Dr.Reddy’s “:'.

Market / Puigok

CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Tpoaysr: Hais® AKTHBreas (4 ecyiiz) reflo LA HAPYKHOTO mpUMCHEHIA, 1% . SOT _

: Russia / Poccun

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel ; +91 98166 5600L-02
www.drzad ye.com

Batch No../ i Batch Quantity/ _23435.0 units /
Cepra Ne - Pasmep cepun * 23435.0 equnuL

Analytical Report No./
AHanuTH IeckHil oraeT Ni

: 890001834609

[Date of Analysis /
Hata ananuza

: 05.09.2025

Date of Expiry /

Date of Manufacture / . 08/2025 . 07/2027
JAarTa npoussoacTea TCogetr go =t
Mfg. License No./

Ipon3soACTBEHHAS : MNB/05/263 'MA number: / Homep PY : JITT-Ne(001336)-(PT-RU)
JUueH3ust Ne '

_qu['\gig performed according ND / Ananus } npoBe gex no.Hll: JIT-Ne(0101336)-(PT-R U)- 090625

Page lz)f(;/ETp. 1m36

the main peak in the chromatogram
of nimesulide reference standard
solution. / Bpems ynepxuBaHHs
OCHOBHOTOQ nuKa Ha
XpoMaTorpamme UCTIBITYEMOTO
pacTBopa COOTBETCTBYET BpeMeHM
YAEP>KHBAHUS OCHOBHOIO MHKa Ha

XpomMarorpaMme pacTBOpa
CTaHJapTHOr0 obpasua
HHUMeCYJMza.

No/ , 0 :
N | Test / Ilokazarenb Result / Pesyabrar Specification / Hopma
1. Description / Onucanie Homogeneous, transparent, pale- Homogeneous, transparent, colorless to
yellow gel with characteristic odor | pale-yellow gel with characteristic odor /
/ OBHOPOAHBIH NMpo3payHblit renb OpHopojiHbiif Tpo3payHblii  Tenb  OT
61e IHO-)KENTOro LBeTa ¢ HecugeTHOro O0 6JIeIHO-XKEITOr0 UBETA
XapaKTEpHbIM 3araxoM C XapaKTepHBIM 3aMaxoM
2 Identification / MaenThdukanns
HPLC ! BRKK | The retention time of the main peak | The retention time of thc main peak in
| in the chromatogram ofttest solution | the chromatogram of test solution should
| corresponds to the retention time of | correspond to the retention time of the

main peak in the chromatogram of
nimesulide reference standard solution
(section Assay). / Bpems yaepicHBaring
OCHOBHOTO MHKa HA XpOMaTorpaMme

HUCTIBITYEMOrO pacTBOpa JOMKHO
COOTBETCTBOBATH BpeMeHU
YIOEP)KUBAHUA OCHOBHOTO IMKa Ha
XpomaTorpaMme pacTeopa
cTaHgapTHoro ofpa3sua HMMecynnaa
(pa3men «KonuuecTBeHHOE
OTipe AETEeHUEN).

Remarks : The Product confirms to NI/

Ipuneyaie: TpoaykT cooTsercTByeT Tpedosanudm |1

l(‘onclusion : APPROVED /

|3akmouenue: OJJOBPEHO

)

Prepared by/
IMoarotosnexo: Nisha

\

poeepero: Pravesh

L1

Iposepeno (AOK):

|Amil Kumar \

B ™

hecked by (AQ A)/ “:\pprovcd by: Quality Assurance/Authorized
person / Opobpeno: Obecneyenye
ratecTa/OTBCTC TBEHHOE JTMLIO:

|zad

Date / Date/
JHata: 05.09.2025 TaTa: 05.09.2025

ate

Haa: 05.09.2025 PARISH A

Date/

—

Datvcoa‘,u)"é

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

CiIN: L853195AP1984PLCO04507
www.drreddys.com
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Dr.Reddy’s ‘3.’

