Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.
Formuiation 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
Ipoaykt: Haii3® AKTHBresb (HUMeCyJ/iH) redb Uis Hapy»KHOro npuMmerenns, 1 %, 50 r

Market / PoiHok : Russia / Poccus

Batch No. / T Batch Quantity / ~23400.0 units /

Cepusi Ne ) Pasmep cepun " 23400.0 epunML
Analytical Repovrt No. / . 040003370709 Date of Analysis / . 25.04.2026
AHanuTu4deckuii otuet Ne JlaTa ananusa

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028

JlaTa npom3BoacTBa T'onen 10

Mfg. License No. /

IIpousBoacTeenHas : MINB/05/263 MA number: / Homep PY : JII1-Ne(001336)-(PI'-RU)
JuueH3nsa Ne

Analysis performed according ND / Auanns nposeaen mo HJI: JIIT-Ne(001336)-(PI'-RU)-090625

Page1 of 6/ Ctp. 1 u3 6

No/ : <

No Test / IToka3arens Result / PesynbTaTt Specification / Hopma

1. Description / Onucauue Homogeneous, transparent, pale- Homogeneous, transparent, colorless to
yellow gel with characteristic odor | pale-yellow gel with characteristic odor /
/ OmHOpPOAHBIH NPO3pAYHBI IeNb OnHopoAHBIH Mpo3pauHblii Tefab OT
GecLIBETHOTO 1[BETA C GecuBeTHOro 710 GJIEIHO-KENTOro UBETa
XapaKTepHBIM 3aMaxoM. C XapaKTEPHbIM 3211aXOM

2. Identification / UnenTndpuxanus

HPLC /BO)XX

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. / Bpewmsi yaep>xuBaHUs

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 yaepxxusaHus

—

Registered Gffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teladzos Ind

OCHOBHOIO MHKa Ha | OCHOBHOIO IHMKa Ha XpomaTtorpamme
XpoMaTorpamme HCTIBITYEMOrO | HCIBITYEMOro pacTBopa JIOJKHO
pacTBOpa COOTBETCTBYET BPEMEHM | COOTBETCTBOBATH BpPEMEHU
YIEp>KUBaHHSI OCHOBHOIO MMUKa HA | yACp)KMBaHWS OCHOBHOTO MMKa Ha
Xpomarorpamme pacTBopa | XpoMmarorpamme pacteopa
CTaHOapPTHOI O obpasua | crangapTHoro obpasna HUMECYJIHIa
HUMeECYTHJA. (paznen «KonugectBeHHOE
OTIpeNICTICHUEY).
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: [TpoaykT coorsercTByeT Tpedbosannam HJJ 3aknwyenune: OJOGPEHO
Prepared by / Checked by / Checked by (AQA) /  [|Approved by: Quality Assurance/Authorized
[ToarororneHo: Pravesh [Tpoeepeno: Rama Kant||[Tporepeno (AOK): person / Opobpeno: Odecneuenne
Rana Amit Kumar kayecTBa/OTBETCTBEHHOE JIUIIO:
7l b A Oy an)|
2 "o
- —f
Date / Date / Date / Date / . &
Jlara: 25.04.2026 Jara: 25.04.2026 Jara: 25.04.2026 Jara: N M A \'1)@%
% L

Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www drreddys.com




Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIN3A

Dr. Reddy's Laboratories Ltd.
Formuiation 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
Iponykr: Haiiz® AxTHBreas (HUMeCYIUn) refib A7 HapyKHOro npumeHeHns, 1 %, 50r

Market / PoiHoK : Russia / Poccust

Batch No. / . V260295 Batch Quantity / : 23400.0 units /

Cepus Ne Pasmep cepun 23400.0 enunnn

Analytical Repovrt No./ . 040003370709 Date of Analysis / . 25.04.2026
AHaJIUTHYeCKHiT oTueT No JaTta ananu3za -
Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028

JlaTa npousBoacTBa I'omen no

Mfg. License No. /

IIpousBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JuueH3us Ne

Analysis performed according ND / Ananu3 nposeaen no H/L: JITI-Ne(001336)-(PI'-RU)-090625

Page2 of 6/ Ctp. 2 3 6

UV spectrophotometry /
YV ®-cnexmpoghomomempus

UV absorption spectrum of the test
solution has absorption maximum at

UV absorption spectrum of the test
solution should have absorption

39745 nm. / V®-cnektp | maximum at 39745 nm. / Y®-cnektp
MOTJIOMEHHS UCIIBITYEMOTO | MOTJIOLIEHHS HCMBITYeMOro pacTBopa
pacTBopa  MMEeT  MAaKCHMYM | JO/DKCH HMeThb MaKCHMYM IOTJIOLLECHHS
noryiouteHys npu 39745 um. npu 39745 um.
3. [Weight of package 50g/50r According to Rus. Ph. / B cooTBeTcTBHM
contents / Macca ¢ TpeboBanusiMu ['® PO
COJIEPKHMOT0 YIAKOBKH
4. pH 3.3 2.5t04.5/012,5104,5

