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CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

[ Raddy's Laboratorias L
Forimuiation Unit-6

Vill. Khol, Malagarh Road, Baddi
iistt. Solan, H.R, 173 205, iMNDIA
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Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
MNpoaykr: Haiis® AkTusrens (HUMecyn) refib AU HAPYKHOTO NpHUMeHenus, 1 %, 100 r

Market / PriHOK : Russia / Poccus

Batch No. / . V240348 Batch Quantity / . 11764.00 units /

Cepus Ne ) Pasmep cepun " 11764.00eaunmn
Analytical RepO}‘t No./ . 040002541676 Date of Analysis / . 06/06/2024

AHanuTHY €cKHi oTueT No Jata ananusa

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

JlaTa npou3BoACTBA I'ogen oo

Mifg. License No. /

IIpousBoacTBeHHAs : MNB/05/263 MA number: / Homep PY : JIITI-Ne(001336)-(PT-RU)
nuuen3us Ne

Analysis performed according ND / Auanus nposeaen no HJL: JIIT-Ne(001336)-(PI'-RU)-251022

Page1 of 5/Crp. 1 m35

/ Test / IlokasaTeanb

Result / PesyasTar

Specification / Hopma

1. | Description / Onucanne

Homogeneous, transparent,
colorless gel with characteristic
odor / OgHopoaHBIH MPO3pavHbIf
renb GeclIBETHOrO LIBETA C
XapaKTepHBIM 3a1axOM

Homogeneous, transparent, colorless to
pale-yellow gel with characteristic odor /
OnHOpoAHBIH Mpo3pauHbBlii renb OT
6eCUBETHOrO 10 0JIeIHO-XKENTOro [BeTa
C XapaKTEePHBIM 3ar1axoM

2 Identification / MnenTHduKauHs

‘layHPLC / BOXX

[ Remarks : The Product conforms to ND/
Ilpumeuanue: [Ippaykr cooTBeTcTBYET TpeboBanusam HJI

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 yaep>kKvBaHUs
OCHOBHOrO MNHKa Ha XpoMaTorpamme

UCMBITYEMOTO  pacTBOpa  JIOJDKHO
COOTBETCTBOBATb BpeMEeHH
yIep>KUBaHWS OCHOBHOIO IIMKa Ha
XpoMaTorpamMme pacTBopa
CTaHAapTHOro obpaslia HHUMeECYJuaa
(pazmen «KonuuecTBeHHOE
onpeneneHue»)

Conclusion : APPROVED /
3akarouenne: OJJOBPEHO

Prepared by / ) Checked by / Approved by: Manager/Executive /
Tloaroroeneno:Ranjeet [Iposepeno:Santosh Kumar Onobpeno: Menemxep / PykoBoaurens
Maurya d4 Manoj Kumar
Oy

/
Reprint Date /06.06.2024 Reprint Date /06.06.2024 Reprint Date /06.06.2024
JlaTa: Jlarta: Jara:

Reglsiered Offire- R-9-337 Rasd fz, 3, Raninrs Hifls, 1 vderahad 200024, Telongana, hindia
Tel: +91 401500 2300, 2, Email: mail@drreddys com
E LCC04507

wwwdrreddys.com
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalazarh Road, Bazidi,
Disti. Solan, H.P., 173 205, 11 DIA
Tel: +91 98166 56001-02

CEPTUDPUKAT AHAJIM3A

wwnw.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Mpoaykr: Hatis® AxTusrens (HHMecynua) refib Il Hapy>KHOTo npuMeHeHus, 1 %, 100 r

Market / PhiHok : Russia / Poccus

Batch No. / . V240348 Batch Quantity / . 11764.00 units /

Cepust Ne ) Pasmep cepuu * 11764.00e1mHuLL
Analytical Repovrt No./ . 040002541676 Date of Analysis / . 06/06/2024
AHanuTndeckuii otuer Ne JlaTa aHanu3a

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

Jata npou3BoacTea I'opex oo

Mfg. License No. /

IlpouszBoacTBeHHAst : MNB/05/263 MA number: / Homep PY : JHI-Ne(001336)-(PT-RU)
JuueH3us Ne

Analysis performed according ND / Ananus npoeenen no HJI: JITI-Ne(001336)-(PI-RU)-251022

