Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

Or. Reddy's Laboiatories |t
Forrmulation Unit-6

Vil Khol, Malagarh Road, Bacigj,

Distt. Soian, F.P, 173 205, INDjA

Teol 1 +91 23166 56001-02

woaney drreddys.cormn

CEPTUOHUKAT AHAJIU3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
HponykTt: Hait3® AkTuBrensb (HUMECYIHI) TeNb a4 Hapy/RHOro mpuMeHeHts, 1 %, 20T

Market / Prinox : Russia / Poccus

Batch No. / . V240394 Batch Quantity / . 57873.000units /

Cepus No ’ Paszmep cepuu * 57873.000 enunun
Analytical RepOj‘t No. / . 040002575763 Date of Analysis / . 29.06.2024
AHannTHyeckHii oTueT Ne Jara ananausa

Date of Manufacture / . 06/2024 Date of Expiry / . 05/2026

JaTa npousBoacTea I'open o

Mfg. License No. /

IlpousroacTBeHHAN : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
Juuen3ua Ne

Analysis performed according ND / Ananns nposeaed mo HJ: JIII-Ne(001336)-(PT'-RU)-251022

Pagelof 6/Crp. 1u3 6

No /

Test / Iloka3zaTean
Ne

Result / Pesyabtar

Specification / Hopma

1. Description / Onucanue

Homogeneous, transparent, pale-

yellow gel with characteristic odor
/ OTHOPOHBINA MTPO3paYHBIN Telb

OJIEAHO-KENITOro LIBETA C
XapaKTEePHBIM 3aMaXoM

Homogeneous, transparent, colorless to
pale-yellow gel with characteristic odor /
OpHOpOIHBIA IPO3payHBIA  refb OT
OeclBETHOIO JI0 OJIEAHO-KENTOro 1IBETa
C XapakTepHBIM 3a[laxoM

2. Identification / UnenTndpukanns

a) HPLC / BOXKX

Complies as prescribed
CooTBeTcTBYET TPeOOBAHUIM

/| 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>xuBanns
OCHOBHOrO TMHKa Ha XpOMaTorpaMme

HCIIBITYEMOTO pacTBopa JIOJDKHO
COOTBETCTBOBATE BpeMEHH
yIepXKHBaHUi OCHOBHOTO IHKa Ha
XpoMAaTorpaMmme pacteopa
cranjgapTHoro ofpa3ua HUMeCYIHIa
(pazmen «KonnuecTreHHOE
ornpeneieHHe»)

Remarks : The Product conforms to ND/
Ilpumeuanne: ITponykT cootBercTByeT TpeboBanuam HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
IMonrotorneHo: Pardeep Kumar

o

Checked by /
ITpoeepeno: Pawan Kumar

¥

Approved by: Manager/Executive /
Ono6peno: Menemxkep / PykoBoaurens
Kusum Lata >

Reprint Date /
Hara: 30.06.2024

Reprint Date / /
JHara: 30.06.2024

Reprint Date /
Hara: 30.06.2024

i Mo. 3, Banjara b

LT
5, Hydera

pad - 500024, Telangana, india
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Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

Dr. Reday's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarii Road, Bsddi,
Distt. Seian, 1.2, 173 205, ip4DIA
Tel . +91 981606 56001-02

vyl drieddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
IpoaykT: Haif3® AKTHBrenb (HMMECYJIMA) IeNlb AJIs HapyXKHOro npumenenus, 1 %, 20 r

Market / Peinox : Russia / Poccus

Batch No. / . V240394 Batch Quantity / . 57873.000units /

Cepust Ne ) Pa3mep cepun ' 57873.000 equHuL
Analytical Repourt No. / . 040002575763 Date of Analysis / . 29.06.2024
AHaluTHUYecKHil oTUyeT No JlaTa aHanHu3a

Date of Manufacture / . 06/2024 Date of Expiry / . 05/2026

JlaTa npoussoacTea TI'ooen go

Mfg. License No. /

IIpousBoacTBeHHast : MINB/05/263 MA number: / Homep PY : JIITI-Ne(001336)-(PI™-RU)
JuueH3us Ne

Analysis performed according ND / Anasus nposegex no HJL: JITI-No(001336)-(PT-RU)-251022

Page2 of 6/ CTp. 2u3 6

b) UV spectrophotometry / Y®-
crekTpodoTo MeTpus

Complies as prescribed /
CoOTBeTCTBYET TPEOOBAHHUIM

UV absorption spectrum of the test
solution should have absorption
maximym at 397+5nm / Y®-criektp
TOFJIOIIEHHS. HCITBITYEMOTO  pacTBOpa
JOJKEH UMETh MaKCHUMYM INOTJIOLIEHUS
nipu 39745 HM

