Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A

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

Viil. 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 %
IlpoaykT: Haliz® AKTHBrenb (HUMECYIUA) refib JUIsl HAPY)KHOTo npumeneHus, 1 %

Market / PoiHoK : Russia / Poccus

Batch No. / . V260379 Batch Quantity / . 23300.000 units /

Cepus Ne ) Pasmep cepuu " 23300.000 equHnL
Analytical Repo“rt No./ . 040003411376 Date of Analysis / . 30.05.2026
AHAINTHYECKHIi oTUeT Ne JlaTa anasnusa

Date of Manufacture / . 05/2026 Date of Expiry / . 04/2028

Jlata npousBoacTsa T'open no

Mfg. License No. /

IIpousBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT'-RU)
nunen3snsa Ne

Analysis performed according ND / Ananu3 nposeaer no HJI: JITI-Ne(001336)-(PI'-RU)-090625
Artworks of primary package approved: / MakeTbl nepBHYHOI YIaKOBKH yTBepxKIeHbI: 25.10.2022
Artworks of secondary package approved: / MakeTbl BTOPUYHOIi YIAKOBKH yTBep:KIeHbI: 25.10.2022

PIL approved: / UMII yTBepxaen: 25.10.2022

Page1 of 7/Ctp. 1 m37

E.:) ! Test / Iloka3aTenn Result / PesyabTaTt Specification / Hopma
1. Description / Onucanue Homogeneous, transparent, pale- Homogeneous, transparent, colorless to

yellow gel with characteristic odor
/ OnHOPOAHBIH NPO3pauHBbIi relib
GJIeAHO-XKENTOro LBETa C
XapaKTepHBIM 3aMaxoM

pale-yellow gel with characteristic odor /
OnHoponHbIi Tpo3payHblii renb  OT
0OeCLBETHOrO J10 0JIeHO-XKEJITOrO 1[BETa
C XapaKTepHBIM 3araxoM

2. Identification / UpenTuduKkanus

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Tpumeuanue: IIpoaykT cooTBeTCTBYET TpebosaHuam HJL 3akawuyenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IToAroToBIEHO: [Iposepeno: Ramakant | ITpoeepeHo (AOK): Amit | person/OnobpeHo: O6ecneuenue
Pravesh Rana ¢ Kumar kayecTBa/OTBETCTBEHHOE JIMLO:

) @w\uﬂ‘ et SIS

-

Date / Date / Date / Date / L&
Hara: 30.05.2026 Hara: 30.05.2026 Jara: 30.05.2026 (\\\\, 'Q

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034. i#langana, Indla
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

CEPTUOPUKAT AHAJIU3A

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

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

Product : Nise® Activgel (nimesulide) gel for external use, 1 %
IMponyxr: Hafis® AkTuBrens (HUMecyua) renb A HAPYKHOTO IpuMeHeHus, 1 %

Market / PuiHok

: Russia / Poccus

Batch No. / . V260379 Batch Quantity / . 23300.000 units /

Cepus Ne ) Paszmep cepun © 23300.000 enunu
Analytical Report No./ . 040003411376 Date of Analysis / . 30.05.2026
AHanuTHYeckHii oTueT No Jarta ananusa

Date of Manufacture / . 052026 Date of Expiry / . 04/2028

JaTa npousBoacTBa Topen o

Mfg. License No. /

IIpousBoacTBeHHAas1 : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI™-RU)
JuueH3us Ne

Analysis performed according ND / Ananu3 nposenen no HJI: JITI-Ne(001336)-(PT'-RU)-090625
Artworks of primary package approved: / MakeTbI NepBHYHOH YNIaKOBKH yTBep)KAeHbI: 25.10.2022
Artworks of secondary package approved: / MakeTrbl BTOpHYHOR YIaKOBKH yTBepaxkaeHbl: 25.10.2022
PIL approved: / UMII yreepxnen: 25.10.2022
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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
OCHOBHOT'O nvKa Ha
XpoMarorpamme HCIIBITYEMOTO
pacTBOpa COOTBETCTBYET BPEMEHU
yIep>KUBaHUSI OCHOBHOTO MHUKa Ha

XpoMaTtorpamme pacTBopa
CTaHIApTHOTO obpasua
HUMECYJIHUTA.

