Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTUPHUKAT AHAJIN3A

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

wianw drreddys com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Mpoaykr: Haiiz® AxTHerens (HUMeCYIMa) refb Ui HApYXKHOro NpUMeHeHHd, 1 %, 50 r

Market / PbiHOK

: Russia / Poccus

Batch No. / . V260021 Batch Quantity / . 23500.0 units /

Cepust Ne ) Pa3mep cepuu * 23500.0 egunu
Analytical Repovrt No./ . 040003251089 Date of Analysis / . 14.01.2026
AHanuTH4YecKHiT oTyeT Ne JlaTa ananu3za

Date of Manufacture / . 01/2026 Date of Expiry / . 122027

Hara npousBoacrsaa T'ogen go

Mfg. License No. /

IlpousBoacTBeHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI™-RU)
JiueH3ust Ne

Analysis performed according ND / Auanu3s nposeaed mo HJL: JIII-Ne(001336)-(PI"-RU)-090625

Page 1 of 6/ Ctp.1u36

1;: ! Test / IlokazaTenn Result / PesyasTaT Specification / Hopma

1. Description / Onucanue Homogeneous, transparent, Homogeneous, transparent, colorless to
colorless gel with characteristic pale-yellow gel with characteristic odor /
odor / OgHopoAHBIN IPO3pauHbIH OpHopoaHblif  NpO3payHbIl  refib  OT
renb 6ecUBETHOrO LBETA C GeclIBeTHOro 10 OJIEIHO-KENTOTO 1BETa
XapaKTepHBIM 3aI1aXOM. C XapaKTepHBIM 3aMaxoM

2. Identification / UaenTudukanus

HPLC / BOXXX

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

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:xusanus

OCHOBHOI'O nyuKa Ha | OCHOBHOTO IIMKa Ha XpOMarorpamme
XpoMaTrorpamme UCIIBITYEMOTO | HUCTIBITYEMOIO pactBopa JIOJDKHO
pacTBOopa COOTBETCTBYET BPEMEHHU | COOTBETCTBOBATH BpPEMEHHU
YAEPKUBAHUSI OCHOBHOTO MMKAa Ha | YAEP>KMBAHMS OCHOBHOIO TIHMKa Ha
XpomaTorpaMmme pacTBopa | XpomaTorpamme pacTBopa
CTaHAApTHOTO obpasuia | ctaHmapTHOro o0pasua HHMecy/uza
HUMECYJIHJIA. (paznen «KonuuecTBeHHOE

olIpeIcsieHUE»).

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

IMTpumeyanue: IIpomykT cooTBeTCcTBYET TpeboBaHusm HJL 3akmoyenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized

[ToxrorosneHo: Yogesh [Iposepeno: Pardeep [Tposepeno (AOK): person / Onobpeno: Obecneyenue

Chauhan ; Kumar Amit Kumar kauecTBa/OTBETCTBEHHOE JIULO:

Date / Date / Date / Date / 1G0)-w0)6

Jara: 14.01.2026 Jlara: 14.01.2026 Hara: 14.01.2026 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: L85195AP1984PLC0O04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
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Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoaykr: Haii3® AxTHBrens (HUMECYIHA) reib [T Hapy>KHOTO npumeHeHus, 1 %, 50 r

sy elreaddlue coon
HARAL R e O R

Market / PbiHOK : Russia / Poccus

Batch No. / . V260021 Batch Quantity / . 23500.0 units /

Cepusi Ne : Pasmep cepun * 23500.0 equHML
Analytical Repovrt No. / . 040003251089 Date of Analysis / . 14.01.2026
AHaJUTHYecKHUii oT4yeT No Jarta ananusa

Date of Manufacture / . 01/2026 Date of Expiry / . 122027

JlaTa npou3sBoacTBa I'open po

Mfg. License No. /

IMpounspoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
nuueH3us Ne

Analysis performed according ND / Anasiu3 nposeaen nmo HJI: JITI-Ne(001336)-(PI'-RU)-090625

