Dr. Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Mpoaykr: Haizs® Aktusrens (HUMeCyTHI) Felb Ui HapykHoro npumenenns, 1 %, 100 r

Market / Poy Hok : Russia / Poccus

Batch No. / . V240351 Batch Quantity / . 11878.00 units /

Cepus No ) Pa3smep cepun * 11878.00ea1HuLn
Analytical Report No. / : 040002546383 Date of Analysis / : 05/06/2024
AHaauTnueCcKiii otuer Ne JlaTa aHann3a

Date of Manufacture / . 05/2024 Date of Expiry / . 04/2026

Jara npoussoicTBa T'open no

Mifg. License No. /

IIpouspoacTBenHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI-RU)
JuueH3us Ne

Analysis performed according ND / Avanus nposeaen no HJ: JIII-Ne(001336)-(PI'-RU)-251022

Pagelof 6/ Crp. 1 u3 6

/ Test / Ilokazarens

Result / PesyabTar

Specification / Hopma

1. | Description / Onucanue

Homogeneous, transparent,
colorless gel with characteristic
odor / OaHOopoOHbBIN NPO3payHbIi
reJib 0ecliBeTHOrO LIBETA C
XapaKTEepHBIM 3aM1aX0M

Homogeneous, transparent, colorless to
pale-yellow gel with characteristic odor /
OaHOpOHBIH MPO3pavHbii  reap  OT
OECLBETHOIO 0 OJI€HO-KENTOro UBETa
C XapaKTEPHbIM 3a11aX0M

2 Identification / UnenTudpuranus

*[a) HPLC / BDXKX

Complies as prescribed
CooTBeTCTBYET TpEOOBAHUAM

/

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 ynepxkuBaHus
OCHOBHOTO MMKa Ha XpoOMaTorpamme

HCTIBITYEMOr 0 pacTBopa JIOJDKHO
COOTBETCTBOBATH BpeMeHU
yAepKUBaHHUs OCHOBHOIO THHKa Ha
XpoMaTorpaMme pactBopa
cTaHaapTHoro obpasna HHUMeECYIHIa
(paznen «KonuuecTseHHOE
onpezieNieHHe»)

Remarks : The Product conforms to ND/

Ipnmeuanue: [Tpoaykt coorBercTByeT Tpeboanusm HJL

Conclusion : APPROVED /
3akmwuenne: OJJOGPEHO

Prepared by /
IToarorosneno:Pravesh Rana

Checked by /
[IpoBepeno:Rama Kant

il

Approved by: Manager/Executive /

Onobpeno: Menemwxep / Pykosoantesb
Pavan Kumar Sharma %

Reprint Date /05.06.2024
Hara:

Reprint Date /05.06.2024
Jlara:

Reprint Date /05.06.2024
Jara:

Regisiernd Oce: &

337, Road Mo. 3, Banjara Hills, Hyderabiad - 500034, Telangana, India

Tal #8140 4900 2800, Fax: +91 4C 4900 2999, Ernail: mail@drraddvs.com
CIM: L35195AP1984PLC00A507

wenwydireddys.com




.. Dr Reddy’s “:‘.

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Badd,

Distt. Solan, H.P., 173 205, IND!A

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTU®UKAT AHAJIN3A www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Npoayxr: Hails® AxTusrens (HAMECYIU/) renb JUIsl HAPYKHOTO npumeHeHus, 1 %, 100

Market / PorHok : Russia / Poccus

Batch No. / . V240351 Batch Quantity / . 11878.00 units /

Cepus Ne ) Pa3mep cepun " 11878.00eauHuu
Analytical Rep0ft No./ . 040002546383 Date of Analysis / . 05/06/2024
AHanuTuyeCKuii oTuer Ne JlaTa aHaJin3a

Date of Manufacture / . 05/2024 Date of Expiry / . 04/2026

JlaTa npou3BOACTBa T'ogen o

Mfg. License No. /

ITpouszBoacTBEHHAS : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JuLeH3usa Ne

Analysis performed according ND / Ananu3s nposeaen no HJI: JITI-Ne(001336)-(PI'-RU)-251022

Page2of 6/ Ctp. 213 6

cneKkTpohoTo MeTpus

b) UV spectrophotometry / Y-

Complies
CoOTBETCTBYET TPpeOOBAHUAM

as prescribed

/

UV absorption spectrum of the test
solution should have absorption
maximum at 397+5nm / Y®-cnektp
NIOTJIONIEHUsT HKCTBITYEMOr0  pacTBOpa
JOJKEH UMETh MaKCHMYM TOTJIOICHHS

ripu 397+5 HM

CymMa npumecei

3. | Weight of package contents / 101 g/101r According to Rus. Ph. / B cooTBeTcTBUH
Macca coaep:kHMOro c Tpeboanusimu I'® PO
YIaKOBKH