5. Viscosity / BazkocTs

957.8 centipoise /
957,8 cantunyas

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

6. Impurities / IlIlpamecu
1. Impurity C/ Not detected / He 0OHapyxeHa Not more than 0.50 % /
ITpumecsy C He 6onee 0,50 %
ii. Impurity D / Not detected / He 0OHapy>keHa Not more than 0.50 % /
[Ipumecs D He 6onee 0,50 %
Any other impurity / 0.04 % Not more than 0.50 % /
JIro6as apyras npuUMech He 6osee 0,50 %
iil.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanne: [IpoaykT cooTBeTCTBYET TpeboBaHuAM HJI 3akmwuende: OJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized
[ToarotoeneHo: Pravesh [Tporepeno: Rama Kant|[[Tposepeno (AOK): person / Onobpeno: Obecneuenue
Rana M Amit Kumar KauecTBa/OTBETCTBEHHOE JIULIO:
| @“&/ /\’/f SiqiyA M|
Date / Date / Date / Date / N b/
Jlata: 25.04.2026 |TTara: 25.04.2026 Jlata: 25.04.2026 Jlara: C}M/{) \ond
Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 560034, Telangana, India P

Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L85195AP19&4PLCO04507
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Dr.Reddy’s "g‘.

CERTIFICATE OF ANALYSIS

Or. Reddy's Laboratories Lid
Formuutron Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CEPTHOUKAT AHAJW3A

www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IMpoaykr: Haii3® Aktusrens (HUMeCYIMI) refb JUIS HAPYKHOTO puMeHenust, 1 %, 50 r

Market / PoiHOK : Russia / Poccus

Batch No./ . V260295 Batch Quantity / . 23400.0 units /

Cepusa Ne ) Pasmep cepun * 23400.0 enunnnu
Analytical Repo:‘t No. / . 040003370709 Date of Analysis / . 25.04.2026
AHasuTHYecKHit oTyeT Ne JaTa anajiuza

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028

JlaTa npousBoacTBa Togen g0 -
Mfg. License No. /

ITpounsBoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JrueH3us Ne

Analysis performed according ND / Auaau3s nposegeH 1o HJI: JIIT-Ne(001336)-(PI'-RU)-090625

Page3 of 6/ Ctp.3 n3 6

iv. | Total impurities / 0.1 % Not more than 1.50 % /
CymmMma npumeceit He 6onee 1,50 %
T Microbial purity* / Mukpo6uosiornueckas yacrora*
i. | Total Aerobic Microbial NA Not more than 102 CFU/g /
Count / O61ee 4yucio He 6onee 10? KOE/r
a’poOHBIX MHUKpPO-
OpraHU3MOB
ii. | Total Combined Yeast and NA Not more than 10' CFU/g
mould count / O61ee yrcno He 6onee 10! KOE/r
JIPOOKEBBIX M [IECHEBBIX
rpuboB
iil. | Pseudomonas aeruginosa NA Should absentin 1 g/
OrcyrctBHe B 1 T
iv. | Staphylococcus aureus NA Should absentin 1 g/
OtcytctBHe B 1 T
8. Assay / KonmnyecTBeHHOe onpeaesieHUue
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [poaykr coorpercrayer Tpeborannsm HJ Jaxmouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized
IMoarotosneHo: Pravesh [TposepeHo: Rama Kant||[IpoBepeno (AOK): person / Onobpeno: Obecnedenune
|Rana Amit Kumar KauecTBa/OTBETCTBEHHOE JIULO;
/{ Rl N ShviaM]
o ﬂ
Date / - Date / Date / Date /
Hara: 25.04.2026 Jata: 25.04.2026 Hara: 25.04.2026 Jara: L _///}O \:/0

SC0034

ivderapad - »

Registered Gffice: 8-2-337, Roadl No. 3, Banjara Hills,

Tengan

e

Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Emaif: mail@drrer*dys com

CIN: L85195AP1984PLCO0O4507
www.drreddys.com



Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIV3A

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

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

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IMpoaykt: Haiis® AkTHBresb (HUMECYJIUA) Teib Ul HApYKHOTO npuMmeHenus, 1 %, 50 r

Market / PbiHok : Russia / Poccus

Batch No. / . V260295 Batch Quantity / . 23400.0 units /

Cepust Ne i Pazmep cepuu  23400.0 equHUL
Analytical Repourt No./ . 040003370709 Date of Analysis / . 25.04.2026
AHaJINTHYECKHIT oTueT No JlaTa aHaim3za