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). / Bpemsa ynep>kuBaHus
OCHOBHOTO IIMKa Ha XpOMaTOrpamme

HCTIBITYEMOTO pacTeBopa  JOJDKHO
COOTBETCTBOBATH BpeMeHH
YIEP)KUBaHWA OCHOBHOIO TIMKa Ha
XpomaTorpaMmme pacTBopa
craHnaapTHoro ofpasiia  HUMecynuaa
(pazmen «KomuuecTeeHHOE
oTpe/ieJIeHUE»).

UV spectrophotometry / Y@-
cnexmpogomomempus

UV absorption spectrum of the test
solution has absorption maximum at

397+5 nm. / Y®-cnektp
MOTJIOILEeHHS UCIIBITYEMOTO
pactBopa  HMMeeT  MaKCHMyM

NorJIomeH|s npu 397+5 Hm.

UV absorption spectrum of the test
solution should have absorption
maximum at 397+5 nm. / Y®-cnekrp
NOMJIOLEHUS HUCIIBITYEMOrO PacTBOpa
JOJDKEH UMETh MAKCHMYM TIOTIONIeHUs
nipu 39745 um.

Remarks : The Product confirms to ND/

Ipumeuanue: [IporyKT cooTBeTCTBYET TpebopanusM HJT

Conclusion : APPROVED /
Jaxknwyenne: OJOBPEHO

Prepared by /
[ToaroTosmneHo:
Pravesh Rana

Checked by /

f

ITpoeepeHo: Ramakant

M¢¢ _

Checked by (AQA) /
ITpoeepeHo (AOK): Amit

Kumar A
ot

Approved by: Quality Assurance/Authorized
person / OpobpeHo: ObecnieueHre
xauecTBa/OTBETCTBEHHOE JIMLIO:

l
Qmwwh

Date /
Hata: 30.05.2026

Date /

| Tara: 30.05.2026

Date /
Jara: 30.05.2026

Date /
Jlata:

NP

<
N a0? oMo

r 4

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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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

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

Viil. 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 %
Ipoaykt: Haiiz® AktuBrens (HUMeCYJIUI) reilb 11t HAPYKHOTO NpuMeHeHus, 1 %

Market / Poinok

: Russia / Poccust

Batch No. / . V260379 Batch Quantity / . 23300.000 units /

Cepun Ne ) Pa3mep cepun * 23300.000 eqvuuu
Analytical Repo:‘t No./ . 040003411376 Date of Analysis / . 30.05.2026

AHanuTHyeckHii oTueT No Jata ananusa N
Date of Manufacture / . 05/2026 Date of Expiry / . 04/2028

Jata npon3BoacTea Toaen mo

Mfg. License No. /

IlpousBoacTBeHHas : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JHUeH3usA Ne

| Analysis performed according ND / Ananu3s nposenen no HJI{: JIII-Ne(001336)-(PT'-RU)-090625
Artworks of primary package approved: / MakeTbl nepBHYHOH YNIAKOBKH yTBep:KaeHbl: 25.10.2022
Artworks of secondary package approved: / MakeTbl BTOPHYHO# YTAaKOBKH yTBepxAeHbl: 25.10.2022
PIL approved: / UMII yTreepxkaen: 25.10.2022
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3. | Weight of package contents / 50g/50r According to Rus. Ph. / B cootBeTcTBHH
Macca coaepkumMoro ¢ Tpebopanusimu ['® PO
YIAaKOBKH

4. | pH 3.24 2.5t04.5/012,5104,5

5. | Viscosity / Baskoctn

929.6 centipoise /
929,6 caHTumyas

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

6. | Impurities / Ilpumecn

i. | Impurity C/

Not more than 0.50 % /

Jlio6as npyras npumechb

Huke npenena KoIMYECTBEHHOTO
onpeaenenus (ITKO = 0,03 %)

