Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A

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

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

Tel:+91-98166-56001-02—

Product Nise Activgel (Nimesulide) gel for external use, 1 %, 30 ¢ www.drreddys.com

IIpoayxr Haii3" AxtuBresib (HUMeCynn) resb s Hapy>HOro rpinerenis, 1", 50

Batch No / 1 V211041 Batch Quantity / : 18,934 units /
Cepus Ne O6bem naprun 18,934 eaununy_ |
Analytical Report No / : 890001548202 Date of Analysis / 1 04.10.2021
AHanHTHYECKHH oT4eT No HdaTa ananusa

Date of Manufacture / : Sep.2021 Date of Expiry / : Aug.2023

Jarta npon3eoacTea Topen no

Analysis performed according ND / Ananus n'poseuen mo HJI: JIT1-005923-191119 (amend Ne 1 from

19.03.2020 / u3m. Ne 1 ot 19.03.2020)

Page 1 of 5/Crp. 1135

No / : . :
No Test / IlokazaTens Result / Pesyabrar Specification / Hopma
1. Description / Onucanue Homogeneous, transparent, Homowggneous, transparent, i
colorless gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OnHOpOOHBIH
OnHOpOAHBII MPO3payHbIii Npo3payHblil reb OT GecLBETHOro
renb O71eHO-XENTOro BeTa C | A0  OJIEOHO-KEJNITOro  LBeTa C
XapaKTepHbIM 3araxoM XapaKTepHbIM 3aMmaxoM
2. Identification / llognHHHOCTH
a) By HPLC / Metonom Complies as  prescribed /| The retention time of the main peak
BOXX CootseTcTBYyeT TpeGOBaHUAM 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 ynepxuBaHus
OCHOBHOTO nuvKa Ha
XpoMarorpamme UCTLITYEMOTO
pacTBOpa A0MHKHO COOTBETCTBOBATH
BPEMEHH Y[I€PXKHBaHUS OCHOBHOTO
NHKa Ha XpoMaTorpamme pacTBopa
CTaH/IapPTHOTrO obpasiua
HUMecynuaa (pasmen
«KonuyecTBeHHOE OMpeneieHHe»)

Remarks : The Product conforms to ND/
Hpumeuanue: [IpoxykT coorBeTcTBYeT TpedoBanusm HJJ

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosaexo: m/( /¢ IIposepeHo: Opnobpeno: Menemxep / Pykosonurens
Santosh Kumar £+ Himesh Kem_/—_* Amit Kumar /> &

Print Date / Print Date / Print Date /

Hara: 04.10.2021 Hara: 04.10.2021 Hara: 04.10.2021

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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Mponyxr Haii3" AkTuBrens (HUMecynna) refib Ans HAPYXHOTO npuMeHenus, 1 %, 50

Batch No / 1 V211041 Batch Quantity / : 18,934 units /
Cepusa Ne 7 Oo6bem napTun 18,934 enuuny
Analytical Report No / : 890001548202 Date of Analysis / : 04.10.2021
AHaJHTHYECKHI oTuer Ne ~ |JaTa ananusa -

Date of Manufacture / : Sep.2021 Date of Expiry / : Aug.2023
Jdara npousBoacTea Topen go

Analysis performed according ND / Auanu3s nposegen no HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 ot 19.03.2020)

Page 2 of 5/ Crp.2 m3 5

;? / Test / llokazaTens Result / Pesyabrar Specification / Hopma
b) By UV spectro- Complies as  prescribed /| UV absorption spectrum of the test
photometry / MeTtonom CootsetcTByeT Tpe6OBaHMSM solution should have absorption
Y ®-cnextpodoTo maximum at 397+5nm / YVO-
MeTpHUH CMEKTp IOIJOLEHHS HCIBITYEMOrO
. | pacTBOpa 10/KEH MMETb MAKCHMYM
roryioweHus npu 39745 um
3. | Weight of package 51g/Slr According to Rus. Ph. (Not less
contents / Macca than 50.0 g) / B cooTBeTCTBHH C
COEePAKHMOT0 YNAKOBKHU TpeboBaHUSAMH
'O PO. (He menee 50,0 r)
4. pH 3.24 From2.5t04.5/012,5004,5
5. | Viscosity / Baskoctn 1048 centipoise / From 400 to 1200 centipoise /
1048 cantunyas Ot 400 no 1200 cauTunyas
6. | Related impurities / Pogcreennbie npamecu
i Impurity C / Not detected / He 06Hapyxena Not more than 0.50 % /
[Tpumecs C He 6onee 0,50 %
ii. | Impurity D/ Not detected / He oGHapyxena | Not more than 0.50 % /
IMpumecs D He 60osee 0,50 %

