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CERTIFICATE OF ANALYSIS

CEPTHD®UKAT AHAJIU3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
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Product : Nise Activgel (nimesuliaé) gel for external use, 1 %, 20 g

Tlpoaykr: Hait3® AkTuBrens (HUMECYJMA) refib ANd HAPY/KHOTO npiiMeHenns, 1 %

%, 20 1

Market / Poinok

: Russia / Poccust

Batch No./ . V250919 Batch Quantity / . 60,000 units /

Cepus N2 ) Pa3mep cepun 60,000 exuHuL

Analytical Repovrt No./ . 040003198981 Date of Analysis / . 30.11.2025

AnajguTHyecknii oryet Ne JlaTa aHaiu3a

Date of Manufacture / . 112025 Date of Expiry / . 10/2027

JaTa npouspoacTBa Toxen ao

Mfg. License No. /

IIpouseoacTBeHHas : MNB/05/263 MA number: / Homep PY : JITI-Ne(001336)-(PI™-RU)
uueH3ns Ne S

Analysis performed according ND / Ananns nposeaen no H/I: jlil'I-NQ(OO1336)-(P]“—RU)-0906§5

Pagel1of 6/Crp. 1u3 6

the chromatogram of test solution
corresponds to the retention time of the
main peak in the chromatogram of
nimesulide reference standard solution.
/ Bpems YAEpXUBaHUS OCHOBHOTO
MHKa Ha XpOMAaTOrpaMMe HCIBITYEMOTO
pacTBOpa  COOTBETCTBYET BpEMEHH
yOEpXXHUBaHHS OCHOBHOTO NHKa Ha
XpoMaTorpamMme pacTBopa
CTaHAapTHOTO o0pa3la HUMECYNUAA.

ﬁ:l Test / IlokazaTens Result / PesyabTat Specification / Hopma

1; Description / Onucanue Homogeneous, transparent, pale- Homogeneous, transparent, colorless to pale-
yellow gel with characteristic odor / yellow gel with characteristic odor /
OnHopoAHBIM Npo3payHbIil renp OnpHopoAHbIR  Mpo3padHbii  rejib  OT
6J1eJHO->KENTOrO LBETa C HecuBeTHOro n0 OJE€AHO-XENTOro HBETa C
XapaKTEepHBIM 3aNaXxoM XapaKTEPHbIM 3aMaxoM

2. Identification / UnenTuduxauus

HPLC / BOXX The retention time of the main peak in | 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 ynepxuBaHHA OCHOBHOTO [HUKa Ha
XpOMaTorpaMMe MCHBITYEMOIO  pacTBOpa

JOTDKHO COOTBETCTBOBATH BPEMEHHU
yIepXHBaHUA  OCHOBHOIO  THKa  Ha
XpOMaTorpaMMeé pacTBOpa CTaHIapTHOroO
obpasua HUMeCynuaa (paznen

«KoumuecTBeHHOE ONpeeTIEHUEY).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeyanue: [IpoaykT cooTBeTCTBYET TpeboBaHuAM HJ| 3akmaouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Moarotoenexo: [Tposepeno:Pardeep [Mpoeepeno (AOK): ||Onobpeno: Obecneuenne kayecTsa/OTBETCTBEHHOE
Ramakant *_ Kumar Amit Kumz}{ N fpmue: Q prRL KU
'.L‘ } — L
Date / Date / Date / Date / KO- ) ’,,/\01 v
Hara: 30.11.2025 Hara: 30.11.2025 Hata: 30.11.2025 Jara:

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: L85155AP1984PLC004507
www.drreddys.com
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Market / Poinok

[Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
| Hpoaykr: Haji3® AxTuBrenn (HUMECYNH) TeNb [ HAPYKHOTo NpuMeHeHus, 1 %, 20 r

: Russia / Poccus

| IMueH3ust Ne _ b
Analysis performed according ND / Anaau3s nposeaen mo HJI: JITT-Ne(001336)-(PTI'-RU)-090625

Batch No./ . V250919 Batch Quantity / . 60,000 units /

Cepus N2 ) Pa3mep cepun * 60,000 exvHuL
Analytical ReportNo./ . 4003198981 Dats of Analysis/ : 30.11.2025
AnanurHyieckmii oTyet Ne JlaTa aHanu3a

Date of Manufacture / . 11/2025 Date of Expiry / . 10/2027

Jarta npousBoacTea T'ogen a0

Mfg. License No. /

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

Page2 of 6/ CTp. 2 u3 6

UV spectrophotometry / Y-
cnekmpoghomonmempus

UV absorption spectrum of the test
solution has absorption maximum at
397+5 nm. / Y®-cnekTp NOraoleHns
HCIIBITYEMOrO pacTBopa nMeeT