Page2 of 5/Crtp. 2u3 5

b) UV spectrophotometry / Y-
cnexTpodoTo MEeTpHs

Complies as prescribed
CootBeTcTBYET TpeOOBAHUAM

/| UV absorption spectrum of the test
solution should have absorption
maximum at 397+5nm / Y®-cnektp
MOTJOIIEHUsT MCIBITYeMOIO  pacTBOpa
JIOJDKEH UMEeTh MaKCHMYM INOTJIOLESHHUA
npu 39745 Hm

3. | Weight of package contents / 101 g/101r According to Rus. Ph. / B cooTBeTcTBHH
Macca conep:xkuMOro ¢ TpeboBanusmy 'O PO
YNAaKOBKH
4. | pH 33 25t04.5/012,51004,5
5. | Viscosity / BazkocThb 943.5 centipoise / 400 to 1,200 centipoise /
943.5 cantnnyas Ot 400 no 1200 canrumyas
6. | Impurities / IIpumecn

i. | Impurity C/ Not detected / He 06Hapyskena Not more than 0.50 % /
ITpumecs C He 6onee 0,50 %
. LOD =0.02%
ii | Impurity D/ nﬁg;‘;lva%?:a;yie“mo(no/ i/olfg”ﬁz) Not more than 0.50 % /
IMpumeces D He 6onee 0,50 %
ii | Any other impurity / 0.04% Not more than 0.50 % /
1. | Jlobas apyras npumMech He 6onee 0,50 %
i | Total impurities / 0.09% Not more than 1.50 % /

CymMa npumece

He 6omee 1,50 %

Remarks : The Product conforms to ND/
Ipumeuanne: ITpogykr coorBercTBYeT Tpebosanuam HJI

Conclusion : APPROVED /
3akmwuenne: OJOBPEHO

Prepared by /
[Toarororneno:Ranjeet

Checked by /
ITpoeepeHo: Santosh Kumar

Maurya Cg\

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBonutenb
Manoj Kumar

2
Reprint Date /06.06.2024 Reprint Date /06.06.2024 Reprint Date /06.06.2024
MHara: Hara: Hara:
ERImeTel JIee: tga: Roaid N Raflam H Hurlerahad = 8500N° 2 Talan ana, inmn
Tel: +91 40 4800 2800, Fax: =91 404400 2238, Email: mail@drreddys coﬂm

Cliv: i
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CERTIFICATE OF ANALYSIS

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

Vill. Knol, Walagarh Road, Badigi,
Disit. Solan, HL.R, 175 205, (MDA
Tel 1 +91 88166 56001-62

CEPTUPUKAT AHAJIM3A

v drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
IMpoaykr: Haiiz® Axtusrens (HUMecyini) reib ANt HAPY/KHOTO MpuMeHeHus, 1 %, 100 r

Market / PoiHOK : Russia / Poccus

Batch No. / . V240348 Batch Quantity / . 11764.00 units /

Cepus No ) Pazmep cepum " 11764.00enuuuL
Analytical Repourt No./ . 040002541676 Date of Analysis / . 06/06/2024
AHanuTHYECKNIi 0TUeT No JarTa ananuza

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

JaTta mpou3BoacTBa I'opeH 1o

Mfg. License No. /

IIpouspoacTBeHHasn : MNB/05/263 MA number: / Homep PY : JII[1-Ne(001336)-(PI"-RU)
Jannensns Ne

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

Page3 of 5/Crp.3m35

7. | Microbial purity* / Mukpo6HoJsiornueckass ayucrora*®

OtcyrcTBHE B I T

1. | Total Aerobic Microbial Count / NA Not more than 100 CFU/g/
Obuiee yucso a3poOHBIX MUKPO- He 6onee 100 KOE/r
OpraH’3MOB
ii | Total Combined Yeast and NA Not  more  than 10CFU/g /
mould count / O61ee uncno He 6onee 10 KOE/r
JIPOXOKEBBIX U IIIECHEBBIX
rpuboB
ii | Pseudomonas aeruginosa NA Should absentin 1 g/
1. OtcyrctBue B 1 1
i | Staphylococcus aureus NA Should absentin 1 g/

8. | Assay / KonndecTBeHHOe onpeeieHHe

Nimesulide /
Humecynun

10.16 mg/ 10.16 mr
(101.6 %)

9.0 mg to 11.0 mg of Ci13H12N2058S

claim) in 1 gof gel /
Ot1 9,0 Mr no 11,0 mr Ci3H12N20s5S

(nimesulide) (90.0% to 110.0% of label

(aumecymun) (ot 90,0 % no 110,0 % ot
HOMMHATILHOTO coJicpkaHusA) B 1 r rens

Remarks : The Product conforms to ND/
Ipumeuanmne: [Iponykr cooTBeTcTBYET TpeboBanuam HJJ

