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Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IMpoaykr: Hali3® Akrusresnb (HUMECYIHA) resb M1 HAPYXKHOTO NpuMeHenus, 1 %, 50 r

Market / PoiHOK : Russia / Poccus

Batch No. / . V260296 Batch Quantity / . 23450.0 units /

Cepusi Ne ) Pasmep cepuu * 23450.0 enunui
Analytical Report No. / " Date of Analysis / . 95042026
AHaJUTHYECKHii oTyeT No 040003372272 JlaTta anasimza ' .

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028

JlaTa npou3BoAcTBa Tonen oo

Mfg. License No. /

IIpousBoacTBEHHAsI : MNB/05/263 MA number: / Homep PY : JIIT-Ne(001336)-(PI"-RU)
JuueH3ns Ne

Analysis performed according ND / Ananus nposeaen no H/L: JITI-Ne(001336)-(PI'-RU)-090625

Page1 of 6/ Crp. 113 6

i.:) / Test / Iloka3aTens Result / PesyabTar Specification / Hopma

1. Description / Onucanue Homogeneous, transparent, pale- Homogeneous, transparent, colorless to
yellow gel with characteristic odor | pale-yellow gel with characteristic odor /
/ OgHOPOHBIN MPO3PAYUHBIN Iellb OpnHopoaHBIN MpoO3payHblii  renb  OT
OecLBETHOTO 1IBeTa C OecliBeTHOro A0 OJIEAHO-KEATOro LBETa
XapaKTepHBIM 3aMaxXoM. C XapaKTEPHBIM 3aM1aXOM

2. Identification / UaenTuduxanus

HPLC / BOXKX The retention time of the main peak | The retention time of the main peak in

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 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 yaepxuBaHus

OCHOBHOTO nuKa Ha | OCHOBHOTO THKa Ha XpOMAaTOrpamMme
XpoMaTorpamme UCTIBITYEMOTrO | MCIIBITYEMOrO pacTeopa  JOJDKHO
pacTBOpa COOTBETCTBYET BPEMEHH | COOTBETCTBOBATH BpEMEHU
YIEpPKMBaHHUS OCHOBHOTIO ITHKA HA | Y/IEPXKUBaHUS OCHOBHOIO IHMKAa Ha
XpoMaTorpamme pacTBopa | XpoMaTorpamme pacTBOpa
CTaHAAPTHOTO obpasua | ctaHgapTHoro ofpa3ua HUMeCYIHaa
HUMeECYH/A. (pazpen «Konuyecrsennoe
OTpeeneHUeR).

Remarks : The Product confirms to ND/

IMpumeuanue: Ipoaykr coorsercTayeT Tpedosanuam HJI

Conclusion :_APPROVED /
3akawuenue: OJJOBPEHO

Prepared by /
[Toarorossneno: Pravesh
Rana

Checked by /

[TpoeepeHo: Rama Kant

e

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

[\"”,-

Approved by: Quality Assurance/Authorized
person / OnoSpeno: ObecneueHue
kauecTBa/OTBETCTBEHHOE JIULIO:

hjuan)

Date /

Date /
Jata: 25.04.2026

Date / Date /

Jlara: 25.04_.2026 Jlara: 25.04.2026 Jlara:

jL e y
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Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
MpoaykT: Haiis® Axtusrens (HUMECYNHA) Tefb A HapyKHOro npumexenus, 1 %, 50 r

Market / PoiHok

: Russia / Poccus

Batch No. / . V260296 Batch Quantity / . 23450.0 units /

Cepusi Ne : Pa3smep cepun " 23450.0 epunuL
Analytical Report No. / . Date of Analysis / . 95042026
AnanuTHueckuit oruer N’ 140005372252 Jara ananausza : T

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028

JlaTa npou3BojacTRa I'open no

Mfg. License No. /

[IpouseoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JauneHsus Ne

Analysis performed according ND / Ananus nposegen no HJL: JITI-Ne(001336)-(PI'-RU)-090625

Page2 of 6/ Ctp.2m3 6

UV spectrophotometry /
Y@-cnexmpogomomempus

UV absorption spectrum of the test
solution has absorption maximum at

UV absorption spectrum of the test
solution should have absorption

397+£5 nm. / Y®-cniektp | maximum at 39745 nm. / Y®-cnekrp
TMOTJIOIEHHS UCIILITYeMOTO | TIOTJIOUIEHHS HCIBITYEMOr0 pacTBOpa
pacTBopa MMEeT  MaKCHMyM | JOJDKEH MUMETh MaKCUMYM IOrJOIIEHHS
norsioieHus npy 397+5 um. nipu 39745 M.
3. | Weight of package 50g/50r According to Rus. Ph. / B cooTBeTcTBUM
contents / Macca ¢ TpeGoranmsamu I'd PO
CO/IEPKUMOr0 YIIAKOBKH
4. pH 333 2.5t04.5/012,5 n0 4,5
5. Viscosity / BaskocTb 946.6 centipoise / 400 to 1,200 centipoise /
946,6 canTunyas Ot 400 no 1200 canTumnyas
6. Impurities / Ilpumecn

ii.

