Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTUPUKAT 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
Iponykr: Hail3® AxTHBrens (HUMECYJIML) Tenb I HAPYKHOTO NpumMeHenns, 1 %, 50 r

WWW,ArTeGays. CoOm

Market / PbiHok : Russia / Poccus
Batch No. / . V260019 Batch Quantity / . 23325.0 units /
Cepusi Ne ) Pasmep cepun " 23325.0 epunuL
Analytical Repovrt No./ . 040003250769 Date of Analysis / . 10.01.2026
AHaUTHYECKHIT oTueT No JlaTa ananu3za
Date of Manufacture / . 12/2025 Date of Expiry / . 112027

aTa NPOU3BOJACTBA Toxen no
Mfg. License No. /
IpousBoacTBeHHasT : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT'-RU)
JuueH3ns Ne

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

Page 1 of 6/ Ctp. 1 u3 6

No/ : :

No Test / Iloka3arenn Result / Pesyabrar Specification / Hopma

1. Description / Onucanne Homogeneous, transparent, Homogeneous, transparent, colorless to
colorless gel with characteristic pale-yellow gel with characteristic odor /
odor / OnHoponHeli npo3paulblii | OZHOPOAHBIA NpPO3payHbIi reinb  OT
renb GeclBETHOrO LIBETA € 6ecLBeTHOro o GeNHO-KEeNTOro LIBETA
XapaKTepHbBIM 3allaXxoM. C XapaKTepHBIM 3aMaxoM

2. Identification / UnenTudpukanus

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 yzaepxuBaHUs

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

OCHOBHOTO nuKa Ha | OCHOBHOIO IIMKa HAa XpoOMaTorpaMme
XpoMaTorpaMmme HCIIBITYEMOIO | HCIBITYEMOrO pacTBOpa JOJI>KHO
pacTBopa COOTBETCTBYET BPEMEHH | COOTBETCTBOBATH BpEMEHHU
YACPXKUBAHHS OCHOBHOIO INMKA Ha | YAEP>KUMBAaHMSA OCHOBHOIO MHKa Ha
XpoMaTorpamme pacTBopa | XpoMaTorpamme pacTtBopa
CTaHOAPTHOIO ofpa3ua | craHaapTHOro ob0pasua HuUMecy/Haa
HUMeECYJH/a. (pazmen «KonuuecTBeHHOE
oTipeJIeNIEHHE).

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

[Mpumeuanue: [Ipoaykt cooTBeTCTBYET TpeGoBaHusM HJI 3akmouenne: OJJIOBPEHO

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

[Toarorosneno: Shagun [Iposepeno: Pravesh [Tposepeno (AOK): person / Ono6peno: OGecnevyenue

Rana s Amit Kumar kayecTBa/OTBETCTBEHHOE JIULIO:

4 /\ o ,,<l\/\4

Date / Date / Date / Date / | 2-e1-402L 6

Hara: 10.01.2026 Hata: 10.01.2026 Hara: 10.01.2026 Jlata:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560024, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A

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

Vili. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 28166 56001-02

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
HpoaykT: Haiis® AxTHBres» (HUMECYJIUN) Ieiib 1)1l HAPYKHOrOo npuMeHenus, 1 %, 50 r

www.drreadys.com

Market / PoiHOK

: Russia / Poccust

Batch No. / . V260019 Batch Quantity / . 23325.0 units /

Cepust Ne ) Pasmep cepun ' 23325.0 equnnn
Analytical Repovrt No. / . 040003250769 Date of Analysis / . 10.01.2026
AHa/INTHYECKHUH 0T4HeT Ne JaTta ananusa

Date of Manufacture / . 12/2025 Date of Expiry / . 11/2027

JlaTa npou3BoacTBa T'open no

Mfg. License No. /

ITIponsBoacTBeHHAS : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JidueH3nst Ne