4. | pH 3.27 2.5t04.5/012,5 no 4,5

5. | Viscosity / BazkocTb 952 .9centipoise / 400 to 1,200 centipoise /

952.9 cantumnyas Ot 400 o 1200 cantnnyas

6. | Impurities / Ilpumecn

i. | Impurity C/ Not detected / ne oGHapyxeHa Not more than 0.50 % /

ITpumecs C He 6onee 0,50 %
- . B =0.02%
ii | Impurity D/ np:;z;vazggag;g(&mo(%o/ i/oljg”;z) Not more than 0.50 % /
[pumecs D He 6onee 0,50 %
0,

ii | Any other impurity / 0.04% Not more than 0.50 % /

i. | JIrobag opyras npumecs He 6onee 0,50 %

i | Total impurities / 0.08% Not more than 1.50 % /

He 6onee 1,50 %

Remarks : The Product conforms to ND/

IIpumeuanne: [Tpogykt cooTBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3axkmouenue: OJJOBPEHO

Prepared by /
IToarorosneHo:Pravesh Rana

/

Checked by /
IlpoBepeno:Rama Karit

Loh:

Approved by: Manager/Executive /
OnobpeHo: Menemkep / Pyxkbsonutens
Pavan Kumar Sharma

<

Reprint Date /05.06.2024
JlaTta:

Reprint Date /05.06.2024
Jlara:

Reprint Date /05.06.2024
Hara:

Rerlstered Office: 8-

Iilo. 3, Bapiara Hills, Hyderat

a6 - 500034, Telangana, India

Tel. +51 40 4990 2900, Fax: +91 4C 4300 2999, Email: maii@drraddys.com

CIN: L85195AP1984PLCO04507

wiwwvrdrreddys.com




' ' - Dr. Reddy's Laboratories Ltd,
' . ® Formulatiocn Unit-6
DI'. Reddy’s ".. Vill. Khol, Nalagarh Road, Badidi,
' ‘ - Distt. Solan, H.P., 173 205, IND!A
CERTIFICATE OF ANALYSIS Tel : +91 93166 56001-02
CEPTUP®HKAT AHAJIU3A www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Ipoaykr: Haiiz® AkTHErens (HMMeCYJINI) reib IS HApY)KHOTO nMpuMeHeHns, 1 %, 100 r

Market / Ppinok : Russia / Poccus

Batch No. / . V240351 Batch Quantity / . 11878.00 units /

Cepus Ne ) Pasmep cepuu * 11878.00emunHuLL
Analytical RepOj‘t No./ . 040002546383 Date of Analysis / . 05/06/2024
AHanuTHuecKUii oTyeT Ne Jata ananusa

Date of Manufacture / . 05/2024 Date of Expiry / . 04/2026

JlaTa npou3zBoACTBa I'ogen go

Mfg. License No. /

IIponseoacTeeHHast : MINB/05/263 MA number: / Homep PY : JIIT-Ne(001336)-(PI-RU)
auueH3us Ne

Analysis performed according ND / Ananus npoeegen mo HJI: JITI-Ne(001336)-(PI'-RU)-251022

Page3 of 6/ CTp. 3 m3 6

7. | Microbial purity* / MukpoGuooraueckast 4acrora*®

1. | Total Aerobic Microbial Count / NA Not more than 100 CFU/g /
O61ee yncno aspoOHbIX MUKPO- He 6onee 100 KOE/r
OpraHU3MOB

ii | Total Combined Yeast and NA Not more  than 10 CFU/g /
mould count / Ob1iee uncio He 6onee 10 KOE/r
JIPOYNOKERBIX U TJIECHEBBIX
rpuboB

ii | Pseudomonas aeruginosa NA Should absentin 1 g/

1. OtcyrctBue B 1 r

1 | Staphylococcus aureus NA Should absentin 1 g/

\2 OtcyrcTBue B 1 1

Assay / KonnyecTBeHHOe ollpeJeeHHe

Nimesulide / 10.17mg / 10.17mr 9.0 mg to 11.0 mg of Ci3sH12N2OsS
Humecynun (101.7 %) (nimesulide) (90.0% to 110.0% of label
claim)in 1 g of gel /

Ot 9,0 mr go 11,0 mr Ci3H12N2058
(numecynun) (ot 90,0 % no 110,0 % ot
HOMHHAJILHOTO COAEP)KaHud) B 1 r rejisa

