Dr.Reddy’s Qf‘

CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJIM3A

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

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

el ¥91 98160 SbUUL-UL

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

IpoayKT Hai3® Aktusrens (HuMecysnua) resb A HAPYAKHOro l'l[Jlr[MEHCHHﬂW ijrg/ed%s o

Batch No / 1 V220144 Batch Quantity / : 18,941units /
Cepus Ne O0BeM napTHH 18,941 eanunn
Analytical Report No / : 890001578947 Date of Analysis / : 17.03.2022
AHaNHTHYECKHH oTueT Ne JlaTa ananusa

Date of Manufacture / : Mar-2022 Date of Expiry / : Feb.2024
JlaTa NpoOH3BOACTBA T'omen go

Analysis performed according ND / Ananus nposenen mo HJI: JI[1-005923-1911 19 (amend Ne 1 from

19.03.2020 / m3m. Ne 1 ot 19.03.2020)

Page 1 of 5/Crtp. 1135

BOXX

CootBeTcTBYET TPEOOBAHUAM

No/ : .

N Test / Iloxa3aTesnb Result / PesyasTar Specification / Hopma

1. Description / Onncanue Homogeneous, transparent, Homogeneous, transparent,
pale yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OgHOpOAHEIH
OIHOPOAHBIH MTPO3paUuHbIH Npo3pauHbiil reb 0T GeCLBETHOrO
resib GI1eHO-KENTOro IBeTa ¢ | Ao  OnegHo-KenToro  LBeTa ¢
XapaKTepHbIM 3a11axom XapaKTepHBIM 3aMaxoM

2. Identification / IlopIHHHOCTH

a) By HPLC / Meroaom 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 ynepxuBaHHs
OCHOBHOTO nHKa Ha
XpOMAaTorpamme HCIIBITYEMOT 0
pacTBOpa HOKHO COOTBETCTBOBATh
BPEMEHH YIEPKHBAHUSA OCHOBHOIO
[MKa Ha XpOMaTorpaMMe pacTBopa
CTaHAAPTHOTO obpasua
HUAMeECYTHAA (paznen
«KonuuecTBeHHOE ONPEIECNICHUEN)

Remarks : The Product conforms to ND/
IIpumeuanue: IIpoaykT coorsercTByeT TpedoBaHHam HJT

Conclusion : APPROVED /
3axawdenne: OJOBPEHO

Prepared by / _ Checked by / Approved by: Manager/Executive /
[ToaroToBNEHO: & ITporepeno & Onobpeno: Menemxkep / Pykosoguresib
Ankit Naresh Kumar “— Pavan Kumar Sharma

Print Date / Print Date / Print Date / =
JMata:17.03.2022 Hara: 17.03.2022 Hara: 17.03.2022

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




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTH®HUKAT AHAJIM3A

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

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

el T +91 98166 5600I-02

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

Ipoaykr : Haiiz® AkTuBress (HUMeCYNA) Fefb A1 HAPYKHOTO npumeuemiﬂ P'i/gd gypicom

Batch No / 1 V220144 Batch Quantity / : 18,941units /
Cepus Ne O0BeM NapTH 18,941 eannun
Analytical Report No / : 890001578947 Date of Analysis / : 17.03.2022
AHaIuTHYeCKHIi oTueT Ne Jara anajiusa

Date of Manufacture / : Mar-2022 Date of Expiry / : Feb.2024
JaTa npou3BoAcTBa T'open o0

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

19.03.2020 / u3m. Ne 1 ot 19.03.2020)

Page2 of 5/Crp.2u35

No/

No Test / IlokasaTennb Result / PesynasTar Specification / Hopma
b)By UV spectro- Complies as prescribed / | UV absorption spectrum of the test
photometry / Merogom CooTBeTCTBYET TPEOOBAHHAM solution should have absorption
V®-cnexkrpodorto maximum at 397+5nm / V®-
METPUH CIIEKTP MOTJIOLIEHHS UCIILITYEMOro
pacTBOpa JOJDKEH HMETh MAKCUMYM
norjoieHus npu 397+5 HM
3. | Weight of package 51g/51r According to Rus. Ph. (Not less
contents / Macca than 50.0 g) / B cOOTBETCTBUH C
COEPIKAMOT0 YNAKOBKH TpebGoBaHUIMHU
I'® PO. (He menee 50,0 )
4. | pH 3.14 From2.5t04.5/0t12,5 n0 4,5
5. | Viscosity / BaskocTb 965.6 centipoise / From 400 to 1200 centipoise /
065.6 canTHITyas Ot 400 no 1200 canTHmya3s
6. | Related impurities / Poacreenunie npaMecH
i. | Impurity C/ Not detected / ve obuapyxera | Not more than 0.50 % /
[Mpumecs C He 60:1ee 0,50 %
ii. | Impurity D/ Not detected / ne o6napykesa | Not more than 0.50 % /
IMpumecs D He 6onee 0,50 %