Analysis performed according ND / Auanu3 nposeaen mo HJI: JITI-Ne(001336)-(PI'-RU)-090625

Page2 of 6/ CTp. 2 M3 6

UV spectrophotometry /
Y@-cnexmpoghomomempus

UV absorption spectrum of the test
solution has absorption maximum at

UV absorption spectrum of the test
solution should have absorption

39745 nm. / Y®-cnexkrp | maximum at 397+5 nm. / Y®-cnektp
MOTJIOLIEHHUS MCOBITYEMOTrO | MOTJIOUIEHHsS HCIBITYeMOrO pacTBopa
pacTBOpa uMeeT MaKCHMYM | JIOJDKEH UMETb MaKCHMYM ITOIJIOLICHUS
norgoweHus npu 3975 um. npu 39745 Hm.

3. | Weight of package 51g/5lr According to Rus. Ph. / B cooTBeTcTBUH

contents / Macca
COAEP>KHMOr0 YIAKOBKH

¢ TpeboBanusimu ['@ PO

4. | pH

320

2.5t04.5/012,5104,5

Viscosity / BazkocTs

968.7 centipoise /
968,7 canTtunyas

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

6. | Impurities / Ilpumecu
i. Impurity C / Not detected / He oOHapy»eHa Not more than 0.50 % /
ITpumecs C He 6onee 0,50 %
ii. | Impurity D/ Below LOD (LOD =0.02 %) / Not more than 0.50 % /
[Tpumecs D Hwxe npenena obHapyxenus (IIO | He 6onee 0,50 %
=0,02 %)
Any other impurity / 0.03 % Not more than 0.50 % /

iii. | Jlro6Gas apyras npumecs

He 6onee 0,50 %

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

[Ipumeuanne: IlpongykT cooTBeTcTBYET TpeOoraHuaM HJJ

3axiwuenue: OJIOBPEHO

Prepared by /
[Toarororneno: Shagun

Checked by /

ITposepeno: Pravesh

Checked by (AQA) /
[Iporepeno (AOK):

Approved by: Quality Assurance/Authorized
person / Onobpeno: Obecneuenne

Rana /j Amit Kumar 1 KauyecTBa/OTBETCTBEHHOE JIMLO:
‘] ik QUi KV e
. - i :
ﬁy ) /\ T 44 ‘,\,'I
Date / Date / Date / Date / )20 1L 026
Jara: 10.01.2026 Hara: 10.01.2026 Jara: 10.01.2026 Hata:

Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 4C 4900 299Y, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vili. Khol, Naiagarh Road, Baddi,

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

CEPTUOHUKAT AHAJIV3A

Tel : +91 98166 56001-02

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

IMpoaykr: Halis® AKTHBresb (HUMECYIHA) Telb U Hapy)KHOro npuMerenus, 1 %, 50 r

WWW.OTTEQTYS.TOTT

Market / Puinox : Russia / Poccus

Batch No. / . V260019 Batch Quantity / . 23325.0 units /

Cepus Ne ) Pa3mep cepun © 23325.0 equHHUL
Analytical Repourt No. / . 040003250769 Date of Analysis / . 10.01.2026
AHaNUTHYECKHI oTUeT No JlaTa aHanu3a

Date of Manufacture / . 12/2025 Date of Expiry / . 112027

Jarta npousBoacTea I'opeH go

Mfg. License No. /

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

JIHIeH3us Ne

Analysis performed according ND / Auasus nposeaen mo HJI: JITT-Ne(001336)-(PT-RU)-090625