ITpumecs C Not detected / He oOHapyxeHa He Gonee 0,50 %
ii. | Impurity D/ Not detected / He oGHapykeHa Not more than 0.50 % /

| [Mpumecs D He 6onee 0,50 %
iii. | Any other impurity / Below LOQ (LOQ =0.03 %) / Not more than 0.50 % /

He 6onee 0,50 %

iv. | Total impurities /

Cymma nipumecei

Below LOQ / Hwxke npenena
KOJIMYECTBEHHOTO OIMpeAe/ICHUSA

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

Remarks : The Product confirms to ND/
IIpumeuanue: IIponykT cooTBeTCTBYET Tpebosanuam HJI

Conclusion : APPROVED /
3aximwouenne: OJOBPEHO

Prepared by /
TloaroroBieHo:
Pravesh Rana

Checked by /
ITposepeno: Ramakant

oot

Checked by (AQA) /
IIpoBepeno (AOK): Amit

Kumar
/\r/\
c,--'-"

Approved by: Quality Assurance/Authorized
person / Ono6peHo: Ob6ecnieueHune
kauectea/OTBETCTBEHHOE JINLIO:

LUIVAN)

Date /

JHara: 30.05.2026

Date /

Jara: 30.05.2026

Date /
Jara: 30.05.2026

Date /
Jlarta:

A
NIk

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana,}n’in
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

CEPTUOHNKAT AHAJIM3A

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

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

Product : Nise® Activgel (nimesulide) gel for external use, 1 %
IMpoaykT: Haiis® AkTuBrensb (HUMECYIHA) refb AJs HAPYXKHOro IIpUMEHeHud, 1 %

Market / Poinok

: Russia / Poccus

Batch No. /

Batch Quantity /

. 23300.000 units /

Cepusi Ne | V260379 Pa3zmep cepumn " 23300.000 eavHuI
Analytical Repourt No./ . 040003411376 Date of Analysis / . 30.05.2026
AHanuTHuecKHii oTyer No Jata ananusza -

Date of Manufacture / . 05/2026 Date of Expiry / . 04/2028

JaTta npou3BoaAcTBa Toaen oo

Mfg. License No. /

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

auueH3us Ne

Analysis performed according ND / Ananu3s nposeaed no H/I: JITI-Ne(001336)-(PT-RU)-090625
Artworks of primary package approved: / MakeTbl nepBHYHOI yIaKOBKH yTBepykaAeHbI: 25.10.2022
Artworks of secondary package approved: / MakeTbl BTOPHYHOH YNaKOBKH yTBep:KAeHbI: 25.10.2022
PIL approved: / UMII yrBepxkaen: 25.10.2022
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7. | Microbial purity* / Mukpo6unonoruyeckasi yucrora*

i. | Total Aerobic Microbial Count / Less than 10 CFU/g/ Not more than 10? CFU/g /
Ob11ee uncio a3poOHBIX MUKPO- Menee 10 KOE/r He 6onee 10 KOE/r
OpraHu3MoB

il. | Total Combined Yeast and Less than 10 CFU/g/ Not more than 10'CFU/g /
mould count / O6mmee uncio Menee 10 KOE/r He Gosnee 10! KOE/r
IPONCKEBBIX U MIECHEBBIX
rpuboB

iii. | Pseudomonas aeruginosa Absentinl g/ Should absentin 1 g/
OtcyterByerB 1 T OtcyrctBue B 1 1

iv. | Staphylococcus aureus Absentin 1 g/ Should absentin 1 g/
OtcyrctByerB 1 T OrcytcrBue B 1 1

8. | Assay/KoauuecTBeHHOe onpeae/ieHHe

Nimesulide /
Humecynun

9.7mg /9,7 mMr
(97.0 %)

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 g0 11,0 mr C13H12N2O5S
(numecynun) (ot 90,0 % mo 110,0 % ot
HOMHHAJIBHOTO COAEpKaHus) B 1 T rens

Remarks : The Product confirms to ND/

Ilpumeuanue: IIponyxTt cooTBeTcTBYET Tpeboranusam HJT

Conclusion : APPROVED /
3akmouyenne: OJJOBPEHO

Prepared by /
IloAroToBJeHO:
Pravesh Rana

g

Checked by /
[Tposepeno: Ramakant

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

e

Approved by: Quality Assurance/Authorized
person / Ono6peno: ObecneyeHue
kauecTBa/OTBETCTBEHHOE JIULIO:

SYIVBN)

Date /
Jara: 30.05.2026

./
Date /

Jata: 30.05.2026

Date /
Jara: 30.05.2026

Date /
Hara:

N va -
NR ey

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

CEPTU®UKAT AHAJIU3A

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

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tei : +91 98166 56001-02
www.drreddys.com

Product : Nise® Activgel (nimesulide) gel for external use, 1 %
IMpoaykTr: Haiis® AkTHBrenb (HUMECYJINA) reflb Ul HapyKHOIO MpuMeHeHus, 1 %

Market / Poinok

: Russia / Poccus

Batch No. / . V260379 Batch Quantity / . 23300.000 units /

Cepus Ne ) Pa3mep cepnn * 23300.000 enyiHML
Analytical Repovrt No. / . 040003411376 Date of Analysis / . 30.05.2026
AHaJUTHYecKHUIl 0TUeT Ne JlaTta ananusa -

Date of Manufacture / . 05/2026 Date of Expiry / . 04/2028

JlaTa npon3BoACTBA I'open no

Mfg. License No. /

ITpousBoncTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI"™-RU)
JuueH3usa Ne

Analysis performed according ND / Anann3s npoeened no H/I: JITI-Ne(001336)-(PT'-RU)-090625
Artworks of primary package approved: / MakeTbl NepBU4HOl YyNaKoBKH yTBepaxkaAeHbl: 25.10.2022
Artworks of secondary package approved: / MakeTbl BTOPHYHOH yTAKOBKH YTBep:kaeHb1: 25.10.2022
PIL approved: / UMII yreepsknen: 25.10.2022
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9. |Dimethyl sulfoxide / 99.6 % 90% to 110% of C;HsOS (dimethyl
Jumernncyashoren sulfoxide) of label claim /
Ot 90 % mo 110 % C,HsOS
(aumetuncynb(oxeHua) oT
HOMHHAJIBHOI'O COACPKAHUA
10. |Package / YnakoBka 50 g in a laminated aluminum tube | 20 g, 50 g or 100 g in a laminated
equipped with  tamper-evident | aluminum tube equipped with tamper-
membrane. Each tube and a patient | evident membrane. Each tube and a
information leaflet in a carton. / Ilo | patient information leaflet in a carton. /
50 r B TyOy u3 namunuposansoro | Ifo 20 r, 50 r wnu 100 r B TYOy u3
AJIFOMUHMS, CHAGXKEHHYIO | JJAMMHHPOBAHHOTO ATIOMHHUA,
MeMOpaHO# A1 KOHTPOJIS MEPBOro | cHa®XKEHHYIO MeMOpaHOM 111 KOHTPOJIA
BekpbiTsl. Kaxayro Ty6y BMecTe ¢ | mepBoro  BekpeiTHs.  Kaxnayio  TyOy
WHCTPYKIMEH MO MEJUIIMHCKOMY | BMeECTe ¢ HUHCTPYKIMeH o
MPUMEHEHHIO MOMEIIAIOT B MayKy | MEAHIMHCKOMY IPUMEHEHHIO
KapTOHHYIO. TOMEILAIOT B A4KY KapTOHHYIO.
11 |Labeling / MapkupoBxa Complies / CooTBeTcTBYET In accordance with the approved artwork

(see Section 1.3.2 of Module 1 of DMF).
/ B COOTBETCTBMM C YTBEp>KICHHBIM
MakeToMm (cMm. pazgen 1.3.2 mopyns 1
PErucTPaLMOHHOTO 10ChE).