3. | Weight of package contents / 20g/20r According to Rus. Ph. / B cooTBeTcTBHH
Macca cogepKEMOro ¢ tpebopanusimu ['® PO
YHaKOBKH

4. | pH 3.26 2.5t04.5/012,5004,5

5. | Viscosity / BazkocTs 946.8 centipoise / 400 to 1,200 centipoise /

946.8 caHTumyas Ot 400 go 1200 cantunyas

6. | Impurities / [Ipavecn

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

.. | Impurity D/ _ o Not more than 0.50 % /

1i. fiprmiets D) Below LOD (LOD =0.02 %) / He Gonee 0,50 %

Hwxe npenena obHapyxenus (110
=0.02 %)

Remarks : The Product conforms to ND/
IIpumewanue: [IpogykT cooTBeTcTBYeT TpeboBanusm HJI

Conclusion : APPROVED /
3axarwuenne: OJOBPEHO

Prepared by /
IToarorosneno: Pardeep Kumar

=f—

Checked by /
IIporepeno: Pawan Kumar

e

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

Kusum Lata : ; § 2 —

Reprint Date /
Jara: 30.06.2024

Reprint Date /
Jara: 30.06.2024

Reprint Date /
Jara: 30.06.2024
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Market / PbiHOK

Dr.Reddy’s Qi’-

CERTIFICATE OF ANALYSIS

CEPTUO®PHUKAT AHAJIM3A

[Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
T poaykr: Hait3® AKTHBresb (HUMECYILL) reflb [T HAPY/KHOro npimenenns. 1%, 20 r

: Russia / Poccus

Batch No. / . V240394 Batch Quantity / . 57873.000units /

Cepus Ne ) Pasmep cepuu * 57873.000 eauuuy
Analytical Report No. / : 040002575763 DaterotAmalysisy 20.06.2024
AHaJuTHYeCKH# oTUeT Ne JlaTa ananusza

Date of Manufacture / . 06/2024 Date of Expiry / . 05/2026

JlaTa npouspoacTBa Togen no

Mfg. License No. /

IlpousBopcTBeHHAs : MNB/05/263 MA number: / Homep PY : JIIT-Ne(001336)-(PI™-RU)
Juuensus Ne

Analysis performed according ND / Auanus nposeaen mo HA: JIIT-Ne(001336)-(PI'-RU)-251022

Page3 of 6/ CTp. 3u3 6

1i.

Any other impurity /

Below BDL / Huxxe nopora

Not more than 0.50 % /

JlrobGas ppyras npumech perucTpaumm He 6onee 0,50 %
iv. | Total impurities / 0.034 % Not more than 1.50 % /
Cymma npumecei He 6onee 1,50 %

7. | Microbial purity* / Mukpo6uooruieckas 4acrora*

i. |Total Aerobic Microbial Count / NA Not more than 100 CFU/g/
Ob1ee vucno aspoOHBIX MUKPO- He 6onee 100 KOE/r
OpraHu3MoB

ii. | Total Combined Yeast and NA Not more  than 10 CFU/g
mould count / Ob1iee uucno He 6onee 10 KOE/r
JPOMOKEBBIX H TUIECHEBBIX
rpuboB

iii. | Pseudomonas aeruginosa NA Should absent in 1 g/
OtcyrctBue B 1 r

iv. | Staphylococcus aurcus NA Should absentin 1 g/
OtcyrcTBue B 1 1

8. | Assay/KoanyecTBeHHOE onpeJe/ieHHE

Remarks : The Product conforms to ND/
Ipumevanue: [TponykT coorBercTByeT Tpeboranusam HJL

Conclusion : APPROVED /
3akmouenne: OJIOGPEHO

Prepared by /
IMoarotosneno: Pardeep Kumar

i

—

Checked by /
[Tporepeno: Pawan Kumar

Approved by: Manager/Executive /
Ono6peno: Menemkep / Pykosoaurenb

Kusum Lata —

Reprint Date /
Hata: 30.06.2024

Reprint Date /
Hara: 30.06.2024

Reprint Date /
Hara: 30.06.2024




Dr.Reddy’s ":‘

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

Vill. Khol, Nalagarh Road, Bsddj,
Distt. Sotan, FLE, 173 205, 114DIA
Tel:+91 281566 56001-C2
wewditeddys.com

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
ponykT: Hait3® AKTUBresb (HUMECYNI) resib A HapyXHOTo npumereHnus, 1 %, 20 r

Market / PoiHOK

: Russia / Poccust

Batch No. / . V240394 Batch Quantity / . 57873.000units /

Cepnsi Na ) Pazmep cepuu * 57873.000 enuHUL
Analytical Repovrt No./ - 040002575763 Date of Analysis / . 29.06.2024
AHanuTuueckuii oTyeT Ne Jata anannsa