Page3 of 6/ Ctp.3 u3 6
iv. | Total impurities / 0.1 % Not more than 1.50 % /
Cymma npumeceii He 6onee 1,50 %
T Microbial purity* / Mukpo6uosiornyeckasi 4HcTOTa*®
i. | Total Aerobic Microbial NA Not more than 10> CFU/g /
Count / O61iee yucio He Gonee 102 KOE/r
a’pOOHBIX MHKPO-
OpraHu3MOB
ii. | Total Combined Yeast and NA Not more than 10! CFU/g
mould count / O6mmee yucno He 6onee 10! KOE/r
JPOXOIKEBBIX U IIECHEBBIX
rpuboB
iii. | Pseudomonas aeruginosa NA Should absentin 1 g/
OrcyrctBue B 1 r
iv. | Staphylococcus aureus NA Should absentin 1 g/
OtcyrcTBUe B 1 1
8. Assay / KoandecTBeHHOe onpejesieHne
Remarks : The Product confirms to ND/ B Conclusion : APPROVED /
IMpumeyanne: [ponykr coorsercTByeT TpeboanHuam HJT 3akniouenue: OJJOGPEHO
Prepared by / Checked by / Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized
[Toarorosneno: Shagun [Tpoeepeno: Pravesh [Tporepeno (AOK): person / Oobpeno: ObecneueHne
Rana /) Amit Kumar kauecTBa/OTBETCTBEHHOE JIMILO:
% j /f"( Umie Kura P
M~ <]
Date / Date / Date / Date / }2-6 1402 ¢,
Hara: 10.01.2026 Jara: 10.01.2026 Hara: 10.01.2026 Jlara:

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: L85195AP1984P1L.C004507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

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

CEPTUO®HUKAT AHAJIM3A

Tel : +91 98166 56001-02

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipopykt: Haiiz® AkTuBrens (HUMecyaun) reb AJ1d HApYXHOro npuMeHeHus, 1 %, 50 r

WWW.GTTEGAYS.Com

JanueH3ns Ne

Market / Puinok : Russia / Poccus

Batch No. / . V260019 Batch Quantity / . 23325.0 units /

Cepus Ne ) Paszmep cepuu © 23325.0 enueny

Analytical Repovrt No. / . 040003250769 Date of Analysis / . 10.01.2026
AHaJINTHYeCKHH oTYeT Ne Jata ananusa

Date of Manufacture / . 12/2025 Date of Expiry / . 11/2027

JlaTta npousBoacTBA I'open o ~
Mifg. License No. /

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

Analysis performed according ND / Auasnus nposeaen nmo HJI: JITI-Ne(001336)-(PI'-RU)-090625

Page4 of 6/ Crp.4 u3 6

Nimesulide /
Humecynun

10.02 mg/ 10,02 mr
(100.2 %)

9.0 mg to 11.0 mg of C13H12N,05S

claim)in 1 gofgel /
Ot 9,0 MTI’ 10 11,0 Mr C13H12N205S

| (nimesulide) (90.0% to 110.0% of label

(aumecymun) (ot 90,0 % no 110,0 % ot
HOMHUHANIEHOTO cofiep:kanus) B 1 r renig

Dimethyl sulfoxide /
JumeTmicyandoxcua

100.2 %

90% to 110% of C;HeOS (dimethyl
sulfoxide) of label claim /

Ot 90 % 1o 110 % C,HsOS
(numeruncynsdokeun) ot
HOMUHAJIBHOT'O COZIepIKaHHs

10.

Package / YnakoBka

equipped

ATFIOMUWHUS,

50 g in a laminated aluminum tube
tamper-evident
membrane. Each tube and a patient
information leaflet in a carton. / ITo
50 r B TyOy M3 IaMHUHUPOBAaHHOIO
CHA0KEHHYIO
MeMOpaHoM JIs KOHTPOJIS [IEpBOTO
BekpbiTHa. Kaxxnyio TyOy BMecTe ¢
HHCTPYKLHEH MO0 MEIUIMHCKOMY
NPUMEHEHHUIO [OMEIAIOT B IMauKy
KapTOHHYIO.

with

JJAMHUHHUPOBAHHOI'O

neporo BekpbiTHA.  Kaxayio
BMECTE c HMHCTPYKLHMEH
MEAULUHCKOMY IPUMEHEHHIO

MOMCELIAT B NMNAYKy KAaPTOHHYIO.

