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CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJIV3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Jel : +91 98166 L6001 02
www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g

Tpoaykr: Haii3s® AktuBrenb (HUMECYHA) reflb A HapYKHOrO nprmeneHus, 1 %, 20 T

Market / PoiHok

: Russia / Poccusa

Batch No. / . V250305 Batch Quantity / . 57757.000units /

Cepus Ne ' Pasmep cepuu * 57757.000 exunuig
Analytical Repovrt No./ . 040002913018 Date of Analysis / . 30.04.2025
AHanuTHYeckuii oTueT No Jata ananu3sa

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027

Jata npouseoacTea T'open no

Mifg. License No. /

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

Analysis performed according ND / Ananu3s nposesgex no HJA: JITI-Ne(001336)-(PI'-RU)-251022

Pagel of 6/ Crp. 1 u3 6

No/ . A

e Test / Iloka3zarenn Result / PesynabTar Specification / Hopma

1. Description / Onncanue Homogeneous, transparent, pale- Homogeneous, transparent, colorless to
yellow gel with characteristic odor | pale-yellow gel with characteristic odor /
/ OHOPOHBIN MPO3pPaYHBIH reflb OpHoponHbI  TIpo3pauHblii  renb  OT
61eIHO-KeNTOro 11BeTa ¢ OeclBETHOTO 10 HIEAHO-KENTOro LBETa
XapaKTepHbIM 3aMax0M C XapaKTePHBIM 3aMlaxoM

2. Identification / UpenTHpHKAIHA

a) HPLC / BOXX

Complies as prescribed /
CootgercTBYET 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 ynep>xuBaHHs
OCHOBHOTO MHKAa Ha XpoMaTorpaMme

Ipumeuanue: [Tpoaykr cooTeercTByeT Tpebosanusam HJI

HCIIBITYEMOrO pacTeopa JOJKHO
COOTBETCTBOBAThH BpEMEHH
yAep>KUBAHUS OCHOBHOIO ITHKa Ha
XpoMaTorpaMmme pacTBopa
CTaHmapTHoro obpaszua HUMeCYJHaa
(paznen «KonuuecteeHHoe
OMpeEIICHUE)
Remarks : The Product conforms to ND/ Conclusion: APPROVED /

3akmoyenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Ekecutjve /
[Toarorosneno: Suman Kumar Ilposepeno: Pawan Kumar Ono6peno: MeHemxep // ym;omrrcnb
e Abhishck Chauhan  /, {
< (L7
Reprint Date / Reprint Date / Reprint Date /
Jlara: 30.04.2025 JHara: 30.04.2025 JHara: 30.04.2025

Registerad Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +81 40 4900 2900, Fax: +91 4G 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
Hpoaykr: Haiiz® AxtuBresb (HUIMECYIHI) refib JUISL HAPY:KIOro npriMenenns, 1%, 20 r

Market / PoiHok : Russia / Poccus

Batch No. / . V250305 Batch Quantity / . 57757.000units /

Cepus Ne ) Pa3smep cepun * 57757.000 equnun
Analytical Repovrt No./ . 040002913018 Date of Analysis / . 30.04.2025
AHaanTnyecknii oryer Ne Jata ananusa

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027

JlaTa npousBoacrea I'open go

Mfg. License No. /

IpouszsoacTBeHHan : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI-RU)
JuueHsns Ne

Analysis performed aEcor(ﬁn_g ND / Avanus nposeaex no HJI: JITI-Ne(001336)-(PI'-RU)-251022

Page2of 6/ Ctp. 2u3 6

b) UV spectrophotometry / Y-
cnekTpotdoTo METPHS

Complies as prescribed /
CooTBetcTByeT TpeOOBAHUAM

solution should have

npu 3975 um

3. | Weight of package contents / 21g/21r According to Rus. Ph. / B cooTBeTcTRHM
Macca coaepKHMOro ¢ Tpedopanusimu ['® PO
YHaKOBKH

4. | pH 3.35 2.5t04.5/0t12,5 no4,5

5. | Viscosity / BazkocTb 932.8 centipoise / 400 to 1,200 centipoise /

932 .8 canrtumyas Ot 400 po 1200 cantunyas

6. | Impurities / IIpumecn

i. | Impurity C/ Not detected / He o6HapyxeHa Not more than 0.50 % /

[pumecs C He 6onee 0,50 %
.. | Impurity D/ Not more than 0.50 % /
ii. g EadD Not detected / He oOnapyxena He Gonee 0,50 %

