Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g
Hpoxykr : Haiis® Akruerens (HUMECYIUA) Felb Aisl HAPYXKHOro npumenennus, 1 %, 50 r

Batch No / : V210557 Batch Quantity / : 18,914 units /
Cepusi Ne O61bem napTuu 18,914 egnnun
Analytical Report No / : 890001527587 Date of Analysis / : 11.06.2021
AHaauTHIecKuii oTyeT No JlaTa anajinza

Date of Manufacture / : Jun.2021 Date of Expiry / : May.2023
JlaTa npou3BoACcTBA I'onen oo

Analysis performed according ND / Amanu3s nposenen no HJI: JII1-005923-191119 (amend Ne 1 from
19.03.2020 / m3m. Ne 1 ot 19.03.2020)

Page 1 of 5/ Crp. 1 35

i.:) d Test / IlokazaTean Result / PesyabTar Specification / Hopma
1. Description / Onucanue Homogeneous, transparent, Homogeneous, transparent,
pale-yellow gel with colotless to pale-yellow gel with
characteristic odor / characteristic odor / OgHOpPOAHBIH
OIHOPOAHBIN MTPO3payHblii npo3payHbit renb OT GecuBerHoro
TR ATEHA-WKETITATN TTRETA 0 AneTHO-KENTOrQ  IReTa ¢
XapaKTepHBIM 3aMaxoM XapaKTepHBIM 3aIlaXoM
2. Identification / IlogamaHOCTE
a) By HPLC / Meronom Complies as prescribed /| The retention time of the main peak
BOXX CootBeTCTBYET TPEGOBAHMAM in the chromalogram of test solution
should correspond to the retention
time of the main peak in the
chromatogram  of  nimesulide
reference standard solution (section
Assay) / Bpems yaepxuBaHus
OCHOBHOTO nuKa Ha
XpOMATOrpaMMe WCTIRITYEMOTN
pacTBOpa AOKHO COOTBETCTBOBATH
BpEMEHH YIECP)KUBAHUA OCHOBHOTO
nMKa Ha XpoMaTorpaMMe pacTsopa
CTaHIapTHOTO obpazna
HUMeCYJIHAA (pazmen
«KonuuecTBeHHOE OIpeIC/IEHHEN)
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ilpumeuanue: [IpogykT cooreTcTBYeT TpeboBanuam H/I Sakauenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloarotosneHo: [Mposepeno: | Onobpeno: Menemxep / Pykosoaurens
Pardeep Kumar (i/ Himesh K&m__;;.gbl/’—‘/“ Manoj Kumar (@ﬁ/
Print Date / Print Date / Print Date /
Jata: 11.06.2021 Jlata: 11.06.2021 JHara: 11.06.2021

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




Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS
CEPTUDOHUKAT AHAJIM3A

Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g
ITpoayxr Haiis® AkTHBreNns (HUMECYINI) refb Ul HapY)KHOro npuMeHenns, 1 %, S0 r
Batch No/ : V210557 Batch Quantity / : 18,914 units /
Cepus Ne O0beM MapTHH 18,914 exnuun
Analytical Report No / : 890001527587 Date of Analysis / : 11.06.2021
AHanuTndeckuii oruet Ne JlaTa anaam3a
Date of Manufacture / : Jun.2021 Date of Expiry / : May.2023
JaTa npou3BOACTBA T'omen no

Analysis performed according ND / Auanu3 nposegen mo HJI: JI[1-005923-191119 (amend Ne 1 from

19.03.2020 / m3m. Ne 1 ot 19.03.2020)

Page2 of 5/Crp.2 35

No /

Ne Test / Ilokazarenn Result / PesyabTar Specification / Hopma
b)By UV spectro- Complies as prescribed /| UV absorption spectrum of the test
phototetry / Merogom CooTpoToTy 0T TPOGODAIIIM solution should havo eboorption
Vd-ecnektpodoTo maximum at 39745nm / VY-
METPIA CNeKTP HONIOWESHNA UCHBITYEMOTO
PACTROPA JOJIHEH LML LTe M0 MY
niorsomeHus np 397+5 M
3. | Weight of package S1g/51lr According to Rus. Ph. (Not less
contents / Macea VIRV M RN R II TN 712 Y
COXOP:KHMOI0 YNAKOBKH THeSORAHUAMU
D PD. (He mMeuee SN0 T)
4 | pH 3.19 From 2.5 to 4.5/ Ot 2,5 0 4,5
5. | Viscosity / Bazkocts 1017 centipoise / From 400 to 1200 centipoise /
1017 canTumyas Ot 400 mo 1200 cantumyas
6. | Related impuritics / PogcTBcnubic IPHMCCH
i. | Impurity C/ Not detected / He 06Hapy#eHa Not more than 0.50 % /
Ipumecs C He Gonee 0,50 %
ii. | Impurity D/ Not detected / ne o6uapyxkena | Not more than 0.50 % /
ITpumecs D He 6onee 0,50 %