Page2 of 6/ Ctp.2 u3 6
UV spectrophotometry / UV absorption spectrum of the test | UV absorption spectrum of the test
V®-cnexmpogomomempus | solution has absorption maximumat | solution should have absorption
39745 nm. / VY®-cnektp | maximum at 397+5 nm. / V®-cnektp
MOTJIOLICHHUS UCTIBITYEMOrO | TOTJIOLICHHUSI HCIBITYEMOTO pacTBOpa
pacTBopa vmeer MaKCUMYM | JIOJDKEH UMeTh MaKCUMYM TOTNIOLIEHUS
norsnouueHus npu 39715 um. npu 397£5 um.
3. | Weight of package 51g/Slr According to Rus. Ph. / B cooTBetcTBIM
contents / Macca ¢ TpeboBaHusMU [ ® PD
COAEPKHMOT0 YIIAKOBKH
4, pH 3.27 2.5t04.5/0t12,5 no4,5
5, Viscosity / Baszkoctb 979.6 centipoise / 400 to 1,200 centipoise /
979,6 cauTumyas Ot 400 no 1200 cantunyas
6. Impurities / llpumecn
1. Impurity C/ Not detected / He 0GHapy»xeHa Not more than 0.50 % /
[Tpumecs C He 6onee 0,50 %
ii. Impurity D / Below LOD (LOD =0.02 %) / Not more than 0.50 % /
[Tpumecs D Huxe nipenena obuapyxenus (I10 | He 6onee 0,50 %
=0,02 %)
Any other impurity / 0.03 % Not more than 0.50 % /
iil. | Jlrobas apyras npumech He 6onee 0,50 %
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: [Ipoaykr cootBeTcTBYET TpeboBanusIM H/J 3akaouenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) /  ||Approved by: Quality Assurance/Authorized
[Toarorosieno: Yogesh [TpoBepeHo: Pardeep [Tposepeno (AOK): person / Onobpeno: ObecneueHue
Chauhan 7 - Kumar Amit Kumar xayecTBa/OTBETCTBEHHOE JIUIIO:
( [ A QUL KR
Date / Date / Date / Date / | S 014024
Jara: 14.01.2026 Hara: 14.01.2026 Hara: 14.01.2026 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: L85195AP1984PLCO04507
www.drreddys.com
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Product : Nise Activgel (nimesulide) gel

for external use, 1 %, 50 g

IpoaykTr: Haii3® AkTuBrenb (HUIMeCYNUA) reJb AU HApy’KHOro npuMeHeHus, 1 %, 50 r

Market / PoiHok

: Russia / Poccus

Batch No. / . V260021 Batch Quantity / . 23500.0 units /

Cepusi Ne ’ Pasmep cepun © 23500.0 enuuuIy
Analytical Repoz‘t No./ . 040003251089 Date of Analysis / . 14.01.2026
AHanuTHYecKHii oTueT No Jarta aHanusa

Date of Manufacture / . 01/2026 Date of Expiry / . 1212027

JlaTa npou3BOACTBA TI'ogeH oo

Mfg. License No. /

IIpousBoacTBeHHAs! : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JnieH3us Ne

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

Page3 of 6/ Ctp.3u3 6

iv. | Total impurities /

CymmMa npumeceit

0.1%

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

T Microbial purity* / Mukpo

OHoJIorHYecKass YHCTOTA*

1. Total Aerobic Microbial
Count / OGInee yucao
a’pOOHBIX MHKPO-
OpraHu3MoB

Less than 10 CFU/g/
Memnee 10 KOE/r

Not more than 10> CFU/g /
He 6onee 10> KOE/r

ii. | Total Combined Yeast and
mould count / O61ee yuco
JIPOAOKEBBIX H IICCHEBBIX
rpubos

1i. | Pseudomonas aeruginosa

Less than 10 CFU/g /
Menee 10 KOE/r

Absentinl g/
OtcyreTByeTB I T

Not more than
He 6onee 10! KOE/r

10" CFU/g

Should absentin 1 g/

OtcyrcTBHe B 1 T

/

iv. | Staphylococcus aureus Absentin1 g/ Should absentin 1 g/
OtcyrctByeTB 1 T OtcyrctRHe B 1
8. Assay / Konuqecn;e;moe onpeneﬁeﬂue

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeuanne: [Ipoaykr cooTreTcTBYET TpeboBaHUAM HJI 3akmouenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / [|Approved by: Quality Assurance/Authorized
[Tonroroeneno: Yogesh [TpoeepeHo: Pardeep [Tpoeepeno (AOK): person / Onobpeno: Obecrneuenue
Chauhan Kumar Amit Kumar kauecTBa/OTBETCTBEHHOE JIULIO:
. A :
{
7 el e o Ui UMAR,
L)
Date / Date / Date / Date / 1 C01-402L,
Jlarta: 14.01.2026 Hara: 14.01.2026 Hara: 14.01.2026 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
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CERTIFICATE OF ANALYSIS

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

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

CEPTUD®UKAT AHAJIN3A

Tel : +91 98166 56001-02

www drreddys com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
[Mpoayxt: Hait3® AKTHBre/b (HUMECYJIH) rejb AU HApYXKHOro npumerenus, 1 %, 50 r