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028

JlaTa npousBoacTBa T'ogen no

Mfg. License No. /

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

Analysis performed according ND / Ananu3 npoeeaen no HJI: JITI-Ne(001336)-(PT'-RU)-090625

Page 4 of 6/ Ctp. 413 6

Nimesulide /
Humecynun

10.06 mg / 10,06 mr
(100.6 %)

9.0 mg to 11.0 mg of Ci3H12N2OsS
(nimesulide) (90.0% to 110.0% of label
claim)in 1 gof gel /

Ot 9,0 mr mo 11,0 mr C3H;2N2OsS
(uumecynun) (ot 90,0 % 1o 110,0 % ot
HOMHMHAIBLHOTO COIepkanuA) B 1 T ress

9. |Dimethyl sulfoxide /
JAumeruiacyab(orcuy

107.3 %

90% to 110% of C2HeOS (dimethyl
sulfoxide) of label claim /

Ot 90 % nmo 110 % C;HesOS
(numernncynsoKcHa) OT
HOMMHAJIBHOTO COAEPKaHHUS

10. |Package/ ¥YmakoBka

equipped  with

AJIIOMUHHUS,

KapTOHHYIO.

50 g in a laminated aluminum tube
tamper-evident
membrane. Each tube and a patient
information leaflet in a carton. / Ilo
50 r B Ty0y M3 JJaMHHHPOBaHHOTO
CHAOKEHHYIO
MeMOpaHOMH U1l KOHTPOJISt TIEPBOTO
BCckphiTHa. Kaxkayro TyOy BmecTe ¢
HHCTPYKIMEH M0 MEIHLHUHCKOMY
NPUMEHEHHIO NOMEIIAI0T B MayKy

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. /
Ilo 20 r, 50 r wnu 100 r B TYOYy U3
JIAMUHHPOBAHHOIO ATOMUHMS,
CHabXXeHHYIO MeMOpaHOH JUI KOHTPOJIs

nepeoro BekpeiTHs.  Kaxayw  TyOy
BMeECTE c HMHCTpYKUMEN o
MEHULIUHCKOMY IIPUMEHEHHIO

MIOMELLAIOT B Na4Ky KapTOHHYIO.

Remarks : The Product confirms to ND/
ITpumeuanue: [IpoaykT coorBeTcTBYET TpeboBanusaM HJJ

Conclusion : APPROVED /
3akmwyenne: OJOBPEHO

Prepared by /
[Tonrotornexo: Pravesh

Rana j

Checked by /
[Tposepeno: Rama Kant

Checked by (AQA) /
[Tposepeno (AOK):
Amit Kumar

N2

M

Approved by: Quality Assurance/Authorized
person / Onobpeno: ObecnedyeHue
kauecTBa/OTBETCTBEHHOE JIULIO:

ShivAMI

—

Date / Date / Date / Date / kL“’ 0 U ,)/]o
Jata: 25.04.2026 Jara: 25.04.2026 Jara: 25.04.2026 Jlara: \/ \)9
B /1}r ) S
Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangaf¥s, Indi

Tel: +91 40 4900 2500, Fax: +91 40 4300 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formutation Unit-6

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

CEPTUDHUKAT AHAJIM3A

www.drreddys.com

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

Ipoaykr: Hajis® AKTUBreb (HUMECYJIHI) Ielib U1 HAPY/KHOTo npuMeHeHus, 1 %, 50 r

Market / PeiHOK : Russia / Poccus

Batch No. / . V260295 Batch Quantity / . 23400.0 units /
Cepusi Ne ) Pasmep cepun * 23400.0 equnuL
Analytical Report No./ . 040003370709 Date of Analysis / . 25.04.2026
AHaJguTHYeCcKRni oTueT No JlaTa ananau3a

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028

JlaTa npou3BoJcTBa |onen 1o

Mfg. License No. /

IlpouseoacTBeHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI"-RU)
JiHueHsnsa Ne 7

Analysis performed according ND / Ananns nposeaen mo HJL: JITT-Ne(001336)-(PI'-RU)-090625

PageSof 6 /Crp.5u3 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.

*[ToxkazaTesan MOXKET OTCYTCTBOBATH B ceprHdnKaTe aHaan3a npoussoaures. Ilponssogurens
FapanTHpPYET Ka4yeCTBO npenapara 1no 3THM noKasaTeisM.