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Remarks : The Product conforms to ND/
Ipumeyanue: IIpoaykT coorseTcTBYET Tpebobanusam H/T

Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroTopneHo: IIposepeHo: Ono6peno: Menewkep / Pykosonutens
Pardeep Kumar | } Himesh@;_\’__c; Manoj Kumar

o \
Print Date / Print Date / Print Date /
Jara: 11.06.2021 Jlata: 11.06.2021 Jara: 11.06.2021

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: maili@drreddys.com
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Dr.Reddy’s Q.‘ CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A
Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g
Ipoaykr : Haiis® Akrusrens (HUMecynn) resib uls HAPYKHOTO NMpuUMeHenns, 1 %, 50 ¢
Batch No / : V210557 Batch Quantity / : 18,914 units /
Cepusa Ne O0bem napTHR 18,914 equnun
Analytical Report No / : 890001527587 Date of Analysis / : 11.06.2021
AdaguTHYecKuii oTuet Ne JlaTa anannza
Date of Manufacture / : Jun.2021 Date of Expiry / : May.2023
JlaTa npou3BOACTBA I'onen 1o
Analysis performed according ND / Anauns nposeaen no HJI: JII1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020)

Page3 of 5/Crp.3 m35

Jri.f / ‘T'est / 1lokazaTtesb Result / Pesyabrar Specification / Hopma
iii. | Any other impurity / o Not more than 0.50 % /
Jliobas apyras npumech i LU He Sonee 0,50 %
iv. | Total impurities / BDL Not more than 1.50 % /
CymMa npumecei He 6onee 1,50 %
7. | Microbial purity / MukpoGuosioruyeckasi Y4HCTOTa
i. | Tatal Aerohic Microhial T.ess than 10 CFU/g/ Not more than 1000 CFU/g /
Count / OSuiee yucino Menee 10 KOE/r He bosee 100U KUE/
a’pOoOHBIX MUKpPO-
OpraHu3MOB
ii. | Total Combined Yeast and Less than 10 CFU/g / Not more than 100CFU/g /
mould count / Obwee ynco Menee 10 KOE/r He 6onee 100 KOE/r
JPOMOKEBBIX U TJIECHEBBIX
rpuboB
iii. | Pseudomonas aeruginosa Absentin 1 g/ Should absent in 1 g/
OrcyrcTBYeTB 1 T OtcyrctBrie B 1 T
iv. | Staphylococcus aureus Absentinl g/ Should absentin 1 g/
OrcyrcTByerB 1 T OtcyrcTBHEe B 1 T
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumevanue: [Mpoaykt cooTBeTcTBYeT Tpeboanusam HJI 3akmouenne: OJJOSPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBneHo: [IpoeepeHo: _— Onobpeno: Menewkep / PykoBoaurtens
Pardeep Kumar <'__“~|L Himesh égﬁ:l'/./ll Manoj Kumar W"
Print Date / Print Date / Print Date /
Jara: 11.06.2021 Jlarta: 11.06.2021 Jara: 11.06.2021

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
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Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIM3A

Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g
IIpoaykr Haiiz® AkTHBresns (HUMECYNIHT) TeNb A1 HapyXKHOro npuMerenns, 1 %, 50
Batch No / : V210557 Batch Quantity / : 18,914 units /
Cepus Ne O6beM napTuu 18,914 exnHuK
Analytical Report No / : 890001527587 Date of Analysis / : 11.06.2021
AHanuTUYeCKui oTueT No Jara anaamn3za
Date of Manufacture / : Jun.2021 Date of Expiry / : May.2023
Jarta npousBoacTsa T'onen no

Analysis performed according ND / Auanu3s nposeaen mo HJ: JII1-005923-191119 (amend Ne 1 from

19.03.2020 / u3m. Ne 1 o1 19.03.2020)

