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CERTIFICATE OF ANALYSIS
CEPTUOPHUKAT AHAJIU3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt, Solan, H.P, 173 205, INDIA
Tel:+51 €8166 50001-02

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoaykr: Haii3® AkTusrens (HUMeCYJIHA) resib ANl HApy»KHOTO npuMeHenus, 1 %, 50 r

Market / Prinox

: Russia / Poccus

Batch No. / . Batch Quantity / . 24000.0 units /

Cepusa Ne il Paszmep cepun " 24000.0 enyHuL
Analytical Repo:-t No./ . 040003224342 Date of Analysis / . 17.12.2025
AHanuTHyecKuii oTyeT Ne JlaTa ananusa

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

|Jara npoussoacTea Tonen no

Mfg. License No. /

IIpousBoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI"-RU)
JiHueH3us Ne

Analysis performed according ND / Ananus nposeaen no HJ1: JITT-Ne(001336)-(PI'-RU)-090625

Page 1 of 6/ Crp. 1 u36

No / ; ;

Ne Test / Ilokazatean Result / PesyabTar Specification / Hopma

1. Description / Onucauue Homogeneous, transparent, pale- Homogeneous, transparent, colorless to
yellow gel with characteristic odor | pale-yellow gel with characteristic odor /
/ OrHOPOAHBIH MPO3pauHbIiA renb OpnHoponHEIH  TpO3pauHbIi  reib  OT
6J1eJHO-XKENTOTO 1IBETA C feclBeTHOTO 10 OJ1€IHO-KENATOrO LBETA
XapaKTepHBIM 3araxoMm C XapaKTepHbIM 3a11axom

2. Identification / UpenTudpuxanus

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. / BpeMms ynepxuBaHus

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 yneprxuBaHus

OCHOBHOTO NUKa Ha | OCHOBHOIO [IMKa Ha XpoMaTorpaMmme
Xpomarorpamme KHCHBITYEMOIO | HCIMBITYEMOrO pacTBopa JIOJIDKHO
pacTBopa COOTBETCTBYET BPEMEHU | COOTBETCTBOBATH BpEMEHHU
YAEPXKHUBAHUSA OCHOBHOTO MWKA Ha | yAEp>KUBAaHU OCHOBHOIO IMKa Ha
Xpomarorpamme pacTBopa | XxpoMarorpaMme pacTBopa
CTaHAAPTHOTO obpasua | crangapTHoro ofpasua HUMecyIHaa
HUMECYJIH/A. (paznmen «KonuuecTseHHOE
ornipeiesICHHEY).
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: [TponykT cooTBetcTRyeT TpedoBanuam HJI 3axknroyenune: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) /  ||Approved by: Quality Assurance/Authorized
Ilonrorosneno: Pravesh [Mposepeno: Pardeep [IpoepeHo (AOK): person / Omo6peno: Obecrieuenue
Rana : Kumar Amit Kumar kayecTpa/OTBETCTBEHHOE TULIO:
{ o Ol lampe
. \—
= / " ,_Qm/’
Date / Date / Date / Date / INALASLE
Hara: 17.12.2025 Jarta: 17.12.2025 Hara: 17.12.2025 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 Q':'

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 88166 56001-02

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Tlpopyks: Hait3® AktyBrens (HuMecyii) reds s HapyicHoro npuMenenns. 1 %. 50 r

Market / Prinok : Russia / Poccust

Batch No./ . V250960 Batch Quantity / . 24000.0 units /

Cepus N2 ) Pazmep cepun " 24000.0 equHuL
Analytical Report No. / . 040003224342 Date of Analysis / . 17.12.2025
AHauTHYeCKHIT oTUeT No JlaTa ananu3za

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

JaTa npoussoacTaa TI'open a0

Mfg. License No. /

IIpou3soacTBeHHas1 : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI-RU)
JIHIeH3u s Ne -

| Analysis performed according ND / Ananu3 npoBeieH noﬁ:’ﬁl’[-Ns(OOl336)-(Pl'—ﬁ]):090625

