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

Hpoaykr : Haiiz" AkTuerens (HUMECYSIUI) TeNib A4S HAPYKHOrO npuMeHeHus, 1 %, 50 r

Batch No / : V211040 Batch Quantity / : 19,000 units /
Cepus Ne O0Bem napruu 19,000 eqnnun
Analytical Report No / : 890001548092 Date of Analysis / : 30.09.2021
AHAJIHTHYECKHH oTyeT Neo Jlara ananusa

Date of Manufacture / : Sep.2021 Date of Expiry / : Aug.2023
JaTa npousBoacrea Toxen no

Analysis performed according ND / Ananu3 nposeaen mo HJI: JII1-005923-191119 (amend Ne 1 from
19.03.2020 / u3m. Ne 1 o1 19.03.2020)

Pagel of 5/Crp.1n35

i? / Test / Ilokazarean Result / PesyanTaT Specification / Hopma
1. Description / Onucanue Homogeneous, transparent, Homogeneous, transparent,
colorless gel with colorless to pale-yellow gel with
characteristic odor / characteristic odor / OnHopoaHbIi
ORHOPOAHBIM IPO3PaYHbIH MPO3paYHbIA Tenb OT GECLBETHOrO
renb OJIENHO-KENTOro LBeTac | M0  OIemHO-KEeNToro IBeTa ¢
XapaKTEePHBIM 3arlaXxoM XapaKTepHBIM 3aMaxoM
2. Identification / IlogauuHOCTH
a) By HPLC / Metomom Complies as  prescribed / | The retention time of the main peak
B3XX CooteTcTBYyeT TpEGOBAHMAM 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) / Bpemsa ynepxuBaHUs
OCHOBHOTO nuKa Ha
XpOMAaTorpaMmme WCTBITYEMOrO
pacTBOpa JOJBKHO COOTBETCTBOBATH
BPEMEHH Y/IePKUBaHUs OCHORHOIO
MHKa Ha XpoMaTorpaMmme pacTBopa
CTaHAPTHOTO obpasua
HUMeCYIHa (paznen
«KonuiecTBeHHOE ONpeeTieHUe»)
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: IIpoxykt coorBeTcTBYeT Tpeboanusm HJJ 3axmaouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: IIposepeno: Onobpeno: Mewemiep / PykoBoauTens
Pardeep Kumar__ L' Himesh KuM Abhishek Chauhan li/ (
-~
Print Date / Print Date / Print Date /
Hara: 30.09.2021 Hara: 30.09.2021 Hara: 30.09.2021

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

Hpoaykr Haii3" Axtusrens (HUMecyaua) resis Aas HapyXxHoro npumereHus, 1 %, 50 r

Batch No / : V211040 Batch Quantity / : 19,000 units /
Cepust Ne O0beM napTuu 19,000 equnny
Analytical Report No / : 890001548092 Date of Analysis / : 30.09.2021
AHanuTHyeckun oryeT Neo JaTa ananusa

Date of Manufacture / : Sep.2021 Date of Expiry / : Aug.2023
JaTta npou3zBoacTBa T'ogen oo

Analysis performed according ND / Ananus nposegen o HJI: JI[1-005923-191119 (amend Ne 1 from
19.03.2020 / u3sm. Ne 1 or 19.03.2020)

Page2 of 5/Ctp.2m3 5
ALY Test / IlokazaTenn Result / PesyabTaT Specification / Hopma
Ne
b)By UV spectro- Complies as prescribed / | UV absorption spectrum of the test
photometry / Metomom CooTBETCTBYET TPEOOBAHMM solution should have absorption
Y®-cnekrpodoro maximum at 397£5nm / V®-
METpHH CIEKTP TOTJIOWEHHS UCTIBITYEMOTO

pacTBOpa AOJDKEH MMETh MAKCUMYM
norytomeHus npy 397+5 Hm

3. | Weight of package 51g/5lr According to Rus. Ph. (Not less
contents / Macca than 50.0 g) / B cooTBeTCTBUM C
CONEPIKUMOr0 YIAKOBKH TpeboBaHUAMHU

