Dr.Reddy’s ‘f:'.

CERTIFICATE OF ANALYSIS

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

Vill. Khoi, Nalagarh Road, Baddi,
Disi:t. Solan, HP., 173 205, INDIA

CEPTUDHUKAT AHAJIN3A

lel : +9155166 50001-02

!"Pr_oduct: Nise ?ctivgel (nimesulide) gel for external use, 1_%, 50 g

IpoaykT: Haris® AkTusrens (HMecynna) renb I HapyXHOIo TIpHMEHCHHS, 1%,50r

www.drireddys.com

|Market / PoiHok : Russia / Poccust

Batch No./ —— Batch Quantity/ 17424.000units / =
Cepus Ne ) Pasmep cepuun * 17424.000 enynun

Analytical Repo“rt No./ . 040003025096 Date of Analysis/ . 07.08.2025

AHaNUTHYECKHI 0TYeT No — ___|lara ananusa B i

Date of Manufacture / . 07/2025 Date of Expiry / . 06/2027

JlaTa npou3BOACTBA T'ogen nmo -

Mfg. License No. / |

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

nuuen3usa Ne

Analysis performed according ND / AHa/iu3 npoeenen 1o Hﬁ: JIH-.N'Q(001336)-(PF-IEU)—ZSIOZZ

Page 1 of 6/ Ctp. 1 m3 6

No/|

Ne Test / IloxkazarTesn

Result / PesyabTaTt

1. Description / Onucanue

2 Identification / HUnenTndguxanus

| Specification / Hopma

| Homogeneous, transparent, pale- | Homogeneous, transparent, colorless to

yellow gel with characteristic odor / | pale-yellow gel with characteristic odor /

OpHOpomHBIA  MpO3payHbIH
0.J1€ THO-XKENTOT O 1BETA
XapaK TEPHBIM 3araxoM

resis | OfHOpOAHBIM TpoO3pauHblii  Teib  OT
¢ | GecuBeTHOro N0 O/EJHO-XKENTOTO LBETA
C XapaKTEpHbIM 3aMaxXom

a) HPLC / BDXKX

Complies as prescribed
CooTBercTByeT 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) / BpeMms yaep>xkuBaHus
OCHOBHOI'O IIMKa Ha XpoMaTorpamme

UCTIBITYEMOTO pactBopa JOJDKHO
COOTBETCTBOBATH BpEeMEeHH
YIEPXKUBAHUS OCHOBHOI'O IIMKAa Ha
XpomaTorpaMme pacTBOpa
craHpapTHoro o0pa3la HUMecyJuaa
(paznen «KonuuecTBEHHOE
ornpeJieNieHUe))

Remarks : The Product conforms to ND/

Ilpumeuanne: Ilpogykr coorBeTcTBYET Tpebopanusm HJT

Conclusion : APPROVED/
3axkaouenue: ONOBPEHO

Ioarorosaeno; Pravesh Rana

P

Prepared by / Checked by/
{(

IIposepeno: Pardeep Kumar

.

Approved by: Manager/Executive /
Opobpeno: MeHemxep / PyxoBoouTeNb
B

Amit Kumar /\//

Reprint Date / Reprint Date /
Hara: 07.08.2025 Jara: 07.08.2025

Reprint Date /
Jarta: 07.08.2025

Registered Office: 8-2-337, Road No. 3, Banjara {Hills, Hyderabad - 500034, Telangana, India
Tel +91 40 4900 2900, Fax: +31 4C 4900 2999, Email: mail@drreddys.com

CIN: L85135AP1584PLC0O04507
www.drreddys.com



Dr.Reddy’s ‘5.’.

