Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IMpoaykr: Hai3® AkTHBreins (HUMECYHA) relb AJs HAPY)KHOro mpumeHenus, 1 %, 50 r

4 olet Pt
WL UTTTUU S s

Market / PoiHok

: Russia / Poccus

Batch No./ . V260154 Batch Quantity / . 23412.0 units /

Cepus Ne ’ Pasmep cepun * 23412.0 egunnn
Analytical Repourt No. / . 040003298300 Date of Analysis / . 27.02.2026
AHaJIRTHYEeCKHIT oTueT No Harta ananusa

Date of Manufacture / . 02/2026 Date of Expiry / . 01/2028

Jara npou3BoacTea I'open ao

Mfg. License No. /

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

Analysis performed according ND / Ananus nposegen no H: JITI-Ne(001336)-(PI'-RU)-090625

Page1 of 6/Crp.1u36

No/ . ;

Ne Test / Ilokazatensn Result / PesyabTar Specification / Hopma

1. Description / Onucanne Homogeneous, transparent, pale- Homogeneous, transparent, colorless to
yellow gel with characteristic odor | pale-yellow gel with characteristic odor /
/ OnHOPOHBIH IPO3pPAYHBIN IeIb OpHopoaHblif  Mpo3payHblii  reab  OT
OecLBETHOrO LIBETA C 6ecLBETHOTO 10 OJIeTHO-KENTOro LBETa
XapaKTepHBIM 3aI1ax0OM. C XapaKTEepHBIM 3aI1aXOM

2, Identification / UnenTuduxanus

HPLC / BOXX

The retention time of the main peak
in the chromatogram of test solution
corresponds to the retention time of
the main peak in the chromatogram
of nimesulide reference standard
solution. / Bpems ynepxkuBaHus

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 ynepxuBaHus

OCHOBHOT'O nvKa Ha | OCHOBHOrO IMHKa Ha XpOMarorpamme
XpoMarorpamme HCIBITYEMOI'0 | UCMBITYEMOTO pacTtBopa JIOJDKHO
pacTBOpa COOTBETCTBYET BPEMEHM | COOTBETCTBOBATH BpEeMEHH
YACP)KUBAHUS OCHOBHOTO NHKA Ha | yAEp>KUMBAaHUS OCHOBHOIO TMKa Ha
XpoMaTrorpamme pacTBopa | XxpomaTorpamme pacTBopa
CTaHAAPTHOTO oOpasua | ctaHgapTHoro obpasua HuMeCynuaa
HUMECYIH/IA. (pazpen «KonunyecrseHHoe
oTipe/ieNieHIe).

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

IMpumeuanne: [IpoaykT cootBeTcTBYET Tpedosanuam HJJ 3akawvenue: OJJOBPEHO-

Prepared by / Checked by / Checked by (AQA) /  ||Approved by: Quality Assurance/Authorized

[Togrorosneno: Pravesh ITpoepeHo: Rama Kant|[[Tposepeno (AOK): person / Ono6peno: OGecnedenue

Rana Amit Kumar kauecTBa/OTBETCTBEHHOE ANLIO:

L @”‘\/ fy (\%"‘/
Date / Date / Date / Date / - ~ o2l
Jlara: 27.02.2026 Jlara: 27.02.2026 Hara: 27.02.2026 JHara: ) g L

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

CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

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

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

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IMpoaykr: Hai3s® AKTUBresib (HUMECYNIN) TeNb U HAPY)KHOro npumeHenns, 1 %, 50 r
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Market / PbiHok

: Russia / Poccus

Batch No. / . V260154 Batch Quantity / . 23412.0 units /

Cepusi Ne ) Paszmep cepuu " 23412.0 eguHun
Analytical Repovrt No./ . 040003298300 Date of Analysis / . 27.02.2026
AHanuTH4yecKmii oTyeT No JlaTa ananuza

Date of Manufacture / . 02/2026 Date of Expiry / . 01/2028

JlaTa npousBoacTBa I'oaeH oo

Mfg. License No. /

IpouspoacTBeHHast : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JinueH3Hst Ne

Analysis performed according ND / Ananus nposesen no HJL: JITI-Ne(001336)-(PT-RU)-090625

Page2 of 6/ Ctp.2 U3 6
UV spectrophotometry / UV absorption spectrum of the test | UV absorption spectrum of the test
V@-cnexmpogpomomempus | solution has absorption maximumat | solution should have absorption

39745 nm. / V®-cnektp | maximum at 397+5 nm. / Y®-cnektp
HOTJOLIEHHUS MCMBITYEMOTO | TIOIVIOLIEHHA HCIBITYEMOTO pacTBoOpa
pacTBOpa  HMMEeT  MAaKCHMYM | JOJDKEH HMETh MAaKCHMMYM MOTJIOLIEHUS
NOT/10ILEHHUS TIPU 397+5 HM. npu 397£5 HMm.