Remarks : The Product conforms to ND/
Ipumeuanne: [IpogykT cootetcTByeT Tpebosannam HJL

Conclusion : APPROVED /
3axmouenne: OJIOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
TloaroToBIeHO: & [TpoBepeHo @/ Onobpeno: Menemxep / ,P_y KOBOAWTEIb
Ankit : Naresh Kumar Pavan Kumar Sharma

Print Date / Print Date / Print Date / =
MMara:17.03.2022 Hara: 17.03.2022 Hara: 17.03.2022

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




Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,

CEPTHOHKAT AHAJTN3A Distt. Solan, H.P,, 173 205, INDIA
Product  : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g 1el : +91 98166 56001-02
Ipoxyxr Haitz® Axruprens (HHMeCYIH ) Tellb JJI HAPY/KHOTO npumenclid’-11o5dggscom
Batch No / 1 V220144 Batch Quantity / : 18,941units /
Cepust Ne O6bem napTHH 18,941 epnuun
Analytical Report No / : 890001578947 Date of Analysis / : 17.03.2022
AHaauTHYecKHH oT4eT No Jlata anajamn3a
Date of Manufacture / : Mar-2022 Date of Expiry / : Feb.2024
JlaTa npon3BoACTBA Topen 10
Analysis performed according ND / Ananus nposexen no HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / m3m. Ne 1 ot 19.03.2020)

Page3 of 5/ Crp.3u3 5

No/

CymmMa npumecei

N Test / loxa3aTean Result / Pe3yabTar Specification / Hopma
iii. | Any other impurity / 0.03% Not more than 0.50 % /
JIrobas npyras IpUMeECh He 6onee 0,50 %
iv. | Total impurities / 0.1% Not more than 1.50 % /

He 6onee 1,50 %

7. | Microbial purity / Mukpo6noaoruyeckasi Y4HCTOTA

i. | Total Aerobic Microbial
Count / OOl1ee 4HUCIIO0
a3pO6HBIX MUKPO-
OpraHu3MOB

ii. | Total Combined Yeast and
mould count / Obwee Yucno
JPOMOKEBBIX M TTIECHEBBIX

rpuboB
iii. | Pseudomonas aeruginosa

iv. | Staphylococcus aureus

Less than 10 CFU/g /
Menee 10 KOE/r

Less than 10 CFU/g/
Menee 10 KOE/r

Absent g/
OTCyTCTBYET T

Absent /
OTcyTCTBYET T

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

Not more than 100 CFU/g

He 6onee 100 KOE/r

Should absentin 1 g/
OtcyrctBUe B 1 T

Should absentin 1 g/
OtcytetBUe B 1 T

/

8 | Assay/ KonnuecTBeHHOe onpeneieHne

Remarks : The Product conforms to ND/
IIpumeuanne: [Ipoaykr cootBeTcTBYeT Tpedopanusm HJT

Conclusion : APPROVED /
Zaknouenue: OJOBPEHO

Prepared by / . Checked by / Approved by: Manager/Executive /
[loaroTopJieHO: Cj L. ITpoBepeHo ée Ono6peno: MeHemxep / /?}‘KOBD,;[]{TCIII:
Ankit £— Naresh Kumar < Pavan Kumar Sharma €p——

Print Date / Print Date / Print Date / e
JaTa:17.03.2022 Jara: 17.03.2022 Hara: 17.03.2022

