Dr.Reddy’s ‘3.‘

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIN3A

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

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

www.drreddys.com

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

[Tpoayxr: Hars® AKrusrens (HUMECy. M) resib Ui HAPYXKHOrO npumerenus, 1%, 50 r

Market / Poiok

: Russia / Poccra

‘Batch No./ e Batch Quantity/ _ 23110.000units /
Cepus Ne . = Pasmep cepuu " 23110.000 enunuun -
Analytical Repovrt No./ . 040003024242 Date of Analysis / . 07.08.2025

AHAINTUYECKHHA 0TYeT Ne JlaTa aHann3a !
Date of Manufacture/ . 07/2025 |Date of Expiry/ . 06/2027

Iara npousBoacTBa T'onen no

Mifg. License No./

|np0H3BOIICTBeHHaﬂ : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU) |
|IHLIeH3ua Ne ,

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

Page 1 of 6/CTp. 1 113 6

No/ - - :
No Test / IlokazaTens ‘ Result /PesyabraT Specification / Hopma
R -Description/ Onucanne Homogeneous, transparent, pale- | Homogeneous, transparent, colorless to
yellow gel with characteristic odor / | pale-yellow gel with characteristic odor/
| OpHopoAHBIM Tpo3pauHbii  rens | OgHOpOAHBIA  nNpO3pauHBId  Tenb  OT
; | GrenHo-xkenToro usera ¢ | GecupeTHOro 10 GrieAHO-XKENTOrO LiBETA
' | XapaKTEpHBIM 3arNaxoM C XapaKTEepHbIM 3aIlaxoM
' 2. | Identification / Mxen Tmlmc-a uns n . =

"a) HPLC / BOXKX

Complies as prescribed i
CootBeTcTBYET TpeHOBaHUAM

The retention time of the main peak in
the chromatogram oftest solution should
couespund w the tetention Lime of e
main peak in the chromatogran of
niinesulide reference standard solution
(section Assay) / Bpems yaepxuBaHU#
OCHOBHOIO TNHKa Ha XpoMaTorpamMme

| HCIILITYEMOro pacTBopa DOJKHO
' COOTBETCTBOBATh BPEMEHH |
yIep)KMBaHUS OCHOBHOTO TNHKa Ha
XpOMaTOrpamme pacTBopa
CTaHAApTHOrO ofpa3la HUMeCynMIa
(paznen «KonuuecTeeHHOE
ONpeIe/ICHUEY)
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpameuanne: Ilponykt cooTeTcTBYeT TpeboBanHam HJI 3akaouenne: OJOBPEHO
Prepared by / Checked by/ Approved by: Manager/Executive /
[oaroroeneno: Pravesh Rana poeepeno: Pardeep Kumar Onobpeno: Menemiep / r/’\yKOBOHHTeHb

AmitKumar ooF,
/

Reprint Date /
Hara: 07.08.2025

Reprint Date /
Jlara: 07.08.2025

Reprint Date /
Jarta: 07.08.2025

Registered Ofrice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49C0 2900, Fax: +91 40 49C0 2999, Email: mail@drraddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ‘:'

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formuiation Unit-6
Vill, Kho!, Nalagarh Road, Baddi,
Distt. Solan, HP., 173 205, INDIA

- n1 9”1/?/' C/NNT N0
el +51 Joluu JUUvL-Ue

CEPTUO®UKAT AHAJIM3A

www.drreddys.com

Product: Nise Activgel (nimesulide) gel for external use, 1%, 50 g
IMpoaykT: Hail3® AkTHBres b (HUMECYIHA) refb [l HapyXHOro npumeHeHus:, 1 %, S0r

Market / PpiHOK

: Russia / Poccua

Batch No./ . V250602 Batch Quantity / . 23110.000units /

Cepusi Ne y Pasmep cepun * 23110.000 enuHwLL

| i :