Remarks : The Product conforms to ND/
Hpumeuanne: [poaykr coorercTByeT Tpebosanusam HJI

Conclusion: APPROVED /
3akarouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Exgcutive /

IToaroToeneHo: SumanEg,mar IIpoeepeno: Pawan Kumar Onobpeno: Menemxep //Hyxogoaurens
C— Ahhishelk Chanhan ] 4

Reprint Date / Reprint Date / Reprint Date /

Hara: 30.04.2025 Hara: 30.04.2025 Hara: 30.04.2025

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +21 40 4900 2900, Fax: +91 46 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com

UV absorption spectrum of the test
absorption
maximum at 3975 nm / Y®-cnekrp
NIOTJIOLEHHsT HKCIBITYEMOro  pacTBOpa
JIOJKEH UMETh MAKCHMYM TIOTJIOLCHHS
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Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
Ipoaykr: Haiiz® Aktisreis (HAMeCyJIMI) resib JUis HAPYKHOIO npuMeHeHns, 1 %, 20 r

Market / PbiHOK

: Russia / Poccus

Batch No. / . V250305 Batch Quantity / . 57757.000units /

Cepus Ne i} Pasmep cepuu © 57757.000 enunun
Analytical Repourt No./ . 040002913018 Date of Analysis / . 30.04.2025
AHanurnyeckuii ordyer Ne JlaTa aHaim3a

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027

JaTa nponsBoacrea T'ogen no

Mfg. License No. /

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

Analysis performed according ND / Anaan3 nposeaed no H/I: JIIT-Ne(001336)-(PI- -RU)-251022

Page3of6/Crp.31u36

Any other impurity /
Jiobas apyras npumech

1ii.

Total impurities /
CymmMa npumecei

1v.

0.03%

0.1%

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

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

7. | Microbial purity* / Mukpo6uosiorndeckas uMcrora*

1. | Total Aerobic Microbial Count / NA Not more than 100 CFU/g /
O61ee yncno aspoOHBIX MUKPO- He 6onee 100 KOE/r
OpraHu3MOB

ii. | Total Combined Yeast and NA Not more  than 10 CFU/g
mould count / Obuiee uncio He 6onee 10 KOE/r
JIPOOKEBBIX H IUIECHEBBIX
rpuboB

iii. | Pseudomonas aeruginosa NA Should absent in 1 g/
OtcytcTBHE B 1 T

iv. | Staphylococcus aureus NA Should absentin 1 g/
OrcyrcTBue B 1 1

8. | Assay/KoaunuyecTBeHHOe Onpeae/icHHE

Remarks : The Product conforms to ND/

ITpumeuanue: [Tpoaykr coorBeTcTBYeT TpeboBaHusm HJI

Conclusion: APPROVED /
3akmwuenune: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroenexo: Suman/@u:nar [Ipoeepeno: Pawan Kumar Onob6peno: Menemxep y' yl((%omrrenb
2 Abhishek Chauhan / P
=
Reprint Date / Reprint Date / Reprint Date /
Hara: 30.04.2025 Jata: 30.04.2025 Hara: 30.04.2025

Registerad Office: 8-2-337, Road No. 3, Banjara RHills, Hyderabad - 500034, Telangana, India
Tel: +S1 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




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

[ X3
Dl'. Reddy,S ‘.’.‘ Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, iNDIA
CERTIFICATE OF ANALYSIS ... o 52166 5600.-02
CEPTU®HKAT AHAJIM3A . drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
IMponyrr: Haiis® AkTHBresb (HUMECYINIi) Telb JUISL HAPYIKHOTO NpiMenenns, 1 %, 20 r

Market / PoiHok : Russia / Poccus

Batch No. / . V250305 Batch Quantity / . 57757.000units /

Cepus Ne ) Pa3smep cepuu * 5§7757.000 enviHnn
Analytical Repovrt No./ © 040002913018 Date of Analysis / . 30.04.2025
AHanuTHYeCKHIii oTueT Ne JaTta ananusa

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027

JaTta npousBoacTea T'oxen no

Mfg. License No. /

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

Analysis performed according ND / Auaju3 nposeaen no HJI: JII-Ne(001336)-(PI'-RU)-251022

