Dr.Reddy’s ":‘

CERTIFICATE OF ANALY

Dr. Reddy's Laboratories [td.
Forrulation Unit-6

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

SIS Tel : +91 98166 56001-02

CEPTUOPUKAT AHAJIM3A

www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Iponykr: Haiis® Axrusrensb (HumMecyimii) reib Al HapykHoro npumenesns, 1%, 100 ¢

Market / PBinox : Russia / Poccus

Batch No. / . V240498 Batch Quantity / . 11881.00 units /

Cepusi No i Pa3zmep cepuu © 11881.00e1unnit
Analytical Repovrt No./ . 040002601246 Date of Analysis / . 24/07/2024
AHanuTH4Y€CKMUii oTuer Ne JlaTa aHanu3a

Date of Manufacture / . 07/2024 Date of Expiry / . 06/2026

JaTa npon3BoAcTBa Toaex no

Mifg. License No. /

IlpousBoacTBeHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI™-RU)
Juuenzus Ne

Analysis performed according ND / Ananus nposegen no HA: JIII-Ne(001336)-(PI'-RU)-251022

Page1 of 5/Crp. 1135

No

/ Test / IlokazaTennb Result / PesyabTar Specification / Hopma

Ne

1. | Description / Onucanue Homogeneous, transparent, pale- Homogeneous, transparent, colorless to
yellow gel with characteristic odor | pale-yellow gel with characteristic odor /
/ O{HOpPOAHBIH NPO3pavHbIN relb OnmHOPOAHBIH NpO3pauHbii  reib  OT
OJIeIHO-XKEJITOrO 1BETA C GecuBeTHOro 10 OJIEAHO-KENTOrO LIBETa
XapaKTepHbIM 3aMTaxoM C XapaKTePHBIM 3araxoM

2 Identification / UneHTHpHKATUSA

*[2) HPLC / BDXX

Complies as prescribed
CootercTBYyeT TpeOOBaHHUAM

/| 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 ynep>KuUBaHHA

OCHOBHOI'o0 IIHKa Ha XpomMaTorpamMme

WCTIBITYEMOTO pactBopa JIOTDKHO
COOTBETCTBOBATH BpPEMEHH
yAEep)KUBaHWs OCHOBHOIO IIMKA Ha
XpoMaTorpaMmme pacTBopa
CTaHJapTHOro ofpa3sua HHMeECYJIHIA
(paznen «KonuuecTBeHHOE
ompe/ieieHUe)

Remarks : The Product conforms to ND/
IIpumeuanne: Ilpoaykt cooTBeTcTBYET TpeboBanuaM HJI

Conclusion : APPROVED /
3axnwuenune: OJJOBPEHO

Preparcd by /
IToarorosneno: Santosh Kumar
Maurya !

-

Checled by /
[Ipoeepeno:Pawan Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoagurens

Manoj Kumar
t‘M

el

Reprint Date /
Hara: 24.07.2024

Reprint Date / 7
Hara: 24.07.2024

Reprint Date /
Hara: 24.07.2024

Registered VITiCE: &=

3317, ioad No. 3, Banjara Hills, Ryderabaa - 500034, Telangana, India

Tel: +91 4G 4900 2900, Fax: +91 40 4900 2995, Ernail: maii@drreddys.com

CIN: L85195AP1984PLCO24507
wwyv.drreddys.com




Dr.Reddy’s ":".

CERTIFICATE OF ANALYSIS

CEPTU®HUKAT AHAJIM3A

Dr. Reddy's Laboratories [td.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.F., 173 205, INDIA
Tel : +91 88156 56001-02
www.drreddys.com

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

Mpoaykr: Haiis® Akrusrens (HUMecyIu) renb s HapyKHOTo Npumenenns, 1 %, 100 r

Market / PbiHok

: Russia / Poccus

Batch No. / . V240498 Batch Quantity / . 11881.00 units /

Cepusi No i Pasmep cepun * 11881.00enHuIL
Analytical Report No. / . 040002601246 Date of Analysis / . 24/07/2024
AHANNTHYECKHIT 0TYeT No T JlaTa aHa/M3a

Date of Manufacture / . 07/2024 Date of Expiry / . 06/2026

JdaTa npowsBoacrea T'one o

Mfg. License No. /

IIpousBoacTBeHHast : MINB/05/263 MA number: / Homep PY : JIIT-Ne(001336)-(PT-RU)
Juuenzus Ne

