Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

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

Viil. Khol, Naiagarh Road, Baddi,
Distt. Solan, H.P., 173 205, {NDIA
Tel 1 +91 28166 56001-02
wypdrereddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
Ipoaykr: Haitz3® AKTUBress (HUMECYJIMA) refib Ul HApY)KHOTo npuMeHeHus, 1 %, 20T

Market / PoiHok : Russia / Poccus

Batch No. / . V240363 Batch Quantity / . 58000.000units /

Cepust Ne i Pasmep cepun * 58000.000 egunuy
nalytical Report No. / te of / ysis /

Analytical Report No : 040002560704 Date of Analysis : 10.06.2024

AHanurnyeckuii oruer Ne JlaTa aHanusa

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

JlaTa npousBoacTBa I'ogen oo

Mfg. License No. /

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

nnneH3us Ne

Analysis performed according ND / Ananus nposeaex mo HJI: JITI-Ne(001336)-(PT-RU)-251022

Pagelof 6/ Crp. 1u3 6

No /
Ne

Test / Iloka3zaTenn

Result / PesyabraTt

Specification / Hopma

1. Description / Onucanne

Homogeneous, transparent, pale-
yellow gel with characteristic odor
/ OmHOPOHEIN NPO3payuHbIN reib
6JIe THO-KENITOr0 LIBETA C
XapaKTepHBIM 3a11axOM

Homogeneous, transparent, colorless to
pale-yellow gel with characteristic odor/
OpHOpoAHBIH  MPO3pavyHbI  reap  OT
OecLBETHOro 10 0J1eIHO-KEJITOro LiBeTa
C XapakTepHLIM 3aMaxoM

2. Identification / UnenTndukanus

a) HPLC / BOXX

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) / Bpemsi ynep>kuBaHHA
OCHOBHOTO TNHKa Ha XpomaTrorpamme

UCOBITYEMOTO  pacTBOpa JOJIKHO
COOTBETCTBOBATh BpEMEHH
yIOep>KUBAaHUS OCHOBHOTO TIMKa Ha
Xpomatorpamme pacTropa
cTaHaapTHoro obpa3ua HHUMeCYJIHAa
(paznen «KonuuecTseHHOE
omnpelieNieHHE»)

Remarks : The Product conforms to ND/
Ipumeuanune: [Iponykr coorBeTcTBYET TpeboBaHuaM HJT

Conclusion : APPROVED /
3axnwvenne: OJJOBPEHO

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

IToaroroeneno: Ambre; Flpoeepeno: Santosh Kumar Onobpeno: Menemxep / P}ﬂcosom-rrenb
Maurya Pavan Kumar Sharma /| pn——

Reprint Date / Reprint Date / Reprint Date /

Hara: 10.06.2024 Hara: 10.06.2024 Hara: 10.06.2024

Regisiered Office: 8-2-337, Road o, 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +93 40 1500 28CC, Fa:
IR LSS IS5AP1984PLCCCAR0T

wwadrreddys.com

101 40 4900 2999, Email: mail@ diveddys.com
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Tol : +91 93166 56001-02
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CEPTUOUNKAT AHAJIU3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
Mpoaykt: Haiis® AKTHBresb (HUMECYIIUA) Teslb IS HAPY/KHOTO NpuMeHeHus, 1 %, 20 ¢

Market / Po1Hok : Russia / Poccus
Batch No. / . V240363 Batch Quantity / . 58000.000units /
Cepus Ne i Pasmep cepuu * 58000.000 exunuL
Analytical Repert No./ Date of Analysis/

’ e : 040002560704 J : 10.06.2024
AHajauTH4ecKuii order Ne JlaTa ananusa
Date of Manufacture / . 05/2024 Date of Expiry / . 04/2026
JlaTa npou3BoacTBa T'oaen ao
Mfg. License No. /
IlpouspoacTBeHHasi : MNB/05/263 MA number: / Homep PY : JITI-Ne(001336)-(PI™-RU)
JinueH3us Ne

Analysis performed according ND / Auaju3s npoeeaed nmo HJI: JITI-Ne(001336)-(PT'-RU)-251022

Page2of 6/ Crp. 213 6

b) UV spectrophotometry / YO- | Complies as prescribed /| UV absorption spectrum of the test

cnekTpooTo METpHs CootsercTByeT TpebOBaHHAM solution should have absorption
maximum at 3975 nm / Y®-cnekrp
TOTJIOLIEHHA KCIBITYEMOTO pacTBOpa
NOJIKEH HMETh MAKCHMYM MOCJIOECHHUS
nipu 39745 um