Remarks : The Product conforms to ND/
Ipumeuanne: ITponykt cooTBeTcTByeT TpeboBanusm HJI

Conclusion : APPROVED /
3aknouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IoaroToenenoy ‘// g IIporepeHo: ___| Onobpeno: Meneuiep / PykosopuTens
Santosh Kumar=——— Himesh I}gEaL_J/ | Amit Kumar \'X/

(: x ™
Print Date / Print Date / Print Date /
Hara: 04.10.2021 JHara: 04.10.2021 Mara: 04.10.2021

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
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Jlj.:) / Test / Iloka3zaresn Result / Pe3yabTar Specification / Hopma

iii. | Anyother impurity/ | Not more than 0.50 % /
Jrobas npyras npumecs Less than LOQ(0.03%) He 6onee 0,50 %

iv. | Total impurities / BDL Not more than 1.50 % /
CymMMa ripumeceit He 6onee 1,50 %

7. | Microbial purity / Mukxpo6uoioruyeckas 4HCTOTA '

i. | Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
Count / O61uee ynciio Menee 10 KOE/r He 6onee 1000 KOE/r
a’3po6HBIX MUKPO-

OpraHHU3MOB

ii. | Total Combined Yeast and Less than 10 CFU/g/ Not more than 100CFU/g /
mould count / Ob1ee yuco Menee 10 KOE/r He 6onee 100 KOE/r
IOPOMOKEBBIX U TIECHEBBIX
rpuboB

iii. | Pseudomonas aeruginosa Absentin 1 g/ Should absentin 1 g/
OtcytcTByer B 1 1 OrcyrctBue B 1 1

iv. | Staphylococcus aureus Absentin 1 g/ Should absent in 1 g/
OtcyrctByerB 1 1 OtcyrcTBHe B 1 1

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

IIpameuanne: IlpoaykT cooTBeTcTBYET TpeboBanusm HJ 3akmouenne: OIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

[ToaroroBneno: ) < | Hposepeno: __ | Onobpeno: Menemkep / Pykosoautesb

Santosh Kumar @L’ Himesh F@@_}/’/ Amit Kumar I\ S

—
Print Date / Print Date / Print Date /
Hara: 04.10.2021 Hata: 04.10.2021 Hara: 04.10.2021

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 ":’.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIA3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel+0198166-56001-02—

Product Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g www.drreddys.com

poaykr Hais" AkTuBrenb (HUMECYNHA) refb Asl HAPYXKHOrO pUMeHeHns, 1 %, 50 r o

Batch No / : V211041 Batch Quantity / : 18,934 units /
Cepusa Ne O6bem naprun 18,934 eaunun
Analytical Report No / : 890001548202 Date of Analysis / 1 04.10.2021
AHanHTHYeCKHH oTyeT No Jara ananuza )
Date of Manufacture / : Sep.2021 Date of Expiry / : Aug.2023

Marta nponssoacTsa I'onen no

Analysis performed according ND / Auanns nposenen mo HJI: JI[1-005923-191119 (arﬁéhd Ne 1 from

19.03.2020 / u3m. Ne 1 ot 19.03.2020)

Page4 of 5/ Crp.4m3 5

No /

Test / Ilokazareas
Ne

Result / Pesyabrar

Specification / Hopma

8

Assay / KosinyecTBeHHOe onmpesieieHue

1. | Nimesulide /
Humecynun

ii. | Dimethyl sulfoxide /

Iumeruncynbdokeun

9.83mg/9.83 mr
(98.3 %)

100.3 %

9.0 mg to 11.0 mg of éﬁH.nNzOsS
(nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

