Dr.Reddy’s Q::‘

CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJIH3A

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

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

=l G ADs cr o e
Iclr. 731 Jo10U JUUUIUZ

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

poaykr Haiiz® Axtuprens (HUMeCYIH) Teb I HapYKHOTO ['lpHMEHeHI{E,Ci % %0 r

Batch No / 1 V220143 Batch Quantity / : 18,922/
Cepusn Ne O0beM napTrun 18,922 exuuun
Analytical Report No / : 890001578764 Date of Analysis / + 22.03.2022
AHATHTHYECKHI oTueT Ne JlaTa aHaan3a

Date of Manufacture / : Mar-2022 Date of Expiry / : Feb.2024
JlaTa npoN3BOACTBA T'onen no

Analysis performed according ND / Ananns npoeeaen no HJI: JI[1-005923-191119 (amend Ne 1 from

19.03.2020 / m3m. Ne 1 ot 19.03.2020)

Pagelof 5/Ctp.1m35

No/

Ne Test / HoxazaTeab Result / PesyabTat Specification / Hopma
1. Description / Onucanue Homogeneous, transparent, Homogeneous, transparent,
pale yellow gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OngHOpoIHBIHA
OmHOPOHBIHA NTPO3payHbLH Npo3padHbIi refab oT 6ECUBETHOIO
renb OIeqHO-KEJITOro BeTa ¢ | A0  OIeqHO-XKENTOro  LBETa ¢
XapaKTePHBIM 3aMaxoM XapaKTepHBIM 3aI1axoM
2. Identification / IloagauHHOCTD
a) By HPLC / Metogom Complies as prescribed / | The retention time of the main peak
BOXX CoOTBETCTBYET TPEOOBAHHUIM 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 yaepXuBaHHA
OCHOBHOT'O nKa Ha
Xpomarorpamme HCIIBITYEMOT O
pacTBOpa JOJKHO COOTBETCTBOBATh
BpPEMEHH YAEPKHUBaHUA OCHOBHOIO
NYKa Ha XpoMarorpaMMe pacTBopa
CTaHIAPTHOI O obpasna
HHUMECYJIHA (paznmen
«KonuuecTBeHHOE OTIPENeNeHUEN)

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: [TpoaykT coorseTcTBYeT TpebopanusaM HJL Saxrouenue: OJJOBPEHO

Prepared by / Checked by / 2 Approved by: Manager/Executive /
[ToAroToBieHo: W IIpoBepeno ﬂ.’ = 7 Onobpeno: Menemxep [ Pykgeoautens
Ramakant Ashish kumar / Manoj kumar di ;2_!55 Lé

Print Date / Print Date / Print Date /

Jata:22.03.2022 Jara: 22.03.2022 Hara: 22.03.2022

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 Q,‘:‘o

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIH3A

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

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

Tei : +91 981bb 56001-02

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

Iponyxr : Haiis® AkTuBrens (HUMeCYHl) Tellb IS HAPY/KHOTO ApUMEHEH I} ,‘ir“/’é*,%'im

Batch No/ 1 V220143 Batch Quantity / : 18,922/
Cepus Ne O0beM napTuu 18,922 eanHun
Analytical Report No / : 890001578764 Date of Analysis / : 22.03.2022
Apanurnyecknii oryer Ne JlaTa anaan3a

Date of Manufacture / : Mar-2022 Date of Expiry / : Feb.2024
Jlara mpousBoacTea I'ogen oo

Analysis performed according ND / Anauus npoeexen mo HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / usm. Ne 1 ot 19.03.2020)

Page2 of 5/Crp.2m3 5

i.‘? 4 Test / Ilokazarenb Result / PesyabTar Specification / Hopma
b) By UV spectro- Complies as prescribed / | UV absorption spectrum of the test
photometry / Metomom CootBeTcTBYET TPEGOBAHAAM solution should have absorption
Y®-cnexrpodoto maximum at 397+5nm / Y®-
METpPUH CIEKTP MOIJIOLIEHHs MCTIBITYEMOrOo

pacTBopa A0JDKEH HMETh MAKCHMYM
nornomenys npu 39745 uM

3. | Weight of package 51g/5ir According to Rus. Ph. (Not less
contents / Macca than 50.0 g) / B cooTBeTCTBHM C
COEPI)KUMOT0 YIAKOBKH TpeOOBaHUIMHU