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIM3A

Product : Nise A:ctivgel (nimesﬁlide)_ gel for external use, 1 %, 50 g
Mpoaye T: Hau 3® AKTHBrenb (HUMECYNE) TeNb INA HAPYIRHOrO npiiMenenns. 1%, 50 r

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 2405, INDIA
Tel : +91 98166 5600:1-02
www.drrecidys.com

Aunensua Ne

Market / Prinox : Russia / Poccus

Batch No./ L Batch Quantity / 234350 units /

Cepusn No . Pa3smep cepuit * 23435.0 envHnL
Analytical Rep«irt No./ . 890001834609 Date of Analysis / . 05.09.2025
AnannTuvecknii oTuet Ne Jara anasusa

Date of Manufacture/ . 08/2025 Date of Expiry/ 0742027

Hara npoussoacrsa Topewpo  °

Mfg. License No./

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

é_qg_ﬂ)@is_pgr?-_@-_nm;i according ND / Auanus siposenen no HA;: JITI- Ne(001336)-(PT-R11)-090625

| UV s pectro photometry /
| Yb-cnexmpoghomomempus

| UV absorption spectrum of the test
solution has absorption maximum at
397+5 nm. / Y®-cnektp
LU IULUEHIN MU IbIL yEMUL U
pacTBOpa  HMEET  MAaKCUMyM
nornoweHusa npu 39745 um.

Page 2 of 6/CTp. 213 6

UV absorption spectrum of the test
solution should have absorption
maximum at 397+5 nm. / Y®-cnektp
W HUWCHMY  ALLblyLiiuL @ patiBupa
JIOMDKEH UMeTh MAKCHMYM MOTJIOLIEHHs!
npu 397+5 um.

-'_Weight of package
contents / Macca
COAEP K HMOI'0 YNIRKOBKH

SPgielr |0

According to Rus. Ph. / B cooTsetcTBUH
¢ Tpeboanuamu I'd PO

pH

3.21

2.5t04.5/012,5 no 4,5

55 Viscosity / Baskoers

970.3 centipoise /
970.3 canTunya3s

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

6. | Impurities / IIpumecn

i Impurity C/

Not detected / He obHapysxena

Not more than 0.50 % /

iii. | Jlobas npyras npuMecs

[pumecs C He 6onee 0,50 %
ii. | ImpurityD/ Below LOD (LOD =0.02 %)/ | Not more than 0.50 %/ 1
[Tpumecs D Huxe npepena obnapyxenus (II0 | He 6ortee 0,50 %
=0.02%)
Any other impurity/ 0.03% Not more than 0.50 %/

He 6onee 0,50 %

Prepared by/
IMonroronneno: Nisha

\

Rana

Date /

Remarks: The Product confirms to ND/

[Mprmeyanne: [TponyKT cooTBeTCTRYET TpeboranuaM HJI
Checked by /
Iporepeno: Pravesh

akmodenne: OJOBPEHO

Ifonclusion : APPROVED/
3

Checked by (AQA) /
ITposepero (AOK):
|Amir Kumar i

i

Approved by: Quality Assurance/ Authorized
person / Opnobpeno: ObecrneyeHne
kayecTBa/OTBETCTBEHHOE JIMLIO:

Q)}wﬂ

Date/

Date /
JlaTa:

O 0 LS

Hara: 05.09.2025

Date/
Hara: 05.09.2025 Hata: 05.09.2025

Registered Office: 8-2-237, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 49C0 2900, Fax: +91 40 45C0 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0OD4507
www.drreddys.com




Dr. Reddy's Labaratories Ltd.

‘ [T ‘ :
Y Formulation Unit-6
Dr.Reddy o =. Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS St i;'ag;;'ézlslggo@@gg'ND'A
CEPTHOHMKAT AHAJIM3A = *7 98166 560045

Swsw glineiigrom:
'Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipanyrr: Haiis® AkTuBress (HMecyILi) refb A8 H apyKHOTO 1ipisenenis, 1% . 50 r

Market/ Poinok : Russia/ Poccra

Batch No./ . V250709 Batch Quantity/ . 234350 units / =
Cepus Ne ) Paimep cepiti " 23435.0 exnuun