Paged4of 6/ Ctp. 4u3 6

Nimesulide / 9.96 mg/ 9.96 mr 9.0 mg to 11.0 mg of Ci3H12N>Os8
Humecymnun (99.6 %) (nimesulide) (90.0% to 110.0% of label
claim)in 1 g of gel /

Or 9,0 MTI" 10 11,0 mr C13H12N20s5S
(numecynun) (ot 90,0 % 1o 110,0 % or
HOMUHANBLHOIO coiepKaHus) B 1 T rens

9. | Dimethyl sulfoxide / 99.1 % 90% to 110% of C:HsOS (dimethyl
JAumeTniacyiboKcHR sulfoxide) of label claim /

Ot 90 % no 110 % C2HsOS
(numernncynbpokecuaI) oT
HOMHUHAJILHOTO COMICPKaHHS

10. | Package / YnakoBka 20 g in a laminated aluminum tube equipped with tamper-evident membrane.
Each tube and a patient information leaflet in a carton. / ITo 20 r B TyOy u3
JTaMMHHMPOBAHHOIO AIIOMHHHS, CHA0XKEHHYI0 MeMOpaHOH Uil KOHTpOJS
TMIEPBOTO BCKPBITHS. KakKIyro TyOy BMECTe ¢ HHCTPYKLHEH 0 MEAHULIMHCKOMY
NPHMEHEHUIO MTOMEIIAIOT 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.

*[loka3aTesib MOKET OTCYTCTBOBATHL B cepTHQHKATe aHAJU3A Npou3BoanTed. IIponspoanTein
rapaHTHpPYeT Ka4eCTBO NMpenapara mo 3THM M0Ka3aTeIsIM.

Remarks : The Product conforms to ND/ Conclusion: APPROVED /
Ilpumeuanue: ITponykr coorsercTByeT TpeboBanuam HI 3aknaouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Eecutive /
IToarorosneno: Suman Kumar [Ipoeepeno: Pawan Kumar Onobpeno: Menemxep / Pykosonurens
éfm L Abhishek Chauhan | { 73

F o
Reprint Date / Reprint Date/ Reprint Date / o
Hara: 30.04.2025 Hara: 30.04.2025 Jara: 30.04.2025

Registerec Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +81 £0 4900 2900, Fax: 91 4G 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS 1o/ 191 92166 56001-02
CEPTUPHUKAT AHAJIM3A www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g B o
Ipoaykt: Haii3® AkTuBreab (HUMECYJIMA) refib I HAPYXKHOTO MpuMeHenus, 1 %, 20 ¢ B
Market / PoiHOK : Russia / Poccus
Batch No. / . V250305 Batch Quantity / . 57757.000units /
Cepust Ne ' Pazmep cepun * 57757.000 enunnL
Analytical Repovrt No. / . 040002913018 Date of Analysis / . 30.04.2025
AHauTHYeCKHIT oTYeT Ne JlaTa ananu3a
Date of Manufacture / . 04/2025 Date of Expiry/ . 03/2027
Jata npou3BoacTaa Toxen go
Mfg. License No. /
IIpousBoacTBEeHHAS : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
auneH3usa Ne
Analysis performed according ND / Anasus nposenen o HJI: JITI-Ne(001336)-(PI'-RU)-251022

Page50f6/Ctp. 5u3 6

API name (INN) / Haumenosanue ADPC
(MHH):

Nimesulide / Humecynun

API manufacturer batch number /
Homep cepun nponzpoaureiss APC:

NMS/14120885

FP Manufacturer API Batch number /
Homep cepuu cy0cTaHIMH NPOM3BOXHTEJISA
TJI®:

FERA00756

API Manufactured by & country /
Iponssoaureanr ADPC, erpana:

Aarti Drugs Ltd., India /
Aaptu Jparc JIta., Uugus

Name, address, authorization No for FP

/

HaumeHnoBaHue, aapec H HOMep JHHECH3HH
MJIOIAKH, OCYIHEeCTBJISIIOu el
MPOU3BOACTBO/KOHTPOJIbL KA4eCTBA/BBINYCK
rJi® /

manufacturing site / Control site / Release site

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
Solan (HP) 173205, India (License No MNB/05/263) /
J-p Peqin’c Jlaboparopuc JItn., Unaus, [lpoussoacTBeHHOE
nofpaznenenne-6, Bunnampk Kxons, Hanarapx Poyn, banau,
Conan JTuctpukr, X.T1. 173205, Unousa (JIuuensus 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 establishedy.