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

Page2 of 5/Ctp. 2 u3 5

b) UV spectrophotometry / Y-
cneKkTpodoTO METPUA

Complies as
CootBeTcTBYET TpeOOBAaHUAM

prescribed

UV absorption spcctrum of the test
solution should have absorption
maximum at 397+5nm / Y®-cnekrp
NOIJIOLEHHS MCIIBITYEMOro  pacTBopa
JOJDKEH HUMETb MaKCUMYM TOIJIOWEHHUS
ripu 397+5 HM

3. | Weight of package contents / 101 g/101r According to Rus. Ph. / B cooTsercTBUH
Macca coaepKumMoro ¢ Tpeboranusamu 'O PO
YHAKOBKH

4. | pH 3.28 2.5t04.5/012,5004,5

5. | Viscosity / BazkocTh

995.1 centipoise /
995.1 caHTumyas

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

6. | Impurities / IIpumecu

i. | Impurity C/

ITpumecs C

ii | Impurity D/

[Ipumece D

ii | Any other impurity /

i. | Jlrobas gpyras npuMech

=

Total impurities /
v. | CymMa mpumeceit

Not detected / He oOHapy:xeHa

Not detected / He oOHapyxeHa

0.03%

0.10%

Not more than 0.50 % /
He Gounee 0,50 %

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

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

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

Remarks : The Product conforms to ND/
Ipumeuanue: IlpoaykxT cooTeeTcTBYeT TpeboBanusamM HJI

Conclusion : APPROVED /
3axmwouenne: OJJOBPEHO

Hata: 24.07.2024

Jarta: 24.07.2024

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarororneno: Santosh Kumar Hposepeno:Pawan Kumar Onobpeno: Menemxep / Pykosogutens
Maurya _ ){ Manoj Kumar -

Reprint Date / Reprint Date / Reprint Date /

Jara: 24.07.2024

Registered Clfice: 8-2-337, Road Mo, 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +61 40 4900 2900, Fax; +91 40 4900 2998, Ernail: meaii@drreddys,com

CIN: L85195AP1984PLCO24E07

wvdrreddys.com




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIU3A

Dr. Reddy's Laboratories [td.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98156 56001-02
www.drreddys.com

Product ;: Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Mpoaykr: Haits® Akrusresb (HUMeCYJ M) rellb A8 HApYKHOTO npuMeHenus, 1 %, 100 ¢

auuensnsa Ne

Market / Pbinok : Russia / Poccust

Batch No. / . V240498 Batch Quantity / . 11881.00 units /

Cepus Ne ) Pasmep cepuu * 11881.00enuHuL
Analytical Report No. / - . 040002601246 Date of Analysis / . 24/07/2024
AHaJquTH4y€eCcKHit oTueT Ne JlaTa ananusa

Date of Manufacture / . 07/2024 Date of Expiry / . 06/2026

JlaTa npou3BoAcTBa TI'ogen no

Mifg. License No. /

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

Analysis performed according ND / Auasus nposenen no HJ: JHI-Ne(001336)-(PI'-RU)-251022

Page3 of 5/Crp.3u3 5

OrcyTcTBUE B 1 T

7. | Microbial purity* / Muxpo6uosornyeckast 4acrora*

i. | Total Aerobic Microbial Count / NA Not more than 100 CFU/g /
O61ee Yuco a3poOHbIX MUKpPO- He 6onee 100 KOE/r
OpraHu3mMoB

i1 | Total Combined Yeast and NA Not  more  than 10 CFU/g /
mould count / O0wee uncno He Oonee 10 KOE/T
APOXKIKEBBIX U TUIECHEBBIX
rpuboB

ii | Pseudomonas aeruginosa NA Should absent in 1 g/

i OtcyrcTBHe B I T

i | Staphylococcus aureus NA Should absentin 1 g/

Assay / KonuecTBeHHOE ONpeesieHHe

Nimesulide /
Humecynun

9.97mg/9.97 mr
(99.7 %)

9.0 mg to 11.0 mg of Ci3H12NL>O5S
(nimesulide) (90.0% to 110.0% of label
claim)in 1 gofgel /