Analytical Repovrt No. / . 040003024242 Date of Analysis/ . 07.08.2025

AHanHUTHUYECKHIT oTHeT No JlaTa aHau3a =
Date of Manufacture / . 07/2025 Date of Expiry / . 06/2027

Jlata npon3BoacTBA T'open o

Mfg. License No. /

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

aunen3us Ne

|Analysis performed according ND / Ananus nposenen no HJ: JITI-Ne(001336)-(PI'-RU)-251022

| No/|

Test / ITokazarein
Ne

Result / Pesyabrar

Page 2 of 6/CTp. 2 u3 6

Specification / Hopma

b) UV spectrophotometry/ Y-
CreKTPOHOTO METPHUS

Complies as prescribed /
CooTeeTcTBYET TpeOOBaHUAM

UV absorption spectrum of the test
solution should have absorption
| maximum at 39745 nm / Y®-cnektp

:HOFHOHLCHI/IFI UCIBITYEMOro  pacTBOpa

JOJKEH UMETh MaKCUMYM IOTJIOIIeHHS
npu 39745 uM

3. | Weight of package contents / SN VIS i According to Rus. Ph. / B cooTBeTcTBHH
Macca copep:kHMOro ¢ TpeboBannsamu ['D PO
YHAKOBKH

4. | pH 3.20 25t04.5/0T125 no 4,5

5. | Viscosity / BaszkocTts

9437 centipoise /
9437 cantunyas

400 to 1,200 centipoise /
Ot 400 po 1200 canTHyas

6. | Impurities / [Ipumecn

i. | Impurity C/
ITpumecs C

Not detected / He obHapyKkeHa

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

il. | ImpurityD /
Ilpumecs D

Below LOD (LOD =0.02 %) /
Hwxe npenena obnapyxenus (110
=0.02%)

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

Remarks - ‘The Product conforms to ND/

IIpumeuanne: ITponykT coorBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3akarwuenne: OJJOBPEHO

Hara: 07.08.2025

Hata: 07.08.2025

Prepared by / ) Checked by/ Approved by: Manager/Executive /
IToarororneno: Pravesh Rana [ IIposepeno: Pardeep Kumar Onobpeno: Menemxkep / PykoBoaurens
i ; Amit Kumar y A
CZI_——’: J Yo e
Reprint Date / Reprint Date / Reprint Date / '

Hara: 07.08.2025

Registered Ofr’ice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel +91 40 49C0 2900, Fax: +91 40 49C0 2999, Email: mail@drreddys.com

CIN: L&5195AP1984PLC0O04507
www.drreddys.com




{IIpoaykT: Hait3® AkTuBrensb (HUMeCysn) refb A1 Hapy>KHOro npuimedenus, 1%, 50 r

Dr.Reddy’s Qf:“'.

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

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

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIiA
Tel ; +91 98166 56001-02
www.drreddys.com

Market / PoiHOK

: Russia / Poceus

Batch No./ o A —— Batch Quantity/ _23110.000units /

Cepusi Ne : Pa3smep cepuun © 23110.000 enmnuL

Analytical Repovrt No./ . 040003024242 Date of Analysis / . 07.08.2025

AHaJuTHYeCKHIT oTUeT No Jlara aHa/u3a

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

Jara npouspoacTBa T'ogen 1o -
|Mfg. License No. /

IIpousBoacTBeHHAst : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI™-RU)
JHueH3un Ne

Analysis performed according ND / Anaim3 npogeaen no HJ: JITT-Ne(001336)-(PI'-RU)-251022

Page 30f 6/ Ctp. 3u3 6

Cymma npumecei

l

He 6onee 1,50 %

;I.OO Y Test / IlokazaTean Result / PesyasTtaT Specification / Hopma
| i1. | Any other impurity / 3 0.03% Not more than 0.50 % / =
Jlrobas mpyras npumecs He 6onee 0,50 %
iv. | Total impurities/ 0.1% Not more than 1.50 %/

