Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

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

Vili. Kho!, Naiagarh Road, Baddi,
Distt. Selan, H.P,, 173 235, iND|
Tel 1 +91 98166 55001-02
www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Mpoaykr: Haiis® Akruerens (HUMeCyu) renb 18 BapyXKHOTO MpUMeHeHusd, 1 %, 50 r

Market / Poivok

: Russia / Poccus

Batch No./ . V240617 Batch Quantity / . 23,529 units /

Cepusi Ne ) Pa3smep cepun © 23,529 enqunnn
Analytical Repovrt No./ . 040002636180 Date of Analysis / . 03.09.2024
Ananuruyecknii oruer Ne JlaTa aHajH3a

Date of Manufacture / . 08/2024 Date of Expiry / . 07/2026

JlaTa npon3BoacTBa I'open 1o

Mfg. License No. /

I[IpouspoacTBeHHAs! : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
NHUIeH3ust Ne

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

Page 1 of 6/ Crp. 1 u3 6

yellow gel with characteristic odor/
OXHOPOAHBIN MPO3pavHBIA  Treilb
OneaHO-KeNnToro 1[BEeTa c
XapaKTepHbIM 3a1axom

JI:{I‘? U Test / llokazaTesb Result / PesyasTar Specitication / Hopma
1. Description / Onucanue Homogeneous, transparent, pale- | Homogeneous, transparent, colorless to

pale-yellow gel with characteristic odor/
OpHOpoOHBIH IpO3padyHbld  renb  OT
fecLBETHOro A0 6IeHO-KENATOro LBeTa
C XapaKTePHBIM 3araxoM

2. Identification / UagenTHGHKAIASA

a) HPLC / BOXX

Complies as prescribed /
CooTBeTCTBYET TPEOOBAHHAM

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 yneprxuBaHus
OCHOBHOI'O MHKA HA XpOMATOrpaMme

MCMBITYEMOr0  pacTBOpa  JOJDKHO
COOTBETCTBOBATh BpEMEHH
yIEepP)KUBaHHS OCHOBHOIO TIIMKa Ha
XpoMaTorpamme pacTBopa
CTaHgapTHoro obpasua HUMeCYNIHIa
(pasmen «KonuuectpeHHOE
oTIpe/IeNIeH1e)

Remarks : The Product conforms to ND/

IIpumeuanne: ITpoaykT cooTBeTcTBYET Tpebopanusm HJJ

Conclusion : APPROVED /
Baxmrouenune: OJJOBPEHO

Prepared by /
IToarorosneno: Rama Kant

o

Checked by /
ITposepeno: Pardeep Kumar

=

Approved by: Manager/Executive /
Ono6peno: Menemkep / Pykoonutens
Manoj Kumar

hondusl

Reprint Date / !
Hara: 03.09.2024

Reprint Date /
Hara: 03.09.2024

Reprint Date /
Jarta: 03.09.2024

Registered Cifice: 8-2-337, Road No. 3, Benjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4300 2900, Fax: +61 40 4500 2999, Ermail: mat@drreddys.coin

{IN- ERETRAPTASAPI ©NNARNT
www.drreddys.com




Dr.Reddy’s ‘f‘

CERTIFICATE OF ANALYSIS

CEPTHUOPHUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, iNDIA
Tel : +91 98166 56001-02
www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Hpoaykt: Haits® AxTHBrens (HumMecy i) reib s HapyRHOro npumenenns, 1%, 50 r

Market / PbiHOK : Russia / Poccust

Batch No. / . V240617 Batch Quantity / . 23,529 units /

Cepus Ne ) Pa3zmep cepun 23,529 equHuLl
Analytical Repourt Neo./ . 040002636180 Date of Analysis / . 03.09.2024
AHanuTnueckuii oTuer Ne JlaTa aHanu3a

Date of Manufacture / . 08/2024 Date of Expiry / . 07/2026

JaTa npousBoacTBa Topen oo

Mfg. License No. / :

[IpousroncrBeHnas : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI-RU)
JIMLEeH3Uus1 No

Analysis performed according ND / Anann3 nposeaen no H/: JIII-Ne(001336)-(PI'-RU)-251022

Page2 of 6/ Ctp. 213 6

No/

e Test / Iloka3zaTean

Result / PesynbTar

Specification / Hopma

b) UV spectrophotometry / Y-
criekTpodoTo METpHUs

Complies as prescribed
CootBeTcTBYET TpeOOBAaHUAM

/

UV absorption spectrum of the test
solution should have absorption
maximum at 397£5nm / Y®-cnektp
HOrJIOIIEHHsT HCIIBITYEMOTO  pacTBOpa
JOJKEH UMETh MaKCHMYM IMOTJIOLCHHUS
ripu 397+5 um