Or 9,0 MI A0 11,0 mr C13H12N20sS
(sumecymun) (ot 90,0 % no 110,0 % ot
HOMHHAaBHOTO coaepkanus) B 1 r rens

Remarks : The Product conforms to ND/

Ipumeuanue: IIpoaykr coorBeTcTByeT TpeboBaHusam HJ[

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
IMoarorosncuHo: Santosh Kumar

Maurya a,(,

e

Checked by /
IIpopeperio:Pawan Kumar

=4

Approved by: Manager/Executive /
Opnobpeno: Menemiep / Pykopoaurent
Manoj Kumar i

-

Reprint Date /
Hata: 24.07.2024

Reprint Date /

/

Reprint Date /
Jlara: 24.07.2024

NERleveTen TG

Tel: +91 20 4900 2900, Fax:

Hara: 24.07.2024

S/, Road NGO, 2, Banjara HilE, Hyderapad

CIN: L35195AP1984PLC004507
wwvedrredays.com

500054, Telangana, India

+51 40 4900 2995, Ernail: maii@drreddys.ccm




Dr.Reddy’s Q':‘.

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND|4
Tel : +91 98166 56001-02

CEPTUPUKAT AHAJIM3A

www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Ipoaykr: Haif3® AkTuprenb (HUMeCYNUI) refib U HAPYXKHOTO npumeHenus, 1 %, 100 r

Market / Phinok : Russia / Poccns

Batch No. / . V240498 Batch Quantity / . 11881.00 units /

Cepus Ne ) Pasmep cepun © 11881.00eauHun
Analytical RepoE‘t No./ _' . 040002601246 Date of Analysis / . 24/07/2024
AHAJINTHYECKHIT 0TYET Ne JlaTa aHaau3a

Date of Manufacture / . 07/2024 Date of Expiry / . 06/2026

JaTta npou3BoACTBa I'open oo

Mifg. License No. /

IlpousBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JII1-Ne(001336)-(PI™-RU)
JIMueH3ust Ne

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

Page 4 of 5/ Crp. 4u3 5

9. | Dimcthyl sulfoxide / 100.9 % 90% to 110% of C;HsOS (dimethyl
JuMeTHiIcyibpoKcH/ sulfoxide) of label claim /
Ot1 90 % no 110 % C2HesOS
(mumeTHCynbhOKCHI) OT
HOMHHAIBHOTO COJIep KaHHs
1 |Package / YniakoBKa 100 g in a laminated aluminum tube equipped with tamper-evident membrane.
0. Each tube and a patient information leaflet in a carton. / ITo 100 r B Ty6y u3
JTaAMHUHHUPOBAHHOTO ATIOMUHHS, CHabXXEHHY0 MeMOpaHOH Al KOHTpOJs
nepeoro BekpbiTHa. Kaxkayro TyOy BMecTe ¢ MHCTPYKLIHEH 10 MEAUIIHHCKOMY
NPUMEHEHHIO MOMELIAIOT B [AYKy 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.

*IokaszaTe/ib MOMXKET OTCYTCTBOBATH B CepTH(HKATE aHAM3a npousBoauTens. [Iponzsoanrensn
rapaHTHpPYeT Ka4eCTBO Penaparta mo 3THM HoKa3aTeJIsIM.

API name (INN) / Haumenopanue APC

Nimesulide / Humecymup

(MHH):
API manufacturer batch number / NMS/13121242
Homep cepun nponspoaurtens ADC:
FP Manufacturer API Batch number /
FERA00269

Homep cepuu cyOCTAHIME NPOH3BOXHTES
I'JId:

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

ITpumeuanue: [Ipoaykr coorBeTcTByeT TpeOoBanusm HJ

3akaruenne: OJOBPEHO

Prepared by /
IMToxnrororneno: Santosh Kumar
Maurya

Checked by /
IIposepeno:Pawan Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxep / PyKOBOZ[I/ITeJ'Ib

Manoj Kumar : a g

Reprint Date /
Hara: 24.07.2024

Reprint Date / /
IIaTa 24 07. 2024

Reprint Date /
Hara: 24.07.2024

Registerad Cim

REE O , KDEd NGg, 3,

ganjara Hilis

, hyderabaa -

Siiid=4, Telangane, India

Tel: +91 40 4900 4900 Fax: + 91 404900 29‘3G Ernail: maii@drreddys.com
CIN: L85 195AP1984PLCO04507
wwyv.drreddys.com



