Dr.Reddy’s “:’O

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJINU3A

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
www.drreddys.com

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

Mpoaykr: Hali3® AkTuBresip (HIHMECY/INI) Tesib 11 HAPYKHOTrO NpuMeHeHus, | %, 50 r

Market / PbIHOK : Russia / Poccus

Batch No. / © V250962 Batch Quantity / . 23530.0 units /

Cepusi Ne ) Pasmep cepun " 23530.0 exunuIg
Analytical Rep0ft No./ . 040003224697 Date of Analysis / . 13.12.2025
ABaJuTH4YeCKHii oTueT No Jara ananusza

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

JaTta npou3BoacTBa T'onen 1o

Mfg. License No. / ,
[pouseopcTBentas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI-RU)
nuuensun Ne

Analysis performed according ND / Ananus nposened no HJ/I: JITI-Ne(001336)-(PI'-RU)-090625

Pagelof 6/ Crp.11n36

No/ 3 .

Ne Test / lloxa3zarean Result / PesyabTar Specification / Hopma

1. Description / Onucanne Homogeneous, transparent, pale- Homogeneous, transparent, colorless to
yellow gel with characteristic odor | pale-yellow gel with characteristic odor /
/ OnHOpOnHBIH MPO3pauHbIii renb OpHoponHBIf Mpo3pauHblili  reflb  OT
GNEAHO-XKENTOro LBETA C 6ecLBeTHOro A0 6JIeIHO-KENTOro LBeTa
XapaKTepHBIM 3aMaxoM C XapaKTEePHBIM 3araxoM

2. Identification / UnenTudpuxanus

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 ynepxuBaHus
OCHOBHOTO nuka Ha
XpoMarorpamme UCIILITYEMOTO
pacTBOpa COOTBETCTBYET BPEMEHH
YIEPKHBAHUS OCHOBHOIO MHKa Ha

Xpomarorpamme pactBopa
CTaHJAPTHOTO obpasua
HUMeCYUA.

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 ynep>knBaHus
OCHOBHOIO TNHKa Ha XpoMarorpamme

UCTIBITYEMOrO  pacTBopa  JOJIKHO
COOTBETCTBOBATH BpeMeHu
yOepXHBaHHA OCHOBHOTO mMKa Ha
XpoMaTorpamme pacTBopa
cTaHJapTHoro obpasua HumeCyaHaa
(paznen «KonunuecTBEHHOE
OTIpElIeNIEHUEY).

Remarks : The Product confirms to ND/

IMpumeuanne: [Mpouykr coorsercrayer TpeGopanmam HJT

Conclusion : APPROVED /
Jakmouenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ ||Approved by: Quality Assurance/Authorjzed
[Toarorosneno: Anchal [Tposepeno: Pravesh [Tposepeno (AOK): person / Onobpeno: Obecneyenne
Rana Amit Kumar KavecTsa/OTBETCTBEHHOE IMLUO:
Fy P P
W ( _ s
* A’\ / ./"mf’ﬁ 2
\ ; o
Date / Date / Date / Date / ped 9 » W
Hara: 15.12.2025 Hata: 15.12.2025 | lara: 15.12.2025 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: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIVU3A

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

www drreddys. com

Product ¢ Nise Acdvgel (nimesulide) gel for exiernal use, 1 %, 30 g
Ipoaykr: Haiizs® AkTHBrenb (HUMECYJIHI) TeNlb JUls HApYXKHOTO npuMeHeHus, 1 %, 50 r

Market / PoiHok : Russia / Poccust

Batch No. / © V250062 Batch Quantity / . 23530.0 units /

Cepust Ne ’ Pasmep cepun * 23530.0 enuuun

Analytical Repourt No./ . 040003224697 Date of Analysis / . 13.12.2025

AHAJINTHYECKH oTHeT No JlaTta ananmusa

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

JlaTta npoM3BoACTBA I'open po

Mfg. License No. /

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

JuueH3ust Ne - _

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

Page 2 of 6/ Ctp. 2 13 6

UV spectrophotometry /
Y @-cnexkmpogomomempus

UV absorption spectrum of the test
solution has absorption maximum at

UV absorption spectrum of the test
solution should have absorption

39745 nm. / Y®-cnektp | maximum at 397+5 nm. / V®O-cnexTp
NOTJIOUIEHHS HCTIBITYEMOrO | AOIJIOLIEHHUS HCIbITYEMOro pacTBopa
| pacTBopa UMEeT  MaKCUMYM | JOJDKEH MMeTh MaKCHMYM IMOTJIOLICHHS
noryoweHus npu 39745 um. npu 397£5 HM.
3. | Weight of package 51g/31T According to Rus. Ph. / B coorBeTcTBHH
contents / Macca ¢ TpeboBanusmu ['® PO
CO/IePIKHMOTO YIHAKOBKH
4. pH 3.49 25t04.5/012,5n04,5
5. Viscosity / BazkocTb 979.6 centipoise / 400 to 1,200 centipoise /