Page2 of 6/ Ctp. 2 u3 6

UV spectrophotometry /
Y®-cnexmpogpomomempusn

UV absorption spectrum of the test
solution has absorption maximum at

UV absorption spectrum of the test
solution should have absorption

39745 nm. / V®-cnekrp | maximum at 39745 nm. / Y®-cnektp
MOTJIOLIEHUS HCIIBITYEMOr0 | TOIJIOIIEHHs. HCIBITYEMOrO pacTBOpa
pacTBOpa nmeer MaKCHUMYM | JOJDKeH UMETh MAaKCUMYM MOTJIOIEHH
HornoweHns npy 397+5 Hu. npu 39745 HM.
3. | Weight of package S51g/Slr According to Rus. Ph. / B cooTBeTcTBUH
contents / Macca ¢ TpeboBanuamu 'O PO
CO/1ep:KHMOr0 YHAKOBKHM
4. pH 3.49 2.5t04.5/0t12,51004,5
5; Viscosity / BazkocTb 984.3 centipoise / 400 to 1,200 centipoise /
984.3 caHTHmya3 Ot 400 no 1200 cantumyas
6. Impurities / Ilpumecu
1. Impurity C/ Not detected / He oOHapy»eHa Not more than 0.50 % /
ITpumecs C He 6onee 0,50 %
ii. | Impurity D/ Below LOD (LOD = 0.02 %) / Not more than 0.50 % /
Mpumecr, 1 Hinke npenena o6Hapyxenus (II0 | He 6onee 0,50 %
=0.02 %)
Any other impurity / 0.09% Not more than 0.50 % /
iii. | Jiro6as apyras mpUMech He 6Gosee 0,50 %
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [Mpoaykr coorsercTyet Tpedopannam HJ| 3akmiodenue: OJJOGPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized
IMoarorosneno: Pravesh Mposepeno; Pardeep [Mporepeno (AOK): person / Opobpeno: ObecnieueHue
Rana Kumar Amit Kumar kauecTBa/OTBETCTBEHHOE JIUIIO:
4 de | e | fmy pmen
Date / Date / Date / Date / ) ) 12L-L02C
Hara: 17.12.2025 Jara: 17.12.2025 Hara: 17.12.2025 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
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Dr.Reddy’s Q't‘

CERTIFICATE OF ANALYSIS

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

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

CEPTUDOUKAT AHAJIU3A fei:+91 58106 56001-6

A dereddiy et

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Tpoaykr: Haii3® AKTHBrenb (HEMECYI11/1) Teb 115 HAPYKHOro npumenenns, 1 %,

50r

Market / Poinok : Russia / Poccns
Batch No. / —— Batch Quantity / ~24000.0 units /
Cepus Ne ) Pasmep cepun " 24000.0 epuHMI

Analytical Report No. /
AnanurHyeckuii oTyer No

: 040003224342

JlaTa aHaaunza

Date of Analysis /

: 17.12.2025

JuLeH3ust Ne

Date of Manufacture / . 11/2025 Date of Expiry / . 102027

Jata npousgoacTa Toaen ao

Mfg. License No. /

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

Analysis performed according ND / Avaan3 nposenen no H/L: JIII-Ne(001336)-(PI'-RU)-090625

Page3 of 6/ Crp. 3 u3 6

| iv. | Total impurities / 0.2% Not more than 1.50 % /
CymMa npumeceii He 6onee 1,50 %

77 Microbial purity* / MukpoOHoornyeckas 4ucTora*

i. | Total Aerobic Microbial NA Not more than 10> CFU/g /
Count / O61iee yncio He 6onee 10 KOE/r
a3pOOHBIX MUKPO-

OpraHu3MOB

ii. | Total Combined Yeast and NA Not more than 10'CFU/g /
mould count / O6uiee yncso He 6onee 10! KOE/r
JPOAOKEBBIX W MIECHEBBIX
rpuboB

il. | Pseudomonas aeruginosa NA Should absentin 1 g/
OtcyrcTBUEe B 1 T
iv. | Staphylococcus aureus NA Should absentin 1 g/
OrcyrcTtBUe B 1 1
8. | Assay/KousmdecrBeHHoe onpeneJieHue
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
TIpumeuanue: [Tponykr coorseTcTByYeT TpeGosauuam HJL 3axknwuenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA)/  [|Approved by: Quality Assurance/Authorized |
[Toproropneno: Pravesh [Iposepeno: Pardeep ITposepeno (AOK): person / OnobpeHo: ObecneueHue
Rana Kumar Amit Kumar kauyecTBa/OTBETCTBEHHOE JIMLIO:
Z" i - s QUL KUMRAQ_
i / -—"/ /—< \/"’1
Date / Date / Date / Date / ) )2 —A0 L
Hara: 17.12.2025 Jara: 17.12.2025 JHara: 17.12.2025 Jlara:

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




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUP®HUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H P, 173 205, INDIA
Jei s +51 £5166 56001-02

g drrenove com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
TIpopykr: Hai3® Axtysrens (HUMECYJIMA) Tenb AN HAPYKHOTO npumenennd, 1 %, 50 r