7. | Microbial purity* / Mukpo6noJjoruueckas uucrora*

8. | Assay /KoinuecTBeHHOe OnipeaesIeHue

i. | Total Aerobic Microbial Count/ NA | Not more than 100 CFU/g /
Obuiee 4YKCO a3pOOHBIX MUKPO- He 6onee 100 KOE/r
OpraHU3MOB

ii. | Total Combined Yeast and NA Not more than 10 CFU/g /
mould count / Obiee 4ucno He 6onee 10 KOE/r
JPOMOKEBBIX M IUIECHEBBIX
rpHooOB

. | Pseudomonas aeruginosa NA Should absent in 1 g/
OrcyrcTBHeB 1 1

iv. | Staphylococcus aureus NA Should absent in 1 g/
OTtcyrctere B 1 1

Remarks : The Product conforms to ND/
IIpnmeyanne: [IponykT cooTBeTcTBYET Tpebosanusam H]J

Conclusion : APPROVED /
3aknwuyenne: OJJOGPEHO

Prepared by / i
IloarorosneHo: Pravesh Rana v(

v

Checked by/
[Tpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / Pykosoaurens
Amit Kumar

/A

/

Reprint Date /
Jara: 07.08.2025

Reprint Date /

Hara: 07.08.2025

Reprint Date /  V
Jara: 07.08.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei: +91 40 4900 2900, Fax: +91 40 49C0 2999, Email: mail@drraddys.com

CIN: LR5195AP1984PLC0O04507
www.drreddys.com




Dr. Reddy's Labcratories Ltd
Formuiation Unit-6

Qe
DE.Reddy,S ‘g. Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P.,, 173 205, INDIA
CERTIFICATE OF ANALYSIS Te i +51 981665(5001 C2
CEPTHO®HNKAT AHAJIM3A www.drreddys.com

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

IpoaykT: Haii3® AxTusrens (HMMeCysni) Irefib Asl HapyKHOro npumenenns, 1 %, 50 r —
Market / PoiHOK : Russia / Poccus

Batch No./ _ st_o = Batch Quantity/ ~ 23110.000units /

Cepusi Ne : Pa3mep cepui © 23110.000 enunun
Analytical Repovrt No. / . 040003024242 Date of Analysis / . 07.082025
AHamMTHYecKHH oTueT Ne Jara ananusa

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

HNata npoussoacTsa Togen oo —

Mfg. License No. /

|Hp0ﬂ3BO}1€TBeHHaﬂ : MNB/05/263 MA number: / Homep PY : JII-Ne(001336)-(PI'-RU)
Jiuuensus Ne B

{Analysis performed according ND / Auaqu3z nposeaen no H: JII1-Ne(001336)-(PT-RU)-251022

Page 4 of 6/ C1p. 4 m3 6

;{00 i Test / [Toka3atesn ‘ Result / PesynbTaT Specification / Hopma
Nimesulide / 10.01 mg/ 10.01 mr | 9.0 mg to 11.0 mg of C13H12N>OsS
Humecyma (100.1 %) (nimesulide) (90.0% to 110.0% of label

claim) in 1 g of gel /
| | |
| | | | Or 9,0 MI 10 11,0 Mr C13H12N2058
[ | | (uumecynun) (ot 90,0 % mo 110,0 % ot
| HOMHHAJIBHOTO CofiepKaHus) B 1 r rems