979.6 caHTumyas

Ot 400 no 1200 canTunyas

6. Impurities / IIpumecn

1. Impurity C/
IMpumecs C

Not detected / He 06HapyxeHa

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

il Impurity D/

Below LOD (LOD =0.02 %) /

Not more than 0.50 % /

lii. | JIro6as apyras npuMech

IMpumecs D Huxe npeaena oonapysxenus (IIO | He 6onee 0,50 %
=0.02 %)
Any other impurity / 0.06% Not more than 0.50 % /

He 6onee 0,50 %

Remarks : The Product confirms to ND/
IMpumeuanue: [Mpoaykt cootBeTcTBYET Tpebosatmam HJI

Conclusion : APPROVED /
3akawuenune: OJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized
[TonroroBneno: Anchal [Tpoeepeno: Pravesh [TpoeepeHo (AOK): person / Ono6peHo: ObecrnieyeHue
Rana / Amit Kumar kavecTa/OTBETCTBEHHOE JIMLO:
| 1 4 N
M. { o P
| | \
Date / Date / Date / Date / 0%
<17
(Hata: 15.12.2025 Hava: 15.12.2025 Hara: 15.12.2025 Hara: - e ’
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Dr.Reddy’s “:‘.

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

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Dr. Reddy's Laboratories Ltd.

Formutlation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, {NDIA
Tel : 491 98166 56001-02

www.drerpddye. com

IpoaykT: Haii3® AKTUBrenb (HUMECYJHI) reib Al HapYyKHOro npuMenenns. 1 %, 50 r

Market / PpiHok : Russia / Poccus

Batch No. / . V250962 Batch Quantity / . 23530.0 units /

Cepnisi Ne Pasmep cepun 23530.0 enuHML
Analytical Repourt No./ . 040003224697 Date of Analysis / . 13.12.2025
AdaauTuyeckuii otyeT Ne JlaTa ananm3za

Date of Manufacture / . 11/2025 Date of Expiry / . 1012027

JlaTa npou3BoACTBA Toneu go

Mfg. License No. /

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

JuneHsus Ne

Analysis performed according ND / Ananus nposenen o HI: JITI-Ne(001336)-(PI'-RU)-090625

Page3 of 6/ Crp.3 136

iv. | Total impurities /
CymMma npumecei

0.1%

Not more than 1.50 % /
He 6onee 1,50 %

7 Microbial purity* / Mukpo6Hnojoruyeckasi YHcTOTa*

i. | Total Aerobic Microbial NA Not more than 10> CFU/g /
Count / O6uiee uuncio He 6onee 10> KOE/r
a3poOHBIX MUKPO-
OpPraHu3MoB
ii. | Total Combined Yeast and NA Not more than 10'CFU/g /
mould count / O61iee uncno He 6onee 10' KOE/r
IPOAOKEBBIX U TUIECHEBbIX
rpuboB
. | Pseudomonas aeruginosa NA Should absent in 1 g/
OtcyrcTBHe B 1
1v. | Staphylococcus aureus NA Should absentin 1 g/
OrcyrcTBue B 1 1
8. Assay / KosimyecTBeHHOE onpe/iesieHHe
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpsmeuanue: [Tpoaykt coorBeTcTBYeT TpedopanmaM HJI 3akmouenune: OJJOGPEHO
Prepared by / Checked by / Checked by (AQA)/ ||Approved by: Quality Assurance/Authon;ed

IToaroroBneno: Anchal
Rana

ITposepeHo: Pravesh

[

ITporepeno (AOK):
Amit Kumar

person / Onobpeno: Obecnieuenne
kauecrea/OTBETCTBEHHOE TULO:

(2. / N | b
J ‘_—'v >
Date / Date / Date / Date / E PR TP N
Hara: 15.12.2025 Jara: 15.12.2025 Jara: 15.12.2025 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: L85195AP1984PLC004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.