3. | Weight of package contents / 20g/20r According to Rus. Ph. / B cooTBercTBHH
Macca cogepxKuMOro ¢ TpeboBanusmu ['® PO
YHOAKOBKH

4, | pH 3.24 2.5t04.5/012,5 no4,5

5. | Viscosity / Bazkocts 940.6 centipoise / 400 to 1,200 centipoise /

940.6 canTunyas Ot 400 no 1200 cantunyas

6. | Impurities / IlpaMecn

i. | Impurity C/ Not detected / He oOHapyxeHa Not more than 0.50 % /

IIpumecs C He 6onee 0,50 %
ii. | Impurity D/ Below LOD (LOD = 0.02 %) / Not more than 0.50 % /
. 0,
Hpumecs D Hwke npenena obHapyxenus (110 He Gonee 0,50 %
=0.02 %)

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

IIpumeuanue: [poaykT coorBeTcTBYET TpeboBanusm HJL 3akmouenne: OJIOBPEHO

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

Honroropnexo: Ambresh \o [Mpoeepeno: Santosh Kumar Onobpeno: Menemkep / PykosoanTens

6,’3:},/’ ~ | Maurya ‘Cp Pavan Kumar Sharma Br—"
; £ g
Reprint Datc / Reprint Date / Reprint Date /
Jara: 10.06.2024 Jara: 10.06.2024 Hara: 10.06.2024

Registerad Qifice: 8-2-237, Road No. 2, Baniara Hilis, Hyderabad - 500024, Telangana, India

Tal: +95 40 300 24¢ WI.oom

vosnacrraddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIU3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
INpoaykr: Haiis® Axrusrens (HUMECYAH/L) redb /lg HApYHHOTo mpumeHerns, 1 %, 20

Market / PoiHok : Russia / Poccus

Batch No./

Cepusi No 1 V240363

Batch Quantity /
Pasmep cepuu

_58000.000units /
" 58000.000 equHui

Analvtical Report No_ /

Date of Analysis /

. : 040002560704 : 10.06.2024
AHanurH4yeckuii oTuet No JlaTa aHanusa
Date of Manufacture / . 05/2024 Date of Expiry / . 04/2026
JaTa npou3BoacTea TI'onex no
Mfg. License No. /
IlpouzBoacTBeHHas : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI™-RU)

NUuUeH3nst Ne

Analysis performed according ND / Auanus nposeaex mo HJ1: JI-Ne(001336)-(PI'-RU)-251022

Page3 of 6/ Ctp. 313 6

til. | Any other impurity /
Jiobas apyras npumech

iv. | Total impurities /
Cymma npumeceit

0.05%

0.1 %

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

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

7. | Microbial purity* / Mukpoounonorudeckast Yncrora*

i. | Total Aerobic Microbial Count / NA Not more than 100 CFU/g /
Ob1ee uncino a3poOHBIX MHKPO- He 6onee 100 KOE/r
OpraHu3MOB
ii. | Total Combined Yeast and NA Not more than 10 CFU/g /
mould count / O61ee uuco He 6onee 10 KOE/r
JPOMOKEBBIX H TUIECHEBBIX
rpuGoB
iii. | Pseudomonas aeruginosa NA Should absent in 1 g/
OtcytcTBUE B 1 T
iv. | Staphylococcus aureus NA Should absentin 1 g/

OtcyrctBHe B 1 1

8. | Assay/ KoanuecTBeHHOE OIIpeJelieHIIe

Remarks : The Product conforms to ND/

IIpumeuanne: [poaykr cooTBercrByeT Tpeboranusm HJI

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by /
IMToarorosneno: Ambres

Checked by /
[poeepeno: Santosh Kumar
Maurya %

Approved by: Manager/Executive /
OnobpeHo: Menemxep / PyKOBOOUTEND
Pavan Kumar Sharma &jev——""

Reprint Date /
Jara: 10.06.2024

Reprint Date /
Jara: 10.06.2024

Reprint Date /
Jarta: 10.06.2024




® Dr. Reddy's Laboratories Ltd.
g Formulation Unit-&
Dr. Reddy,s ‘... Viil. Khol, Nalagarh Road, Bazidi.
* Distt. Solan, #H.P., 173 205, INDIA
Tel : +91 83166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOPUKAT AHAJIN3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
IMpoaykr: Haiiz® Axktuerens (HUMeCyJUI) renb AJls HApy»KHOro npumenenus, 1 %, 20 r