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanne: [Iponykt coorBercTByeT Tpebosanusam HJI 3akaroyenne: OJJOBPEHO
Prepared by / ) Checked by / Approved by: Manager/Executive /
[Tonroroeneno:Pravesh Rana IpoeepeHo:Rama Kant OnobpeHo: Menemxep / P)('RtfiBO,IlHTEHL
< Pavan Kumar Sharma rw—f—
Reprint Date /05.06.2024 Reprint Date /05.06.2024 Reprint Date /05.06.2024
Hara: Hara: Jara:
Registzrad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel, #8140 4900 2860, Fas: +91 40 4990 2999, Ernail: mail@drraddys.com

CIM: L85195AP1954PLEND04A507
wyewedrreddys.com




Dr. Reddy’s “:’

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddj,
Disit. Sotan, H.P,, 173 205, IND!A
Tel : +91 98166 56001-02
www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Ipoaykr: Hali3s® AkTUBrens (HUIMECYIIN) reflb [UT HApyXHOro npuMeHeHus, 1 %, 100 r

Market / Poivok

: Russia / Poccus

Batch No. / . V240351 Batch Quantity / . 11878.00 units /

Cepus Ne ) Pazmep cepuu " 11878.00e11nuL
Analytical Report No. / : 040002546383 Date of Analysis / : 05/06/2024
AHanutuyecknii oTueT No JlaTta aHayiM3a

Date of Manufacture / . 05/2024 Date of Expiry / . 04/2026

Jata npou3eoacTaa T"ozen po

Mfg. License No. /

IIpousBoacTBEHHAsA : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI"-RU)
auueHsus Ne

Analysis performed according ND / Auanus nposeaex no H: JII-Ne(001336)-(PI'-RU)-251022

Paged of 6/ Ctp. 4 u3 6

9. | Dimethyl sulfoxide /
Jumerniacynbpoxcun

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

Ot 90 % no 110 % C:HsOS
(mumetuncynbhoKcH) OT
HOMMHAJILHOTO COEPKaHMA

97.9 %

[y

Package / YnakoBka

100 g in a laminated aluminum tube equipped with tamper-evident membrane.
Each tube and a patient information leaflet in a carton. / ITo 100 r B TYOy u3
JIAMHHHUPOBAHHOTO  AJTIOMMHMUS,
nepBoro BekpeiTud. Kaxayro Ty0y BMecTe ¢ MHCTPYKLUMEH 1O MEJUIIMHCKOMY
NPUMEHEHHUIO MTOMEILAIOT B NTAYKy KapTOHHYIO.

cHabkeHHYI0O MeMOpaHOH mJIs KOHTpOJA

*The parameter may not be included in the manufacturer's Certificate of Analysis. The
manufacturer guarantees the quality of the product for these parameters.

*TloxasaTeb MOXKET OTCYTCTBOBATH B cepTudHuKaTe aHaNH3a npoussoguTens. Ilpoussoauresn
rapaHTHPYeT KA4eCTBO Npenapara mo 3THM I0KA3ATefAM.

(MHH):

API name (INN) / HanmeHnoBanue ADPC

Nimesulide / Humecynung

API manufacturer batch number /
Homep cepun npousBoaurenss ADC:

NMS/13121229

TJo:

FP Manufacturer API Batch number /
Homep cepHH cyOcTaHIMH NPOH3BOJHTEIA

FERA00264

Remarks

: The Product conforms to ND/
Ipumeuanue: [Tpoaykr coorBercTByeT Tpebosanuam HJI

Conclusion : APPROVED /
3axawuyenne: OJOBPEHO

Prepared by /
IMoarorosneno:Pravesh RanaZ

Checked by /
IIporepeno:Rama Kant

Approved by: Manager/Executive /
Ono6peno: Menemxkep / Pw{".vaomrrenr,
Pavan Kumar Sharma

¥

Hara:

Reprint Date /05.06.2024

Jara:

Reprint Date /05.06.2024

Reprint Date /05.06.2024
JHara:

iegistered Lrrice: a-2-33/7

Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel. +81 40 4900 29060, Fax: +41 40 4300 2999, Email: mai:@drreddys.comn

CIN: L85195AP1984PLCO04507
www.direddys.com




' Dr-Reddy’s @

Dr. Reddy's Laboratories [tc
Formulation Unit-&

Viil. Khol, Nalagarh Road, Baddi.
Distt. Solan, #.P.,, 173 205, INDIA’\
Tel - +91 58166 56001-02

CERTIFICATE OF ANALYSIS \//‘f‘!\/‘/,d(TO(:d‘/S.Com
CEPTUOPHKAT AHAJIN3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Hpoaykr: Haiis® Axtierens (HUMECYIN) Tefb JUTsl HAPYKHOTO npuMeHenns, 1 %, 100 r
Market / Puinok : Russia / Pocens
Batch No. / . V240351 Batch Quantity / . 11878.00 units /
Cepus Ne ) Pazmep cepuu * 11878.00e11HuIL
Analytical RepOft No./ . 040002546383 Date of Analysis / . 05/06/2024
AHaJINTHYeCKHIT oTUeT No Hata anannsa
Date of Manufacture / . 05/2024 Date of Expiry / . 04/2026
Hata npoussoacTba T'onen po
Mfg. License No. /
IIpousBoacTBeHHAS : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
auueHsus Ne
Analysis performed according ND / Ananu3z nposeaes no HJ: JITT-Ne(001336)-(PI'-RU)-251022