3. | Weight of package contents / 51g/Slr According to Rus. Ph. / B cooTreTcTBHH
Macca cogep:kHMOro ¢ TpeboBanusmu ['® PD
YHAKOBKH

4, | pH 3.20 25t045/0t12,5004,5

5. | Viscosity / BazkocTh

987.3 centipoise /
987.3 canTtumnyas

400 to 1,200 centipoise /
Ot 400 no 1200 cantumyas

6. | Impurities / [Ipumecn

i. | Impurity C/ Not detected / He oGHapyxkeHa Not more than 0.50 % /
ITpumecs C He 6onee 0,50 %

it. | Impurity D/ Below LOD (LOD = 0.02%) / Hinxe Not more than 0.50 % /
Ipumecs D npenena obuapyxenus (ITO = 0.02 %) He 6onee 0,50 %

Remarks . The Product conforms to ND/
IIpumeuanne: [Ipoaykt coorBeTcTBYeET TpeboBanusim HJI

Cunclusivn : APFROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroeneno: Rama Kant %‘ IIpoeepeno: Pardeep Kumar Onob6peHo: Menemxep / Pykosoaurenb

‘, fj(’/ _ c—;l»/ anoj Kumar \’Dh;ﬂit
Reprint Date / ) Reprint Date / Reprint Date /

Hata: 03.09.2024

Jara: 03.09.2024

Jara: 03.09.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLCONA507
www.drreddys.com




Dr.Reddy’s Q:’-

CERTIFICATE OF ANALYSIS

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

Vilt. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel: +91 98166 56001-02
www.drreddvs.com

CEPTUDPUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Mpoayicr: Haiis® Axrusrens (HuMecy) reib UL HAPYKHOTO npumeHenus, 1 %, 50 r

Market / PiHok

: Russia / Poccus

Batch No. / . V240617 Batch Quantity / . 23,529 units /

Cepus Ne ) Pa3mep cepun © 23,529 equHuLy
Analytical Repovrt No./ . 040002636180 Date of Analysis / . 03.09.2024
AHaauTuveckuii oruet No JaTta anaamsa

Date of Manufacture / . 08/2024 Date of Expiry / . 07/2026

JaTa npou3BoAcTBa Togen no

Mfg. License No. /

IIpousBoacTBeHHAas! : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
auueH3us Ne

Analysis performed according ND / Ananus l'lpOB_elle_H mo H: JITT-Ne(001336)-(PI'-RU)-251022

Page3 of 6/ Ctp.3u3 6

i‘o / Test / [loxazaTenn Result / PesyabTar Specification / Hopma
iii. | Any other impurity / 0.03% Not more than 0.50 % /

Jlrobas apyras npumechb He 6onee 0,50 %
iv. | Total impurities / 0.0361% Not more than 1.50 % /

CymMa npumeceit He 6onee 1,50 %

7. | Microbial purity* / Mukpo6uosorudeckas 1HcToTa*

i. | Total Aerobic Microbial Count / NA Not more than 100 CFU/g/
Ob1ee yuco a3pobHBIX MHKPO- He 6onee 100 KOE/r
OpraHU3MOB

ii. | Total Combined Yeast and NA Not  more  than 10 CFU/g
mould count / Obwee urcio He 6onee 10 KOE/r
IPOMOKEBBIX H TUIECHEBBIX
rpuboB

iii. | Pseudomonas aeruginosa NA Should absent in 1 g/
OtrcyrcTBrHe B I 1
iv. | Staphylococcus aureus NA Should absent in 1 g/

OtcyrcTBUE B 1 T

8. | Assay/KoandecTrBenHoe onpeaeieHHe

Remarks : The Product conforms to ND/
Ipumeuanue: [Tpoaykr coorBeTcTBYeT TpeboBaHusM HJI

Conclusion : APPROVED /
Baknrouenue: OJJOBPEHO

Prepared by /
IMoarorosneno: Rama Kant P‘
Qo
L‘ S il

Checked by /
IIpoeepeno: Pardeep Kumar

g —

Approved by: Manager/Executive /
Onobpeno: Meuemxep / PykoBoauresns
Manoj Kumar

{L
//

Reprint Date / o

Jara: 03.09.2024

Reprint Date /
Mara: 03.09.2024

Reprint Date /
Jlara: 03.09.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: maii@direddys.com