Remarks : The Product confirms to ND/

ITpumeuanue: [TponykT cooTBeTCTBYET TpeboBaHUAM HJ{

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by /
[TogrorosneHo:
Pravesh Rana

Checked by /

{

Iposepeno: Ramakant

PACS

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

Kumar e
e

Approved by: Quality Assurance/Authorized
person / OnobpeHo: ObecneueHne
kayectra/OTBETCTBEHHOE JIMIIO:

SHIVAN 1

Date /
Jara: 30.05.2026

Date /
Hara: 30.05.2026

Date /
Jara: 30.05.2026

Date /
Jlara:

N r
QM% c:’(ﬁ).}a}{")

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

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

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

CEPTU®UKAT AHAJMU3A

www.drreddys.com

Product : Nise® Activgel (nimesulide) gel for external use, 1 %
IpoaykT: Hail3® AkTuprenb (HuMecyJaua) rens Ajs Hapy>kHoro npumenenus, 1 %

Market / PoiHok

: Russia / Poccus

Batch No. / . V260379 Batch Quantity / . 23300.000 units /

Cepus Ne ) Pasmep cepun © 23300.000 equnuig
Analytical Repovrt No. / . 040003411376 Date of Analysis / . 30.05.2026
AHaJMTHYECKHIi oTyeT No JlaTa ananusa

Date of Manufacture / . 05/2026 Date of Expiry / . 04/2028

JlaTa npou3sBOACTBa I'oaen ao

Mfg. License No. /

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

JIMIEH3HuA Ne

Analysis performed according ND / Anaau3s nposeaen no HJI: JIII-Ne(001336)-(PI'-RU)-090625
Artworks of primary package approved: / MakeTbl mepBHYHOH yNaKOBKH yTBepKAeHbI: 25.10.2022

Artworks of secondary package approved: / Makernl BTOpUYHOI YIAaKOBKH YTBep:kaeHbl: 25.10.2022
PIL approved: / UMII yTeep:kaen: 25.10.2022
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12 | Storage / Xpanenue Store below 25 °C. Do not freeze. / IIpu Temneparype ue Boitie 25 °C. He
3aMOPaKHUBATh.
13 | Shelf-life (storage period) / 2 years. / 2 roxa.
Cpox rogaocTH (XpaHeHHUs)

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

*TlokazaTesib MOXKET OTCYTCTBOBATH B cepTH(HKATE aHAIN3A Ppon3BoanTe . [IpousBoanTen
rapaHTHPYeT KaYecTBO MPenaparTa mo 3THM NMOKa3aTesIM.

API name (INN) / Haumenopanune AD®C

(MHH):

Nimesulide / Humecynug

API manufacturer batch number /

NMS/12602
Homep cepnn nponspoautens ADC: /126020159
FP Manufacturer API Batch number /
Homep cepun cyGcTaHmuu NpoH3BOJUTES FETA00129

T'Jd:

API Manufactured by, address & country /
IIpomssoautenn ADPC, aapec u cTpaHa:

Aarti Drugs Ltd., Plot No N-198, MIDC, Tarapur, Boisar, Tal.

| Palghar, Dist. Thane, 401506, Maharashtra State, India /

Aaptu [lparc JIta., Yuactok Ne N-198, MIDC, Tapanyp, boucap,
Tan. [Manrxap, Jiuctpukt Txane 401506, Maxapamtpa, Uuaus

Remarks : The Product confirms to ND/

IIpumeuanue: IIpoaykT cooTBeTcTBYET TpebGoBaHusam HJT

Conclusion : APPROVED /
3aknwuenue: OJJOGPEHO

Prepared by /
IToaroToBAEHO:

Checked by /
Iposepeno: Ramakant

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

Approved by: Quality Assurance/Authorized
person / Onobpeno: Obecneuenve

Pravesh Rana { U,& Kumar kauecTBa/OTBETCTBEHHOE JIUIIO:

_ ==n WU
Date / Date / Date / Date / W C
Hara: 30.05.2026 Jlata: 30.05.2026 Iara: 30.05.2026 JNara: ﬂ‘D‘h ‘)}o

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034. Telangana, India
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@ Dr. Reddy's Laboratories Ltd.
) oY) Formulation Unit-6
Dr- ReddY S Q,‘ Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHUOPHKAT AHAJIM3A www.drreddys.com

Product : Nise® Activgel (nimesulide) gel for external use, 1 %
IMpoaykT: Halis® AkTUBrens (HUMECYNMI) reib AJis HapyKHOTO NpuMeHeHus, 1 %