Page 4 of 5/Ctp.4u3 5

No/

Test / IlokazaTens
Ne

Result / PesyabTaT

Specification / Hopma

8 Assay / KonudecTBeHHOe OnpesieieHHe

i. | Nimesulide/
Humecynny

ii. | Dimethyl sulfoxide /
Jhimernneynndonon

10.04 mg/ 10.04 mr
(100.4 %)

100.3 %

9.0 mg to 11.0 mg of C:I11,N,Os8
(uiinesulide) (90.0% w 110.0% ol
label claim) in 1 g of gel /

Ot 9,0 Mr xo 11,0 mr Ci3Hi;2N2OsS
(aumecynun) (ot 90,0 % no

1100 % oT HoOMWHATRHOTO
oozopcala) b 1 r rosu

90% Lo 110% of C;HeOS (dimethyl
oulforido) of lubel vluim /

Ut YU Y% 10 L 10 % CoHeUS
(mumeTHncynpdokcun) ot
HOMHHAIIEHOTO COAEP KAHMS

Remarks : The Product conforms to ND/
IIpumeuanue: [TpoaykT coorBeTcTBYET TpeboBanmsiM HJI

Conclusion : APPROVED /
3axmodenne: OJJOBPEHO

JaTa: 11.06.2021

Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: IIpoeepeno: Onobpeno: Menemkep / Pykopoaurens
Pardeep Kumar E___l ! Himesh KWE}»/Ianoj Kumar 2

Print Date / Print Date / Print Date /

Jara: 11.06.2021

Hara: 11.06.2021

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
CEPTROUKAT AHAJIU3A

Product Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g
IIpoaykr Haiiz® AxtuBress (HUMECYIM) Tellb Ui HAPYXKHOTO NpuMeHenus, 1 %, 50 ¢
Batch No / : V210557 Batch Quantity / : 18,914 units /
Cepus Ne O0BeM napTum 18,914 enunnn
Analytical Report No / : 890001527587 Date of Analysis / : 11.06.2021
Anaantuuecknii orger Ne Jara anannza
Date of Manufacture / : Jun.2021 Date of Expiry / : May.2023
Jarta npounzBoacTBa Topen po
Analysis performed according ND / Ananu3s nposenen mo HJI: JII1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020)

Page Sof 5/ Crp.5u3 5

No/

Test / Iloxkaszareun
Ne

Result / PeyanTaT Specification / Hopma

Package / VnakoBka - 50 gin a
laminated  aluminum  tube
cquipped with tamper-cvident
membrane. Each tube and a

9 | Packaging / Ynaxopka Package / Ynakoeka - 20 g, 50 g or

100 g in a laminatod aluminum tube
equipped with tamper evident
membrane. Each tube and a patient

patlem Informatdon leaflet in a
carton. / Ilo 50 r B TYOy u3
JJAMHUHHPOBAHHOTI'O

information leaflet in a carton. /

ITo 20 r, 50 r unu 100 r B TYOYy U3

Iy — cHafiwermyin | TAMHHHPOBAHHOTO ATFOMHUHKS,
memhpannit - koo | CHabachuayrs  meMbpanoit i
MepBoro BekpwiTHA. Karyio | KOHTPOIS — NEPEOTO  BCKPBITHA.
Tyfy RMecTe ¢ MHCTpYKiMed | Kamuyr by mmccic ¢

HHCIpYKUMEH 110 LpUMEHEHMID

10 NPUMCHEHHIO ITOMCILIAIOT B

NauKy KapTOHHYIO. MIOMEITAFT R TTAYKY KAPTOHHYH).

10 |Labeling / MapxknpoBxa According to ND / B cootBerctBuu ¢ HJJ

Storc below 25 °C. Do not frecze./ Ilpu Temncparype He Boiie 25
“C. He 3amMopaxuBaTthb.

11 | Storage / Xpanenue

12 | Sheli lite / L‘iiox I'OAHOCTH Eears /2 roga

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Remarks : The Product conforms to ND/

ITpumeuanne: ITpoaykT cooTBeTcTBYET TpeboBanusm HJI
Prepared by / Checked by / Approved by: Manager/Executive /
IToarotosneHo: IIpoBepeHo: OnobpeHo: Menemxep / PykosoauTens

Pardeep Kumar f Himesh KM Manoj Kumar

Print Date /
Jlara: 11.06.2021

Print Date /
Jarta: 11.06.2021

Print Date /
Jara: 11.06.2021

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