Market / Poinok

: Russia / Poccus

Batch No. / . V260021 Batch Quantity / . 23500.0 units /

Cepus No ) Pasmep cepun * 23500.0 eguHmL
Analytical Repourt No. / . 040003251089 Date of Analysis / . 14.01.2026
AHanuTHYeCKHUii 0THeT Ne JlaTa anaJju3za

Date of Manufacture / . 01/2026 Date of Expiry / . 12/2027

JlaTa npou3BOACTBRA T'ogen no

Mfg. License No. /

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

JinueH3nsa Ne

Analysis performed according ND / Ananus nposeaen no HJI: JITT-Ne(001336)-(PI"™-RU)-090625

Page 4 0f 6/ CTp. 413 6

Nimesulide /
Humecynun

9.97 mg /9,97 mMr
(99.7 %)

9.0 mg to 11.0 mg of Ci3H;2N20s5S

claim)in 1 gof gel /
Ot 9,0 MTI" 1O 11,0 Mr C]}HuNzOsS

(nimesulide) (90.0% to 110.0% of label

(aumecynun) (ot 90,0 % m0 110,0 % or
HOMHHAJIBHOTO coJiep>kaHus) B 1 r ress

Dimethyl sulfoxide /
Jdumernncynbdoxenn

100.2 %

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

Ot 90 % mo 110 % C,HsOS
(mumertuncynshokeua) ot
HOMMHAJIBHOTO COJIePyKaHMsA

10.

Package / YnakoBka

AJTFOMHUHHS,

50 g in a laminated aluminum tube
equipped  with
membrane. Each tube and a patient
information leaflet in a carton. / Ilo
50 r B Ty0y M3 1TaMMHMPOBAHHOTO
CHaOXEHHYO
MeMOpaHO# 111 KOHTPOJIS TIEPBOroO
BekpbiTHs. Kaxayro TyOy BMecTe ¢
UHCTPYKLIMEH N0 MEIMLIMHCKOMY
NPUMEHEHHIO TMOMEINAIOT B NauKy
KapTOHHYIO.

tamper-evident

JIJAMUHHUPOBAHHOT'O

MEPBOTO  BCKPBITHA.
BMECTE c

MeULMHCKOMY
MOMEUJAIOT B Ma4YKy KapTOHHYIO.

UHCTpYKLMEH

Remarks : The Product confirms to ND/

IMpumeuanue: [Ipoaykr coorercTryet TpeGopanuam HJI

Conclusion : APPROVED /
3akmwouyenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ |[Approved by: Quality Assurance/Authorized
[ToaroTtoBaeHo: Yogesh [TposepeHo: Pardeep IIpoBepeno (AOK): person / Onobpeno: Obecneyenue
Chauhan V4 Kumar Amit Kumar kayecTBa/OTBETCTBEHHOE JIUIIO:
. A "\ f i) VAR
/ OL—:' \J/ _Quiil Ky 1A
_ <)

Date / Date / Date / Date / | Dol
Hara: 14.01.2026 JHara: 14.01.2026 Hara: 14.01.2026 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2399, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com

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 TYOY U3
AFOMUHUS,
cHaOXEeHHYI0 MeMOpaHOH JU1l KOHTPOJIS

Kaxnyro T1yOy

HPUMEHEHUIO




Dr. Reddy's Laboratories Ltd.

Qe ” . :
9 ® Formulation Unit-6
Dr. Reddy S Q... Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS Distt. Solan, H.P.,, 173 205, iNDIA
CEPTHOUKAT AHAJIM3A Tel : +91 98166 56001-02

SALAIAAL d {'rqdrl\'ic fafatsal

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

IMpoayxr: Haiis® AkTHBresb (HUMECYJIHA) refib IS HApY>KHOro npuMmeHeHus, 1 %, 50 r

Market / PoinHok : Russia / Poccust

Batch No. / . V260021 Batch Quantity / . 23500.0 units /
Cepns Ne ) Pazmep cepun * 23500.0 enuHuy
Analytical Repourt No./ . 040003251089 Date of Analysis/ . 14.01.2026
AHanuTHYecKUii oTyeT No JaTa aHanuza

Date of Manufacture / . 01/2026 Date of Expiry/ . 1212027

Harta npousBoacTea Topen oo

Mfg. License No. /

IIpom3BoacTBeHHasA : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI"-RU)
JHueH3us Ne

Analysis performed according ND / Auanns nposeaen no HJ: JITI-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.

*Iloka3saTejb MOXeT OTCYTCTBOBATH B cepTuduKaTe anaau3a npoussoaures. Ilpoussonurens
rapaHTHpyeT Ka4ecTBO Mpenapara no 3THM NoKa3aTe M.