Market / Poinok : Russia / Poccust

Batch No. / . V260379 Batch Quantity / . 23300.000 units /

Cepus Ne ) Pasmep cepuu * 23300.000 enuHuiy
Analytical Repourt No. / . 040003411376 Date of Analysis / . 30.05.2026
AHAJIMTHYECKHIi 0TYeT Ne JlaTa ananu3za

Date of Manufacture / . 05/2026 Date of Expiry / . 04/2028

JaTa npou3BOACTBA I'ogen no

Mfg. License No. /

IpousBoacTBEHHAs : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JuneH3ust No

Analysis performed according ND / Ananus nposenen mo HJI: JITI-Ne(001336)-(PI'-RU)-090625
Artworks of primary package approved: / MakeTbl nepBU4HOIl YIaKOBKH YTBepxaeHbl: 25,10.2022
Artworks of secondary package approved: / MakeTbl BTOPM4YHO# YNNAaKOBKH YTBepmAeHbI: 25.10.2022
PIL approved: / UMII yTeepaaen: 25.10.2022
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Dr. Reddy's Laboratories Ltd., Formulation Unit-6, Vill. Khol,
Nalagarh Road, Baddi, Distt. Solan H.P. 173205, India (license No
MNB/05/263) /

J-p Pennu’c JlaGopatopuc JItxa., [lponssoncteeHHoe

IpomsBoNCTEeRAAS TAOMALKa / noapazaeneHue-6, Bunnamx Kxons, Hanarapx Poya, bagnu, Conan
p & e Tuctpukr, X.I1. 173205, Unmus (Jluuensus Ne MNB/05/263)

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

HaumenoBanue, aapec, TuueH3us 1/

Declaration of certification: « 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/02329-
2025 dt. September 19, 2025) 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».
3akmodenne o cooTBeTcTBUU: «HacTOSIUM 1 TOATBEPKAALO, YTO IPHBEACHHAS BbILIE HHOOPMAIUS SIBIISETCS
JIOCTOBEPHOU U TOYHON. DTa cepusi MPOAYKIMH IMpoUu3BeacHa (BKIIIOYAsl YIIaKOBKY (MapKHPOBKY) M KOHTPOJIb
KayecTBa) Ha BBINICYKAa3aHHOW MPOHM3BOJCTBCHHONW IUIOIMAAKe (IUIOMAAKaX) B TIOJHOM COOTBETCTBHH C
TpeboBanusmu [IpaBuin Hamexaieil TPOU3BOICTBEHHOM NpakTUKU EBpasuiickoro sKoHOMHUYECKOTO coro3a (No
GMP/EAEU/RU/02329-2025 ot 19 centsabpsa 2025 r.) 1 TpeOOBaHUAMHU KOHTPOJSA KadyecTBa NEKAPCTBEHHBIX
CPENCTB, a TAKXKE B COOTBETCTBHUHU CO CIeNUPHUKAMUIMHE, COIEPXKAIIMMHUCS B PETHCTPALHOHHOM J0ChE CTPaHbI-
UMIIOpTepa. 3alucl 10 IPOU3BOJICTBY, YNAKOBKE M aHAIH3Y IPOBEPEHBI, U YCTAHOBICHO HX COOTBETCTBHE
TpebopanusM IIpaBun Haekaniel IpOU3BOACTBECHHOM MPaKTHKM EBpa3znuiickoro SKOHOMHYECKOTO COK3a.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: IponykTt cooTBeTcTBYET TpeboBanuaM HJL 3axmouenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IToarorosneHo: [Tposepeno: Ramakant | Ilpoeepeno (AOK): Amit | person/ Onobpeno: Obecnedenue
Pravesh Rana ) \Lﬁ_\ Kumar kauecTBa/OTBETCTBEHHOE JIUL{O:
/&\/ fet SNVAN)

- N L
Date / Date / ' Date / Date / W AD D s
Tara: 30.05.2026 Jara: 30.05.2026 Jlata: 30.05.2026 Jlaa: m A O I

z Cd /— L4

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana,\fﬁﬂlia
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



