Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A
Product Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g
IlpoayxT Haii3" AkTuBrenb (HUMECYMI) refib 15 HAPY)KHOro MpuMeHeHus, 1 %, 50
Batch No / : V210816 Batch Quantity / : 19,051 units /
Cepusn Ne O6bem napruu 19,051 eannun
Analytical Report No / : 890001539631 Date of Analysis / : 14.08.2021
AHanuTH4yecknii oTyer No JlaTa anann3za
Date of Manufacture / : July.2021 Date of Expiry / : Jun.2023
Jara npoH3BOICTBA I'ogen o

Analysis performed according ND / Anaan3 nposeaen mo HJL: JI[1-005923-191119 (amend Ne 1 from

19.03.2020 / u3m. Ne 1 ot 19.03.2020)

Pagelof5/Crp.1u3 5

BOXX

N . .

N? / Test / IlokazaTennb 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 / OnHopoHbIiA
OpHOpOoaHEIN MPO3paYHbIH Npo3pauHblii refnb OoT 6ECLUBETHOrO
reib OIIEAHO-KENITOro LBETa ¢ | A0  OJNEIHO-XKEJNTOro  LBeTa ¢
XapaKTepHBIM 3a1axoM XapaKTepHbBIM 3aM1aXoM

2. Identification / IlogauHHOCTE

a) By HPLC / Metoaom 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 yraep>XuBaHUs
OCHOBHOT'O NHKa Ha
XpoMmarorpamme HCTIBITYEMOr 0
pacTBOpa JOJIXKHO COOTBETCTBOBATH
BpeMEHH YACPKHUBAHUA OCHOBHOIO
MHKa Ha XpoMaTorpaMMe pacTBOpa
CTaHIApTHOTO oOpasua
HUMeCYIHIa (pazpen
«KonruecTBEHHOE OTpe/IeIEHUEN)

Remarks : The Product conforms to ND/
Dpnmeuanne: ITpoaykT cooTeTcTBYET TpeboBanusam HJL

Conclusion : APPROVED /
3axmouenue: OJIOBPEHO

Prepared by /
[ToAroTOBIEHO: il

Suman Kumar ¢ £

Checked by /
IIposepeno:
Himesh

Kumar)

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoaurens
Manoj Kumar

Print Date /
Jlarta: 14.08.2021

Print Date /
Hara: 14.08.2021

Print Date /
JMara: 14.08.2021
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Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail{@drreddys.com

CIN: L85195AP1984PLC004507
www.dreddys.com



Dr.Reddy’s Q':°

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A
Product Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g
IIpoaykr Haitz™ AxTuBresns (HUMeCYUA) resib Ui Hapy>KHoro npumeHenus, 1 %, 50 r
Batch No / : V210816 Batch Quantity / : 19,051 units /
Cepus Ne O6beM mapTun 19,051 ennuun
Analytical Report No / : 890001539631 Date of Analysis / : 14.08.2021
AHaJHTHYECKHA oTyeT No JlaTa amamm3a
Date of Manufacture / : July.2021 Date of Expiry / : Jun.2023
JlaTa mpoH3BOACTBA T'ogen no

Analysis performed according ND / Auanus nposeaen no HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / uam. Ne 1 ot 19.03.2020)
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No/
Ne

Test / Iloka3zarenan

Result / PesyanTar

Specification / Hopma

METpHH

b)By UV spectro-
photometry / Metoaom
Y®-cnekrpodoro

Complies as  prescribed /
CooTBeTCTBYET TPEOOBAHUIM

UV absorption spectrum of the test
solution should have absorption
maximum at 397+5nm / VYO-
CIIEKTP MOTJIOLIEHHS UCTIBITYEMOTO
pacTBOpa A0JDKEH UMETh MAKCHMYM
nornoweHus npy 39745 Hm

1044 canTHnyas

3. | Weight of package 51g/51r According to Rus. Ph. (Not less
contents / Macca than 50.0 g) / B cooTBeTCTBHU C
COAEPKHMOr0 YIAKOBKH TpeGoBaHMIMU