I'd Pd. (He menee 50,0 1)
4. pH 3.19 From2.5t04.5/012,5 n04,5

5. | Viscosity / BazxocTb

1065 centipoise /
1065 cantumyas

From 400 to 1200 centipoise /
Ot 400 no 1200 cantumnyas

6. | Related impurities / PogcTBeHHble npuMecH

i. | Impurity C/
Ipumecs C

Not detected / He obHapyxeHa

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

ii. | Impurity D/
ITpumecs D

Not detected / He o6HapyeHa

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

Remarks : The Product conforms to ND/
IIpumeuanne: IIponykr cooTBeTcTBYET TpeboBanusam H/J

Conclusion : APPROVED /
Zaxmouyenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Tloarorosnexo: IIporepeno: . Onobpeno: Menemxep / PykopoguTtens
Pardeep Kumar DL‘ Himesh Kln:n'lveu,k,-/”"D Abhishek Chauhan / //

Print Date / Print Date / Print Date / -

Jara: 30.09.2021 Hara: 30.09.2021 Hara: 30.09.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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Formulation Unit-6
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Product Nise Activgel (Nimesulide) gel for external use, 1 %, 50 g v;wwa:r;_;a;: ;ovn:w o
IlpoaykT Hait3" Aktusrens (HUMeCyauna) rens 1 Hapy»HOro npumeHeHus, 1 %, 50 r
Batch No / : V211040 Batch Quantity / : 19,000 units /
|Cepus Ne Ob6bem napruu 19,000 exumann
Analytical Report No / : 890001548092 Date of Analysis / : 30.09.2021
AHanuTuvyecknii oTuer Ne Jara ananuza
Date of Manufacture / : Sep.2021 Date of Expiry / : Aug.2023
HMaTa npounsBoacTBa T'ogen no

Analysis performed according ND / Ananuz nposeaen o HJI: JII1-005923-191119 (amend Ne 1 from

19.03.2020 / u3m. Ne 1 ot 19.03.2020)

Page3 of 5/Ctp.3mu3 5

Jrobas npyras npumecs

Total impurities /
Cymma npuMeceii

iv.

E.‘? / Test / IloxazaTenb Result / PesynbTar Specification / Hopma
ili. | Any other impurity / Not more than 0.50 % /
BDL (Disregard Arca 2489) He 60nee 0,50 %

BDL

Not more than 1.50 % /
He 6onee 1,50 %

7. | Microbial purity / Mukpo6uoJiorageckas YHCTOTA

1. | Total Aerobic Microbial
Count / O6uiee umcio
a3pOOHBIX MUKPO-
OpraHU3MOB

ii. | Total Combined Yeast and
mould count / Obuiee 4yucio
IPOMOKEBBIX U IJIECHEBBIX
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

Absentinl g/
OtcyrcrByerB 1 T

Absentinl g/
OtcyrctByeTB 1 1T

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

Not more than 100CFU/g /

He 6onee 100 KOE/r

Should absentin 1 g/
OtcyrctBHE B 1 T

Should absentin 1 g/
OtcytcTBUe B 1 T

Remarks : The Product conforms to ND/
IIpumeuanne: IIpoaykt coorBercTBYET TpeboBaHMsaM HJT

Conclusion : APPROVED /
3akmoyenne: OJJOBPEHO

Hata: 30.09.2021

Jara: 30.09.2021

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: IIporepeno: s — Onobpeno: Menenskep / PykoBoautesb
Pardeep Kumar CL Himesh Kum@;.,l//\’) Abhishek Chauhan i [

Print Date / Print Date / Print Date /

Hara: 30.09.2021
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
CERTIFICATE OF ANALYSIS Vill. Khol, Nalagarh Road, Baddi,

CEPTUOUKAT AHAJIN3A Distt. Solan, H.P., 173 205, INDIA
Tel:+91 98166.56001-02

AHATHTHYECKHH oT4eT No

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

Ipoaykr : Haiis"™ Aktusrens (HMMecyaMa) renb ans Hapy»Horo npumeHenus, 1 %, 50 r

Batch No / : V211040 Batch Quantity / : 19,000 units /
|Cepus Ne Oo6bem naprun 19,000 exmun
Analytical Report No / : 890001548092 Date of Analysis / : 30.09.2021

