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Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Ipoaykr: Haii3s® AkTuBrens (HMMeCynHa) refb MU HapYKHOTO NPUMEHEHH, 1%,100r

Market / PblHok : Russia / Poccus

Batch No. / . V250214 Batch Quantity / : 11882.00 units /

Cepus Ne Pasmep cepun 11882.00eanHnL
Analytical Repovrt No./ . 040002873021 Date of Analysis / . 30.03.2025
AHanuTu4eckuii oT4eT Ne JlaTa ananusa

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027

JaTa npou3Bsoncraa T'ogen no

Mfg. License No. /

IlpousBoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
Juuen3us Ne

Analysis performed according ND / Auanus nposeaex mo H/: JITI-Ne(001336)-(PI'-RU)-251022

Pagel of 5/Crp. 1u3 5

No/

Test / Ilokazaren
Ne

Result / PezyasTaT

Specification / Hopma

1. Description / Omucanne

Homogeneous, transparent, pale-
yellow gel with characteristic odor /
OpnHopoAHBIH Opo3padHblil  resb
61 AHO-KENTOro LBETA c
XapaKTEepPHbIM 3aMaxom

Homogeneous, transparent, colorless to
pale-yellow gel with characteristic odor /
OpHOpOMHBIA TIPO3paduHbli  renb  OT
OecLIBETHOroO A0 OJIeqHO-XKENTOro LBeTa
C XapaKTEepHBIM 3aMlaxoM

Identification / UpesTndukanus

a) HPLC / BOXX

Complies as prescribed /
CoOTBETCTBYET TPeOOBAHUAM

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 yaep>xuBaHUs
OCHOBHOTO ITMKa Ha XpOMAaTOrpamme

HCIIBITYEMOr 0 pacTtBOpa JIOJKHO
COOTBETCTBOBATH BpEeMEHH
YAep)KUBaHUS OCHOBHOIO IIHKa Ha
XpOMaTorpaMmme pacTeopa
craHaaptHoro ofpasla HHMeCYIHAa
(pa3pen «KonuyectseHHoe
onpeeneHHe»)

Remarks : The Product conforms to ND/
Ilpumeuanne: [Tpoaykr coorseTcTBYET Tpebosanusam HJI

Conclusion : APPROVED /
3akaouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Bxecutive /
[Noarororneno: Santosh Kumar IposepeHo: Pardeep Kumar OnobpeHo: Menemxep /[PykosoguTtenb
Maurya @ ; Abhishek Chauban [ 5

% o~
Reprint Date / Reprint Date / Reprint Date /

Jara: 30.03.2025

JHara: 30.03.2025

Mara: 30.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500024, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 4C 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g

Mponyxt: Haiiz® Axtusresb (HHMECY/HA) refb A8 HapyAHOTO npuMenerns, 1%, 100 r

Market / PpiHok : Russia / Poccus

Batch No. / . V250214 Batch Quantity / . 11882.00 units /

Cepus No ) Pa3mep cepuu " 11882.00eauHuL
Analytical Repovrt No./ . 040002873021 Date of Analysis / . 30.03.2025
AHAJINTHYECKHIT 0TYeT Ne JlaTa aHanu3a

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027

JlaTa npou3BoacTBa T'onen oo

Mfg. License No. /

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

Analysis performed according ND / Ananu3 nposeaen no H/I: JITTI-Ne(001336)-(PT-RU)-251022

Page2 of 5/Ctp. 2135

b) UV spectrophotometry /
Y O-cnexTpodoTo MeTpus

Complies as prescribed /
CooTBeTCTBYET TPeOOBAHUAM

UV absorption spectrum of the test
solution should have absorption
maximum at 3975 nm / Y®-cnekrp
DOIJIOIIEHUs HCIBITYEMOro  pacTBOpa
JIOJDKEH UMETh MaKCMMYM TMOIJIOMEHHS
nipu 397£5 um

3. | Weight of package contents / 100g/100r According to Rus. Ph. / B coorBeTcTBUM
Macca comep:kHMOro c Tpeboanusmu ['® PP
YNaKOBKH

4. | pH 3.26 2.5t04.5/012,5m804,5

5. | Viscosity / Bsa3kocTs

957.8 centipoise /
957.8 canTunyas

400 to 1,200 centipoise /
Ot 400 go 1200 cantumyas

6. | Impurities / lIpumecn

i. | Impurity C/

ITpumecs C

it. | Impurity D/

IMpumece D

Any other impurity /
Jlrobas apyras npuMecs

1.

iv. | Total impurities /

CymMa npumecei

Not detected / He oOHapy»xeHa

Not detected / He oOHapy»xeHa

0.03 %

0.09 %

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

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

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

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

Remarks : The Product conforms to ND/
IIpumeuanne: [TpoaykT cooTBeTCTBYET TpeboBanuaM H/JJ

Conclusion : APPROVED /
3akaroyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Exgcutive /
IToarorosaeno: Santosh Kumar Ipoeepeno: Pardeep Kumar Onobpeno: Menemkep / B KOBOZUTETE
Maurya ) Abhishek Chauhan )
Reprint Date / Reprint Date / Reprint Date /