I'® PD. (He menee 50,0 r)
4. | pH 3.12 From2.5t04.5/0t1 2,5 no 4,5

5. | Viscosity / BazkocTb

1028 centipoise /
1028 canTumyas

From 400 to 1200 centipoise /
Ot 400 go 1200 canTunyas

6. | Related impurities / PoacTBenHbIe NpuMecH

i. | Impurity C/ Not detected / ne obnapyxena [ Not more than 0.50 % /
IMpumecs C He 6onee 0,50 %

ii. | Impurity D/ Not detected / He o6Hapyxera | Not more than 0.50 % /
[Mpumecs D He 6onee 0,50 %

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ilpumeuanne: ITpoaykT cooTeeTcTBYeT TpeboBanuaM HJL Sakmaouenne: OJOBPEHO

Prepared by / Checked by / /) ! Z Approved by: Manager/Executive /
[Toarorosieno: IIpoBepeno y/ = OnobpeHo: Meneke YKOBOAHTENb
Ramakant Ashish kumar Manoj kumar ,%:iiw_ ;

Print Date / Print Date / Print Date / -
Jata:22.03.2022 Jara: 22.03.2022 Jara: 22.03.2022

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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Dr.Reddy’s ":'

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

CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Baddi,
CEPTUO®UKAT AHAJIN3A Distt. Solan, H.P,, 173 205, INDIA
Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g Tel - ¥91 98166 56001-02
o ® ; www.qreddys.com

MpoxykT Haiiz® Aktusrens (HUMecyaHa) Telb JUid HapYKHOro anMGHGH\l}mI,q ,1,,% K
Batch No / : V220143 Batch Quantity / : 18,922/
Cepun Ne O0beM napTun 18,922 ennmun
Analytical Report No / : 890001578764 Date of Analysis / 1 22.03.2022
AHanuTHYECKHH oT4eT Ne JaTa ananunsa
Date of Manufacture / : Mar-2022 Date of Expiry / : Feb.2024
JlaTa mpoH3BOACTBA T'ogen go
Analysis performed according ND / Ananus nposenen no HJL: JIT1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020)

Page3 of 5/Crp.3m3 5

No/

CymmMma npumMeceit

Ne Test / IlokazaTennb Result / PesyabTar Specification / Hopma
iii. | Any other impurity / 0.04% Not more than 0.50 % /
Jlrobas opyras npHMech He 6onee 0,50 %
iv. | Total impurities / 0.1% Not more than 1.50 % /

He 60mnee 1,50 %

7. | Microbial purity / MukpoO6HoJIOrHYeCKas YHCTOTA

i. | Total Aerobic Microbial
Count / O6uIee YUCa0
a3poOHBIX MHUKpO-
OpraHu3MOB

il. | Total Combined Yeast and
mould count / Ob11iee yncio
NPOMOKEBBIX U IVIECHEBBIX

rpuboB
iii. | Pseudomonas aeruginosa

iv. | Staphylococcus aureus

Less than 10 CFU/g/
Memnee 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
He 60osnee 100 KOE/r

100 CFU/g

Should absentin 1 g/
OrcyrcTBUe B 1 T

Should absentin 1 g/
OtcyrctRue B 1 T

/

8 | Assay/KoaunuecTBenHoe onpeaejicHue

Remarks : The Product conforms to ND/
TIpumeuanue: IIpoaykt cooteTcTByeT Tpebosanusam HJT

Conclusion : APPROVED /
Zaxmrouenue: OJIOBPEHO

Prepared by / Checked by / 'L Approved by: Manager/Executive /
[logrorosineHo: W IIpoBepeHo ﬁ’j/// Ono6peHo: Menemuep [ Pykopoaurens
Ramakant Ashish kumar Manoj kumar é gggﬂ S

Print Date / Print Date / Print Date /

JaTa:22.03.2022 Jara: 22.03.2022 Jara: 22.03.2022

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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Dr. Reddy's Laboratories Ltd.

@
L P Formulation Unit-6
Dr' Reddy S ‘.. CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Baddi,
CEPTHOPUKAT AHAJIM3A Distt. Solan, H.P., 173 205, INDIA
TetTF9T 98166 56UUL-0Z

Product : Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g tod
Mpoaykr : Haiiz® AkTusrens (HUMeCyIn) resib Ay HapyKHOro np}lmeuemm Ei Yo, % o

Batch No / : V220143 Batch Quantity / : 18,922/
Cepus Ne Q0BeM napTHH 18,922 eanuun
Analytical Report No / : 890001578764 Date of Analysis / : 22.03.2022
AHaJIuTHYECKH# 0TIeT Ne Jara apanusa