iil,

Impurity C / Not detected / He o6Hapy»xeHa Not more than 0.50 % /
Ipumecs C He 6onee 0,50 %
Impurity D / Not detected / He oGHapyeHa Not more than 0.50 % /
[pumecs D He 6onee 0,50 %
Any other impurity / 0.04 % Not more than 0.50 % /

JlioGas mnpyras npumechb

He 6onee 0,50 %

Remarks : The Product confirms to ND/
IMpumeuanne: [poaykr coorsercrByer Tpedbosannam HJL

Conclusion : APPROVED /
3akmouenne: OJJIOBPEHO

Prepared by / Checked by / Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized
[ToaroroeneHo: Pravesh [Nposepeno: Rama Kant||[Tpoeepeno (AOK): person / Ono6peno: ObecnedeHue
Rana {_ Amit Kumar kauyecTBa/OTBETCTBEHHOE JIUILO:
M/ A
— N YA
Date / Date / Date / Date /
Jara: 25.04.2026 Jara: 25.04.2026 Jlara: 25.04.2026 Hara: (X ,A-/
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Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Mpoaykr: Hait3® AxtuBrens (HUMECYIHA) relib JUIs HAPYXHOTrO NpuMeHeHus, 1 %, 50 r

Market / Peisok : Russia / Poccus

Batch No. / . V260296 Batch Quantity / . 23450.0 units /

Cepus Ne ) Pasmep cepun * 23450.0 exuHMLL
Analytical Rep0ft No. / . 040003372272 Date of Analysis / . 25.04.2026
AHAanTUTHYECKUH oTueT No JlaTa aHanu3sa

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028

JlaTa npou3BOACTBA ToneH po

Mfg. License No. /

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

Juuen3usa Ne

Analysis performed according ND / Ananu3 nposenen mo HJI: JII-Ne(001336)-(PI™-RU)-090625

Page 3 of 6/ Ctp.3u3 6

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

7. | Microbial purity* / Mukpodunosioruyeckas 4ucrora*

i. | Total Aerobic Microbial NA Not more than 10> CFU/g /
Count / O6uiee yuco He 6onee 10?2 KOE/r
a3pOOHBIX MUKPO-

OpraHMU3MOB

ii. | Total Combined Yeast and NA Not more than 10'CFU/g /
mould count / O6wee 1ucno He 6onee 10! KOE/r
JIPONCKEBBIX M TUIECHEBBIX
rpuboB

iii. | Pseudomonas aeruginosa NA Should absentin 1 g/
OtcytcrBue B 1 1

iv. | Staphylococcus aureus : NA Should absentin 1 g/
OrcytctBUEe B 1 T

8. Assay / KonnyecTBeHHOe onpee/ieHHe

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Ipumeuanne: IIpogykT cooTeTcTBYET TpebopanmaM HJJ 3akawyenne: ONOBPEHO
Prepared by / Checked by / Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized
[Toarorosneno: Pravesh [IpoBepeHo: Rama Kant||[Tposepeno (AOK): person / Ono6peno: Obecnieyenue
Rana Amit Kumar kauecTBa/OTBETCTBEHHOE JIULIO:
' v QY VAL
Date / Date / Date / Date / )
Hara: 25.04.2026 Hara: 25.04.2026 Hara: 25.04.2026 Jlara: /L/Lﬂ ,/‘,9 ‘./ 5 s
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd
Formuiation Unit-6

Vill. 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 %, 50 g
Mpoayxr: Haii3® AkTuBresb (HUMECYJIHN) refib AIsi HAPYXKHOTO NpuMeHenns, 1 %, 50 r

Market / PbiHOK : Russia / Poccus

Batch No. / , Batch Quantity / . 23450.0 units /

Cepus Ne : V26R3g Paszmep cepun * 23450.0 epunuL
Analytical Report No. / . Date of Analysis / . 95.04.2026
AnaanTuueckuii otuer N HARONSSFAZT% JlaTa anasusa R

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028

JlaTa npoU3BOACTBA T'ogen no

Mfg. License No. /

Ilpon3BoACTBEHHASN : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT"-RU)
aunensus Ne

Analysis performed according ND / Auanu3s nposeaen no HJL: JITI-Ne(001336)-(PT'-RU)-090625

Page4 of 6/ CTp. 4 u3 6

Nimesulide /
Humecynun

10.13 mg/ 10,13 mr
(101.3 %)

9.0 mg to 11.0 mg of C13Hi12N205S
(nimesulide) (90.0% to 110.0% of label
claim)in 1 gofgel /

Ot 9,0 mr o 11,0 mr C13Hi2N2OsS
(aumecynun) (ot 90,0 % 10 110,0 % ot
HOMUHAJILHOTO cojiepkanus) B | r rens