Remarks : The Product conforms to ND/

IIpumeuanue: IIpogykr cooTBeTcTBYET TpeboBanuam HJI

Conclusion: APPROVED /
3axmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Ex¢cutiye /

Iloaroroeneno: Suman Kgmar ITporepeno: Pawan Kumar Onobpeno: Menemxkep / Pykopgaurens
Az 4 Ahhishek Chathan

Reprint Date / Reprint Date / Reprint Date / ==

Hara: 30.04.2025 Hara: 30.04.2025 Jara: 30.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +21 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




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

@
DI’. ReddY’S ‘.... vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS . .51 95166 56001 02
CEPTUPUKAT AHAJIU3A www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
Mpoayxr: Hal3® AKTHBresb (HUMECYIH) Tellb IUIS HAPY/KHOTO TIPHMEHEHHA, 1%,20r -

Market / Poinok : Russia / Poccus

Batch No./ . V250305 Batch Quantity / . 57757.000units /

Cepus Ne ) Paszmep cepun © 57757.000 eananL
Analytical Repourt No./ . 040002913018 Date of Analysis / . 30.04.2025
AHanuTuyeckuii oTyer Ne JaTa ananusa

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2027

JaTta npouspoacrsa TI'oaen no

Mfg. License No. /

I[IpousBoacreeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI™-RU)
JuueH3ust Ne

Analysis performed according ND / Ananu3s npoeeaed no HJ{: JITI-Ne(001336)-(PI'-RU)-251022

Page 6 of 6/ Ctp. 6 13 6

3akaodeHue 0 cooTBeTcTBHH: «HacTosfImuM s MOATBEPXKAAIO, YTO INpPUBEJCHHAs BbIle HHPOpPMANMS
SBIISIETCS TOCTOBEPHOM M TOYHOM. DTa cepysi NPOMyKIUH MIPON3BeIeHa (BKJIIOYAs YIIAKOBKY (MapKUMPOBKY) U
KOHTPOJIh Ka4eCTBa) Ha BHILIEYKa3aHHOH IPOMU3BOICTBEHHOH IIIOAAKE (IUIOINAAKAX) B IIOJTHOM COOTBETCTBUU
¢ TpeboBanusmu [IpaBun HamTexanieli IpOU3BOACTBEHHOH NTPaKTUKU EBpazuiCKOro 3JKOHOMHYECKOIO COIO3a
(No GMP/EAEU/RU/00554-2022 ot 02 cenTsiops 2022) u TpeOoBaHUSIMH KOHTPOJIS Ka4€CTBA JIEKAPCTBEHHBIX
CpPEZICTB, a TAK)KE B COOTBETCTBHH CO CHENUPHUKANUIMHE, COAEPKAIIUMHUCS B PETHCTPALIHOHHOM JI0ChE CTPaHbI-
UMIopTepa. 3allich O NPOHU3BOJACTBY, YNAKOBKE W aHAIH3y MPOBEPEHBI, U yCTAHOBJIEHO MX COOTBETCTBHE
tpeboranmsM [IpaBun Hajuiexkateit Npou3BOACTBEHHON ITPaKTHKH EBpasHilckoro 3KOHOMHHYECKOTO COX03a.

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

IMpumeuanue: [Iponykt coorrercTBYeT TpeboBaHusaM HJ{ 3axiouenne: OJOFPEHO

Prepared by / Checked by / Approved by: Manager/Exegutive /

IToaroroeneHo: Suman Kumnar IIposepeno: Pawan Kumar Onobpeno: Menemiep / Pykopoaurens
< A Ahhishek Chanhan ' 71

A
Reprint Date / Reprint Date / / Reprint Date /
Hara: 30.04.2025 MHara: 30.04.2025 Jara: 30.04.2025

Registerad Office: 8-2-337, Road No. 3, Banjaia Hills, Hyderabad - 560034, Telangana, India
Tel: +S1 40 4900 2900, Fax: +91 46 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O0DA507
www.drreddys.com