3. | Weight of package Slg/Slr According to Rus. Ph. / B cooTBeTcTBUM

contents / Macca
COAEPKUMOr0 YIIAKOBKH

¢ TpeboBanusmu ['® PO

4. pH

3.17

25t04.5/0t12,5 n04,5

Viscosity / Bazkoctb

934.3 centipoise /
934,3 canrunyas

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

6. | Impurities / Ilpumecnu
i. Impurity C / Not detected / He oOHapy)keHa Not more than 0.50 % /
IIpumecs C He 6onee 0,50 %
Not detected / ne obHapyxeHa Not more than 0.50 % /

il. Impurity D /
ITpumecs D

He 6onee 0,50 %

Any other impurity /
Jliobas npyras npumech
iil.

0.03 %

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

Remarks : The Product confirms to ND/
IIpumeuanue: [TpoxykT coorBeTcTBYET TpeboBaHusamM HJT

Conclusion : APPROVED /
3aknwuenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized
[Toarorornexo: Pravesh [Tposepeno: Rama Kant||[Tposepeno (AOK): person / Ono6peno: Obecneyenue
Rana Amit Kumar kavecTBa/OTBETCTBEHHOE JTUIIO!
ulh )
@»‘\/ A 175‘)9&
3 /\ N /\j P
Date / Date / Date / Date /
Jlata: 27.02.2026 Tara: 27.02.2026 Tata: 27.02.2026 Tara: QL goL-2026
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTU®UKAT AHAJIM3A

Tel : 491 98166 56001-02

sastasiar sleeaddely e reymn
v Toy 5o

Product : Nise Aétivgel (nimesulide) gel for external use, 1 %, 50 g
IMpoaykr: Haiiz® Axtupresb (HUMECYAU) Tenb AJd HapykHOTo npuMeHeHus, 1 %, S0 r

Wy O T O

Market / Puinok : Russia / Poccus

Batch No. / . V260154 Batch Quantity / ] 23412.0 units /

Cepus Ne ’ Pazmep cepun " 23412.0 equnur
Analytical Repovrt No./ . 040003298300 Date of Analysis / . 27.02.2026
AHa/TUTHYECKUiT oTueT No Jarta ananunza

Date of Manufacture / . 02/2026 Date of Expiry / . 01/2028

JaTta npousBoacTea Topen o

Mfg. License No. /

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

JHUeH3nsa Ne

Analysis performed according ND / Anaans nposeaes no HJI: JITI-Ne(001336)-(PI'-RU)-090625

Page3 of 6/ Ctp.3 u3 6

iv. | Total impurities / 0.1 % Not more than 1.50 % /
Cymma npumeceit He 6onee 1,50 %
7. | Microbial purity* / Mukpo6nonoraueckas yucrora*
i. | Total Aerobic Microbial NA Not more than 10> CFU/g /
Count / O61iee uucio He 6onee 10? KOE/r
a3pOOHBIX MUKPO-
OpraHu3MoB
ii. |Total Combined Yeast and NA Not more than 10'CFU/g /
mould count / Obuiee yucio He 6onee 10' KOE/r
JPOXKEBBIX U MIECHEBBIX
rpuboB
iii. | Pseudomonas aeruginosa NA Should absentin 1 g/
OrcyrctBue B 1
iv. | Staphylococcus aureus NA Should absentin 1 g/
OtcyretBHe B 1
8. | Assay/Koaun4yecTBeHHOE onpeesieHHe
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanne: [poayxT coorsercTByeT TpeboBauuam HJL 3akmoyenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA)/  ||Approved by: Quality Assurance/Authorized
[TonrorosneHo: Pravesh [Iposepeno: Rama Kant||[Tposepeno (AOK): person / OnodpeHo: ObecneycHue

Rana

Amit Kumar

kauecTBa/OTBETCTBEHHOE JIH L@
%

Date /
Jlata: 27.02.2026

N
Date /

Jlata: 27.02.2026

+ =
Date/

Jara: 27.02.2026

Sy N %01r—202C

Jlarta:

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

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIN3A

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

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

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IMpoaykr: Haiiz® AxTuBrens (HUMECyJHa) Tenb A HapYKHOro npumeHenus, 1 %, 50 r

al daliie o
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Market / PbIHOK : Russia / Poccus

Batch No. / . V260154 Batch Quantity / . 23412.0 units /

Cepust Ne ) Pa3mep cepun * 23412.0 epunun
Analytical Repovrt No. / . 040003298300 Date of Analysis / . 27.02.2026
AHanuTudecknii oruet Ne JlaTa aHa/1u3a