9. | Dimethyl sulfoxide / 102.5 % 90% to 110% of C2HsOS (dimethyl

JAumeTHncys oxkcng sulfoxide) of label claim /
Ot 90 % no 110 % C>2HsOS
(mumeTHncy NBGOKCH) OT
| HOMMHAJIBHOTO COZIepIKaHHs
' 10. | Package / Ynaxopka | s0 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 u3
| NTaMHHMpPOBAHHOTO ANOMUHMSA, CHAaOMEHHYIO MeMOpaHOH s KOHTpPO.s
nepBoro BekpbITH. Kaxayro TyOy BMecTe ¢ HHCTPYKIHEH [0 MEAHLIMHCKOMY
NPUMEHEHHIO MOMEIIAIOT B NAUKy KapTOHHYIO.
*The parameter may not be included in the manufacturer's Certificate of Analysis. The
manufacturer guarantees the quality of the product for these parameters.
*Tloka3aTeJb MOXKET OTCYTCTBOBATh B cepTHHuKaTe aHaIH3a npou3BoauTes. IIponsBoaurenn
rapaHTHpPYeT Ka4ecTBO NpelapaTa Ho 3THM NoKa3aTelsM.

Remarks - The Product conforms to ND/ Conclusion : APPROVED /

IIpumeuanue: [lpogykT cooTBeTcTBYET TpeboBanusam HJT 3aknrouenne: O,JIOBPEHO

Prepared by / Checked by/ Approved by: Manager/Executive /

ITonrororneno: Pravesh Rana / IIpoeepeno: Pardeep Kumar OnobpeHo: Menemxkep / PykoBomurens

C:.L—:- Amit Kumar [\/ ‘/\/

Reprint Date / Reprint Date / Reprint Date / e

Hata: 07.08.2025 Hata: 07.08.2025 Hata: 07.08.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drraddys.com
CIN: L&5195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s ‘3.'.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Labcratories Ltd.
Formuiation Unit-6

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

oy | s QO oRC O Donn | N7
el #3931 5610 oudvi-ve

CEPTUPHUKAT AHAJIU3A

www.drreddys.com

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

El'lpouﬂc'r: Hai3s® AxTHBreib (HUMECYNHA) TEb 1A HAPYXKHOTO NpUMeHeHNs, 1 %, 50 ©

Market / PriHOK : Russia / Poccus

Batch No./ —— Batch Quantity/ _ 23110.000units /

Cepusa Ne - Pa3mep cepusu * 23110.000 enpmHuLL B
Analytical Repourt No. / . 040003024242 |Date of Analysis / . 07.08.2025
AHauTHYECKNIi 0TyeT No Jara ananusa

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

|laTa npoussoacTBa T'ogen no

Mfg. License No./

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

JMLeH3ua Ne

Analysis performed according ND / Anam3 nposegen no HJI: JITI-Ne(001336)-(PT'-RU)-251022

Page Sof 6/Ctp. S5u3 6

(MHH):

API name (INN) / Hanmenoanne ADC

Nimesulide / Humecynua

API manufacturer batch number/

. Homep cepun npoussoaureas ADPC:

| FP Manufacturer API Batch number /

| Homep cepun cydcTanunn
npouspoauTeas I'JIP:

[ |

NMS/125040339

FESA00227

API Manufactured by & country /
Iponssoautenn ADC, _CTpaHa:

Aaptu Jlparc JItn,, I/IHzly_m

Aarti Drugs Ltd., India /

\
1
|

Release site /

HamnmenoBanue, agpec 1 HomMep
| JIMIEH3HHA TUTOINAIKH,
ocyImecTBJAIOIIEH
NPOH3BOACTBO/KOHTPOJIb
kayecTsa/Boinyck I'JID /

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

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

Distt. Solan (HP)

J-p Pennu’c Jla6opartopuc Jita., Unnus,
[TpoussoncTereHHoe noapasaenenue-6, Bunnamx Kxors,
Hanarapx Poyn, bagmu, Conan Huctpukt, X.I1. 173205,

WNupua (JInmensus Ne MNB/05/263)