Remarks : The Product confirms to ND/
IMpumeuanne: INpoaykr coorsercreyer Tpebosanuam HJI

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by /
[ToarotoeneHo: Shagun

Checked by /
ITposepeHo: Pravesh

Checked by (AQA) /
[Tposepeno (AOK):
Amit Kumar

[

Approved by: Quality Assurance/Authorized
person / Ogobpeno: ObecneyeHue

kayecTBa/OTBETCTBEHHOE JIUIO:
LU KUrIRR_

]

Date /
Hata: 10.01.2026

Rana J
Date /

Jlara: 10.01.2026

Date /
Jara: 10.01.2026

Date /
Jlara:

[ Lt )=o) 6

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507

www.drreddys.com

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. /
Ilo 20 r, 50 r wnu 100 r B TYOY U3
AMOMHHMUS,
CHaOXXEHHYI0 MeMOpaHOMH [T KOHTPOJIS




Dr. Reddy's Laboratories Ltd.

@e ,
9 Formulation Unit-6
Dro Reddy s q... Vill. Khol, Naiagarh Road, Baddi,
g CERTIFICATE OF ANALYSIS  yii; solan, H.P, 173 205, INDIA
CEPTU®UKAT AHAJIU3A | . 491 98166 56001-02

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g WIVRGAITER 2Rl
HpoaykT: Hais® Aktusrenpb (HUIMECYNHH) redib 171 HAPYKHOTO npumeneHus, 1 %, 50 r

Market / PeiHok : Russia / Poccus

Batch No. / . V260019 Batch Quantity / . 23325.0 units/
Cepus Ne ) Pasmep cepun © 23325.0 enquHul
Analytical Repovrt No. / . 040003250769 Date of Analysis / . 10.01.2026
AHa/JIMTHYECKU I oTUeT No |dara anajnuza

Date of Manufacture / . 12/2025 Date of Expiry / . 11/2027

JaTta npousBojacTBa I'onen no

Mfg. License No. /

IMpousBoacTReHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI-RU)
aunen3ns Ne

Analysis performed according ND / Anaan3 nposeaen no HJI: JIII-Ne(001336)-(PT-RU)-090625

PageS5of 6/ Crp.5u3 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.

*IlokazaTesib MOXKET OTCYTCTBOBATH B cepTH(HKATe aHAMU3a npouzBoauTens. [IpouzBoguTens
rapaHTHpYeT KAa4ecTBO NpenapaTa mo YTHM MOKAa3aTe M.

API name (INN) / Haumenopanue A®C
(MHH):
API manufacturer batch number /

Nimesulide / Humecynuna

Homep cepun npomszsoaurtens ADQC: M 25070630

FP Manufacturer API Batch number /

Howmep cepun cy6cTaHIUH NPOH3BOAHTENS FESAQ00553

I'Jid:

API Manufactured by & country / Aarti Drugs Ltd., India /
ITpoussoautens APC, crpana: Aaptu dparc JIta., Uuaus

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 Peanw’c Jlaboparopuc JItn., Uuaus, [IpouseoacteeHHoe
noapaszaenenue-6, Bunn. Kxons, Hanarapx Poyn, bagnu, Juctpukr
Conan, X.I1., 173205, Unpuns (Jlunensus Ne MNB/05/263))

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

HaumenoBanmne, agpec, JTHIEH3HA IS
IIpousBoacTBeHHAs MiIOATKA /

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 /
IMpumeuanne: [MponykT coorsercrayer Tpedosanuam HJJ 3akmouenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized
[MoaroroneHo: Shagun ITpoBepeHo: Pravesh [TpoeepeHo (AOK): person / Onobpeno; Obecnevenne
Rana Amit Kumar kauecTBa/OTBETCTBEHHOE JIHLO:
62/ ! " |" UL Eulnry FA
[\ & Ct-'v}

Date / Date / Date / Date / };) € -0V
Hara: 10.01.2026 Jlara: 10.01.2026 Jata: 10.01.2026 Hara: st i

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: L85195AP1984P1LC004507
www.drreddys.com



Dr. Reddy's Laboratories Ltd.