Analytical Report No./' . ¢500,434609 Datecall Aialysiy : 05.09.2025

AHaMTHYeCKHIT 0TYeT Ne Jlata aanu3a

Date of Manufacture/ . 08/2025 Date of Expiry/ . 07/2027

IlaTa npousBoacTBa TCoaen no

Mfg. License No. /

IlponseoacTBeHHan : MNB/05/263 MA number: / Homep PY : JI[I-Ne(001336)-(PI-RU)

g eH3usa Ne | -

|Analysis performed according ND / Auams nposenen no HJI; JINI-Na(001336)-(PT-RU)-090625
Page3 of 6/Crp.3m3 6

iv. | Total impurities/ | 0.1% | Not more than 1.50 %/ =
CyMma npumeceit He 601ee 1,50 %
T Microbial puTrW / MukpobHooruyeckas YucToTa*
i. | Total Aerobic Microbial Less than 10 CFU/g / Not more than 10* CFU/g /
Count / O6tiiee umncno Metee 10 KOE/r He 6onee 10° KOE/r
| 23p0BHBIX MUK pPO- |
| opranu3MOB |
[, | Total Combined Yeast and Less than 10 CFU/g / Not more than 10'CFU/g / [
{ mould count / Obuyee yucno Menee 10 KOE/r He 6onee 10! KOE/r
OpPOMOKEBBIX U ILIECHEBBIX
rpubos
iii. |Pseudomonas aeruginosa Absentin 1 g/ Should absent in 1 g/
OrcyrerByer B 1 OrcyrctBre B 1 ¢
iv. | Staphylococcus aureus Absentin | g/ Should absentin 1 g/
Orcyrcteyer B 1 1 OrcytcTeue B 11
8 . | Assay /KonmecTBeHHOC OnpegeleHHe —_—

Remarks : The Product confirms to ND/ Conclusion : AI_’PROVED /
[lprmeyanue: IIpoAyKT cOOTBETCTBYET TpeGoBaHHAM HJT 3aknwucHie: OJOBPEHO

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

Moaroropneno: Nisha flponepeno: Pravesh Mposepero (AOK): person / Opobpeno: Obecrietuenne
7;&/_, Ranma Anit Kumar \ «avecTBa/OTBETCTBEHHOE JHLIO:

3 2 o
i o )
Date / ate/ = [ate / Daie / o q .e)"l —Lvs
Jlava: 05.09.2025 |[Hwra: 05.09.2025 Jara 05.09.2025 [ata:

Registered Office: 8-2-327, Road No. 3, Bzanjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 4G 4900 2900, Fax: +91 40 4900 2939, Email: mail@drreddys.com
CIN: L85i95AP1984PLL004507
www.drreddys.com

T

ECwEEEm e T



Dr.Reddy’s ‘.‘,’.

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIH3A

Dr. Raddy's Laboratories Ltd
Formulation Unit-6
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jProduEt : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g

Mpogykr: Haiis® AxtHerens (Hisiecyiiii) reis S iapysuoro npiumeeins. 146, 50

Market/ Priiok

: Russia / Poccus

. 23435.0 units /

Analvsis performed according ND / A

Batch No./ : Batch Quantity /

Cepua No s ey Pazmep cepian * 23435.0 ennunn

Analytical RepoIt No. / . 890001834609 Date of Analysis/ . 05.09.2025

AHaauTHYecKHi oTyeT Ne JlaTa ananssa

Date of Manufacture/ . 08/2025 Date of Expiry/ . 07/2027

Jata npouigoacTRA onen g0 =

Mtp, License No. /

TlpouiBoacTBeHHAR : MINB/05/263 MA number:/ Homep PY : JIIT-Ne(001336)-(PI"-RU)

ugensus Ne ==

uaaw3 nposexcy no HAT: JITI-Ne(001336)-(PT-RU)-090625

| Nimesulide /

Humecymun

Page 4 of 6/ C1p. 413 6

e |

992 mg/9.92mr
(99.2%)

Dimethyl sulfoxide /
HAumernacyabdoxcun

100.9 %/ 100.9 %

9.0mgto 11.0 mg of C;3H;2N20sS
(nimesulide) (90.0% to 110.0% of label
claim) in 1 g of gel /

Or 9.0 mr no 11,0 mr Ci:\H;pN»OsS

(numecynug) (ot 90,0 % o 110,0 % ot
HOMHHAJILHOTO COIEpPXKanns) B 1 r rems

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

Ot 90 % no 110 % C>HeOS
(aumeruncyihhokcHa) OT
HOMHMHAILHOTO COIEPKAHMS {

10.

Package/ YnakoBka

50 g in a lammnated aluminum tube
equipped with  tamper-evident
membrane. Each tube and a patient
information leaflet in a carton. / [To
50 r B TY6y M3 NaMHUHHPOBAHHOTO
AOMHHNA, CHabXKEHHYIO
MeMOpaHo# 118 KOHTpOJIS NIepBOro
sckpeiTH. Kaxkmyro Tyby Bmecrte ¢
HHCTpYKLHeH IO MeJHLIHHCKOMY
NPUMEHEHHIO MOMeIaloT B MKy
KapTOHHYIO.