Conclusion : APPROVED /
3aknwuenne: OJJOBPEHO

Prepared by /
Iloaroroeneno:Ranjeet

Checked by /
[Iporepeno:Santosh Kumar
Maurya @"/\

e

Approved by: Manager/Executive /
OpnobpeHo: Meunemxep / Pykosoaurtens
Manoj Kumar

Reprint Date /06.06.2024
Jara:

Reprint Date /06.06.2024
Jlarta:

Reprint Date /06.06.2024
Jlara:

Feginigred Offie
Tel: +24

el 2 337, Noad

(LEY]

3, Detnitana Ml
40 490C 900, Fax: +51 40 4200

ns.com

[

L Plydecalad - 3053824, Telangania, Indla
mail: mail@drreddys.com
HLCo0aRcY




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lid,
Formutation Unit-6

Vill. Khol, Nalagarh Road, Ba/di,
Distt. Solan, H.P, 173 205, iNDIA
Tel:+91 88166 56001-02

CEPTUOPUKAT AHAJIM3A

vy direddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
IMpoaykr: Haiiz® AktuBrens (HUIMecynna) reib Ajis HApYKHOTO IpUMeHeHus, 1 %, 100 r

Market / PriHoKk : Russia / Poccus

Batch No. / . V240348 Batch Quantity / . 11764.00 units /

Cepus Ne ) Pasmep cepun " 11764.00ea1nu1
Analytical Repovrt No./ . 040002541676 Date of Analysis / . 06/06/2024

AHaJuTH4 eckuii oTyeT Ne JlaTa ananuza

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

JaTa npou3BoacTsa Topen no

Mfg. License No. /

ITpousBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JII1-Ne(001336)-(PI™-RU)
JuueH3us Ne

Analysis performed according ND / Anann3 nposegen no HJI: JITI-Ne(001336)-(PI'-RU)-251022

Page 4 of 5/ Ctp. 4135

9. | Dimethyl sulfoxide /
JAumetTnicyabdoxcni

100.5 %

90% to 110% of C;HsOS (dimethyl
sulfoxide) of label claim /

Ot 90 % no 110 % C.HsOS
(anMeTuncynsQoKcHa) OT
HOMMHAJIBHOTO COAEpPKaHMs

et

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
JIAMUHHPOBAHHOTO ATIOMMHMS, CHaOXEHHYI0 MeMOpaHOH JAnd KOHTpOJs
nepBoro Bekpbitust. Kaxkayro Ty0y BMecTe ¢ MHCTpYKLMEH M0 MEAMLIMHCKOMY
[PUMEHEHUIO TOMELIAIOT B YKy KapTOHHYIO.

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

*TlokazaTe/ib MOXeET OTCYTCTBOBATHL B cepTHdHKaTe aHaH3a npousBoauTe . Ilpoussoauresn
rApaHTHPYET KAYECTBO NpeNnapaTa 1o 3THM HOKA3aTeJIIM.

API name (INN) / HaumeHnoBanue ADC

Nimesulide / Humecynun

(MHH):

API manufacturer batch number / NMS/13121229
Howmep cepun nponssogutens ADC:

FP Manufacturer API Batch number /

Homep cepun cyGcTaHIHH NPOH3BOIUTEIS FERA00264

TJD:

Remarks : The Product conforms to ND/
Ipumeyanne: Iponykr coorBercTBYeT Tpebosanuam HJI

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moaroroeneno:Ranjeet IIpoeepeno:Santosh Kumar OnobpeHo: Menemxkep / Pykosonurens
Maurya Manoj Kumar ;
-
Reprint Date /06.06.2024 Reprint Date /06.06.2024 Reprint Date /06.06.2024
Hara: Hara: Hara:
BRI B0 LI 2 a7 [ T T 3T 1 ST &, Tclaneana, in
Tel; +91 40 4000 2800, Fa =61 80 40 298, Email: maiti@drraddys.com

CIN: LG5 LT
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Dr. Reddy's Laboratories Ltd
Formulation Upit-6

| _ "
? .. Vill. Khol, Nalagarh Road, Bazidi,
- Dr, Reddy S ‘.0 Distt, Solan, H.P,, 173 205, 1NDlA
CERTIFICATE OF ANALYSIS L
CEPTI/I(I)HKAT AHAJII/I?,A WWAVL LR days.cem