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

CERTIFICATE OF ANALYSIS Distt. Solan, H.P.,, 173 205, INDIA
CEPTHOUKAT AHAJIN3A Tel : +91 98166 56001-02
- _ et drrarddys com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IpoaykT: Halz® AkTHBrens (HHUMECYJIM/L) reb A8 Hapy#KHOro rnpumeHedus, 1 %, 50 r

Market / Puinok : Russia / Poccus

Batch No. / . V250962 Batch Quantity / . 23530.0 units /

Cepus Ne ) Paszmep cepuu * 23530.0 enunuL
Analytical Repo:‘t No. / . 040003224697 Date of Analysis / . 13.12.2025
AHaIMTHYeCKHii oTyeT Ne JlaTta ananu3za

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

JaTta npou3BoAcTBa I'ogen mo

Mfg. License No. /

IIpousBoacTBeHHas : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JiMueH3us No -

Analysis performed according ND / Ananus nposenes mo HJ/: JITT-Ne(001336)-(PT'-RI{-090625

Page40of 6/ Crp. 4136

Nimesulide /
Humecynun

10.11 mg/ 10.11 mr
(101.1%)

9.0 mg to11.0 mg of C13H12N2058
(nimesulide) (90.0% to 110.0% of label
claim)in 1 g of gel /

Ot 9,0 mr go 11,0 mr Ci3H1aN2OsS
(numecymun) (ot 90,0 % o 110,0 % ot
HOMMHAIIBHOIO COJIEp)KaHus) B 1 r ress

9. | Dimethyl sulfoxide /
JAuMeTHIACYIL(POKCHN

101.0 %

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

Ot 90 % no 110 % CHsOS
(mumetuncyneokeHng) ot
HOMHWHAJIBHOTO COACPXKaHUS

10.

Package / YmaxoBka

50 g in a laminated aluminum tube
equipped with tamper-evident
membrane. Each tube and a patient
information leaflet in a carton. / ITo
50 r B TYOy W3 JIaMUHHPOBAaHHOTO
ATFOMHHMS, CHAOXKEHHYO
MeMOpaHoii 1751 KOHTPOJIS TIEPBOTO
BekpbITHs. Kaxxayro TyOy BmecTe ¢
HUHCTPYKIHEH M0 MEIULMHCKOMY
NPUMEHEHHIO MMOMEILAIOT B MavKy
KapTOHHYIO.

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. /
IIo 20 r, 50 r wnu 100 r B TYOYy U3
JAMHHHPOBAHHOTO aFOMUHHS,
cHabXeHHYI0 MeMOpaHOi 1711 KOHTPOJIA
nepporo BekpbiTHi. Kaxayio TyOy
BMeECTE c MHCTPYKLIMEHA o
MEIULTHCKOMY [PUM CHEHHIO
MOMEILAIOT B AAUKy KAPTOHHYIO .

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [NpoaykT coorseTcTByeT TpedoBanuam HJT 3axnwoyenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) /  |[|Approved by: Quality Assurance/Authorized
[Moarotorneno: Anchal IIposepeHo: Pravesh IMposepeno (AOK): person / Omo6peHo: ObecnieueHue
) Rana /; Amit Kumar xadecTBa/OTBETCTBEHHOE JIULO:
W y N - g
w |4 e
Date / Date / Date / Date / R P T B %1
Hara: 15.12.2025 Hata: 15.12.2025 Hata: 15.12.2025 JaTa:

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
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

eddys.com

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

Ipoaykt: Haiiz® AxTUBresb (HHMECYILT) refb As HAPYKHOro npumeHenns, 1 %, 50r

Market / PoiHOK : Russia / Poccusa

Batch No. / . V250962 Batch Quantity / . 23530.0 units /
|Cepust Ne ) Pazmep cepum * 23530.0 exunauy
Analytical Repourt No./ . 040003224697 Date of Analysis / . 13.12.2025
AHajuTayeckuii oruet Ne JlaTa ananun3za

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

JaTa npou3BoacTBa TI'onen no

Mfg. License No. /

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

Analysis performed according ND / Auanns nposenen o H/L: JIIT-Ne(001336)-(PI'-RU)-090625

PageSof 6/Crp.5mu3 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.
*[loxa3aTesib MOKeT OTCYTCTBOBATH B cepTH(HKATe aHAIM3A npon3BoauTens. IIpousBoauTe b

rapaHTHpPYeT Ka4ecTBO Hpenapara no

3THM NOKa3aTeJafIM.