Date of Manufacture / . 02/2026 Date of Expiry / . 01/2028

JlaTa npon3BoacTBa T'oneH a0

Mfg. License No. /

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

JuneH3us Ne

Analysis performed according ND / Ananu3 nposenen no HJ: JITI-Ne(001336)-(PI'-RU)-090625

Page4 of 6/ Crp. 4 u3 6

Nimesulide /
Humecynun

9.91 mg/9,91 mr
(99.1 %)

9.0 mg to 11.0 mg of Ci3H12N205S
(nimesulide) (90.0% to 110.0% of label
claim)in 1 gof gel /

(0)) 9,0 MT 10 11,0 MI C13H12N2058
(anmecynnn) (ot 90,0 % mo 110,0 % ot
HOMHHAJIBHOTO cofiepaHus) B 1 1 ress

9. | Dimethyl sulfoxide /
JAumernicyin(porcHn

102.4 %

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

Ot 90 % o 110 % C,HesOS
(anmeTtwicynbokcum) oT
HOMMHAJIBHOI'O COAEpPKaHUA

10.

Package / YuakoBka

50 g in a laminated aluminum tube
equipped with tamper-evident
membrane. Each tube and a patient
information leaflet in a carton. / [To
50 r B TyOy W3 MaMHUHHPOBAHHOTO
AJTIOMUHNS, CHAOXKEHHYIO
MeMOpPaHOH A1 KOHTPOJISL NEPBOTO
BckpbiTHa. Kaxayro TyOy BmecTe ¢
MHCTPYKLHEH MO MEIULMHCKOMY
NPUMEHEHHUIO TIOMELAIOT B MayKy
KapTOHHYIO.

20 g, 50 g or 100 g in a laminated
aluminum tube equipped with tamper-
evident membrane. Each tube and a
patient information leaflet in a carton. /
IMlo 20 r, 50 r mwu 100 r B TYOY U3
JaMHHUPOBAHHOI'O AJIFOMUHUS,
cHab)XeHHYI0 MeMOpaHOM AJIsl KOHTPOJIS

nepBoro BekpeiTusa.  Kaxayio TyOy
BMecCTe c HHCTPYKLHMEH no
MeIUIHHCKOMY MPHUMEHEHHIO

NMoMelaroT B I1a4Ky KapTOHHYIO.

Remarks : The Product confirms to ND/
IMpumeuanue: [IpoaykT cooTBeTcTBYET TpedoBaHuAM HJT

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
[Toarorosneno: Pravesh
Rana

Checked by /

[Npoeepeno: Rama Kant

il

Checked by (AQA) /
ITposepeno (AOK):
Amit Kumar

pt

Approved by: Quality Assurance/Authorized
person / OnobpeHo: Obecneyenue
ka4ecTBa/OTBETCTBEHHOE JIUIIO:

e

Date /
Jara: 27.02.2026

Date /

Jara: 27.02.2026

Date /
JlaTa: 27.02.2026

Date /
Iara:

1L QoL —20+6

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

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

5 . @% ystator
r. Reddy S ) Formulation Unit

Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS Distt. Solan, H.P.,, 173 205, INDIA
CEPTHO®HKAT AHAJIM3A  Tel : +91 98166 56001-02

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g s
IMpoaykr: Haiis® Axrusrens (HUMECY/In) reftb I HapykHoro npuMenenus, 1 %, 50 r

Market / Pbinok : Russia / Poccus

Batch No. / . V260154 Batch Quantity / . 23412.0 units /
Cepus Ne ) Pasmep cepun © 23412.0 eguHuy,
Analytical Repourt No./ . 040003298300 Date of Analysis / . 27.02.2026
AHanuTHyeckuii oTyeT No JlaTa ananuza

Date of Manufacture / . 02/2026 Date of Expiry / . 01/2028

JaTa npon3BoacTea T'ogen no

Mfg. License No. /

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

Analysis performed according ND / Avann3 nposeaen no HJL: JITI-Ne(001336)-(PI'-RU)-090625

Page50of 6/ Ctp. 513 6

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

*Tlokasarejib MOKET OTCYTCTBOBATH B cepTH(HKaTe aHaau3a nponssoautes. Ilpoussoaurens
rapaHTHpYyeT Ka4eCcTBO MPenapaTa Mo 3THM NoKasaTe/ M.

