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D r' REddY S ‘. CERTIFICATE OF ANALYSIS

CEPTHOHEAT AHAJTH3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Npoaykr : Haiis® Axrusrens (numecynnn) reas u1a napyxuoro npumenenns, 1 %, 100 r

Batch No / : V210633 Batch Quantity / : 9505 units /
Cepua Ne OfnemM mapTHH 9505 enpumn
Analytical Report No / + 890001530611 Date of Analysis / : 26.06.2021
Anaanraueckuii oryer Ne JlaTa anaanza

Date of Manufacture / : Jun. 2021 Date of Expiry / : May, 2023 _
JaTa npoH3B0ACTEA ) Togen an

Analysis performed according ND / Awanns nposexen nmo HJL: JIT1-005923-191119 {amend Ne 1 from
19.03.2020/ u3m. Me 1 o7 19.03.2020)

Page 1 of 4/ Crp. 1 n3 4

::: / Test / Mokazarens Result / Peiynnrar | Specification / Hopma
1. Deseription / Onucanne Homogeneous, transparent, Homopeneous, transparent,
pale-yellow gel with colorless to pale-yvellow gel with
charnctoristic odor / chareteristic ador / Omopogrmaii
L AHOPAHBIN MPOTPAHHELT NPOIPAYHLIN MCJk OT DCCUBCTHOID
reyib ONeJHO-#HCNTOro UBCTA C | A0 GACAHO=EKCITOND  LUBCTA C
KﬂpﬂmthIM Janaxom KHPHKTBPHI:[M ZAMEX0OM
1 Identification / loganHHOCTE
a) By HPLC / MeTtonom Complies as  prescribed /| The retention time of the main peak
BIXX CoorsetcTayeT TpeboBaHuaM in the chromatogram of test solution
should correspond to the retention
time ot the main peak in the
chromatogram  of  nimesolide
reference standard solution (section
Assay) [ Bpemsa voepsuBanHa
OCHORHOTD MAKA HAa
XP{JMH’I'UJ'pﬂthC HGI]I&I']}’CMU['E!
PACTBOPA JONAHO COOTEETCTEORATE
EPEMEHH YIC[HKHEAHNA OCHOBHOMO
MHKa Ha XPOMarorpaMMe pacTpopa
CTAHIapPTHOTD obpasua
HHMECYHIA (paznen
«Konu4ecTeenHoe onpenenenxen)
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeyanne: [lpoaykr coorsercTeyer TpetosanuaM HIT Jaxnwuenne: OJOEPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
MoarcTtosneno: . [poeepeno: Onobpeno; Menemxep  Pykosoourens
Pardeep Kumar={—— Himesh KM Abhishek Chauhan
Print Date / Print Date / Print Date /
Jara: 26.06.2021 Hara: 26,06,2021 JMara: 26.06.2021
Remstered Qe 8-2-337, Road No. 3, Batjara Hills, Hyderebad - 500034, A P, India

Tel: 91 40 4900 2900, Fax: 91 40 4900 2909, Email: mailidireddys. com
CIMN: LES 195 AP19R4PLC004507
www.drreddys.com



Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJTH3A
Iroduct Miae Activgel (mimecaulide) gel for external uag, 1%, 100 g
HpoaveT Haiin® ArrHarenn (nUMecynim) Tet A8 HapyEnioro npasMeneias, | %, 1 e
Batch No / : V210633 Batch Quantity / : 9505 units/
Cepua N ObbeM napTHH QA05 enpHAn
Amnalytical Report No / + 890001530611 Date of Analysis / + 26.06.2021
Anaaaraiecknii oTaer Ne Jdara anannia
Date of Manufacture / : Jun. 2021 Date of Expiry / : May. 2023
ilaTa npowsBoacTBA Copen mo
Analysis performed according NI / Anannz nposexen mo HJ: JIT1-005923- 191119 (amend MNe | from
19.03.2020 7 wan. Mo 1 oo 19.03.2020)