CERTIFICATE OF ANALYSIS

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

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

CEPTUDPUKAT AHAJIM3A

Tel : +91 58166 56G01-02
www.drreddys.com

|Pr0(ﬁct: Nise Activgel (nimesulide) gel for external use, 1 %, 50 g

Mpoaykr: Haii3® AKTHBrens (HUMecCy.1Ha) reflb Wi HapyAHoro npumenenng, 1 %, 50r

|Market / Ppinok

: Russia / Poccua

Batch No./ . V_250 603 |Batch Quantity/ . 17424.000units /

Cepus Ne ) Pasmep cepuu " 17424.000 enuHuM
Analytical Repo:’t No./ . 040003025096 Date of Analysis/ . 07.08.2025
AHaJIMTHYeCKHiT oTueT Ne JlaTa aHanu3a =
Date of Manufacture/ . 07/2025 Date of Expiry/ . 06/2027

JlaTa npousBoacTBRa T'onen no

Mfg. License No. /

|T1pousBoaCcTBEHHAS : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
|miuensus Ne

:Analysis performed according ND / Auaau3 nposeaed no HJI: JIIT-Ne(001336)-(PI'-RU)-251022

No/|

Test / IlokazaTeJn
Ne

Result / Pe3yabTaT

Page 2 of 6/ CTp. 2 m3 6

Specification / Hopma

b) UV spectrophotometry / Y-
crieKTpodhoTO MeTpus

Complies
CooteeTcTBYET TpeOOBaHUAM

as prescribed i

UV absorption spectrum of the test
solution
maximum at 39745 nm / Y®-criextp
MOTJIOIEHHS WCTILITYEMOr0  pacTBOpa
JOJDKEH UMETh MaKCUMYM MOLJIOUICHHS
npy 39745 um

should have absorption

51g/51r

According to Rus. Ph. / B coorBeTcTBUH

3. | Weight of package contents /
Macca coaep:xHMOro
YHNAKOBKH

4. | pH

| ¢ TpeboBanusmMu ['Q PO
[

3.28

Viscosity / Ba3zkocTb

" 948.4 centipoise /
948.4 canrumyas

2.5t04.5/012,5 po 4,5

400 to 1,200 centipoise /
Or 400 go 1200 canThmyas

6. | Impurities / IIpumecn

=0.02%)

i. | Impurty C/ Not detected / He obHapyxena Not more than 0.50 % /
[Mpumecs C He 6onee 0,50 %

ii. | ImpurityD / Below LOD (LOD =0.02 %) / Not more than 0.50 % /
INpumecs D Huxe npenena obnapyxenuns (ITO | He 6onee 0,50 %

Remarks : The Product conforms to ND/
IIpumeuanme: [Ipoaykt cooTBeTCTBYET TpeboBaruam HJJ

Conclusion : APPROVED /
3akmouenune: OJJOBPEHO

Prepared by /
Iloarorosneno: Pravesh Rana f

Checked by/

IIposepeno: Pardeep Kumar
g

=l

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pvkosoaurens
AmitKumar /\ — ) :

LY /-FF

Reprint Date /
Hara: 07.08.2025

Reprint Date /
Jara: 07.08.2025

Reprint Date /
Hara: 07.08.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Teiangana, India
Tiel: +91 40 4900 2900, Fax: +31 4C 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLLC0O04507
www.drreddys.com




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTUPHUKAT AHAJINU3A

Market / Puinok

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
HpoaykT: Har3® AkTHBrens (HuMecymia) refib Juis HapYXHOro npumenenns, 1%, 50r

Dr. Reddy's Laboratories Ltd
Formulation Unit-&

Vill. Khol, Naiagarh Road, Baddi,
Distt. Solan, H.P, 173 205, iNDIA
Tei: +51 93166 56001-02
www.drreddys.com

: Russia / Poccust

Batch No./ ——— Batch Quantity/ _ 17424.000units /

Cepus No 5 Pasmep cepun * 17424.000 enuHuUL

Analytical Repovrt No./ . 040003025096 Date of Analysis / . 07.082025

AHa/MTHYECKHi 0TUeT Ne Jarta ananusa

Date of Manufacture / . 07/2025 Date of Expiry/ . 06/2027

JlaTa npousBoacTBa TI'ogen o =

Mfg. License No./

IIponspoacTeeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI-RU)
avueH3nsa Ne -

Analysis performed according ND / Ananns nposeges no HJI: JITI-Nix(001336)-(PT-RU)-251022