API name (INN) / HaumeHoBanne AD®C
(MHH):

Nimesulide / Humecynun

API manufacturer batch number /
Homep cepuun npoussoauteas APC:

NMS/125050526

FP Manufacturer API Batch number /
Homep cepuu cyGcTaHIIUH NPOU3BOIHTESA
TJI®:

FESA00375

'API Manufactured by & country /
IIpoussoanrens APC, crpana:

Aarti Drugs Ltd., India /
Aapru [parc Jltn., Uanus

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

HaumenoBanwue, aapec, THUEH3HA )1
IIpousBoacTBEeHHAN IUIOIAAKA /

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) /

I-p Penan’c Jlaboparopuc Jlta., Uunus, [IpoussoacteeHHOE
noapasnenenue-6, Bun. Kxons, Hanarapx Poyn, bamnu, Ipctpukr
Conan, X.I1., 173205, Uugus (JIunensus 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

Remarks : The Product confirms to ND/

Ipumevanue: [pomykT cooTBeTcTBYET TpeOoBanuam HJL

Conclusion : APPROVED /
Jaxmiouenne: OJJOGPEHO

Checked by /
[Tposepeno: Pravesh

Prepared by /
[ToaroroBneno: Anchal

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

Approved by: Quality Assurance/Authorized
!persﬂn / Onmobpeno: ObecrieueHue

Hara: 15.12.2025 Hara: 15.12.2025

Rana y Amit Kumar kavecTsa/OTBeTCTEEHHOE JIMLO:
' AL " ——
|[Date / [IDate / Date / IDate / ‘

Jlata: 15.12.2025 Jara: 1)—-34 "

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



® Dr. Reddy's Laboratories Ltd.
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‘ Formulation Unit-6
) @
Dr. Reddy S ‘p. Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA
CEPTUP®UKAT AHAJIN3A Tel : +91 98166 56001-02

ALY Cleraccius cOiT
oy T

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IMponykr: Haii3® AxtuBrens (HUMECYJIMM) TeNb JJIsL HAPYKHOTO mpuMmeHeHus, 1 %, 50 r

Market / PpiHoK : Russia / Poccus

Batch No. / . V250962 Batch Quantity / . 23530.0 units /

Cepusi Ne ) Paszmep cepun * 23530.0 exqunuI
Analytical Repourt No./ . 040003224697 Date of Analysis / . 13.12.2025
AHAIMTHU4YECKHUI 0TyeT No JlaTta anayiusa

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

JaTa npou3zBoacTBa T'open no

Mfg. License No. /

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

JuneH3ns No
Analysis performed according ND / Anaqans nposenen mo 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 establishedy.

3akarogeHHe 0 cooTBeTcTBHM: «HacTosImuM S TOATBEPHKIAIO0, UTO IPUBEICHHAS BBIIIE HHPOPMAITHS SBIIETCS
JIOCTOBEPHOX M TOYHOH. JTa cepHs NMPOAYKIUH IPOM3BECHA (BKIIOUas YHAaKOBKY (MapKHPOBKY) W KOHTPOJb
KayecTBa) Ha BBIINEYKa3aHHOM NIPOM3BOACTBEHHOHM Imomaake (IUIOIIAJKaX) B TIOJNHOM COOTBETCTBHH C
TpeboBanusMu [IpaBun Haaexameld MpOU3BOACTBEHHOM IPaKTHKH EBpPasHicKOro 3KOHOMMYECKOTO COX03a M
TpeOOBaHUAMH KOHTPOJISI KayecTBa JIEKApCTBEHHBIX CPEACTB, a TAlke B COOTBETCTBUH CO CIEIM(HKAIMAMH,
COJIEPXKALIMMUCS B PETUCTPAIIMOHHOM JIOChE CTPaHBI-UMIOPTEPA. 3allUCH 10 IPOU3BOJICTBY, YIIAKOBKE U aHAJIU3Y
IIPOBEPEHB], U YCTAHOBJIEHO HX COOTBETCTBHE TpeboBanuaM [IpaBui Haamexalnel MpoOU3BOACTBEHHOM [IPAKTHKH
EBpa3uiickoro 5KOHOMHYECKOTO COI03a.

Remarks : The Product confirms to ND/ |Conclusion : APPROVED /
HNpumeuanmne: Npoaykr coorsercreyer Tpebosannam HJT 3aknwuenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) /  ||Approved by: Quality Assurance/Authorized
Monrorosneno: Anchal [Mporepeno: Pravesh [Tporepeno (AOK): person / OpobpeHo: Obecneyenue
Y g Rana Amit Kumar kayecTBa/OTBETCTBEHHOE JIHLIO:
(W) ‘ 5\
W > T
== ‘] :'- / 5 -
Date / ||Date / Date / Date / 'V)/
Jlata: 15.12.2025 Tlata: 15.12.2025 Jlara: 15.12.2025 [|tara: P11 ‘

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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