Jarta ananuza

Jara npousBoacrea

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

T'ogen no

Analysis performed according ND / Anann3 nposenen no HJI: JI[T1-005923-191119 (amend Ne 1 from
19.03.2020 / mam. Ne 1 o1 19.03.2020)

ii. | Dimethyl sulfoxide /

Page 4 of 5/ Crp.4u35s
JI:.QO 4 Test / Ilokazarean Result / Pesynnrar Specification / Hopma
8 | Assay/KoanuecTBeHHoe onpeaesieHune
i. | Nimesulide / 9.82mg/9.82 mr 9.0 mg to 11.0 mg of C13H12N,05S
Humecynun (98.2 %) (nimesulide) (90.0% to 110.0% of

label claim) in 1 g of gel /

Ot 9,0 MI" OO 11,0 MT C13H12N2053
(aumecynun) (ot 90,0 % no

110,0 % oT HOMHHAJNIBEHOTO
collepxkaHus) B 1 r resst

99.1 % 90% to 110% of C;HeOS (dimethyl

JumeTtuncynedokeu sulfoxide) of label claim /

Ot 90 % nmo 110 % C,HsOS
(numetuncynshokcu) oT
HOMMHAJIBHOTO COIEpPIKaHHUA

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

IIpumeuanue: ITponykT cooTBeTcTBYET TpeboBanusam HJT 3akmouenue: OJIOGPEHO

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

[ToaroToBneHo: IIpoBepeno: | Onobpeno: Menemwxgep / Pykosoauress

Pardeep Kumar i Himesh KW ~Abhishek Chauhan Z /,..-/

Print Date / Print Date / Print Date /

Hata: 30.09.2021 Hara: 30.09.2021 MHara: 30.09.2021
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CERTIFICATE OF ANALYSIS

CEPTHONUKAT AHAJIU3A

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

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

fel - +51Ys1bb 56UUL-UZ

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

IIpoaykT Haiiz" AktuBrens (HUMECYIUI) Feflb 1151 HAPYXKHOTO rlpHM\gMVe\Alfi%r,qu ST

Batch No / : V211040 Batch Quantity / : 19,000 units /
Cepns Ne Ob6bem napTuu 19,000 exmnun
Analytical Report No / : 890001548092 Date of Analysis / : 30.09.2021
AHATHTHYECKHH oTueT Ne JaTa anamuza

Date of Manufacture / : Sep.2021 Date of Expiry / 1 Aug.2023
Jara npou3BoacTBa T'onen no

Analysis performed according ND / Ananu3s nposeaen mo HJI: JITT-005923-191119 (amend Ne 1 from

19.03.2020 / m3m. Ne 1 o1 19.03.2020)

PageSof 5/Crp.5u35

laminated aluminum tube
equipped with tamper-evident
membrane. Each tube and a
patient information leaflet in a
carton. / [To 50 r B TyGy u3

110 MPUMEHEHHEO TIOMEIIAIOT B
MayKy KapTOHHYIO.

E.(? / Test / Ilokazarens Result / PesyasTar Specification / Hopma
9 |Packaging / YnakoBka Package / Ynakoeka - 50 gina Package / Ynaxoska - 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. /

Ilo 20 r, 50 r niu 100 r B TYOY U3

NTAMHUHMPOBAHHOTO
AR cHabkeHHyro | JJAMUHHPOBAHHOTO ATTFOMMHUSL,
’
MeMm6paHoi 1 KoHTpons | CHAOXKEHHYI0  MemOpaHOH s
MepBoro BekpbiTHa. Kaoryio | KOHTPONA  NEPBOTO  BCKPBITHS.
Ty6y BMecTe ¢ MHCTpykimeil | Kaiayio  Ty6y  Bmecte ¢
UHCTPYKLUHMEH 10 TIPHMEHEHHIO

MOMENAaroT B Na4YKy KapTOHHYIO.

10 |Labeling / MapxupoBka According to ND / B cootBercTBrH ¢ HJT

11 | Storage / XpaHeHnue Store below 25 °C. Do not freeze./ [Ipu Temneparype He Beiile 25
°C. He 3amMopa>kuBaTh.

12 | Shelf life / Cpok rognocTu | 2 years /2 roga

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: IIponykr coorBercTByeT Tpebosanusm HJJ 3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloaroroBneHo: ) IlpoBepeno: - Onobpeno: Menemxep/ PykoBonurensb
Pardeep Kumar /| Himesh KL‘IM Abhishek Chauhan 1-’ .
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