20 g, 50 g or 100 g in a lamunated
aluminum tube equipped with tamper-
evident membrane. Each tube and a
patient information leaflet in a carton. /
Mo 20 r, 50 r wi 100 1 u 1y0y u3
JIaMHHHPOBAHHOTO aniOMHHKA,
cHabrkeHHY0 MeMOpaHOM ISl KOHTPOIA
nepsoro BekpelTMA.  Kaxnyro  Tyby
BMeCTe e HHCTPYKLMEH 1o
MEXHLHHCKOMY MPUMEHEHHIO
NOMELLAIOT B Ma4Ky KAPTOHHYEO.

emarks : The Product confirms to

R :
[Tpsm

enanue: Ilpoaykr cooTsercravet rpedosamiam HI .

Prepared by /

IMoxrorosnen o:Nisha
\;\‘/

ND

Conclusion : APPROVED /

: “3

akawyense: O JJOBPEHO

Rana

X

Checked by/
TposepeHo: Pravesh

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

Amit Kumar .
// g

Date/
JTava: 05.00.2025

P
.Dnlc./
Jtara: 05.09.2025

Date /
lara: 05.09.2025

Approved by: Quality Assurance/ Authorized
person / Opobpeno: ObecneueHre
kavectBa/OTBETCTBEHHOE JIMLO;

|Dalc/ —L oV |
JlaTa d)dr-&“’( =

L

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s Qf.."‘

CERTI

Dr. Reddy's Laboratories Ltd,

Formulation Unit-6
\/l|| Khol Maia gam Road Baddi,

el o~ N
1058 .Juur.‘a. \.7

CEPTHOHIKAT AHAJTH3A

I&_l R

Product : Nise Activgel (nimesulide) gel for cxternal use, 1 %, 50 g
TNponwkr: Haiis® AxTisress (ssecynita) roms ass Hapkuore nprseens, 19, 50 r |

Market / Poriok : Russia / Poccyis

“[Bateh Quanticy / 234350 units /

3 : 850001834609
| AHaaHTIYecKHii oTyeT No

Batch No./
Cepus Mo > M Pasmep cepun ‘' 23435.0 egnauL
Analytical Report No. / Date of Analysis/ . 05.09.2025

JlaTa aHaan3a

Date of Manufacture /
Jata npou3soaAcTRa

: 08/2025

Date of Expiry/ . 07/2027
__|Tonen no r

Mfg. License No./
| TIpousBoACTBEHHAR
JIHen3ua Ne

: MNB/05/263

MA number: / Homep PY : JIIT-Ne(001336)-(PT-RU)

|Analv.sis performed accordmg ND / Anaaus nposen

en no H: JINT-Ne(001336)-(PI'-RU)-090625

Page 5 of6/ Crp. 5 n2 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.

"TIURMSM ICIIL MUACEL UILY ILIBUBRIL B LD

punduiare aHAIM3A aponasomTean. lponsnogsrens,

rapaNTHpyeT Ka4ecTBo npenapara no 3THM nokKasaTeasm.

| API name (INN_)_/ Hawenosanne ADC |

Nimesulide / Humecyaun

(MHH): S I e -
API manufacturer batch number / NMS /12 5050451 l
Homep cepuu npoussoaurea ADPC: |
FP Manufacturer API Batch number / I

FESA00311

Homep cepun cyGeranuun npoH3BoasTens
rJa®: |

API Manufactured by & country /
| Ilpon3ssopurens APC, crpana:

Name, address, authorization No for  FP
manufacturing site / Control site / Release site |
1/

HaumenoBanue, agpec, JHUEH3HA NJIsT
IIpon3BoacTBEeHHAs MJomAaKa/

Aarti Drugs Ltd,, India/
Aapru [lpare Jita, Huauns
Dr. Reddys Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
Nalagarh Road, Baddi, Distt. Solan H.P. 173205, India (license No
MNB/05/263) /
J-p Pepau’c Jlaboparopuc Jita., Unaus, [TpouzeoncTeerHOE
noapazaenenue-6, Bunn. Kxons, Hanarapx Poya, bannu, Jluctpukt
Conan, X.I1., 173205, Hugwa (JTnuernsia Ne MNB/05/263))