@ :
Formulation Unii-6
g9 ®
Dl'. Reddy S ‘.. Vill. Khol, Nalagarh Road, Baddi,
' CERTIFICATE OF ANALYSIS st solan, H.P, 173 205, INDIA
CEPTUOUKAT AHAJIM3A ¢ ; 491 98166 56001-02

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g VRSN SRR G
Ipoaykr: Haii3® AkTHBreJb (HUMECYNUA) refib 11 Hapy»XHoro npuMeHenus, 1 %, 50 r

Market / PoiHok : Russia / Poccus

Batch No. / . V260019 Batch Quantity / . 23325.0 units /
Cepus Ne ’ Pasmep cepun © 23325.0 enqunun
Analytical Repourt No./ . 040003250769 |Date of Analysis / . 10.01.2026
AHanuTH4YeCcKH oTueT No JlaTa anaansa

Date of Manufacture / . 12/2025 Date of Expiry / . 11/2027

JdaTa npousBoJcTBA TI'open no

Mfg. License No. /

IIpousBoacTeeHHast : MNB/05/263 IMA number: / Homep PY : JIII-Ne(001336)-(PI™-RU)
JuueH3us Ne

Analysis performed according ND / Ananus nposeaen no HJI; JITI-Ne(001336)-(PT'-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».

3aknroueHne o cooTBeTcTBHHU: «HacTOAIIMM S MOATBEPIKIat0, UYTO MPUBEACHHAS BBIIE HHOOPMAIUS ABJISETCS
JIOCTOBEPHOH M TOYHOH. DTa cepus MPOIYKIIMHM NpOoU3Be/eHa (BKIIOYAs YNaKOBKY (MapKHPOBKY) M KOHTpPOJIb
KAa4ecTBa) Ha BBIIEYKa3aHHOM NPOM3BOACTBEHHON IUIomajke (IJIOM[ANKax) B IIOJHOM COOTBETICTBHU C
TpeboBanuamu [lpaBun Hajiexaried NpoU3BOJCTBEHHON MPaKTHKU EBpa3HiicKOro 5KOHOMHYECKOTO COK3a U
TpeOOBaHUSAMH KOHTPOJII KadyecTBa JIEKAPCTBEHHBIX CPEJCTB, a TAKXKE B COOTBETCTBHH CO CIEIH(HUKAIHSIMH,
COJIEPIKAIIIUMHUCS B PETUCTPAIHOHHOM JIOChE CTPAHBI-UMIIOPTEPA. 3alMCH 10 TPOHU3BOJICTBY, YIIAKOBKE U aHAJIH3Y
IIPOBEPEHBL, U YCTAHOBJIEHO UX COOTBETCTBHE TpeOoBaHusAM [IpaBui Hajuexxauie Mporu3BOJACTBEHHOU PAKTUKY
EBpa3uiickoro 3KOHOMHYECKOT'O COI03a»,

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: IIpoaykt cooTReTCTBYET TpeGoBaHusM H]J 3aknouenne: OMOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized
[TonrorogieHo: Shagun [Tposepeno: Pravesh [TpoeepeHo (AOK): person / Ono6peno: ObecneyeHue
Rana : Amit Kumar kavecTBa/OTBETCTBEHHOE JTHILO:
4 A ' U PR |
g?/ f o Sl gy
g L
Date / Date / Date / Date / 1 -0f-1g56
|Hara: 10.01.2026 Hara: 10.01.2026 Jara: 10.01.2026 Jlara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, ityderabad - 500024, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