Page2 of 4/ Crp.2Znz 4

I:.f / Test / Hokazareis Result / PesyaeTar Specification / Hopma
b) By UV spectro- Complies as  prescribed /| UV absorption spectrum of the test
photometry / MeTogoM Cootsercisyer Tpedosanuam solution should have absorption
Yd-cnexrpodoro maximum at 397i5nm [/ Y-
METPHH CHEKTP NOMMOLEHHA HCMBITYEMOTO
PACTEOPA IOKEH HMETE MAKCHMYM
nornoweHdt mpH 39755 uM
3. | Weight of package 101g/ 101 According to Rus. Ph. (Not less
contents / Macca than 100.0 g) / B cooTeeTCTEMH C
COACPAHANMOro YIAKOBKH TpefoBaHuAMK
I'th Pb. (He menee 1000 1)
4. | pH 323 From2.5t04.5/0r 2,5 o 4,5
. | Viscosity / Bazkoers 084.3 centipoise / From 400 to 1200 centipoise /
984.3 caHTHmyaz Ot 400 go 1200 caHTHmyas
6. | Related impurities / Ponereennnbie npamecn
i. | Impurity C/ Mot detected Mot more than 0.50 %/
[pumeces C He Gonee 0,50 %
ii. | Impurity D/ Not detected Mot more than 0.50 %/
Mpumecs D He 6onee 0,50 %
iii. | Any other impurity / BDL(Disrecard area 2490 Mot more than 0.50 %/
Jhobas apyras npuMech L = ) He Gonee 0,50 %
iv. | Total impurities / BDL Mot more than 1.50 % /
Cymma npumMeced He Gonee 1,50 %

Remarks : The Product conforms to ND/
Ipumeqanne: lpoayer coorercrayver tpebosannam HII

Conclusion : APPROVED /
Jakmoaennce: OJJOBPEHO

Prepared by /
[MogrotosneHo:
Pardeep Kumar

-+

Checked by /
[Mposepen

Himesh Ku&u_l_[‘i—/,/_)

ol

Approved by: Manager/Executive /
Ouobpeno: Meremkep / PykosomuTent
Abhishek Chauhan

Print Date /
Hara: 26.062021

Print Date /
Jara: 26.06.2021

Print Date /
Hata: 26.06.2021

Registered OFF

e B-2-337, Road No. 3, Banpra Hills, Hye

ernbad - SO034, AP, Indi

Tel: @1 40 4900 2000, Fax: 21 40 4900 2999, Email: mailidreddys com
CIN- LES195AP] 984 PLCOD4507

www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOHEAT AHATH3A

Product  : Nise Activgel (nimesulide) gel for external use, 1%, 100 g

Hpoaykr  : Haiis® Axruerens (Humecynui) resib IS HAPYKHOIO NpHMeHenns, 1 %, 100 r

Batch No/ 1 V210633 Batch Quantity / : 9505 units /
Cepna Ne Ob0vem napTan 9505 eauHuL
Analytical Report No / : 90001530611 Date of Analysis / 1 26.06.2021
AHATHTHYECKAH 0TYeT N2 Jlara anannia

Date of Manufacture / : Jun. 2021 Date of Expiry / : May. 2023
Jata npouzeoacrea TlNogen no

Analysis performed according ND / Auannz npopegen no H: JIIT-005923-191119 (amend Ne 1 from
19.03 2020 / mzpa. Ne 1 o1 19.03.2020)

Page3of4/Crp.3ua 4

7. | Microbial purity / Mukpoinorornueckan 1HCTOTA
1. | Total Aerobic Microbial Less than 10 CFU/g / Mot more than 1000 CFU/g /
Count / Obuiee yucno Menee 10 KOE/T He Gonee 1000 KOE/r
apofHLE MUKpPO-
HPIAHIOR
ii. | Total Combined Yeast and Less than 10 CFU/g / Not more than 100 CFU/g
mould count / OSmee uucno Menee 10 KOE/r He bonee 100 KOE/Tr
OPOSKEBLIX H IECHEBBIX
rpubos
iii. | Pseudomonas aeruginosa Absentin 1 g/ Should ahsentin 1 g/
Otcyteteyere I r Oieyicisne s 11
iv. | Staphylococeus aureus Absentin 1 g/ Should absentin 1 g/
OrcyTeTeyer B 1 OrcyTeteue B | T
8 Assay / Konn4yecTBeHHOE ONpecicHHe - ]

Nimesulide / 9.87mg/9.87 mr
Humecynua {987 %)
Dimethyl sulfoxide / 102.5 %
Humernncynshorcun

9.0 mg to 11.0 mg of CpjaHN058
{nimesulide) (90.0% to 110.0% of
label claim) in 1 g of gel /