Declaration of certification: « hereby certif'y 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/

=

[Impreuadne: MpojynT cooTBeTeTByeT TpedoRaHmaM ]

Conclusion ;: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by/ Checked by /
IMoarorosngHo: Nisha I1posepetio: Pravesh
~ N\ Rana

{

Approved by: Quality Assurance/Authorized
person / Onobpero: Obecnevenre
KatecTea/OTBE TCTREHHOE JTHIO:

@
o)+ 1

Checked by (AQA)/
TTpogepeso (AOK):
Amit Kumar \

,\/'

vt

Date B
Jara:

Date / Date/ ate/
Tarta: 05.09,2025 JIa'ra 05.09.2025 Iara: 05.09.2025

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

ot}

N: L85195AP1984PLC004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd

Earinulat ynit (:

Dr.Reddy’s QS.‘.

Sl {0 tnad, Baddi

CERTIFICATE OF ANAIYSIS
CEPTHOHKAT AHAJIM3A

iir_oduct : Nise Aczivgel (nimesulide) gel for external use, 1 %; 50 g

Market / Poisok

: Russia / Poccus

TIponykr: Hais® Axtusrens (H utvecymi) refib 118 #apys KHOoro npivesenita, 1%, 50 r —_

Batch No./ -

Batch Quantity /

23435.0 units /

T'open no

Cepus Ne v ¥Y250000 Paszmep cepant * 23435.0 enunin
Analytical Repovrt No./ . 890001834609 Date of Analysis / . 05.09.2025
AHanurudeckud or4eT Ne - Jlata anaan3a

Date of Manufacture/ . 08 /202 5 Date of Expiry / . 07/2027

MlaTa npou3BoncTBA
Mfg. License No./
IpouseoacTeeHHas

| mening Ne
A.n'llws performed according ND / Ananm nponeneu no H}.‘( JIT -Ne(001336)- (Pl‘ RU)- 090625 i

Page 6 of 6/ CTp 6 H3 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 establishedy.

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

3ax.nouyenue o coorBeTcTBUN: «HacToAmMM 1 NOATBEPXX Aal0, YTO MpUBEJCHHAs BbIlle HHOPMALHS ABIIETCA
JOCTOBEPHOH M TOYHOH. JTa Cepus NMPOAYKUHH NPOM3BeAeHa (BKIIIOYAs YIIAKOBKY (MapKHpOBKY) M KOHTPOIb
KayecTBa) Ha BhIUIEYKA3aHHOW NPOU3BOACTBEHHOM IUIOMIamKe (IJIOMIAAKaX) B IIOMHOM COOTBETCTBHH C
TpeboBanusMu [IpaBun BHamlexamre#i MpOW3BOACTBEHHOH MPaKTUKK EBpasuilckoro 3KOHOMHYECKOI'O COKO3a M
TpcOOBaHMAMH KOHTpPONIS Ka4eCcTBa JIEKAPCTBEHHBIX CPEJCTB, a TAKXE B COOTBETCTBHH CO ceUM(pHKALHIAMH,
COZIEPXALIUMHCS B PETHCTPAllMOHHOM JIOChE CTpaHbI-HMIOpTepa. 3allUcH 0 IPOU3BOACTBY, YIIAKOBKE K aHAJIM3Y
ITPOBEPEHD], H yCTaHOBJICHO MX COOTBETCTBHE TpeboBaHHAM [lpaBu i1 Hajulexamell MpoH3BOACTBEHHOMN NpaKTHKH

EBpaSHﬁCKOF 0 IKOHOMHYECKOTO COXO3a».

Remarks : The Product conﬁrms to ND/ Conchision : APPROVED / 1'
Hpumeqanuc l'Ipoz[yxT cooTBeTcTBYeT TpeboBanusaM HJT 3aiaioxiénie: O JOBPEHO
< Approved by: Quality Assurance/Authorized

person / Opobpeno: ObecreyeHue
Kmlci:mﬂﬁOmngWlluO& Lo ; ||

Ilporepeno: Pravesh

Rana
/
{

Amit Kumar s

e

e U

Date/ ate ate / Date C)cr,a"]-—ww
Lara: 05.09.2025 e 05.09.2025 ata: 05.09.2025 MNaTa:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L851954P1984PLC004507
www.drreddys.com