Page 30of 6/Ctp.3m3 6

Cymma npumeceit

7. | Microbial purity* / Mukpofnosornyeckas uucrora*

I
JI;I.OO/ Test / [lokazaTenn Result / PesyabraT Specification / Hopma
il Any other impurity / 0.03% Not more than 0.50 % /
Jlrobas npyras npumech He 6onee 0,50 %
iv. | Total impurities / 0.1% Not more than 1.50 % /

He 6Gonee 1,50 %

i. | Total Aerobic Microbial Count /

OpraHH3MOB

Not more than 100 CFU/g /

rpubor

1ii.

iv. | Staphylococcus aureus

NA

O61uee yuca0 adpoOHBIX MUKPO- He 6onee 100 KOE/r

|
ii. | Total Combined Yeast and I NA Not  more

mould count / Obuiee yucno I| He 6onee 10 KOE/r

JIPOMOKEBBIX M TJIECHEBBIX

Pseudomonas aeruginosa NA Should absent in 1 g/

Orcytetue B 11

NA Should absent in 1 g/

than 10 CFU/g /

OtcyrctBUHE B 1 T

8. | Assay /KosmecTBeHHOE onpeaeieHHe

Remarks : The Product conforms to ND/
IIpumeuanue: [IponykT cooTeTcTBYET TpebosaHusam H]J

Conclusion : APPROVED /
3akawuerue: OJOBPEHO

Prepared by / Checked by/
[Moarorosneno: Pravesh Rana / I'lposepeno: Pardeep Kumar

Approved by: Manager/Executive/
Onobpeno: Menemxep / Pykosoaurens
Amit Kumar /,"\

|

ol
Reprint Date /

Jara: 07.08.2025

Reprint Date /
Hata: 07.08.2025

Reprint Date /
JHara: 07.08.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Tel: +91 40 4900 2300, Fax: +31 40 4900 2999, Email: mail@drreddys.com

CiN: L85195AP1984PLL004507

www.drreddys.com



Dr.Reddy’s ‘7;‘

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 AHAJIU3A

Tel: +91 98166 56001-02

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

{IIponykr: Hai3® AXTHBrensb (HUMECYNH) relb AN HApPYXKHOTO MpuMeHenus, 1 %, 50 ¢

www.drreddys.com

‘Market / PpInok : Russia / Poccus

'Batch No./ p— Batch Quantity / ~ 17424.000units / o
|Cepusi Ne - ) Pasmep cepum " 17424.000 exunun |
IAnalytlcal Repourt No./ . 040003025096 Date of Analysis / . 07.08.2025

|AHaIMTHYeCKHii 0T4eT Ne JaTa ananusa

Date of Manufacture / . 07/2025 IDate of Expiry/ . 06/2027

JlaTa npousBoaCTBA |Fonen no B -

Mfg. License No. / .-

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

Innuemml Ne

| Analysis performed according ND / AHaau3 npoBejeH no HJI: JIT-Ne(001336)-(PT-RU)-251022

No/|
Ne

| Nimesulide /
Humecynun

Test / Iloka3zarean

Result / Pe3yabTar

10.05 mg/ 10.05 mr
(100.5 %)

Page 4 of 6/ CTp. 4 u3 6_

Specification / Hopma
9.0 mg to 11.0 mg of Ci3H2N205S

claim) in 1 gof gel /
Ot 9,0 mr 1o 11,0 Mr Ci3HpN,OsS

(nimesulide) (90.0% to 110.0% of label

(ammvecymun) (ot 90,0 % no 110,0 % or
HOMHHAJIBHOIO coJiepkanus) B 1 r rens

9. | Dimethyl sulfoxide /
Jumernicyab(orcun

102.9 %

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

Ot 90 % mo 110 % CHOS
| (mumetuncynehOKCH) OT
| HoMHHANBHOrO COREpXKaHHA

" 10. Package / YnakoBka

NMPUMEHCHHIO MOMELIAIOT B MAYKY KapTOHHYIO.

| 50 gin a laminated aluminum tube equipped with tamper-evident membrane. |
Each tube and a patient information leaflet in a carton. / ITo 50 r B TYOy u3
JTaMMHHPOBAHHOTO ANIOMHHHs, CHAOXKEHHYIO MeMOpaHOM [UI1 KOHTPOJIA
nepBoro Bekphitus. Kaxayo Ty0y BMecTe ¢ MHCTPYKUMEH [0 MEAHLMHCKOMY

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

*Iloka3aTeab MOKET OTCYTCTBOBATH B cepruduKkaTe aHanu3a npoussoanTesn. Ilpon3sogurens
rapaHTHPYET KAa4eCTBO NpenapaTa mo 3THM MOKA3aTeJIfAM.