I'd PO. (He meuee 50,0 1)
4. pH 3.32 From2.5t04.5/012,5 no4,5
5. | Viscosity / BaskocTb 1044 centipoise / From 400 to 1200 centipoise /

Ot 400 o 1200 cantunyas

6. | Related impurities / PoxcreenHbIe npuMecH

i. | Impurity C/
Ipumecs C

Not detected / He o6Hapy»xeHa

Not more than 0.50 % /
He 6onee 0,50 %

ii. | Impurity D/
IIpumecs D

Not detected / He oGHapyxeHa

Not more than 0.50 %/
He 6omee 0,50 %

Remarks : The Product conforms to ND/
Ipumeuanue: ITpoaykr cooTBeTcTBYET Tpeboranusam HJL

Conclusion : APPROVED /
Baxmwuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroeneHo: IporepeHo: | Onobpeno: Menepiep / Pykoonurens
Suman Kumar <z & Himesh Ku —> | Manoj Kumar @L{L

Print Date / Print Date / Print Date /

Jarta: 14.08.2021 Jara: 14.08.2021 Jara: 14.08.2021
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g
IpoaykT Haiiz® AktHBrenb (HUMeCyIua) Tenb Ui Hapy>KHOro npumenenus, 1 %, 50 ¢
Batch No / : V210816 Batch Quantity / : 19,051 units /
Cepust Ne O6bem napruu 19,051 eannun
Analytical Report No / : 890001539631 Date of Analysis / : 14.08.2021
AHAJHTHYECKHI oTueT Ne JlaTa anaansa
Date of Manufacture / : July.2021 Date of Expiry / : Jun.2023
JlaTta npon3BoicTBa T'onen no
Analysis performed according ND / Ananns mposenen no HJI: JII1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020)

mould count / Ob1uee ynciIO
IOPOMOKEBBIX M TUIECHEBBIX

rpuboB
iii. | Pseudomonas aeruginosa

iv. | Staphylococcus aureus

Menee 10 KOE/r

Absentin 1 g/
OrtcyrctByeTB 1 T

Absentin 1 g/
OrcyrctByerB 1 T

He 6onee 100 KOE/r

Should absentin 1 g/
OrcyrcTBue B 1 1

Should absentin 1 g/
OtcyrcTBHe B 1 T

Page3 of 5/Crp.3u3 5
1;.3 / Test / Ilokazarenn Result / PesyanTat Specification / Hopma
iii. | Any other impurity / ] Not more than 0.50 % /
JIrobas apyras npuMech BDL (Disregard Area 2436) He 6onee 0,50 %
iv. | Total impurities / BDL Not more than 1.50 % /
CymMa npumecei He 6onee 1,50 %
7. | Microbial purity / MukpofuoJjiornyeckas YUcTOTA
i. | Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / Ob1mee yucio Menee 10 KOE/r He 6onee 1000 KOE/r
a3pOOHBIX MHKPO-
OpraHM3MOB
ii. | Total Combined Yeast and Less than 10 CFU/g/ Not more than 100CFU/g /

Remarks : The Product conforms

Tpumeuanue: IIpogyKT cooTBeTCTBYET Tpebosanusam HJJ

to ND/

Conclusion : APPROVED /
Zakarouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarororneHo: _ IIpoBepeHo: Onobpeno: Menepxep / PykoBoauTesib
Suman Kumar :/g:, Himesh %,_"3 Manoj Kumar "

Print Date / Print Date / Print Date /

Hara: 14.08.2021 Hara: 14.08.2021 Hara: 14.08.2021
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CERTIFICATE OF ANALYSIS

CEPTUOGHNKAT AHAJTHN3A
Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g
Ipogyxt : Haiis® AkTuBrenb (HUMeCYNuN) rejib Uisl HAPYKHOIO MPHMEHEHHUS, 1%,50r
Batch No / 1 V210816 Batch Quantity / : 19,051 units /
Cepus Ne O6BeM napTun 19,051 exmuun
Analytical Report No / : 890001539631 Date of Analysis / : 14.08.2021
AHanuTHdecKnii orTueT No JlaTa apanusza
Date of Manufacture / : July.2021 Date of Expiry / : Jun.2023
Jata npoH3BOACTBA I'ogen no
Analysis performed according ND / Anasmu3s nposeaen no HI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020)
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No/