173205, India (License No 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

Remarks: The Product conforms to ND/

ITpumeuanne: [Ipoaykr coorBeTcTBYeT TpebosanusM HJI

Conclusion : APPROVED /
3akarwuenne: O JJOBPEHO

Prepared by /
ITonrorosneno: Pravesh Rana f

Checked by/
IIpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /

Onobpeno: Menekep / PykoBonutens

Amit Kumar AN
/\/(/

Reprint Date /
Jata: 07.08.2025

Reprint Date /
Jarta: 07.08.2025

v

Reprint Date /
Jata: 07.08.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tek: +91 40 4900 2900, Fax: +91 40 49C0 2999, Emaik mail@drraddys.com
CIN: L&5195AP1984PLC004507

www.drreddys.com




Dr. Reddy's Labcratories Ltd.
Formutation Unit-6

O
Dr.ReddY,S ‘?. Vill. Khol, Nalagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS Tel +

£ )
91982165 5600102

CEPTHO®UKAT AHAJIN3A www.drreddys.com

!-miuct: Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
{IIpoaykT: Haus® AKTHBresb (HHMECYHA) I'efib U1 Hapy»KHOrO PUMEHeHns, 1 %, S0 r

Market / PeiHOK : Russia / Poccus
BatchNo./ o 'Batch Quantity/ ~23110.000units /
Cepust Ne ; |Pazmep cepun * 23110.000 egunuiL
. | .
:Analytlcal Repovrt No./ - 040003024242 Date of Analysis/ . 07.08.2025
|AHAJMTHYECKH oTYeT Ne |daTa anau3a
Date of Manufacture/ . 07/2025 Date of Expiry / . 06/2027
\laTa npou3BoAcTBA I'ogen no - =
|Mfg. License No. /
|IIponsBoacTBenHas : MNB/05/263 MA number: / Homep PY : JII1-Ne(001336)-(PI'-RU) |
[muuensua Ne - |

|Analysisperformed according ND / Ananu3s nposeaen no HJI: JIII-Ne(001336)-(PI'-RU)-251022 |

Page 6 of 6/CTp. 6_113 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».

3akJ04ueHHe 0 cOOTBEeTCTBHH: «HacTOSIINM 1 HOATBEPIKAAI0, YTO NPUBEACHHAS BBl HHPOPMANUS SBIIAETCS
IOCTOBEPHOH U TOUHOM. DTa cepus NMPOAYKIMH IpousBeleHa (BKJIIOYas YHNAKOBKY (MapKHPOBKY) M KOHTPOJb
KadecTBa) Ha BBHIIMICYKa3aHHOH IIPOM3BOJICTBEHHOH Iulomaake (IUIoWafkax) B IOJHOM COOTBETCTBHUH C
TpeboBanusAMU 1IpaBui Hajexaned IPOU3BOJCTBEHHOM NPaKTUKU EBpasuicKoro 3KOHOMHYECKOro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsbps 2022) u TpeOOBaHHUSAMH KOHTPOJS KadecTBa JIEKAPCTBEHHBIX

CpEeAcCTB, a TaKXXE€ B COOTBETCTBUH CO CHGHI/I(l)I’IKaI_H/IﬂMI/I, CoacpXalluMucs B pe
HMIIOpTEpA. 3amucH 1o IIPON3BOJACTBY, YIAKOBKE W aHAJIN3y IIPOBEPEHBI, H

TUCTPAlUOHHOM JOCHE CTPAaHbI-
YCTAHOBJICHO HX COOTBETCTBHC

TpeboBaHusM lIpaBun Hamiexame Ipou3BOACTBEHHON IPaKTHKH EBpasHicKOro 5KOHOMHYECKOIO COFO3a».

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

Ipumeuanue: [IponykT cooTBeTcTBYeT TpeboBanuam HJJ 3akmouenne: OJOBPEHO

Prepared by / : Checked by/ Approved by: Manager/Executive /

IToaroroeneno: Pravesh Rana /' ITporepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBoxutens
. // Amit Kumar A

Reprint Date / Reprint Date / Reprint Date / v

Jara: 07.08.2025 Jara: 07.08.2025 Jara: 07.08.2025

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com