Market / Po1Hok : Russia / Poccus
Batch No. / . V240363 Batch Quantity / . 58000.000units /
Cepus Ne ) Pa3zmep cepun " 58000.000 enynuy
Analytical Report No. / te of Analysis/

ialytical Repos : 040002560704 .ol dnalysis : 10.06.2024
Aunanurnyecknii oTyer No JlaTa aHanusa
Date of Manufacture / . 05/2024 Date of Expiry / . 04/2026
Jata npoussogcTsa T'open Ao
Mifg. License No. /
Ipou3BoacTBEeHHAs : MNB/05/263 MA number: / Homep PY : JII1-Ne(001336)-(PI'-RU)
JauueHsusa Ne

Analysis performed according ND / Ananns nposenen mo HJL: JIIT-Ne(001336)-(PI'-RU)-251022

Paged4of 6/ Crp. 4u3 6

Nimesulide / 9.89 mg/ 9.89 mr 9.0 mg to 11.0 mg of C13H12N>058
Humecynun (98.9 %) (nimesulide) (90.0% to 110.0% of label
claim) in 1 g of gel /

Ot 9,0 MIT 1O 11,0 MmrI C13H12N205S
(aumecynun) (ot 90,0 % no 110,0 % ot
HOMHUHAJIBHOTO CO/iepkanus) B 1  rens

9. | Dimethyl sulfoxide / 100.9 % 90% to 110% of C:HsOS (dimethyl
Jumertniicynbhorensn sulfoxide) of label claim /

Ot 90 % no 110 % C2HsOS
(mumeTtuncynbhokeun) ot
HOMMHAITBHOTO COJEPIKaHH

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
JaAMUHHPOBAHHOIO AFOMHHHMs, CHaOXKeHHY0 MeMOpaHOH AJid KOHTPOIs
nepBoro BCkphbiTus. Kaxxayto TyOy BMeCTe ¢ MHHCTPYKLMEH 10 MEJMUHHCKOMY
NPUMEHEHHIO TOMELIAIOT B NTa4Ky 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.

*Tloka3aTellb MOKET OTCYTCTBOBATH B cepTH(HKaTe aHAaIH3a npousBoauTens. Ilpoussoaurenn
rapaHTHpyeT Ka4ecTBO NMpenapara o 3THM NOKA3aTe/IsM.

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

I pumeuanne: Ipoaykr coorBeTcTBYeT Tpedopanuam HJI 3axmouenne: OJOBPEHO

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

IMoaroroeneHo: Ambresh [Mposepeno: Santosh Kumar OnoGpeno: Menemkep / Pgikooauterns

" Maurya Pavan Kumar Sharma ¢fm—"

s = [

Reprint Date / Reprint Date / Reprint Date /

Jara: 10.06.2024 Hara: 10.06.2024 Jlara: 10.06.2024

Registerad Oifice: 8-2-337, Road No. 3, Baniare Hills, Hvderabad - 500034, Telangana, India
Tel: +01 40 4800 2800, Fax: 481 40 41900 2999, Email: mail @direddys.com
ClN: LS5 185AP1934PLCC0AR0T

W cireddys.com
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CERTIFICATE OF ANALYSIS

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

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel 1 +91 98166 56001-02
www.drreddys.con

CEPTUOUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g

Mpoaykr: Haiis® Aktuprens (HUMeCYHA) Teflb il Hapy)XXHOro NpuMeHeHus, 1 %, 20 r

Market / Poisiok : Russia / Poccus

Batch No. / . V240363 Batch Quantity / . 58000.000units /
Cepus Ne ) Paszmep cepuu © 58000.000 enunun
ii rtical Repoirt No. / lysis /
Analytical Report N : 040002560704 Dae of Analysis . 10.06.2024
AHaJuTnyecKHii oTyer Ne JlaTa ananusa
Date of Manufacture / . 05/2024 Date of Expiry / . 04/2026
JaTa npou3BoacTaa T'ogex o
Mfg. License No. /
IIpouseoacTBeHHAA : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JuueH3ust Ne

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

PageS5of 6/ Ctp. 5u3 6

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

Nimesulide / Humecynun

API manufacturer batch number /
Homep cepuun npoussoaures APC:

NMS/13121229

FP Manufacturer API Batch number /

Homep cepnu cyQcTannuy NPOUIBROIUTENS

Iid:

FERA00264

API Manufactured by & country/
IIpoussoaurens A®C, crpana:

Aarti Drugs Ltd., India /
Aaptn Jlparc JIta., Maaus

Name, address, authorization No for FP
manufacturing site / Control site / Release site

HaumeHoBanue, aipec H HOMep JTHIEH3HH
IJIOIIAIKH, OCYLIeCTBJIS 0
NPOHM3BOACTBO/KOHTPO/Ib Ka4ecTBa/BbINYCK
rJI® /

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
/ Solan (HP) 173205, India (License No MNB/05/263) /

JI-p Pennu’c JIabopatopuc Jlta., Uuaus, IlponssoacteeHHoe

noapasaenenue-6, Bumnamx Kxons, Hanarapx Poyn, bapaum,
Conan ductpukr, X.I1. 173205, Muaus (JInuensusa 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 establishedy.

Remarks : The Product conforms to ND/
Hpumeuanue: IIponykrt coorBeTcTByeT TpeboBanusam HJI

Conclusion : APPROVED /
Zaxmouenue: OJJOBPEHO

Prepared by / Checked by /

Maurya

[poeepeno: Santosl}%nar

[Toaroroesnedo: Ambresh
(_{({/ —
[=

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

Pavan Kumar Sharma <y —

Reprint Date /
Hara: 10.06.2024

Reprint Date /
Hara: 10.06.2024

Reprint Date /
Jara: 10.06.2024

o

Registered Office: 3-2-237, Road Mo. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +21 40 4500 2803, Fax: <01 40 49

CIN: L85295AP1984

2839, Email: imail@direddys.com
PLCBO4R0T

wyavdrraddys.com




Dr.Reddy’s ‘.:.'

CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
Ipoaykr: Haiis® Axtysrens (HHMECYJIMA) refib AT HAPYAKHOro npuMeHeHns, 1 %, 20 ¢

Market / PoiHok : Russia / Poccus
Batch No. / . V240363 Batch Quantity / . 58000.000units /
Cepus Ne ) Pasmep cepun © 58000.000 epnuny
Analytieal Repart No./ Date of Analysic/

’ pe ) : 040002560704 J : 10.06.2024
AHaJauTnyeckuii oruet Ne Jlara ananusa
Date of Manufacture / . 05/2024 Date of Expiry/ . 04/2026
JaTa npousBoacTBA Togen 0o
Mfg. License No. /
IIpousBoacTBeHHas1 : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JuueH3ns Ne

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

Page60of 6/ CTp. 613 6

3akioueHde 0 cooTBercTBHH: «HacTosIMM s IONTBEpXKAAI0, YTO IIPHBENCHHAS BhINE HHOOpMALHUI
ABJIAETCS JOCTOBEPHON M TOYHOM. DTa cepus MPOIAYKLHH IIPOU3Be/icHa (BKIIIOYas yIIaKOBKY (MapKHPOBKY) M
KOHTPOJIb KA4€CTBa) Ha BHINICYKa3aHHOM IPOH3BOACTBEHHOH III0IaAKe (IIJI0IAKaX) B [IOJHOM COOTBETCTBHH
¢ TpeGoBanusmu IlpaBun Hamiexae MPOU3BOJCTBEHHON MPaKTHKH EBpasuiicKoro SKOHOMHYECKOTO CO03a
(Ne GMP/EAEU/RU/00554-2022 ot 02 centsadpsa 2022) 1 TpeOOBaHUAMH KOHTPOJIs KAYECTBa JIEKapCTBCHHBIX
CpEJICTB, a TAK)KE B COOTBETCTBUH CO CHEIM(PUKAIIMAMHE, COIEPKAIIUMHUCS B PETHCTPALIHOHHOM JI0Che CTPaHbI-
MUMIIOpTEpa. 3arMcH MO MPOM3BOACTBY, YIIAKOBKE U aHAJIM3Yy IPOBEPEHEI, U YCTAHOBJIEHO HX COOTBETCTBHE

tpeGoBanusaM [IpaBuir HaaIeKaleld TPOU3BOICTBEHHON MPAKTHKH EBPasHiCKOro SKOHOMHYECKOTO CO03a».

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

IIpumeuanue: [IpoaykT cooTseTcTBYET TpeOoBanusim HJ 3aknrwuenue: OJIOBPEHO

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

IToarorosneno: Ambresh [Tposepeno: Santosh Kumar Onobpeno: Meunemxkep / PykoBoauTtens
: Maurya ' Pavan Kumar Sharma

Reprint Datc / Reprint Datc / Reprint Date /

Hara: 10.06.2024 Hata: 10.06.2024 Jara: 10.06.2024