Market / Poinok : Russia / Poccus

Batch No./ . V250960 Batch Quantity / . 24000.0 units /

Cepusi N2 ) Paszmep cepun " 24000.0 eguany
Analytical Repovrt No./ . 040003224342 Date of Analysis/ . 17.12.2025
Ananuruyecknii oryer Ne JaTa aHann3a

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

Jara npou3soacTea I'ogen no

Mifg. License No. /

IlpousBoacTBeHHas1 : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JinieH3ust Ne

Analysis performed according ND / Ananns npogeaen no H/L: JII-Ne(001336)-(PT-RU)-090625

Paged4 of 6/ Ctp. 4 u3 6

—

Nimesulide /
Humecynun

10.03 mg / 10.03 mr
(100.3%)

9.0 mg to 11.0 mg of C13H12N>OsS
(nimesulide) (90.0% to 110.0% of label
claim)in 1 gof gel /

OT 9,0 MrI" 10 11,0 mr C13H17_N2058
(Humecynun) (ot 90,0 % 1o 110,0 % ot
HOMHHAJIBHOTO cofepxaHus) B 1 r rens

Dimethyl sulfoxide /
Jumerniacynsgorcng

100.5 %

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

Ot 90 % no 110 % C;HeOS
(mumeTuncynshOKCHA) OT
HOMMHAJILHOTO COepKaHHS

10.

Package / YnakoBka

50 g in a laminated aluminum tube
equipped with tamper-evident
membrane. Each tube and a patient
information leaflet in a carton. / Io
50 r B TYOYy W3 JTaMHHHPOBAHHOTO
ANIOMHHHUA, CHAOXKEHHYIO
MeMOpaHOM 1/ KOHTPOJIS MEePBOTO
BekpeiTH. Kaxxayro TyOy BMecTe ¢
HHCTPYKUHEH M0 MEIULHUHCKOMY
NPUMEHEHHUIO TOMELIAIOT B MayKy
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. /
ITo 20 r, 50 r unu 100 r B TYOY U3
JTAMHHHPOBaHHOTO AITOMMHHA,
cHabXeHHYI0 MeMOpaHO 111 KOHTPOJIs
nepBoro BckpeiTHi. Kaxnyro T1yby
BMecTe v UHCTPYKLHUEH no
MEIULIMHCKOMY NPUMEHEHHIO
MOMEILAOT B Ma4Ky KapTOHHYIO.

Remarks : The Product confirms to ND/
Ipunmeuanne: [1ponykr coorBercTyeT Tpebosannsm HJT

Conclusion : APPROVED /
Zaxkmouenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized
[Mogrorosneno: Pravesh [Tposepeno: Pardeep [Tposepero (AOK): person / Onobdpeno: Obecnedexne
Rana ; Kumar Amit Kumar KayecTsa/OTBETCTBEHHOE NH1IO:
- oq(/, 7 LJusie KuM R
- L4 (\/.’—’/ vV
-
Date / Date / Date / Date / |1 2-A0 LS
Hara: 17.12.2025 Hara; 17.12.2025 ara: 17.12.2025 Jara:

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




- Dr. Reddy's Laboratories Ltd.
. Formulation Unit-6
DI’. ReddY’S ‘... Vill. Khol, Nalagarh Road, Baddi,
= CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA
CEPTUD®UKAT AHAJIU3A Tel : +91 98166 56001-02

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

poayxr: Haii3® AKTHBre/b (HUMECYIUA) reflb I HAPYXKHOro npuMeHeHus, 1 %, 50 r

Market / Poinok : Russia / Poccus

Batch No./ . V250960 Batch Quantity / . 24000.0 units /
Cepus Ne ? Pasmep cepuu * 24000.0 equann
Analytical Repovrt No./ . 040003224342 Date of Analysis / . 17.12.2025
AnaJuTHYecKnii oTuer Ne JlaTa aHanu3a

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

JaTta npousBoacTea Tonen no

Mfg. License No. /

IIponsBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JII1-Ne(001336)-(PT'-RU)
nuueH3us Ne

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

PageSof 6/Ctp. Su3 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.

*[lokasaTe/ b MOXKeT OTCYTCTBOBATH B cepTHHKATE aHAIU3a npousBoauTens. [lpousBoanTens
rapaHTHpPYeT Ka4ecTBO Hpenapara o 3THM MOKA3aTeJIfAM.