Remaarks : The Product conforms to ND/
llpumeyanue: lpoayKT COOTBETCTBYET TpeboBauvsM HJ|

Conclusion : APPROVED /
Jaxmwuenune: UQUbPEHU

Prepared by /
IToarorosneHo: Pravesh Rana

Checked by/
ITpoeepeno: Pardeep Kumar

e

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / Pyxisom/nenb

Amit Kumar }\ —

Reprint Date /
Hara: 07.08.2025

Reprint Date /
Hata: 07.08.2025

Reprint Date / ¢

Hata: 07.08.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
Tel: 491 40 4900 2900, Fax: +31 4C 4900 2999, Email: mail@drreddys.com

CIN: L85135AP1584PLC004507
www.drreddys.com




Dr.Reddy’s !50'

CERTIFICATE OF ANALYSIS

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

CEPTUOUKAT AHAJIM3A

www.drireddys.com

|Analysis performed according ND / Anasinz nposeaen no HJI: JITT-Ne(001336)-(PI'-RU)-251022

Page 50f 6/ Ctp. 513 6

API name (INN) / HaumeHoBanue ADC
(MHH):

Nimesulide / Humecynun

API manufacturer batch number /
Howmep cepun npouszpogutens ADC:

NMS/125040339

FP Manufacturer API Batch number/ |
Homep cepuun cy6cTanuun |
npouspoanTeas I'JId:

FESA00227

API Manufactured by & country /
Hponspoautesnr APC, cTpana:

Aarti Drugs Ltd., India /
Aaptu Jparc JItn., Unaus

Name, address, authorization No for

FP manufa cturing site / Control site /

Release site /

HanmenoBanue, anpec u Homep
JHICH3HH IJIOIAKKH,
ocyliecTBISIIOIIEH

' NPOH3BOACTBO/KOHTPOJIbL
Kayecrsa/Boinyck I'JI® /

Fornulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,

Distt. Solau (HP) 173205, India (Liceuse No MNB/05/263)/
H-p Pennu’c Jlabopatopuc Jlta., Unnus,
[IpousBoacTeeHHOe noApasaeneHye-6, Bunnamk Kxons,
Hanarapx Poyn, bannu, Conan ductpukr, X.I1. 173205,
Wnpna (JInuensus Ne MNB/05/263)

Declaration of certification: «l 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

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

l'_[pp_n__v_m: Hali3® AKTUBre/b (HUMECYIH) TEb 11 HAPYKHOTO NPUMEHEHHS, 1 %, 50r ) : B

\Market / Poinok : Russia / Poccua

|Batch No./ mE— Batch Quantity/ 17424000units /
Cepus Ne ; Pasmep cepun " 17424.000 enuuui
Analytical Repovrt No./ . 040003025096 Date of Analysis / . 07.08.2025

AHaJIMTHYECKHU oTYeT Ne JlaTa ananusa il

Date of Manufacture/ . 07/2025 Date of Expiry/ . 06/2027

JlaTta npou3BoJcTBA Topen po -
Mfg. License No./

IlpousBoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JHUEeH3UA Ne B |

Remarks : I'he Product conforms to ND/

Conclusion : APPROVED /

IIpameuanne: IIpogykT coorBeTcTBYeT Tpeboranusam H]J

3axiarouenne: OJIOGPEHO

Prepared by /
[NoarorosneHo: Pravesh Rana {

Checked by/
IIposepeno: Pardeep Kumar

<[

Approved by: Manager/Executive /
Onubpetio: Meue aykep / P{yxoaomrrenb

Amit Kumar ="
N

Reprint Date /
Jara: 07.08.2025

Reprint Date /
Hara: 07.08.2025

Reprint Date /
Jata: 07.08.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560024, Telangana, India
Tel: 491 40 4900 2900, Fax: +31 4C 4900 2999, Email: mail@drreddys.com

CIN:L85155AP1584PLL 004507
www.drredd ys.com



Dr. Reddy's Laboratories Ltd.