O1 9,0 mr go 11,0 mr CiaHpN20sS
(HuMecynun) (or 90,0 % no

1 10,0 % 0T HOMHHANEHOTO
cogepxaHua) B 1 r rens

90% to 110% of C2HsOS (dimethyl
sulfoxide) of label claim  /

O190 % mo 110 % C:HsO8
[ auMeTHRCYTROKCHI) OT
HOMMHHATEHOTD COMEPHAHHA

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
I pumevanne: Hponykr cootrereTryer Tpedoranuam HIT Jawmouenne: OJIOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[oaroTorneno: 5 Ipoeepeno: Onobpena: Menenxep | Pykosoaurens
Pardeep Kumar QL-: - Himesh Abhishek Chauhan
Print Date / Print Date / Print Date /
Jara: 26.06.2021 Hara: 26.06.2021 Jara: 26.06.2021
Registerad Offieet §-2-337, Road Mo 3, Bamara Hills, Hydersbad = 500034, AP, Tndiz

Tel: 91 20 4900 2900, Fax: 91 40 4900 2999, Email: mail@dmeddys.com

CIN: L8595 AP 1984 PLCOO4507
waw.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTHOHEAT AHAJIM3A

Product  : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g

Hpogykr  : Haia® Axrusrens (Humecyniua) reb 1A HAPYHKHOTO NpUMeHeHns, 1 %, 100 1

Batch No / : V210633 Batch Quantity / ¢ 9505 units /
Cepna Ne ObLem napTHH 9505 eaMuuL
Analytical Report No / : 890001530611 Date of Analysis / : 26.06.2021
AHANHTHYECKHH 0THeT No JaTa anannza

Dvate of Manufacture / : Jun. 2021 Date of Expiry / -1 May. 2023
JlaTa npon3BogcTeAa Togen jo

Analysis performed according ND / Ananus nposenen no HJ[; JIT-005923-191119 {(amend Ne | from

19.03.2020 / wam. Ne 1 o1 19.03.2020)

Paged4 ol 4/ Crp. 4 u3 4

9 |Packaging / ¥nakoska Package / ¥Ymakoexa - 100 gin | Package / Ynakoska - 20 g, 50 g or
a laminated aluminum tube | 100 g in a laminated aluminum tube
equipped w’“_" tamper-evident equipped  with  tamper-evident
membrane. Each tube and a | pmemprane. Each tube and a patient

patient mlormation leallel i 4 | jnformation leaflet in a carton. /
wattbuns, £ Tle 100 ¢ woayGy 1

TAMHHHPORAHAOM
ANKIMHHHA, CHafKEHHYIO

Tl 2000, S0 e v 100 g Ty o
NAMHHMPOBAHHOTO AMOMHHHA,
MemOpaHoH Ang  KOHTPOJIS cHabumeHHY0  MemBpaHoill  ana
MepBoro BekphiTHi. Kasiayio | KOHTPOIA  TIEPBOTO  BCKPBITHA.
Tyfly RmecTe © whotpyknned | Kamaylo  Ty0y o Bmecte ¢

M0 NPHMEHEHHI) NOMELIAIT B HHCTRYKUHEH 10 NpHMEHEHHK
HAMKY KAPTOHHYH), MOKMOIIATOT B NOTIEY KAPTONIYIO,

10 | Lubeling / Mupicuponien Acvcurding o WD/ B covrperernn ¢ HI

11 | Storage / Xpanenne Store below 25 °C. Do not freeze. / [pu temnepatype ne spimme 25
“C. He zaMopaskHeaTS.

12 | Shelf life / Cpox rognocTs | 2 vears/ 2 roga

Remarks : The Produet conforms to ND/ Conclusion : APPROVED /
Hpumedanne: [Iponykr coorpeTcrayer Tpedopanuan HJT Jakmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[learoTopneno: ﬁ ITpoeepeno: = Onobpeno: Menemsep f}’y:m JUTENE
Pardeep Kumar - Himesh ](Ef_r_ér,_’—? Abhishek Chauhan {’ //T
Print Date / Print Date / Print Date / == 7
Hata: 26.06.2021 Hara: 26.06.2021 Hara: 26,06.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, AP, Tndia

Tel: 91 40 2000 2900, Fax: 91 40 4000 2999, Email; ma'ilfm_"dn\cddyg_cnm
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