Jara: 30.03.2025

Jara: 30.03.2025

Jlata: 30.03.2025

Registered Office: 8-2-337, Road Nc. 3, Banjara Hilis, Hyderabad - 560024, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 4C 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
ITpoaykr: Haits® AxtuBresib (HUMECYIIHA) reb A HAPYXKHOTO NpUMeHeHHUd, 1 %, 100 T

Market / PriHOK : Russia / Poccus

Batch No. / . V250214 Batch Quantity / . 11882.00 units /

Cepust Ne ) Pazmep cepHH * 11882.00eauHuIy
Analytical Repourt No./ . 040002873021 Date of Analysis / . 30.03.2025
AHanuTHYecKHii oTueT No JlaTa ananau3za

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027

JaTa npousBoicTBa Topen g0

Mfg. License No. /

Ilpou3BoacTBeHHasi : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JuneHsns Ne

Analysis performed according ND / Ananus npoeenes mo HJI: JITI-Ne(001336)-(PT-RU)-251022

Page3 of 5/ Ctp.3m35

7. | Microbial purity* / Mukpobnonornueckas yucrora*®
i. | Total Aerobic Microbial Count NA Not more than 100 CFU/g /
/ Ob1ee 4ucno aspoOHbIX He Gonee 100 KOE/r
MHKPOOPTraHU3MOB
ii. | Total Combined Yeast and NA Not more  than 10CFU/g  /
mould count / O61uee yucio He 6onee 10 KOE/r
JPOMOKEBBIX U MIIECHEBBIX
rpHOOB
iii. | Pseudomonas aeruginosa NA Should absent in 1 g/
OtcyrcTBHE B I T
iv. | Staphylococcus aureus NA Should absentin 1 g/
OtcyrcTBre B 1 T
8. | Assay/KonnuecTBeHHOe ONpeaeeHHe
Nimesulide / 9.92 mg/9.92 mr 9.0 mg to 11.0 mg of CizH1»N>OsS
Humecymun (99.2 %) (nimesulide) (90.0% to 110.0% of label
claim)in 1 gof gel /
Or 9,0 MI 10 11,0 MI C13H12N2058
(aumecymun) (ot 90,0 % no 110,0 % ot
HOMMHAJILHOTO codepskanus) B 1 r rens

Remarks : The Product conforms to ND/
IIpumeuanue: [IpogykT coorBeTcTBYET Tpebopanusm HJJ

Conclusion : APPROVED /
Saxawuenne: OJOBPEHO

Prepared by /
[Toarorosieno: Santosh Kumar
Maurya tﬁﬁ

Checked by /
[IpoeepeHo: Pardeep Kumar

L~ N =

Approved by: Manager/Bxecutive /
Ono6peno: Menemxep /[Pykosogutess
Abhishek Chauhuan ?

Reprint Date /
Hara: 30.03.2025

Reprint Date /
Jara: 30.03.2025

Reprint Date /
Hara: 30.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
Tel: +91 40 4900 2300, Fax: +31 4C 4900 2999, Email: mail@drreddvs.com

CIN: LB5195AP1984PLCO04507
www.drreddys.com
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Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Ilpoaykr: Haii3® AkTuBrenn (HUMeCynua) resb Ajisi HApyKHOro NpuMenenus, 1 %, 100 r

Market / PbiHOK : Russia / Poccus

Batch No. / . V250214 Batch Quantity / . 11882.00 units /

Cepus Ne ) Pasmep cepuu * 11882.00eaunuL
Analytical RepOft No./ . 040002873021 Date of Analysis / . 30.03.2025
AHanuTHyecknii otyer Ne JlaTa aHanauM3a

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027

JaTa npon3BoAcTBa T'ogen go

Mfg. License No. /

IlpousBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIIT-Ne(001336)-(PT-RU)
JuueHzusa No

Analysis performed according ND / Anaans nposened no HA: JI1-Ne(001336)-(PI'-RU)-251022
Page4 of 5/ Crp. 43 5

9. | Dimethyl sulfoxide / 100.6 % 90% to 110% of CoHsOS (dimethyl
JumernacyibporcHn sulfoxide) of label claim /

Ot 90 % no 110 % C:HesOS
(numeTnncyspHOKCHI) OT
HOMMHAJIEHOTO COAEPKaHUsA

10. | Package / YnakoBka 100 g in a laminated aluminum tube equipped with tamper-evident membrane.
Each tube and a patient information leaflet in a carton. / ITo 100 r B TyOy n3
JIAMMHHUPOBAHHOTO aJIOMHHHMSA, CHaO)keHHYyI0 MeMOpaHOH 1ns KOHTPOJs
nepBoro BCkpbIThsA. Kaxayio TyOy BMecTe ¢ HHCTPYKLIMEH M0 MEIULMHCKOMY
MNPUMEHEHHIO OMEILAIOT B MaYKy KaPTOHHYIO.

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

*TlokasaTe/ib MOXeT OTCYTCTBOBATH B cepTudukare aHanu3a npoussoauTens. Ilpoussoauresn
rapaHTHpPYeT KayecTBO Mpenapara o 3THM NoKa3aTeaaM.