Dr. Reddy's Laboratories [td.
Formulation Unit-6

He
Dr'_ Reddy,s Q'... Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P,, 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98156 56001-02
CEPTU®HUKAT AHAJIA3A www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Mponykr: Haiis® Axrusresns (HUMECYIIHA) reb U HApYKHOTro npumeHenus, 1 %, 100 r

Market / Poinox : Russia / Poccus

Batch No. / . V240498 Batch Quantity / . 11881.00 units /

Cepus No i Pa3smep cepun © 11881.00eauHuL
Analytlcal Repqrt No./ B . 040002601246 Date of Analysis / . 24/07/2024
AHaNUTHYECKHI O0TUYeT Ne JaTa aHasau3a

Date of Manufacture / . 07/2024 Date of Expiry / . 06/2026

JaTa npousBoacTea I'ogen no

Mfg. License No. /

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

Analysis performed according ND / Ananus nposeaex no H/L: JITI-Ne(001336)-(PI'-RU)-251022
PageSof 5/Ctp. 5u3 5

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

ITpousBoanrens APC, crpana: Aaptu [parc JIta., Muaus

izl:j}:c(:g:ie;s, ;;1:}/1%:;?3;1 s?tl:: /ﬂl)lreleas?;ite / Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddji, Distt.
€ Solan (HP) 173205, India (License No MNB/05/263) /

HaHMeHOBaHHe, aapec H HOMED JTHIEH3HH

N - ’ ¢ JItn., Uunus c
NIOMAnK, oCymeCTRImOmeH H-p Pennn’c Jlabopartopuc Jita., Uuaus, [IponssoacreenHoe

nofpasenerne-6, Biuiamk Kxonb, Hanarapx Poyz, bajiu,
NPOU3BOJACTBO/KOHTPOJIb Ka4eCTBA/BbIMYCK Conan Jucrpukr, X.I1. 173205, Hipns (Jnuersis No
LD/ 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».

3akjogenne 0 coorBercTBHH: «HacTosIUM s MOATBEPXKIIAK0, YTO IPUBEACHHAS BhIIIEe HHGOPMAIUs SBIISETCSI
JOCTOBEPHOM M TOYHOM. DTa cepus MPOAYKIIMH NMPOU3BecHa (BKIIOYas YHaKOBKY (MapKHpPOBKY) U KOHTPOJIb
KayecTBa) Ha BBIIICYKA3aHHOW TPOM3BOACTBEHHOH IUIOINAAKe (IUIOIIAJKaX) B IIOTHOM COOTBETCTBHH C
TpeboBanusMu [IpaBui HamIexkaIei MpoU3BOICTBEHHON NMPaKTHKKU EBpasHiicKoro S3KOHOMUYECKOro coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centssops 2022) u TpeGoBaHUSIMH KOHTPOJSI KadecTBa JIEKapPCTBEHHBIX
CPEICTB, a TAKXE B COOTBETCTBHH CO CliCNU(UKAIAIMY, COACPKAIIMMHUCSA B PETHCTPAlMOHHOM AOCHE CTPaHBI-
AMIIOpTEpa. 3amucCH 10 MPOM3BOACTBY, YIIAKOBKE M aHATH3Y NMPOBEPEHBI, U YCTAHOBJIEHO HX COOTBETCTBHE
TpeboBanusaM [IpaBuit Ha yTeXKaIeH TPON3BOACTBEHHON MPAKTHKH EBPasHACKOro 3KOHOMHYECKOTO CO03a».

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanne: Ilpoaykr coorBeTcTBYeT Tpebosanusm HJ{ 3axmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Santosh Kumar [NposepeHo:Pawan Kumar Onobpeno: Menemxep / Pykoronurens
Maurya ﬂ - ){’ Manoj Kumar MJ
Reprint Date / Reprint Date / / Reprint Date /
Jara: 24.07.2024 Jara: 24.07.2024 Jara: 24.07.2024

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

Tel: +91 46 4960 2900, Fax: +$1 40 4900 2998, Eraail: maii@drreddys.com
CIN: L85195AP1984PLCO24507
wwiv.drreddys.com