PageSof 6/ Ctp. 5u3 6

*JlokazaTe/lb MOKET OTCYTCTBOBATh B cepTH(HKATe aHAIN3a npou3BoauTes. [IponssoanTenn
FApaHTHPYeT KAYeCTBO NMPENapaTa 1o 3THM NOKA3aTeaAM.

API name (INN) / HaumenoBanune ADC
(MHH):

API manufacturer batch number /

Homep cepun upounssoauteisi ADC:

FP Manufacturer API Batch number /
Homep cepuu cy6cTaHIHH NPOH3BOAHTE/IA
I'JID:

API Manufactured by & country /
IIpouseoautennr ADC, crpana:

Nimesulide / Humecynun

NMS/13121229

FERA00264

Aarti Drugs Ltd., India /
Aaptu Hparc JIta., Uuous

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
Solan (HP) 173205, India (License No MNB/05/263) /
I-p Pennu’c Jlaboparopuc JIta., Uuous, IlpoussoacteenHoe
noapazneneHue-6, Bumnamk Kxons, Hanarapx Poya, banaw,
Conaun uctpukt, X.I1. 173205, Unaus (JIuuensus Ne
MNB/05/263)

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HaumenosanHe, agpec 4 HOMep JIHIEH3HH
ILJIOMIATKH, OCYLIeCTBJISOLIeH
NPON3BOCTBO/KOHTPOJIb Ka4uecTBa/BBINYCK
TJad/

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of
product has been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in
full compliance with the GMP requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/00554-2022

Conclusion : APPROVED /
3akmouenune: OJJOBPEHO
Approved by: Manager/Executive /
Ono6peno: Menemxkep / Pykoponurens
Pavan Kumar Sharma Ao

e

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoxykr coorBeTcTBYET TpeboBanusam HJL

Prepared by / ; Checked by /

IToarorornexo:Pravesh Rana [IpoBepeHo:Rama Kant

Ru
Reprint Date /05.06.2024
| Hara:

-

Reprint Date /05.06.2024
Jlara:

SGUES, ]

Reprint Date /05.06.2024
Jlara:

yGOTanan -

o T

- ! 2hangana, inoi
Tel: 49150 4200

IPEELYD i
2300, Fa dloinail@dreddys.com
CIn: L

wvawdrieddys.com




. . ° Dr. Reddy's Laboratories Ltd.
! . ® Formulation Unit-6
Dr. Reddy’s ‘... Vill. Kkol, Nalagarh Road, Baddj,
. ‘ . Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel - +91 98166 56001-02
CEPTUOHUKAT AHAJIU3A www.drreddys.com

Product ; Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Ipoaykr: Haii3s® Akrusreis (HUMECYJIHA) reNb I HapY)XXHOTro npuMeHedus, 1 %, 100 r

Market / PoiHoK : Russia / Poccus

Batch No. / . V240351 Batch Quantity / . 11878.00 units /

Cepus Ne ) Pasmep cepun " 11878.00enmHun
Analytical Repovrt No./ . 040002546383 Date of Analysis / . 05/06/2024
AHaJuTHYecKHii oTueT Ne JlaTa aHau3a

Date of Manufacture / . 05/2024 Date of Expiry / . 04/2026

JaTta npousBojcTBa TI'ogen oo

Mfg. License No. /

IIpouzBoACTBEHHASA : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
Javuen3ust Ne

Analysis performed according ND / Ananns npoeeaes no HJL: JIIT-Ne(001336)-(PI" -RU)-251022

Page 6 of 6/ CTp. 6 U3 6

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

IIpumeuanue: IIpogykT coorBeTcTBYET TpeboBanuam H/I 3axnwuenne: OJOBPEHO

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

[ToaroroeneHo:Pravesh Rana : IIpoBepeHo:Rama Kant Ono6peno: Menemxep / Pyljﬁsonmeﬂb
a»’f""d-' Pavan Kumar Sharma ~ Zjp~——

/ 3 s
Reprint Date /05.06.2024 Reprint Date /05.06.2024 Reprint Date /05.06.2024
Jara: Jarta: Jara:

Hegistered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, india
Tel: +81 40 4900 2900, Fax: +41 40 4900 2999, Email: maii@drreadys.com
CIM: L85195AP1984PLLN0450T
wwaw.drreddys.com