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




, Q...o Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Dr.Reddy’s s CERTIFICATE OF ANALYSIS yill Khol, Nalagarh Road, Badd
CEPTHOHKAT AHAJIU3A Distt. Solan, H.P., 173 205, INDIA
Product : Nise Activgel (Nimesulide) gel for external use, 1 %,50 g~ - i
Ipoayxr : Haiis® Axrusrens (HUMeCY/IH/) resb IS HAPY/KHOTO npnmeﬂeims[ fi"r“’?éf‘%’é g
Batch No / 1 V220144 Batch Quantity / : 18,941units /
Cepust Ne O6bem napTHH 18,941 eanunu
Analytical Report No / : 890001578947 Date of Analysis / : 17.03.2022
AHAIHTHYeCKHH oTgeT No Jara ananausa
Date of Manufacture / : Mar-2022 Date of Expiry / : Feb.2024
JaTta npoH3BoacTBA I'open g0
Analysis performed according ND / Anann3 nposeaen no HJI: JII1-005923-191 119 (amend Ne 1 from
19.03.2020 / m3m. Ne 1 ot 19.03.2020)

Paged4 of 5/Ctp.4u3 5

i. | Nimesulide/ 9.98 mg/9.98 mr 9.0 mg to 11.0 mg of C13H12N2058
Humecynun (99.8%) (nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

OT 9,0 MI" A0 11,0 MI C13H12N205$
(aumecynun) (ot 90,0 % no

110,0 % oT HOMHUHAJIBHOI'O
cofepxanus) B 1 r reyig

ii. | Dimethyl sulfoxide / 99.4 % 90% to 110% of C;HeOS (dimethyl
Jumetuncynbhokcun sulfoxide) of label claim /
Ot 90 % mo 110 % C,HeOS

(mumetuncynsdokecua) ot
HOMHMHAIIEHOTO COJIepKaHHA

9 |Packaging / YnakoBka Package / Ynakoska - 50 gina | package / Ynakosxa - 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

JIAMHHHPOBAHHOTO
ATTFOMUWHUA, cHaOXXEeHHYIO
MeMOpaHOit Ui KOHTpOJIsA

ITo 20 r, 50 r wiu 100 r B TYOy U3
JIAMHUHHAPOBaHHOTO IOMHUHHA,
cHabxeHHY0O MeMOpaHOH Ui

fepBoro BokpbiTva. Kaxmyio | KOHTPOMA MIEPBOrO  BCKPBITH.
TyOy BMeCTE€ C HHCTPYKLHMEH Kaxnyro TyGy BMECTE c
[0 MpHMeHEHUIo ToMenator B | MHCTPYKUHMeH no NPUMEHEHHIO
MauKy KapTOHHYIO. MOMELIAIOT B [AaYKY KApTOHHYIO.

10 |Labeling / MapkupoBKa According to ND / B cootercTauu ¢ HJI

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanne: [Tpoaykr cootBercTByeT Tpebopanusm H/T 3axmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toaroroenexo: C,‘\ IIposepeHo Ono6peno: Menemxep / I’f},‘!mapmrrenb
Ankit L— Naresh Kumar > Pavan Kumar Sharma G~

Print Date / Print Date / Print Date /

Hata:17.03.2022 Jara: 17.03.2022 Jlara; 17.03.2022

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



Dr.Reddy’s ‘g‘.

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIM3A

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

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

Tel 9188166 5600102

}’Iroduct 4 II\{Ilsve ﬁilvgel (Nlmesulldf:) gel for external use~,-l %,50 g www.drred dg’a‘com

POAYKT aiiz® AKTHBresb (HHMECYIH/L) Tellb JUIS HapyKHOro nMpuMeneHns, 1 7o, SU ©

Batch No / : V220144 Batch Quantity / : 18,941 units /
Cepus Ne O0beM NapPTHH 18,941 ennunn
Analytical Report No / : 890001578947 Date of Analysis / : 17.03.2022
AHaJauTHYeCKHI oTYeT N2 Jarta apanusa

Date of Manufacture / : Mar-2022 Date of Expiry / : Feb.2024
JlaTa npoH3BOACTBa Topen o

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

Page 50f S/ Crp.5m3 5

11 |Storage / Xpanenue

°C. He 3amopa>xuBatsh.

Store below 25 °C. Do not freeze./ IIpu Temnepatype He BbllIe 25

12 | Shelf life / Cpok rogHocTH

2 years / 2 rona

Remarks : The Product conforms to ND/
Ipumeyanue: [Ipoaykr coorsercTayeT Tpedosanusm HJT

Conclusion : APPROVED /
Saxnawuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBneHo: A ) ITpoBepeHO Ono6peno: Menemkep / Pyxopoaurens
Ankit A Naresh Kumar el Pavan Kumar Sharma < =~ —
Print Date / Print Date / Print Date / >
Hara:17.03.2022 Jara: 17.03.2022 HMara: 17.03.2022

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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