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

API manufacturer batch number / NMS/125050524
Homep cepuu nponssogurtens APC:
FP Manufacturer API Batch number /

Nimesulide / Humecynun

Homep cepru cyGCcTAHIHA NPOH3BOJHTEISA FESA00374

rJid:

API Manufactured by & country / Aarti Drugs Ltd., India /
IIpounssoantenr ADC, cTpana: Aaptu lparc JIta., Uanus

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,

Name, address, authorization Nodor = FP | 90 08 posd Baddi, Distt: Solan ELE. 173205, India-(license No

;nanufacturmg site / Control site / Release site MNB/05/263) /

Hanmenorawne, ajpec, THIOHIAN LT A-p Penpu’c J,IaSOPaTOPHC Jita., M, HpOI/I?.‘BOL[CTBeHHOC

IIpoH3BOCTBERHAS ILIOMANKA / nonpazfenenue-6, Bunn. Kxons, Hanarapx Poyn, bannu, Jluctpukr
P Comnau, X.I1., 173205, Uuous (JTuuenszus 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 /
Mpumeuanne: Ipogykr coorBeTcTBYET TpeboBanmwiM HJJ 3akaroyenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized
[Moarorosneno: Pravesh [Tporepeno: Pardeep  |[TIporepeno (AOK): person / OnobpeHo: ObecnieueHue
Rana Kumar Amit Kumar kauecTBa/OTBETCTBEHHOE JTMLIO:
» A
., A QUL MR
a ‘ - /’<\/\4

Date / Date / Date / Date / 19124 0L
Hara: 17.12.2025 Hara: 17.12.2025 Hata: 17.12.2025 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




@ Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
? L]
Dr' Reddy S ‘ .. Vill. Khol, Nalagarh Road, Baddi,
’ CERTIFICATE OF ANALYSIS Diﬁ@ Solan, H~P-,_IZ? 205, INDIA
CEPTUO®UKAT AHAJIM3A Tei:+S1 5§166 56001-02

Jirreqdavs . com

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

Hpoaykr: Haiis® AkTHBrenb (HUMECYANN) refb JUIS HapyKHOTO MpumeHenus, 1 %, 50 r o
Market / Poinok : Russia / Poccus

Batch No./ . V250060 Batch Quantity / . 24000.0 units /

Cepusi Ne ) Pa3mep cepun " 24000.0 exuHuLL
Analytical Repovrt No. / . 040003224342 Date of Analysis / . 17.12.2025
AHanpTUYecKkHil oTueT Ne JlaTa ananusa

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

JaTa npousBoacTBa I'ogen no

Mfg. License No. /

IlpoussoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI™-RU)
JHOeH3Hs Ne

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

Page 6 of 6 / Crp. 6713 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».

3akmoueHne 0 cooTBeTcTBHHA: «HacTosiumM s moATBepXaar0, YTO MpUBEICHHAs BBIIE HHPOpMAIUST SBISETCS
JOCTOBEPHOM M TOYHOH. DTa cepus NMPOIYKIHMH IPOU3BeNeHA (BKIIOYas YyHaKOBKY (MapKHpPOBKY) M KOHTPOJb
Ka4yecTBa) Ha BBINICYKa3aHHOM IIPOU3BOACTBEHHOW IUIOMmIaaKe (TUIOINAAKAaX) B MOJHOM COOTBETCTBHH C
TpeboBanusiMu [IpaBun Hajulexammell MPOU3BOICTBEHHON NPaKTUKU EBpasuiicKoro 3KOHOMHYECKOTO COI03a H
TpeOOBAaHUSMHU KOHTPOJSI KayecTBa JIEKApCTBEHHBIX CPEACTB, & TAKXKE B COOTBETCTBHU CO CIICLMPUKALUIMH,
COZIEPIKAIMUMUCS B PETUCTPAIIMOHHOM JIOChE CTPaHBI-UMITOPTEpa. 3alUCH 110 POU3BOACTRY, YIIAKOBKE U aHAIH3Y
IIPOBEPEHEI, U YCTAHOBIICHO MX COOTBETCTBUE TpeOoBaHusM [IpaBui Hautexanied Ipou3BOACTBEHHOM MIPaKTUKA
EBpa3suiickoro 3KOHOMHYECKOTO COI03ay.

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

IMpumeuanne: [poaykt cootBeTcTBYET TpeboBanusaM HJI 3aknwuyenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized
[Moarororneno: Pravesh [Tposepeno: Pardeep ITpoeepeno (AOK): person / Opobpeno: Obecreuenue

Rana Kumar Amit Kumar KauecTBa/OTBETCTBEHHOE JIUIIO:

| p NN JNIL RKUMAT_
h BI—-:" /\/ g ik \/\/\

Date / Date / Date / Date / |- L~L0X <
Hara: 17.12.2025 Hara: 17.12.2025 Jara: 17.12.2025 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