UV absorption spectrum of the test solution
should have absorption maximum at
397+5nm. / VY®-crnekTp MOTJIOILEHUS
HCTBITYEMOTO pacTBOpa JOIDKEH WMETh

MaKCUMYM NOrJIOEHH npyd | MakCUMyM norjowenus npu 397+5 um.
397+£5 HM.
3. | Weight of package contents / 20g/20r According to Rus. Ph. / B cootBeTCTBHM C
Macca coaepkumMoro TpeboBanuamu 'O PO
YNaKOBKH
4. | pH 3.42 2.5t04.5/0712,5 04,5
5. | Viscosity / BaskocTb 987.5 centipoise / 987.5 cautumyas | 400 to 1,200 centipoise /
Ot 400 no 1200 cantumyas
6. | Impurities / Ilpimecu

ii.

; b Not more than 0.50 % /
mpurity )
Ipumecs C Not detected / He 06HapyxeHa Herounes0,50 %
Not more than 0.50 % /
| D/ He 6onee 0,50 %
paty Not detected / He o6HapyxeHa
[Mpumecs D

Remarks : The Product confirms to ND/
IIpumeuanue: TlpoaykT cooTBercTByeT Tpedopannam HJT

Conclusion : APPROVED /
3axkmouenne: OJOBPEHO

S

Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized person /
[ToaroToBACHO: [Mposepeno:Pardeep NpoeepeHo (AOK): [|Omxodpeno: Obecnieyenne kadecTBa/OTBETCTBEHHOE
Ramakant Amit Kumar | mno: (UL KUwm R

<

Date /
Jara: 30.11.2025 Jara: 30.11.2025

Date /

Date / Date /
Hara: 30.11.2025 Hara:

RO-11-<02 5
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Product : Nise /ictivgel (nimesulide) gel for external use, 1 %, 20 g
Tlpoaykt: Haiis® Aktusrens (HuMecynu) resb s HAPY>KHOro MpuMeHeHns, 1 %, 20 r

Market / Poinok : Russia / Poccus

Batch No./ . V250919 Batch Quantity / . 60,000 units /

Cepus N2 ) Pasmep cepun * 60,000 equnuL
Analytical Repo:'t No. / . 040003198981 Date of Analysis/ . 30.11.2025
AHanuTH4YecKHii oTueT Ne JlaTa aHaau3a

Date of Manufacture / . 11/2025 Date of Expiry / . 10/2027

JaTta npousBoacTea Ioaen no

Mfg. License No. /

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

Analysis performed according ND / Anajus nposeaen no HJI: JIII-Ne(001336)-(PI'-RU)-090625

Page30f 6/ Crp. 3n3 6

iii. | Any other impurity / 0.03% Not more than 0.50 % /
JIrobas ppyras npuMech He 6onee 0,50 %

iv. | Total impurities / 0.1% Not more than 1.50 % /
CymmMa npumeceit He 6onee 1,50 %

7. | Microbial purity* / MukpoGuonoruieckas yucrora®

i. | Total Aerobic Microbial Count NA Not more than 10> CFU/g /
/ Ob1ee 4ucIo a3poOHBIX He Gonee 10> KOE/r
MHKPOOPTaHH3MOB
ii. | Total Combined Yeast and NA Not more than 10' CFU/g /
mould count / Obuiee yucno He 6onee 10! KOE/r
JIPOMOKEBBIX H TUIECHEBBIX
rpu6oB
iii. | Pseudomonas aeruginosa NA Should absentin 1 g/

OrcytcTBUe B 1 T

iv. | Staphylococcus aureus NA Should absentin 1 g/
OrcyrctBue B 1 1

8. | Assay/ KosaudecTBeHHOe onpeaeseHue

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Ipumeuanne: IIpoaykT cooTBeTcTBYET TpeboBanusaM HJL 3aknwuenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[ToaroToBneHo: ITposepeno:Pardeep IMposepeno (AOK): ||Onmobpeno: Obecneuenne kayecTra/OTBETCTBEHHOE
Ramakant \_ Kumar Amit Kumar A JTULO: XU NIU Yuva A

N0 I e I

e = <

Date / Date / Date / Nate / ZO/HfAO)/r
Jara: 30.11.2025 Jara: 30.11.2025 Hara: 30.11.2025 Hara:

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
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Product : Nise A?tivgel (nimesulide) gel for external use, 1 %, 20 g