CIN: L85195AP1984PLCOD4507

www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A

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

Vili. Khol, Nalagarh Road, Baddi,
Distt. Sotan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddvs.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
ITpoaykr: Haiiz® AkTuBrens (HUMeCYJIMI) rellb AN HAPYKHOTO NpHMeHeHHd, 1 %, 50 r

Market / Pbinok

: Russia / Poccus

Batch No. / . V240617 Batch Quantity / . 23,529 units /

Cepus Ne ) Pa3mep cepuu * 23,529 enunun,
Analytical Rep0j‘t No. / . 040002636180 Date of Analysis / . 03.09.2024
AHaJiuTHYEeCKHi oTueT No JdarTa anannsa

Date of Manufacture / . 08/2024 Date of Expiry / . 07/2026

JaTa npou3BoACTBa T'ogen po

Mfg. License No. /

IIpouspoacTBeHHas! : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JIMUeH3us Ne

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

Page4 of 6/ Ctp. 43 6

No/

Ne Test / IlokazaTean

Result / Pesyabrat

Specification / Hopma

Nimesulide /
Humecynun

9.90 mg/9.90 mr
(99.0 %)

9.0 mg to 11.0 mg of C13H12N20sS
(nimesulide) (90.0% to 110.0% of label
claim)in 1 gofgel /

Ot 9,0 mr g0 11,0 Mr Ci3H12N20sS
(numecymun) (ot 90,0 % no 110,0 % or
HOMHHAJIBHOTO cofiepxkaHus) B 1 ress

9. | Dimethyl sulfoxide /
JuMeTHIICYIbGOKCHT

100.3 %

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

Ot 90 % mo 110 % C,HeOS
(numetriicynbdokcua) ot
HOMHHAJILHOT'O COAEPIKaHHA

10. | Package / YnakoBka

50 g in a laminated aluminum tube equipped with tamper-evident membrane.
Each tube and a patient information leaflet in a carton. / ITo 50 r B TyOy u3
JIAMUHHUPOBAHHOTO ATIOMHHHS, CHAaOXXEHHYIO MeMOpaHOHM [yl KOHTpOJI
nepeoro BekpeiThst. Kaxkayro TyOy BMecTe ¢ HHCTPYKLIMEH MO METULIMHCKOMY
NPUMEHEHHIO MOMEILAIOT B A4Ky 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.

*IToka3zaTe]b MOKET OTCYTCTBOBATH B cepTH(HKATEe aHAIH3a NponsBoaAnTens. IIpoussoauTeanb
rapanTHpyeT Ka4decTBO Npenapara 1o 3THM M0Ka3aTeIsiM.

Remarks : The Product conforms to ND/
Ipumeuanne: [IponykT coorsercTByeT TpeboBanmsam HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
Iloarorosneno: Rama Kant

Checked by /
IMposepeno: Pardeep Kumar

— - S

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykosoauTens
Manoj Kumar 1 “__f

Ko
1

Reprint Date /
Hara: 03.09.2024

Reprint Date /
Jlara: 03.09.2024

Reprint Date /
Hara: 03.09.2024

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

Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email:

CIN: L85195AP1984PLC0O04507
www.drreddys.com

maii@drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, iNDIA
Tel : +91 98166 56001-02

CEPTU®UKAT AHAJIM3A

www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Npoayicr: Haiis® AkTUBresp (HUMeCyia) reib 418 HapyAHOTo npumenenua, 1 %, 50 r

Market / Poinok : Russia / Poccus

Batch No. / . V240617 Batch Quantity / . 23,529 units /

Cepusn Ne Pasmep cepuu 23,529 epunull
Analytical Repourt No. / . 040002636180 Date of Analysis / . 03.09.2024
AHanuTuyeckuii oTueT Ne Jara ananusa

Date of Manufacture / . 08/2024 Date of Expiry / . 07/2026

JaTa npousBoacTea TI'open oo

Mifg. License No. /

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

Analysis performed according ND / Anasnu3 nposeaen mo HJ: JITI-Ne(001336)-(PT-RU)-251022

Page Sof 6/ Crp. 5u3 6

API name (INN) / Haumenopanune APC

Nimesulide / Humecynnn

Homep cepun cyGcTaHIuH
npoussogurtens I'J1D:

(MHH): | -
API manufacturer batch number / NMS/14060327
Howmep cepuu npoussoauTens ADPC:
FP Manufacturer API Batch number /
FERA00366

IIponspoautens APC, crpana:

API Manufactured by & country /

Aarti Drugs Ltd., India /
Aaptu Jparc JItn., Munus

Name, address, authorization No for

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

FP manufacturing site / Control site /

Release site /

HaumenoBaHue, apec H HOMep
JHIEH3HH MJIOLIANKH,
oCyIecTBAAIOmEeH

Distt. Solan (HP) 173205, India (License No MNB/05/263) /
J-p Pennu’c Jlaboparopuc Jita., Unnus,
ITpoussoacTBeHHOE Moapazaenenue-6, Bunamk Kxons,
Hanarapx Poyn, bagnu, Conan ductpuxr, X.I1. 173205,
WUngus (JInuenzus No MNB/05/263)

HPON3BOACTBO/KOHTPOJIb
kayecrBa/Boinyck ['JI® /

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

Remarks : The Product conforms to ND/

IIpameuanue: [IpoaykT coorBeTcTBYET TpeboBanusam HJJ

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
IMoarotrorneno: Rama Kant #_

ks

Checked by /
Ipoeepeno: Pardeep Kumar

f
N

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoauTesib

Manoj Kumar \%M

T

Reprint Date /
Jata: 03.09.2024

Reprint Date /
Jara: 03.09.2024

Reprint Date /
Jlata: 03.09.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: imati@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

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

Vili. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddvs.com

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

Mpoaykt: Haiis® Axtusrenb (HHMECYINA) Telb T HApY#KHOTO npuMeHerns, 1%, 50T

Market / Poinox

: Russia / Poccust

Batch No. / . V240617 Batch Quantity / . 23,529 units /

Cepus Ne ) Pa3smep cepun 23,529 ennHun
Analytical Repovrt No./ . 040002636180 Date of Analysis / . 03.09.2024
Adanutuyeckuii oTuer Ne Hara ananusa

Date of Manufacture / . 08/2024 Date of Expiry / . 07/2026

Jarta npousBoacTBa T'opgen oo

Mfg. License No. /

IIpousBoacTBEeHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
aunensus Ne

Analysis performed according ND / Anaan3s nposeaen mo H/L: JITI-Ne(001336)-(PI'-RU)-251022

Page 6 of 6 / Ctp. 6 u3 6

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».

3akJjroueHHe 0 COOTBETCTBHM: «HaCTOﬂHII/IM A IMOATBEPAKAAK0, UTO IPUBEACHHAA BBIIIC I/IH(i)OpMaHI/Iﬂ ABIIACTCA

JNOCTOBEPHOM M TOYHOM. DTa cepus MPOAYKIMH IIPOM3BeNeHa (BKIIOYas YIAKOBKY (MapKHpPOBKY) M KOHTPOJb

KauecTBa) Ha BBIIIEYKAa3aHHOM MNPOH3BOACTBEHHOM IUIOMAaAKe (TJIOUIAKax) B IOJNHOM COOTBETCTBHH C

TpeboBanusmu [IpaBmn Haiexamme Tpou3BOACTBEHHOH NpakTHKH EBpa3sHicKoro 3KOHOMHUYECKOro coro3a (Ne

GMP/EAEU/RU/00554-2022 ot 02 centabps 2022) u TpeboBaHUSIMH KOHTpPOJS KadecTBa JIEKapCTBEHHBIX
CpPEZICTB, & TAKXKE B COOTBETCTBHHU CO CHEIHGUKAIMIMYU, COJEPKAUIMMUCS B PETUCTPAMOHHOM JI0CHE CTpaHbI-
HMIIOpTepa. 3allMcH MO IPOU3BOJCTBY, YUAKOBKE M aHAJIW3y HPOBEPEHBI, M YCTAHOBIIEHO MX COOTBETCTBME

TpeboranusaMm [IpaBun Haanexae# Ipon3BOICTBEHHOMN NPaKTUKU EBpasuiickoro 3K0OHOMHYECKOTO COXO3ay.

Remarks : The Product conforms to ND/
Mpumeuanune: [Iponykr coorBeTcTBYeT Tpebosanusam HJI

Conclusion : APPROVED /
Zaknrouenune: OTOBPEHO

Hara: 03.09.2024

Jara: 03.09.2024

Prepared by / Checked by / Approved by: Manager/Executive /
Iloaroroeneno: Rama Kant ITposepeno: Pardeep Kumar Ono6peHo: Menemxkep / PykoBoanTesb
L il by
N— \higlf!
Reprint Date / ’ Reprint Date / Reprint Date /

Jata: 03.09.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLCO04507

www.drreddys.com