?NIEI 'II_;)TC (TNN) / Haumcnosanue ADC Nimesulide / Hivecyut

API manufacturer batch number / NMS/14120878

Homep cepun npoussoaureas ADPC:

FP Manufacturer API Batch number /

Homep cepnu cyOcTaHIHH NPOU3BOAHTEIN FERAOQ0752

IJIP:

API Manufactured by & country / Aarti Drugs Ltd., India /
IIpoussogurenn A®C, crpauna: Aaptu Jparc JItn., Ungus
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeyanue: IIpoaykr cooTBeTcTBYeT TpeGoBanusaM HJJ 3axawuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
INoaroroeneno: Santosh Kum [Tposepeno: Pardeep Kumar Onobpeno: Menemxep //PyKoBOAHTEND
Maurya j ) ‘ Abhishek Chauhan 5
Reprint Date / Reprint Date / Reprint Date /

Hara: 30.03.2025 Jara: 30.03.2025 Hata; 30.03.2025

Registered Oftice: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 560034, Teiangana, tndia
Tel: +91 40 4900 2900, Fax: +31 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



@ Dr. Reddy's Laboratories Ltd.
) o Formulation Unit-6
Dr.Red dY S ‘,0. Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS Distt. Solan, H.P., 173 205, INDIA
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[Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Mpoaykr: Haii3® AKTHBress (HUMECY11) renk s Hapy/kHoro npumenerus, 1 %, 100 r

Market / PhIHOK : Russia / Poccus

Batch No. / . V250214 Batch Quantity / . 11882.00 units /

Cepust Ne i Pasmep cepuu * 11882.00e munn1L
Analytical Repovrt No. / . 040002873021 Date of Analysis / . 30.03.2025
Adanutuueckuii oryert Ne JlaTa aHajau3a

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027

JaTa npou3BoacTsa I'ogen no

Mifg. License No. /

IIpou3BoacTBeHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
Juuen3us Ne

Analysis performed according ND / Anaaus nposeaen no HJI: JIII-Ne(001336)-(PI'-RU)-251022
Page5Sof 5/ Ctp. 5u3 5

1:1?:3%:3::?’ ;:l:l/ug;znattrlgln sli\tI: /ﬂl){releasl;‘zite / Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
H £ Solan (HP) 173205, India (License No MNB/05/263) /
aMMeHOBaHHUE, Alpec H HOMEP JHIEH3UH 3

" H-p Peanu’c Jlaboparopuc Jlta., Uagus, IlponssoacTBeHHOe
IUIOIAAKH, OCYIIEeCTBJIAIIEH
MPOU3BOJACTBO/KOHTPOJIb KAYeCTBA/BBINYCK MONpAasENEREX, Bymam,ioors, Hanarapx Loy, Bery,
FS)I ey P ¥ Conan uctpukT, X.IT. 173205, Unnus (JInnensust 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
full compliance with the GMP requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/00554-2022
dt. 02 September 2022) 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».

3akarodeHne 0 cooTBeTcTBUM: «HacTosuM s MOATBEPIKIAI0, YTO IPHUBEICHHAs BBIIIE HHPOPMAIHS ABIICTCS
JOCTOBEPHOM M TOYHOH. DTa cepus MPOAYKIMH IPOU3BeeHa (BKIIOUAs YIAKOBKY (MapKHPOBKY) M KOHTPOJb
KayecTBa) Ha BBIIECYKa3aHHOW INPOM3BOJCTBEHHOM IUIOUIaAKe (IUIOINAAKax) B IIOJIHOM COOTBETCTBHH C
Tpe6bosanusaMu [IpaBuil HaJIexkKallel IPOM3BOICTBEHHOM npakTiKu EBpasniickoro sSKoHOMUYEcKoro corsa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsdpss 2022) u TpeOOBaHMSIMH KOHTpPOJII KadecTBA JIEKAPCTBEHHBIX
CPEJICTB, a TAK)KE B COOTBETCTBHH CO CIELU(PHUKAIUIMHE, COACPKAIMUMHICI B PETUCTPAlIMOHHOM JJOCHE CTPaHbI-
HMIIOpTEpa. 3allCH 10 TPOM3BOACTBY, YIAKOBKE M aHANM3Y IIPOBEPEHBI, H YCTAHOBJIECHO HX COOTBETCTBUE
tpebosanusM [IpaBui HaeKale# Mpon3BOICTBEHHOM IPaKTUKK EBpazuiicKoro 5KOHOMHYECKOIO COKO3a».

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuyanne: [Tponykrt cooTBeTcTBYET TpeboBaHuaM H/I 3akiao4yeHHe: OI[OBPEH
Prepared by / Checked by / Approved by: Mamgen’Ex cutive /
Hoarorosneno: Santosh Kumar, ITIposepeno: Pardeep Kumar OnobpeHo: Menemxep / P}Z\’oa(}m eib
Maurya &(ﬁ / Abhishek Chauhan

A T
Reprint Date / Reprint Date / Reprint Date /
Jara: 30.03.2025 Hara: 30.03.2025 Jara: 30.03.2025

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




