OsS
(numecynun) (ot 90,0 % no

110,0 % oT HOMUHAIBHOTO
copepxanus) B 1 r rens

101.0 % 90% to 110% of C2HeOS (dimethyl

lamin:

aJIlOM

Tyby

JumetrncynbQOKCU sulfoxide) of label claim /
Ot 90 % 10 110 % C:HeOS
(numetuncynbdoxeua) ot
HOMMHAJIHOTO COJCPIKaHMSA
9 | Packaging / YnakoBka Package / ViakoBka - 50 gina | package / Vmakoska - 20 g, 50 g or

equipped with tamper-evident | equipped  with  tamper-evident
membrane. Each tube and a | membrane. Each tube and a patient

patient information leaflet in a | jpformation leaflet in a carton. /
carton. / [To 50 r B Tyby u3

JIJAMMHHPOBAHHOI'O

MeMOpaHOH It  KOHTPOJIA
nepBoro BCKphITHA. Kaxmayro

0 PUMEHEHHUIO NIOMELIAIOT B
nayky KapTOHHYIO.

ated aluminum tube | 100 g in a laminated aluminum tube

Mo 20 r, 50 r wiu 100 r B TYOY M3
JIAMUHUPOBAHHOTO AIFOMMHMS,
cHaOeHHY0O  MeMOpaHoH  Juls
KOHTPOIISL ~ HEPBOTO  BCKPBITHSL.
BMECTEe C HHCTpYKIUeH Kaxcayto va6y BYiSGle] €
MHCTpYKLMEH [0  TPUMEHEHHIO
[OMEIIAKOT B MAYKy KApTOHHYIO.

HHUS, CHaOXKeHHYO

10 |Labeling / MapkupoBKa According to ND / B cootperctBru ¢ HJ

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Ipoaykr cooTBercTBYeT Tpebopanmam HJL 3akmwouenne: OJJOBPEHO

Prepared by / 3 uj._ Checked by / Approved by: Manager/Executive /
[ToaroToBIEHO: @\)w&/ ITpoeepeno QJ Ono6peno: Menemiep / Pykosoaurens
Ramakant Anil Kumar - Amit Kumar  [NrX_—

Print Date / Print Date / Print Date / ;

Jata:20.01.2022 Jlata- 20.01.2022 Jara: 20.01.2022

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




‘..o Dr. Reddy's Laboratories Ltd.
’ o ; .
Formulation Unit-6
Dr‘ Reddy s '. CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Badd;,
CEPTHUO®HKAT AHAJIN3A Distt. Solan, H.P., 173 205, INDIA

Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g Tel - #9T58166 56001-02

Hpoaykr : Haiiz® Axturens (HuMecynu) reib Ajid HAPYHKHOTO npumes-u‘?r‘ﬁ?ﬁ’;dfr%,dg 0™

Batch No / 1 V220017 Batch Quantity / : 18,745 units /
Cepnsn Ne O0beM napTun 18,745 egnmuun
Analytical Report No / : 890001568290 Date of Analysis / : 20.01.2022
AHanuTHYecKHii oTyeT Ne JlaTa anaiau3a

Date of Manufacture / : Jan.2022 Date of Expiry / : Dec.2023
JlaTa npoH3BOACTEA T'open po

Analysis performed according ND / Anasnns nposenen no HJL: JIT1-005923-191119 (amend Ne 1 from
19.03.2020 / m3m. Ne 1 ot 19.03.2020)

Page 5 of 5/ Crp.Su3 S

11 |Storage/ XpaHenue Store below 25 °C. Do not freeze./ IIpu Temneparype He Bbie 25
°C. He 3aMopaxuBathb.

12 | Shelf life / Cpok roguocrn | 2 years /2 roga

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: [IponykT cootercTByeT Tpedosanusm HL 3axmouenne: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToAroTOBIIEHO: w’ ITpoBepeHo Q/\) Ono6peno: Meneskep / Pykosonuresns
Ramakant Anil Kumar - Amit Kumar _———

Print Date / Print Date / Print Date / '

Hata:20.01.2022 Hata: 20.01.2022 Jara: 20.01.2022
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