G ! x
Fermulation Unit-6
9 [ J
DrReddy S ‘.o. Vill. khol, Nalagarh Road, Baddi,
Disi t. Soian, H.P., 173 205, NUTIA
CERTIFICATE OF ANALYSIS el +91 SO166 56004 02
CEPTUOHKAT AHAJIN3A ‘ § >

wwww.drireddys.com
|Product: Nise_Activgel (nimesulﬁeﬁel for external use, 1 %, 50 g
|HpoaykT: Haiis® AkTHBrens (HHMECYJIMA) Teb 171 HAPYX HOro npumenenss, | %, 50 r

|Market / PolHOK : Russia / Poccys

Batch No./ L e ' [Batch Quantity/ _ 17424.000units /

Cepns No ) Pasmep cepuit * 17424.000 ennHun -
Analytical Repourt No./ © 040003025096 Date of Analysis / . 07.08.2025

AHnanuTnyeckuii oTyer No JlaTta anaausa

Date of Manufacture/ . 07/2005 Date of Expiry / . 06/2027

JaTa npousBoacTBa T'ogen no

|Mfg. License No./

IIponseoacTBEHHAsT : MNB/05/263 MA number: /Homep PY : JIII-N2(001336)-(PT-RU)
JMiensusi Ne '

[ énz_llysi_s performed according ND / AHA/H3 NpoBeeH 1o H)i: JITI-Ne(001336)-(PI'-RU)-251022

Page 6 of 6/ Crp. 6 13 6
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».

3aka4yeHHne 0 cooTBeTcTBHM: «HacTodnmm 1 DOATBepXk a0, YTO MPUBEACHHAs BbIllle HHOOPMALUS SBIISETCS
JIOCTOBEPHOH M TOYHOH. DTa cepHs IPOJYKIMM IpOU3BejeHa (BKIIOYas YMakoBKy (MapKHpPOBKY) M KOHTPOJIb
Ka4ecTBa) Ha BBIIIEyKa3aHHOW NPOM3BOACTBEHHOH [IoOmagke (IUTOMAAKaX) B IIOJIHOM COOTBETCTBUH C
TpeboBanusamu [lpaBun Hamnexanieit TPOU3BOACTBEHHON MIPaKTUKH EBpa3suiicKOro 3KOHOMUYECKOTo coroza (Ne
GMP/EAEU/RU/00554-2022 or 02 centssbps 2022) m TpeOOBaHMUSAMM KOHTPOJS KadecTBa JICKAPCTBEHHBIX
CPEZCTB, a TAKXE B COOTBETCTBHM CO CHEIUPUKAIMSIMHE, COAEPKaIIUMHUC B PETHCTPAIMOHHOM J0ChE CTpaHbl-
UMIIOpTEpa. 3allUCH N0 IIPOHU3BOJACTBY, YNAKOBKE M AHAJIU3Y IPOBEPEHbl, U YCTAHOBIEHO HUX COOTBETCTBHE
TpeboBanyaM IIpaBun HauICKaALICH TPOU3BOICTBCHHON MPaKTHKH EBpasuiickoro dDKOIIOMHYICCICOTO COIO3M).

Remarks - The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanue: [Nponykt coorBercTBYeT TpeboBanusm HJT 3akmouenne: OJIOBPEHO
Prepared by / Checked by/ Approved by: Manager/Executive /
IToaroroeneHo: Pravesh Rana ',{ IIposepeno: Pardeep Kumar Opnobpeno: MeHnemxkep {\ Pyxoeonutens
, Amit Kumar

’ Qf»”; /\'/,f
Reprint Date / Reprint Date / Reprint Date /
Hara: 07.08.2025 Hara: 07.08.2025 MHata: 07.08.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 5600234, Telangana, India
Tel +91 40 4900 2900, Fax: -+31 4C 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drredd ys.com