API name (INN) / HaumenoBauue APC
(MHH):

Nimesulide / Humecynun

API manufacturer batch number /

I'id:

NMS/126010072
Homep cepun npousBoaurtens A®C:
FP Manufacturer API Batch number /
Homep cepun cyOcTaHIHH NPOH3BOAHTE/IS FETA00092

API Manufactured by & country /
Hpoussoanrens ADC, crpana:

Aarti Drugs Ltd., India /
Aapru Jlparc Jita., Muaus

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

HaumenoBanue, ajpec, JUNEH3Hs JJIsI
IIponsBoacTBEeHHAS NMJIOMAAKA /

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) /

J-p Pennu’c JIaboparopuc JIta., Uuaus, [IponssoncTeeHHOe
noapasaenenue-6, Bumi. Kxons, Hanarapx Poyn, bagmu, Juctpukr
Conan, X.I1., 173205, Uuans (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

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuaune: Ipoaykr coorserctayeT Tpebosannam HJJ 3axmouenne: OJTIOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized
[MoaroTosineHo: Pravesh [Tposepeno: Rama Kant||ITposepeno (AOK): person / Opo6peno: Obecneyenue
Rana d& Amit Kumar kayecTBa/OTBETCTBEHHOE nuuw
\
f > /\/‘/\ \Qlava
—
Z1

Date / Date / Date / Date / \f
Jara: 25.04.2026 Jlara: 25.04.2026 Jara: 25.04.2026 Jara: f /,'(/Ch i)

Registered Gffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, I=langana, India
Tel: +81 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www. drreddys.com



Dr. Reddy's Laboratories Ltd

D 9 ...' Formuiation Unit-6
l'. Reddy s [ ] Vill. Khol, Nalagarh Road, Baddi,
’ Distt. Solan, H.P,, 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTU®PUKAT AHAJIN3A www.drreddys.com

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

IMpoaykT: Hails® Axtusreis (HUMecynuna) refib A1 Hapy:KHOro npumerenus, 1 %, 50

Market / PeiHOK : Russia / Poccus

Batch No. / . V260295 Batch Quantity / . 23400.0 units /
Cepusi Ne ) Pasmep cepuu © 23400.0 enunulg
Analytical Repourt No. / . 040003370709 Date of Analysis / . 25.04.2026
AHanuTHYecKHil oTHeT No JaTa ananuza

Date of Manufacture / . 04/2026 ' Date of Expiry / . 03/2028

JaTta npousBojacTBa Tonen o

Mfg. License No. /

IIpouspoacTBeHHast : MINB/05/263 MA number: / Homep PY : JII1-Ne(001336)-(PT-RU)
JnueH3usn Ne

Analysis performed according ND / Anaaus nposeaed no HJI: JITT-Ne(001336)-(PT-RU)-090625

Page 6 of 6/ Ctp. 6 u3 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 established».

3axsiouenne o cooTBeTcTBUM: «HacToAIMM s TOATBEPKAAI0, YTO IPUBEACHHAS BEIIIIEC HHGOPMAIHS SBISICTCS
JIOCTOBEpHOM W TOYHOH. OTa cepus MpOAYKIMH IIPOU3BEACHA (BKIIOYas YIAKOBKY (MAapKHPOBKY) H KOHTpOJIb
KAuecTBA) Ha BBIIIEYKA3aHHONW [POU3BOJACTBEHHON IMJIOIAAKE (TUIOMIAAKax) B IOJHOM COOTBETCTBHH C
TpeboBaHusAMHU [IpaBun Hanexainei mpou3BOJCTBEHHOM NMpakTHKU EBpasuMiCKOro 3KOHOMHYECKOrO COI03a U
TpeOOBaHUSIMH KOHTPOJIS KadecTBa JIEKAPCTBEHHBIX CPEJICTB, a TAKXKE B COOTBETCTBHH CO CIIEU(PHUKALUSMH,
COJIEPKAIUMUCS B PETUCTPAMOHHOM J0Che CTPaHBI-UMIIOpTEPA. 3allMCH 110 IPOU3BOACTBY, YIIAKOBKE U aHAIU3Y
[IPOBEPEHBI, U YCTAHOBJICHO UX COOTBETCTBHE TpeOoBaHUAM IIpaBuil HajuleKallel IPOU3BOACTBEHHON IIPaKTUKI
EBpa3uiickoro 3KOHOMHUYECKOTO COKO3a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: Ipoaykr cootBeTcTBYET TpeboraHussM HJ{ 3axknwuyenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized
[ToaroroeneHo: Pravesh I1posepeno: Rama Kant{|[Tposepeno (AOK): person / Onobpeno: ObecneyeHre

Rana Amit Kumar KauecTBa/OTBETCTBEHHOE JIMLIO:
= / — \g M ]
N\

Date / Date / Date / Date / \J/
Jlata: 25.04.2026 Jara; 25.04.2026 Jlata: 25.04.2026 Jlara: =0 10U, |
i€ ."'\-—Hi" Ind Zp— ,!'_v

Registered Gifice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 300034, 1] - L4 =
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.direddys.com