API name (INN) / HaumenoBaune A®C

(MHH): Nimesulide / Humecynun
API manufacturer batch number / NMS/125110954
Homep cepun nponssoanreis ADPC:

FP Manufacturer API Batch number /

Homep cepuu cyGcTaHUMH IPOU3BOAHTEISA FESA00643

rJad:

API Manufactured by & country / Aarti Drugs Ltd., India /
Hpoussoaurens APC, crpana: Aaptu [parc Jita.,, Uaaus

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
Nalagarh Road, Baddi, Distt. Solan H.P. 173205, India (license No
MNB/05/263) /

J-p Pennu’c Jlaboparopuc JIta., Uuaus, [IpousBoacTeeHHOe
noapasaeneuue-6, Bunn. Kxons, Hanarapx Poyn, bajuiu, Jucrpukr
Conan, X.I1., 173205, Uupusa (Jluuensus Ne MNB/05/263))

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

Haumenopanue, agpec, JHICH3UA 1S
IIpounsBoacTBennasn miomanka /

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Mpumeuanune: Tlponykr coorseTcTByeT Tpedbopanuam HJJ 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) /  [|Approved by: Quality Assurance/Authorized
ITonrorosneHo: Pravesh ITposepero: Rama Kant||{[Tposepeto (AOK): person / OnobpeHo: Obecnieuenue
Rana 4 ‘— Amit Kumar kagecTBa/OTBETCTBEHHOE JIULIO:
/[ W A 0 { O\J
Date / Date / Date / Date /
Jara: 27.02.2026 Tara: 27.02.2026 Jara: 27.02.2026 Jara: LBOL-2014

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



‘.. Dr. Reddy's Laboratories Ltd.
Y 9 Formulation Unit-6
Dr. Reddy s -. Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS Distt. Solan, H.P.,, 173 205, INDIA
CEPTHDOUKAT AHAJIU3A Tel : +91 98166 56001-02

shisassdi o dddlie oo
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Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IlpoaykT: Haii3® Akrusresb (HUMeCYJIMA) refb Ajs HapY)XKHOTO nprMeHeHus, 1 %, 50 r

Market / Poinok : Russia / Poccus

Batch No. / . V260154 Batch Quantity / . 23412.0 units /

Cepus Ne ) Pasmep cepuu * 23412.0 exnHuL
Analytical Repourt No./ . 040003298300 Date of Analysis/ . 27.02.2026
AHasuTHYeCKuii oTyeT Ne Jdara ananuza

Date of Manufacture / . 02/2026 Date of Expiry / . 01/2028

JlaTa npou3BoACTBA Fopen 1o

Mfg. License No. /

IMpousBoacTBeHHas : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)

JauueH3us Ne
Analysis performed according ND / Ananus nposegen no HJI: JITI-Ne(001336)-(PI'-RU)-090625

Page 6 of 6 / CTp. 6 M3 6

full compliance with the GMP requirements of the Eurasian Economic Union 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».

3akJ/r09eHne 0 cOOTBeTCTBUH: «HacTosimum s MoATBep a0, YTO MPHUBEIEHHAs BbIIIe HHPOpMAIUs ABIIETCA
JIOCTOBEPHOM M TOYHOH. DTa cepus MPOAYKLMHU MPOU3BeNcHA (BKIIOYAsl yNaKoBKy (MapKHpOBKY) U KOHTPOJIb
KauecTBa) Ha BBIIICYKa3aHHOW ITPOW3BOJCTBEHHOM IUIOMIaAKe (IUIOIIAQ/KaXx) B IIOJIHOM COOTBETCTBUHU C
TpeboBanuamu [lpaBun Haanexameid TpOU3BOJCTBEHHON MPAKTUKH EBpazuiicCKOro SKOHOMHMYECKOTO COKO3a U
TpeGOBaHUAMHI KOHTPOJIA KA4eCTBa JIEKAPCTBEHHBIX CPEJICTB, & TAK)Ke€ B COOTBETCTBHH CO creUUGUKAI[UAMHU,
COJZIEpKalllUMHMCA B PErHCTPAIMOHHOM JIOCHE CTPAHBI-UMIIOpTEpa. 3allucu 10 IPOU3BOACTBY, YIIAKOBKE U aHAJIU3Y
IIPOBEPEHBI, U YCTAHOBIIEHO MX COOTBEeTCTBUE TpeboBanusM [IpaBun Haaexalneil Ipon3BOACTBEHHON TPAKTUKU
EBpa3suiickoro 3KOHOMHYECKOIO COX03a».

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

ITpumeuanue: IIponykt cooTBeTCTBYET TpeboanusaM HJJ 3axmouenne: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized
[ToaroToeneno: Pravesh [Tposepeno: Rama Kant||[Tposepeno (AOK): person / OnoGpeHo: Obecneuenune

kauecTBa/OTBETCTBEHHOE JIULIO:

Rana Amit Kumar
{ Al M A

Date / Date / Date / Date /
JaTa: 27.02.2026 Jara: 27.02.2026 JlaTa: 27.02.2026 Jlara:

g2 2O0LL

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com