Date of Manufacture / . 06/2024 Date of Expiry / . 05/2026

JlaTa npom3BoAcTBA ToneH go

Mfg. License No. /

IIponsBoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIIT-Ne(001336)-(PT-RU)
JIHUeH3ust Ne

Analysis performed according ND / Auanu3 nposeaed no HI: JIII-Ne(001336)-(PI'-RU)-251022

Page4 of 6/ CTp. 413 6

Nimesulide / 10.00 mg/ 10.00 mr 9.0 mg to 11.0 mg of C13H12N»OsS
Humecynun (100.0 %) (nimesulide) (90.0% to 110.0% of label
claim)in 1 gof gel /
O1 9,0 mr mo 11,0 mr Ci3H12N20sS
(aumecynun) (ot 90,0 % no 110,0 % ot
HOMMHAJILHOTO coziepkaHus) B 1 r rens
" 9. | Dimethyl sulfoxide / 99.2 % 90% to 110% of CoHsOS (dimethyl
JumeTnacyabGorcun sulfoxide) of label claim /
Ot 90 % no 110 % C;HeOS
(nuMetuncynbQOKCUI) OT
HOMHMHAITBHOTO COACPIKaHU
10. | Package/ YnakoBka 20 g in a laminated aluminum tube equipped with tamper-evident membrane.
Each tube and a patient information leaflet in a carton. / ITo 20 r B TyOy u3
JIAMMHMPOBAHHOTO aJIFOMMHMs, CHaO)XKeHHYt0 MeMOpaHOH A KOHTPOJs
nepBoro BCKpbiThs. Kaxnyro TyOy BMecTe ¢ HHCTPYKLMEH 10 MEAHULIMHCKOMY
[IPUMEHEHHIO MOMEIIAIOT B MAYKy 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.

*TlokasaTe/ib MOXKeT OTCYTCTBOBATh B ceprudukaTe ananansa npoussoaures. Ilpoussoaurenn
rapaHTHpPYeT Ka4eCTBO Mpenapara Mo 3THM NoKa3aTeJIsiM,

Remarks : The Product conforms to ND/
Ipumeuanne: [IpoaykT cooTBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3akaruenune: OJOBPEHO

Prepared by /
IMoarororneno: Pardeep Kumar

<[~

Checked by /
IIpoBepeno: Pawan Kumar

Approved by: Manager/Executive /
Ono6peHo: Menemxep / PykoBoaurens

Kusum Lata E ;é e Wl

p AE———

Reprint Date /
Hara: 30.06.2024

Reprint Date /
Jara: 30.06.2024

Reprint Date /
Jlata: 30.06.2024

s, Fyderabad - 500024, Tetansans, india

2989, Enwil: mail@drreddys.com




Dr.Reddy’s ‘%.'

CERTIFICATE OF ANALYSIS

3r. Reday's Laboratories Lid.
Formuiation Unit-6

Vill. Khol, Malagarh Road, Ba i
Disti. Sofan, H.P, 173 205, [ DiA
Tol: +81 958166 56001-02

soarydrieddys.com

CEPTHU®PUKAT AHAJIU3A
'Product : Nise Activgel (nimesulide) gel for external use, 1 %,20 g
Opoaykr: Haii3® AkTuBresnb (HUMECYIUN) TeNb [l HAPYXKHOFO NpuMenenns, 1 %, 20 r
Market / PoiHOK : Russia / Poccus
Batch No. / . V240394 Batch Quantity / . 57873.000units /
Cepusi No ) Pa3mep cepun * 57873.000 enunvn
Analytical RepOft No./ . 040002575763 Date of Analysis / . 20.06.2024
AHanuTnueckuii oryer Ne Hara aHa/iu3a
Date of Manufacture / . 06/2024 Date of Expiry / . 05/2026
Jara npousBoacTsBa Togen oo
Mfg. License No. /
IIpousBoacTeeHHAs : MNB/05/263 MA number: / Homep PY : JIIT-Ne(001336)-(PT-RU)
JinueH3us Ne
Analysis performed according ND / Anaaus nposeaen no HJL: JITI-Ne(001336)-(PT-RU)-251022

PageSof 6/CTp. 5u3 6

API name (INN) / HaumenoBanue A®C
(MHH):

Nimesulide / Humecynun

API manufacturer batch number /

TP

Homep cepun nponsBoautess APC: NMSHINZIZAD
FP Manufacturer API Batch number /
Homep cepnn cyGcTaHUHH NPOU3BOAHTEIS FERA00268

API Manufactured by & country /
Iponzeoaurenb ADC, crpana:

Aarti Drugs Ltd., India /
Aaptu Jparc JIta., Maaus

Name, address, authorization No for FP
/

HaumenoBaHHe, aipec 4 HOMeP JIHIEH3UH
IUIOIIAAKH, OCYIECTBJIAKOIIEH
[POH3BOACTBO/KOHTPOJIb Ka4€CTBA/BbINMYCK
rJid/

manufacturing site / Control site / Release site

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
Solan (HP) 173205, India (License No MNB/05/263) /
J-p Pennu’c Jlabopatopuc JIta., Uuaus, [IponseoacTeenHoe
nonpasaenenue-6, Bunnamxk Kxons, Hanarapx Poyn, bany,
Conan Juctpukt, X.I1. 173205, Unans (JInuensus 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 FEurasian 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».

Remarks : The Product conforms to ND/

ITpumeuanue: Ilpoaykr cooteTcTBYET TpeboBanusam H/JI

Conclusion : APPROVED /
3axkmwouenue: OJJOGPEHO

Prepared by /
IToprotosneHo: Pardeep Kumar

o

Checked by /
IIpoeepeno: Pawan Kumar

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykosogurens

)‘{—/’ Kusum Lata w L

Reprint Date /
Jara: 30.06.2024

Reprint Date /
Jlara: 30.06.2024

Reprint Date /
Jarta: 30.06.2024

7 Road Moo 2, Banjara Hills, Hyderabad - 5000234, Telangana, india

atl: mail@drredidyz.com
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Dr.Reddy’s Qe L
CERTIFICATE OF ANALYSIS . '

CEPTHO®UKAT AHAJIN3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
INMpoaykr: Haiiz® AkTupreas (HUMeCyIHa) redib At HAPYKHOro npiMesnedns. 1 %, 20 T

Market / Poinox : Russia / Poccus

Batch No. / . V240394 Batch Quantity / . 57873.000units /

Cepust N ) Pasmep cepitn " 57873.000 ennnuL
Analytical RepOj‘t No./ . 640002575763 Date of Analysis / 19 06.2024
AHaJuTHyecKui oTyeT Ne JlaTa anajiu3za

Date of Manufacture / . 06/2024 Date of Expiry / . 05/2026

JaTa npousBoacrsa TI'oaen po

Mfg. License No. /

IlpousBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT™-RU)
nuueH3usa Ne

Analysis performed according ND / Ananu3 nposepen o HJ: JITT-Ne(001336)-(PI"-RU)-251022

Page 6 of 6 / CTp. 6 13 6

3akayenne o cooTBeTcTBHH: «HacTOSIMM s MOATBEP)KAAI0, YTO HPUBENCHHAS BbIlE HHYOpPMAIH
ABJISETCA JOCTOBEPHOM M TOYHOM. DTa cepHs MPOAYKIHH TPOU3Be/IcHa (BKIIIOYas yIAKOBKY (MAapKHUPOBKY) H
KOHTPOJIb KA4eCTBa) Ha BBIMICYKa3aHHOM IIPOM3BOACTBEHHOM IUIOIAAKE (IUIOIIAIKAX ) B IIOTHOM COOTBETCTBHU
¢ TpeboBanmsiMu [TpaBun HaaIexaleH Mpou3BOJCTBEHHOM IPAKTUKH EBpasniicKoro 9KOHOMHYECKOI'O CO103a
(Ne GMP/EAEU/RU/00554-2022 ot 02 cenTsa0ps 2022) u TpeGoBaHUAMH KOHTPOJIS KaYeCTBA JCKaPCTBEHHBIX
CpEJICTB, @ TAK)KE B COOTBETCTBUH CO CLELUPHKALIMAMH, CONEPIKAIMMMHUCS B PETUCTPALIMOHHOM JIOChE CTpaHbl-
UMIIOpTEpa. 3aliCU 10 IIPOU3BOJCTBY, YIAKOBKE M aHANM3Y IIPOBEPEHBI, M YCTAHOBICHO HX COOTBETCTBHUE
tpeboBanmsam [IpaBui Haasexared Npou3BoICTBEHHON IPAKTHKH EBpasHiiCKOTO0 SKOHOMHYECKOTO COF03a».

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

IIpumeuanue: [lpoaykr coorBercTByeT Tpebopanuam HJL 3akmouenne: OJJOBPEHO

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

[Moarorosneno: Pardeep Kumar [Ipoeepeno: Pawan Kumar Opobpeno: Menemxep / PykoBoauTeSb
I '%71/ Kusum Lata Eﬁg" e

Reprint Date / Reprint Date / Reprint Date /

Jara: 30.06.2024 Hara: 30.06.2024 MHara: 30.06.2024