Ipoayky: Haii3® AxTHBress (HuMeCyITi) refb Wi HapyxHoro npumededns, 1%, 20 r

Market / Poinox : Russia / Poccus
Batch No./ . V250919 Batch Quantity / . 60,000 units /
Cepus N2 ) Pazmep cepuu © 60,000 equnuL

Analytical Report No. /

: 040003198981

AHanuTHyecKuil oTyer Ne

Date of Analysis /
JlaTa aHanu3a

: 30.11.2025

Date of Manufacture / . 11/2025 Date of Expiry / . 10/2027

\laTa npoussoacTBa I'opgeH ao

Mfg. License No. /

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

nuneH3us Ne

| Analysis performed according ND / Apaaus nposeaen no HJI: JITI-Ne(001336)-(PT-RU)-090625

Paged4 of 6/ Ctp. 4 u3 6

Nimesulide /
Humecynua

10.07 mg / 10.07 mr
(100.7 %)

9.0 mg to 11.0 mg of C;3H2N»OsS
(nimesulide) (90.0% to 110.0% of label
claim) in 1 g of gel /

Ot 9,0 mr go 11,0 Mr C;3H12N>OsS
(numecynun) (ot 90,0 % mo 110,0 % ot
HOMMHAIILHOTO co/iepKaHusi) B 1 T renst

Dimethyl sulfoxide /
JAumeruicyiabdorcny

99.7 % 199.7 %

90% to 110% of C2H¢OS (dimethyl
sulfoxide) of label claim /

Ot 90 % no 110 % C>HsOS
(mumeTuncynbQoKcUa) OT HOMUHAIBHOTO
coJepXaHuA

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 Ty0y u3 JIaMHHHPOBaHHOIO
AMIOMHMHNS, CHAOXEHHYI0 MeMOpaHoi
IJI8  KOHTPONS [EPBOTO  BCKPBITHS.
Kaxmayio TyOy BMecTe ¢ HHCTPYKUHUER

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. / I'To 20 r, 50
r uny 100 r B TyOy M3 JJaMHHMPOBAHHOIO
TIOMUHMS, CHaOXeHHYo MeMOpaHoH s
KOHTPOJIsl EPBOTO BCKPbITHA. Kaxkayto TyOy
BMECTE C MHCTPYKLMEN [0 MEAULUHCKOMY

M0 MEMULIMHCKOMY
MIOMEILEIOT B NAYKy KapTOHHYIO.

IIPUMEHEHUIO

NPUMEHEHUIO noMeuaroT B NnayKy
KapTOHHYHO.

*The parameter may not be included in the manufacturer's Certificate of Analysis. The manufacturer guarantees
the quality of the product for these parameters.
*TlokasaTesb MOXKET OTCYTCTBOBaTh B cepTU(HKaTe aHanu3a npousBoautess. [IpousBoguresib rapanTupyer
Ka4yecTBO NpenaparTa 1o 3THM [MoKa3aTeasM.

Remarks : The Product confirms to ND/
[pumeuanue: [IpoaykT cootBeTcTBYeT TpeGoBauuam HJI

Conclusion : APPROVED /
3axiawuenune: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Tonrotosnexo: [TpoBepeno:Pardeep [posepeno (AOK):  ||Onobpeno: Obecnieuenne kauectsa/OTBETCTBEHHOE
Ramakant \, Kumar Amit Kumar mo: (YL Kuw R

&\U’L/ e.l—( VV;/”/ //(v‘v
Date / Date / Date / Date / ZO/‘ )02 T
Jara: 30.11.2025 Jlara: 30.11.2025 Mara: 30.11.2025 Nara: -

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: L85155AP1984PLC004507
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Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
Iponykr: Haii3® AxTMBresb (HHMECYIHA) Teb 11 HAPYXKHOTO npuMeHeHsid, 1 %, 20 r

Market / Prisok : Russia / Poccus

Batch No. / . Batch Quantity / . 60,000 units /

Cepus N2 i Pasmep cepun 60,000 equnnL
Analytical Repourt No./ . 040003198981 Date of Analysis / . 30.11.2025
AHannTHyeckHii oTueT Ne JlaTa aHanu3a

Date of Manufacture / . 11/2025 Date of Expiry / . 10/2027

Jata npousBoacTBa I'ogen go

Mfg. License No. /

IIpoussoacTBeHHast : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
SHueH3ust Ne

[Analysis performed according ND / AHa/iu3 npoBejieH nolH}I: JITI-Ne(001336)-(PT'-RU)-090625 )
PageS5of 6/ Crp.5u3 6