Ot 9,0 Mr no 11,0 mr Cy3H;2N2058
(uumecynun) (ot 90,0 % no

110,0 % oT HOMHUHAJILHOTO
comepxanus) B 1 r renis

90% to 110% of C2HeOS (dimethyl
sulfoxide) of label claim /

Ot 90 % no 110 % CoHOS
(mumeruncynbdokcua) ot
HOMMHAJIBHOTO CONEPIKAHMS

Remarks : The Product conforms to ND/
ITpumeuanne: IIponykT cooTBeTcTBYET TpeboBaHuIM H]J

Conclusion : APPROVED /
3axaouenne: OJIOFPEHO

Prepared by /
IToarorosneHo:
Santosh Kumar

Checked by /

Hposepeﬂu’/

Himesh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / PyxoBonutens
Amit Kumar /A,,

e

Print Date /

Hata: 04.10.2021

Print Date /
Jara: 04.10.2021

Print Date /
Jara: 04.10.2021

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 ":‘.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CEPTUDPUKAT AHAJIU3A Distt. Solan, H.P., 173 205, INDIA
= Tel - . 8_}66_56 - —

Product Nise Activgel (Nimesulide) gel for external use. 1 %9, 50 ¢ x\;/;g:‘rzddys.cor:m—m
Mpoaykr Haii3” AKTHBreNL (HIMeCYIUL) redtb Ui Hapy AHOro npuveHenns. 1 %, 50
Batch No / : V211041 |Batch Quantity / : 18,934 units /
Cepust Ne O6bem naprun 18,934 enunnu
Analytical Report No / : 890001548202 Date of Analysis / : 04.10.2021
AHanuTHYeckui oTyeT No Hata anannsa -
Date of Manufacture / : Sep.2021 Date of Expiry / : Aug.2023
Jdara nponssojacraa Togen no .
Analysis performed according ND / Ananns nposenen no HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 o1 19.03.2020)

Page Sof 5/Crp.5u3 5

No /

No Test / Ilokazaresb

Result / Pesyabrar

Specification / Hopma

9 |Packaging / YnakoBka

Package / VnaxoBka - 50 gina
laminated aluminum tube
equipped with tamper-evident
membrane. Each tube and a
patient information leaflet in a
carton. / ITo 50 r B Ty6y u3
JIAaMHHUPOBAaHHOTO

ATIOMHHUS, CHab>XKEHHYIO
MeMOpaHOH Ui KOHTPOJIs
nepBoro BCKpbITHs. Kaxayro
Tyby BMeCTe C MHCTpYKUMEM
I10 MPHMEHEHHIO NOMELLAIOT B
NayKy KapTOHHYIO.

Package / Ynakoska - 20 g, 50 g or
100 g in a laminated aluminum tube
equipped with tamper-evident
membrane. Each tube and a patient
information leaflet in a carton. /

ITo 20 r, 50 r unu 100 r B TY6Y M3
JIAMHHHPOBAHHOTO ATIOMHHHS,
cHabxeHHYr0  MeMOpaHoit  mis
KOHTPONSl ~ TMEpPBOr0  BCKPBITHA.
Kaxnayio TY6y BMeECTE c
HUHCTPYKUHEH MO0 MPUMEHEHHIO
TIOMELLAIOT B Ma4Ky KapTOHHYIO.

10 |Labeling / MapxupoBka

According to ND / B coorBetcTBuu ¢ HJJ

11 |Storage / Xpaunenue

°C. He 3amopax1Barts.

Store below 25 °C. Do not freeze./ ITpn Temnepatype He Bbiiue 25

12 | Shelf life / Cpok rognoctn

2 years / 2 rona

Remarks : The Product conforms to ND/
IIpumeuanue: [Tponykt cooTBercTBYET TpeboBaHHsIM H]I

Conclusion : APPROVED /
3akmoyenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Nonrorosneno: (ANl IIposepeHo: | Omobpeno: Menemiep / PykoBoauTeb
Santosh Kumar Himesh KgﬂaL_\_,/——-" Amit Kumar /&,V,_l \*'_:,

. - e
Print Date / Print Date / Print Date /
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