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Npoaykr: Haiis® AkruBrens (HUMeCyIMA) refb AJis HApYKHOIo npuMeHenus, 1 %, 100 r

Market / PbiHok : Russia / Poccus

Batch No. / . V240348 Batch Quantity / . 11764.00 units /

Cepus Ne i Pazmep cepuu © 11764.00e quHuLL
Analytical Repog‘t No./ . 040002541676 Date of Analysis / . 06/06/2024
AHaauTH4ecKHit oTyeT No JlaTa ananu3za

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

JaTa npousBoacTaa T'ogen po

Mfg. License No. /

IIpousroacTBeHHas : MINB/05/263 MA number: / Homep PY : JHI-Ne(001336)-(PI™-RU)
auueH3ug Ne

Analysis performed according ND / Ananu3 npoeeges mo HJI: JITI-Ne(001336)-(PT-RU)-251022
Page5of 5/Crp. 5u3 5

API Manufactured by & country / Aarti Drugs Ltd., India /

IIpousBogutear APC, crpaHa: Aaptn [Hparc JIta., Unaus

Name, address, Ao O O eac vite | Formulation Unit-6, Vill. Khol, Nelagarh Road, Baddi, Dist.
& Solan (HP) 173205, India (License No MNB/05/263) /

HanmeHnoBaHHe, aipec H HOMeP JUNECH3HH
ITOIIAAKH, OCYIIECTBIIAOMI el
MPOU3BOACTBO/KOHTPOJIb KadecTBa/BBINYCK

-p Penaw’c Jlaboparopuc Jlta., Unans, [IponsBoacTeenHOe

noapasaenenue-6, Bunnamk Kxons, Hanarapx Poyn, bagnm,

LD / Conan Jucrpukr, X.I1. 173205, Uunus (JIuuensus Ne
MNB/05/263)

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
dt. 02 September 2022) and requirements to the medicinal quality and with the specifications in the Marketing
Authorization dossier of the importing country. Production, packaging and testing records are verified and their
compliance with Good Manufacturing Practice of the Eurasian Economic Union is established».

3akiaroYeHHe 0 CO0TBeTCcTBHH: «HacTosIUM s IOATBEPXK/IAI0, YTO IPHBEACHHAS BhIINe HHGOPMAIHS SBIISETCS
JIOCTOBEPHOM M TOYHOM. JTa CepHs MPOAYKUHH IpoU3BeAeHa (BKIIOYas YIakoBKY (MapKHPOBKY) H KOHTDOIb
KayecTBa) HA BBHINIEYKA3aHHON IPOM3BOJICTBEHHOM IUIoManke (IUIOIA[KaXx) B IOJHOM COOTBETCTBHH C
tpeboBauusMu [IpaBui HamjIeKauied MPOU3BOACTBEHHON MPaKTUKU EBpa3uiickoro 3KOHOMHYECKOro coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsibps 2022) u TpeOOBaHMAMHU KOHTPOJISA KAadecTBa JIEKAPCTBEHHBIX
CPEACTB, & TAKKEe B COOTBETCTBUU CO Cl’leU,l/l(pl/lKalJ,I/lfleri, COUCPKAUMUCH B PeIUCIPALHOHHOM JOCHE CtPdHbl-
MMIIOpTepa. 3alucy 1O NPOW3BOJCTBY, YHAKOBKE M aHATH3Y IIPOBEPEHBI, U YCTAaHOBJIEHO MX COOTBETCTBHE
TpeGoBanusmM [TpaBun HaIexareil Mpou3BOICTBEHHOM NPAKTHKHA EBpa3zuiickoro SKOHOMHYIECKOTO COXO3a».

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: [poaykr coorBeTcTBYET TpeboBanusam HJT 3axuouenne: OJOBPEHO
Prepared by / (W), Checked by / Approved by: Manager/Executive /
[Tonroroeneno:Ranjeet [poeepeno: Santosh Kumar Onobpeno: Menemxkep / PykosoauTens

Maurya Manoj Kumar "

ry, .(E,’_ )]
Reprint Date /06.06.2024 Reprint Date /06.06.2024 Reprint Date /06.06.2024
Jara: Jlara: Hara:
F AR s =357, WA . 2 Hyderabad - 500031, Telangona, India

282 Emiail mail@diraddys.com

drreddys.com