Ne Test / Iloxazarennb Result / PesyabTar Specification / Hopma

8 | Assay/KonndecTBeHHOe onpee/iecHHe

i. | Nimesulide/ 10.03 mg/ 10.03 mr 9.0 mg to 11.0 mg of C13H12N205S
Humecynun (100.3 %) (nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

Or 9,0 MTI 40 11,0 Mmr C13H12N205$
(uumecynun) (ot 90,0 % 1o

110,0 % OT HOMHHAJBHOI'O
coJepkaHus) B 1 T resis

ii. | Dimethyl sulfoxide / 1004 % 90% to 110% of C.H¢OS (dimethyl
Jumetnncynbhokcum sulfoxide) of label claim /

Ot 90 % n0 110 % C,HeOS
(mumeTUnCyabPOKCUA) OT
HOMUHAJIBHOTO COAEPKaHHA

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpnmeuanue: [IpoayxT cooTBeTcTRYeT TpebopaHusam HJL 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroToBneHo: | lposepexo: | Onobpeno: Menemkep / PykoBoauTens
Suman Kumar <=2 Himesh W Manoj Kumar / Lt.é

e
Print Date / Print Date / Print Date /
Hata: 14.08.2021 Hara:; 14.08.2021 Jlata: 14.08.2021
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g
HMpoxykT Hait3® AxTuBrenb (HMMeCyua) redlb s HapyKHOro NpuMeHeHus, 1 %, 50 r
Batch No / : V210816 Batch Quantity / : 19,051 units /
Cepus Ne O0Bem naprTuu 19,051 eamrmiy
Analytical Report No / : 890001539631 Date of Analysis / : 14.08.2021
AHanuTHYecKuit oTyeT No Jara ananusa
Date of Manufacture / : July.2021 Date of Expiry / : Jun.2023
Jata npou3BoACTBA T'omen no

Analysis performed according ND / Anasu3s nposenen mo HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020)
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i? ) Test / IlokazaTenn Result / Pe3yabTaT Specification / Hopma
9 | Packaging / YnakoBka Package / Vnakoeka - 50 gina | package / Ynakoska - 20 g, 50 g or

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 50 r B TYOy u3
JNIaMUHHMPOBAHHOTO ITo 20 1, 50 r wiu 100 r B TyOy u3
ATIOMMHUYS, cHabKeHHyto | JTAMHHHPOBAHHOTO ATFOMUHUS,
MeMOpaHOHl [  KOHTPOJS cHabxeHHyl0o  MeMOpaHOH s
nepBoro BekpbiTHa. Kaayio | KOHTPONA  MEPBOTO  BOKPHITHAL.
Ty6y BMecTe ¢ MHCTpyKuueii | KXYy va6y BNIcERe™ €
1O MpPHMeHEHHIO MoMelatoT B | WHCTPYKUMEH 10 [PHMEHEHHIO
NauKy KapTOHHYO. NOMEIIAIOT B AYKy KAPTOHHYIO.

10 |Labeling / Mapkuposka According to ND / B cootBercTBuu ¢ HJJ

11 |Storage / Xpanenue Store below 25 °C. Do not freeze./ IIpu Temnepatype He BbllIe 25
°C. He 3aMopa)KHBaTh.

12 | Shelf life / Cpok rognocru | 2 years /2 roma

Remarks : The Product conforms to ND/
IIpnmeuanue: [IpogykT coorBeTcTBYET Tpeboanram HJL

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: (/_7// IIporepeHo: Onobpeno: Menemxep / Pykosoaurenb
Suman Kumar — Himesh @%J_/———g Manoj Kumar ﬂ 2 Lt f

Print Date / Print Date / Print Date /

Jata: 14.08.2021 Jara: 14.08.2021 Jara: 14.08.2021
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