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

API manufacturer batch number / NMS/125050524
Homep cepun npoussogutenss A®@C:
FP Manufacturer API Batch number /

Nimesulide / Humecynun,

Homep cepun cy6cTaHIIMH NPOU3BOAHTEIS FESA00374
[Jd:
API Manufactured by & country/ Aarti Drugs Ltd., India /
IIpoussoautenr ADC, crpaHa: Aaptu [parc JIta., Heaus

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
Name, address, authorization No for FpP Nalagarh Road, Baddi, Distt. Solan H.P. 173205, India (license No
manufacturing site / Control site / Release site / MNB/05/263) /
HaumeHoBaHue, aapec, AHLEH3HS AJs J-p Penau’c Jlabopatopuc JItn., Hanus, IIpoussoacTeeHHOE
IIponsBoacTBEHHAs MJIOLIAAKA / nopapasnenenue-6, Buni. Kxonbs, Hanarapx Poyn, Bannu, Juctpukr Conas,

X.I1., 173205, Uupus (JInuenszus 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 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».

3aktoueHne o cooTBeTeTBHH: «HacTOALIMM 5 IOATBEPXK A0, YTO NPUBEICHHAS BbIille MH(pOPMALIU ABIAETCS JOCTOBEPHOH U
TO4YHOH. DTa cepmsa MpoAyKLHUU MpousBeneHa (BKiOUas YMakoBKY (MapKHpPOBKY) M KOHTPOJb KauyecTBa) Ha BbIILICYKa3aHHOI
NPOM3BOICTBEHHOH IUIoINaKe (ILTOLaAKax) B IIOJJHOM COOTBETCTBHHU ¢ TpeboBaHuAMHU [IpaBuil HalutexKallel IpOU3BOACTBEHHOM
npakTiky EBpasMHCKOro 5KOHOMHYECKOr0 €O3a U TpeOOBaHMAMH KOHTPOIS KayecTBa JIEKAPCTBEHHBIX CPEACTB, a TaKKe B
COOTBETCTBMH CO CIIELUHKALMAMHE, COAEPHAILUMUCS B PETUCTPALIMOHHOM IOChE CTpaHbI-UMIIOPTEpa. 3aMiCcH [0 NPOU3BOICTBY,

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeuanune: [MponykT coorsercrryer Tpedosanisam HT 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[TosroTorneno: Iposepeno:Pardeep [Tpoeepeno (AOK): ||Omobpeno: Obecneuenre kadectsa/OTBETCTBEHHOE
Ramakant t Kumar Amit Kumar JTHLLO: _QU LU ICum@an
@, Yo \— — ' ,
Date / Date / Date / Date / z 011405
Jlara: 30.11.2025 IMata: 30.11.2025 Hara: 30.11.2025 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: L85195AP1984PLC004507
www.drreddys.com
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Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g

poaykr: Haii3® AkTuBrenb (HUMECYJIHA) Fefib NIA HAPYXHOTO mpyMenenns, 1 %, 20 T

Market / Poinok

: Russia / Poccus

Batch No./ . V250919 Batch Quantity / . 60,000 units /

Cepusi Ne ) Paszmep cepun " 60,000 equamy
Analytical RepOj‘t No./ . 040003198981 Date of Analysis / . 30.11.2025
AHanuTH4eckuii oTuer Ne JlaTa ananusa

Date of Manufacture / . 11/2025 Date of Expiry / . 10/2027

JlaTa npousBoacTBa Topen g0

Mfg. License No. /

IlpoussoacTeeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JiMneH3usi Ne

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

YIIAKOBKE W aHallu3y MNPOBEPEHLI, U YCTAHOBIIEHO UX COOTBETCTBHE Tpe60BaH]([ﬂM I'IpaBpm HaJJIe)xalien Hp0H3BOJICTBeHHOl7[

NpakTUKyU EBpa3uiickOro 3KOHOMHUYECKOrO COr3an.

Page 6 of 6/ CTp. 6 13 6

Remarks : The Product confirms to ND/
[Mpumeusanne: [Ipoaykr cooTBercTyeT TpedoBanam HJ{

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[MoaroToBaeHo: ITporepeno:Pardeep [TposepeHo (AOK): |{OnoGpeno: Obecrieuenne kauecTsa/OTBETCTBEHHOE
Ramakant * Kumar Amit Kumar SHLO: < UriL KUMRAR_
. = N il
S = i il
Date / DNate. / Date / Date / 2011028
Jlara: 30.11.2025 Jara: 30.11.2025 Hara: 30.11.2025 Hara:
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