API name (INN) / HaumenoBanne AD®C
(MHH):
API manufacturer batch number /

Nimesulide / Humecynung

Homep cepnu nponsBoautenss ADC: TS/ L2 0680

FP Manufacturer API Batch number /

Homep cepnu cyGcTaHUHH NPOH3BOAUTES FESA00553

I'JId:

API Manufactured by & country / Aarti Drugs Ltd., India /
IIpoussoautenn A®C, cTpana: Aaprtu [lparc JIta., Muaus

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) /

H-p Pepn’c Jlaboparopuc JIta., Muaus, IlpoussoacTeenHoe
noapasaenenue-6, Buut. Kxonw, Hanarapx Poyn, banau, Jductpuxt
Comnan, X.I1., 173205, Unaus (JIuuensug Ne MNB/05/263))

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

HanmeHnoBaHue, agpec, JUNeH3HA 15
IIpousBoacTReHHAN MIOMIAAKA /

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 /
IMpumeuanne: ITpoaykT cooTBeTcTBYET TpedosaHuaM HJ 3arkmoyenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized
[Tonrotorneno: Yogesh [Tposepeno: Pardeep Ipoeepeno (AOK): person / OngobpeHo: ObecreyeHue
Chauhan Kumar Amit Kumar kauecTea/OTBETCTBEHHOE JIMLIO:
Jd— | U g
) / -'{i’\/}
Date / Date / Date / Date / ’\-’0 | /1)\0')/1;
Jata: 14.01.2026 Jlara: 14.01.2026 Jlata: 14.01.2026 Hara: -

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49C0 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g

Iponykr: Haii3® AKTUBreb (HUMECYJIMA) Tefb [T Hapy>KHOro rnpumeHenus, 1 %, 50 r

Market / Poinok : Russia / Poccus

Batch No. / . V260021 Batch Quantity / . 23500.0 units /
Cepus No ) Paszmep cepumu * 23500.0 equumiy
Analytical Repoyrt No. / . 040003251089 Date of Analysis / . 14.01.2026
AHaJIUTHYecKH i oTyeT Ne JlaTa ananusa

Date of Manufacture / . 01/2026 Date of Expiry / . 122027

JaTta npou3BoAcTBa TI'onen no

‘ Mfg. License No. /

| TIpon3sBoacTBEeHHAR : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JuueH3ns Ne

| Analysis performed according ND / Ananun3 nposeaen no HJI; JIIT-Ne(001336)-(PI'-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».

3axiIi0oueHne o cOOTBeTCTBHH: «HacTosmum st moATBep KA, YTO IPUBE/ICHHAS BhIlle HHGOOPMAIIUS SBISIETCS
JIOCTOBEPHOM M TOYHOH. 3Ta cepusl IPOAYKIMH IpoHu3BeAeHa (BKIIOYas YIAKOBKY (MapKUpPOBKY) M KOHTPOJb
Ka4yecTBa) Ha BBIIICYKA3aHHOW MPOM3BOACTBEHHON IUIOMANKe (IUIOIMAAKAX) B IOJTHOM COOTBETCTBUH C
TpeboBaHusaME [IpaBul Hajexalled TPOU3BOJCTBEHHON NMpakTUKU EBpa3sHiicKOro 3KOHOMHYECKOTO COI03a H
TpeOOBaHUSIMH KOHTPOJIA KayecTBa JIEKAPCTBEHHBIX CPE/ICTB, a TAKXKE B COOTBETCTBUHU CO cCleLHU(UKAIUAMH,
COJICPXKALUMIUCS B PETHCTPAIIMOHHOM J0CHE CTPaHbl-UMIOPTEPA. 3aIIUCH 110 IIPOU3BOACTBY, YIIAKOBKE U aHATH3Y
IIPOBEPEHBI, U YCTAHOBJIEHO UX COOTBETCTBUE TpeboBaHuaM [IpaBui Hamiexamei mpou3BOACTBEHHOM IPAKTUKH
EBpa3uiickoro 3k0HOMH4ECKOIO COF03a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeuanme: [Ipoayxrt cooreTcTByeT TpeboBanusM HJL 3akniouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized
IToarorosneno: Yogesh [Tpoeepeno: Pardeep [Tposepeno (AOK): person / Ono6peHo: ObecnieyeHue
Chauhan /7 _ ||{Kumar Amit Kumar i xayecTBa/OTBETCTBEHHOE JINLO:

2 - / Ao Bl T

: = Y

Date / Date / Date / Date / | Co 1~ L0206

Jlata: 14.01.2026 Jara: 14.01.2026 Jara: 14.01.2026 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: L85195AP1984PLC0O04507
www.drreddys.com