Date of Manufacture / : Mar-2022 Date of Expiry / : Feb.2024

JlaTa NpoH3BOACTBA I'open o

Analysis performed according ND / Apanu3s npogenen no HJL: JII1-005923-191119 (amend Ne 1 from
19.03.2020 / uam. Ne 1 ot 19.03.2020)

Paged4 of 5/Ctp.4m35
i. | Nimesulide/ 10.00 mg / 10.00 mr 9.0 mg to 11.0 mg of C13H12N2058
Humecynun (100.0%) (nimesulide) (90.0% to 110.0% of

label claim) in 1 g of gel /

Ot 9,0 mr mo 11,0 mr Ci3H2N2OsS
(uumecymun) (ot 90,0 % o

110,0 % oT HOMMHAJIBHOTO
conepxxaHus) B 1 rrens

il. | Dimethyl sulfoxide / 99.2% 90% to 110% of C;HsOS (dimethyl
JumMeTuncynbQokcH sulfoxide) of label claim /
Ot 90 % 10 110 % C2HeOS

(mumeTHcyIbHOKCHA) OT
HOMHWHAJIBHOT'O COJIePIKaHHs

9 | Packaging / YnakoBka Package / YiakoBka - 50 gina Package / Vrakoska - 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 @ | jnformation leaflet in a carton. /
carton. / ITo 50 r B TyOy u3

JIAMUHMPOBAHHOIO
ATFOMHHHS, cHab)eHHYI0
MeMOpaHo#i [UId  KOHTpOJIA

[To 20 r, 50 r umm 100 r B TYOY U3
JaMHHUPOBAHHOTO ATIOMUHHA,
cHabeHHyl0O MeMOpaHOH Ui

nepBoro BCkpbrTHA. Kaxayio | KOHTPOZA  NEPBOTO.  BCKPHITH.
TyGy BMeCTe C HHCTpYKLHeH Kaxaylo  1y06y  BMecTe  cC
10 [PUMEHEHHIO NoMelnatoT B | MHCTPYKIMEH [0 NPUMCHEHUIO
MasKy KapTOHHYIO. MIOMEILAIOT B TTAYKy KapTOHHYIO.

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

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanne: [Iponykr cootseTcTByeT Tpebosanusim HJT 3axaouenne: ONOBPEHO

Prepared by / W Checked by / / Approved by: Manager/Executive /
[MoarorosneHo: [poBepeHo ,ﬂ/fj’// Onobpeno: Menemkep [ PykoponuTeiis
Ramakant ’ Ashish kumar == Manoj kumar j 5@,

Print Date / Print Date / Print Date /

Jara:22.03.2022 Hara: 22.03.2022 Jlara: 22.03.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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Dr. Reddy's Laboratories Ltd.

@
L *® Formulaticn Unit-6
Dr’ Reddy S ‘-. CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Baddj,
CEPTHOUKAT AHAJIN3A Distt. Solan, H.P., 173 205, INDIA

e 5198166 56001-02—

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

Hpoaykr : Haiiz® AkTuBre)s (HUMECYNUA) Teflb /1Sl HApYKHOTO ﬂpHMCI-IEVIV*I\{\JIIHW,'qrEﬁS%ﬁ'IEom

Batch No / 1 V220143 Batch Quantity / : 18,922/
Cepus Ne O0beM MapTHH 18,922 enmHun
Analytical Report No / : 890001578764 Date of Analysis / 1 22.03.2022
AHajquTHYecKH#H oTueT Ne JlaTa aHAJH3A

Date of Manufacture / : Mar-2022 Date of Expiry / : Feb.2024
JlaTa nNpou3BOACTBA T'ogen a0

Analysis performed according ND / Auanus nposeaen mo HJI: JII1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020)

Page 5of 5/Crp.5u3 5

11 | Storage / Xpanenue Store below 25 °C. Do not freeze./ [1pu TeMnepatype He Beiie 25
°C. He 3amopaxxuBatsb.

12 | Shelf life / Cpok rognocrn | 2 years /2 rona

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Hpumeyanne: [Ipogykr coorBeTcTByeT TpeboBanusam H/Q Sakiawyenune: OJOBPEHO

Prepared by / W Checked by / 7 j ZF Approved by: Manager/Executive /
IToarororneHo: IIpoBepeno V OnobpeHo: Menemkep / PykopoauTenb
Ramakant Ashish kumar Manoj kumar @ / uj

Print Date / Print Date / Print Date / =

Hara:22.03.2022 Hara: 22.03.2022 Hara: 22.03.2022
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