9. | Dimethyl sulfoxide /
JumeTnicyiabpoxen

107.4 %

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

Ot 90 % 1o 110 % C,HesOS
(mumetuncynsdokeua) ot
HOMMHAJIHOTO COIepI)KaHHUs

10. |Package/ YnaxoBka

50 g in a laminated aluminum tube
equipped with tamper-evident
membrane. Each tube and a patient
information leaflet in a carton. / I1o
50 r B TyO0y M3 TaMMHHUPOBaHHOIO
ANOMUHHUS, CHabXEHHYIO
MeMOpaHO#t 1151 KOHTPOJIA IEPBOrO
BeKkpbITHs. Kaxxayro TyOy BMecTe ¢
WHCTPYKLUHEH TO0 MEJULIMHCKOMY
NPUMEHEHUIO ITOMEIAIOT B MauKy
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. /
Ilo 20 r, 50 r wim 100 r B TYOY U3
JIAMUHHAPOBAHHOTO ATIOMUHUS,
cHabxeHHyI0 MeMOpaHO! U1 KOHTPOJIS

nepeoro BckpbiTusa. Kaxayio TyOy
BMeEcCTe e UHCTPYKLMCEH 1o
MEIUUMHCKOMY TIPUMEHEHHUIO

MOMELIAT B Na4YKy KapTOHHYIO.

Remarks : The Product confirms to ND/
[Ipumeyanue: ITpogykt coorBeTcTBYET TpeboBanusaM HJJ

Conclusion : APPROVED /
3aknwyenne: OJJOGPEHO

Prepared by /
IToarorosneHo: Pravesh

Rana {

Checked by /
[Mpoeepeno: Rama Kant||[Tposepeno (AOK):

Checked by (AQA) /

Amit Kumar

A

o

Approved by: Quality Assurance/Authorized
person / Ono6peno: ObecrieueHue
kayecTBa/OTBETCTBEHHOE JIMLIO:

&m\mw

Date /
JaTta: 25.04.2026

Date /

JlaTa: 25.04.2026

Date /
JlaTa: 25.04.2026

Date /
Jlara:

ML
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formuiation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt, Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

CEPTUO®UKAT AHAJIU3A

www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Mpoaykr: Haii3® AKTHBreib (HUMECYJIMA) TeNlb JUIA HAPY)XHOro npumeHenus, 1 %, 50 r

Market / PeiHOK : Russia / Poccus

Batch No. / . V260296 Batch Quantity / . 23450.0 units /

Cepust Ne ) Paszmep cepum * 23450.0 eaunun
Analytical Repourt No. / . 040003372272 Date of Analysis / . 25.04.2026
AHanuTn4yeckuii oTyer No JlaTa aHanu3a

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028

JlaTa npou3BOaCTBA I'opeH go

Mfg. License No. /

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

Analysis performed according ND / Ananus nposeaed no HJL: JIIT-Ne(001336)-(PI'-RU)-090625

Page50f6/Crp.5n3 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.

*TIoka3zaTe/h MOXKET OTCYTCTBOBATH B cepTH(HKATE aHAIN3A pou3BoauTes. [lponsBoaurenan
rapaiTupyeT Ka4eCTBO penapaTta 1o 3THM IoKa3aTeJifaM.

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

Nimesulide / Humecynun

API manufacturer batch number /

rJio:

Homep cepunu npousoautens ADC: NN 12601 g2
FP Manufacturer API Batch number /
Homep cepuu cyOcTaHIHH NPOU3BOHTENSA FETA00092

API Manufactured by & country /
IIponsBoaurens APC, crpana:

Aarti Drugs Ltd., India /
Aaptu Hparc JIta., Uuaus

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

HaumenoBanmue, agpec, THUEH3HA 15
IIponsBoacTBeHHasA NMuomAaaKa /

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) /

J-p Pennw’c Jlabopatopuc JIta., Uuaus, [TponsBoacTeenHoe
noapasaenenue-6, Bunn. Kxons, Hanarapx Poyn, bagnu, JJuctpukr

Conan, X.I1., 173205, Unaus (JInuensus 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 /
IMpumeyanne: [Tpoaykr cooTBeTcTBYET TpeboBaHuaM HJ 3aknouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized
[ToarotosneHo: Pravesh [TposepeHo: Rama Kant||[Tposepeno (AOK): person / Ono6peHo: O6Gecnieuenue
Rana Amit Kumar kauecTBa/OTBETCTBEHHOE JIMLO:
B | N
wa '
Shivan)
Date / Date / Date / Date / 1 J
Jlara: 25.04.2026 Jara: 25.04.2026 Jara: 25.04.2026 Jara: A—* ;gﬂ S!
Registered Gifice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India )j
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CERTIFICATE OF ANALYSIS  7el: +91 98166 56001-02
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Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
MpoaykT: Haiis® AxruBrenb (HUIMECYJIMA) TeNlb JUTS HAPYXKHOTO NpuMeHeHus, 1 %, S0 r
Market / PbiHOK : Russia / Poccus

i 23450.0 units /
Batch No. / . V260296 Batch Quantity / . units
Cepusi Ne Pa3mep cepuu 23450.0 enunu
Analytical Repourt No./ . 040003372272 Date of Analysis / . 25.04.2026
AHaJIUTHYECKHii oTYeT Ne JlaTa ananu3a
Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028
JlaTa npou3BoACTBa TI'ogen ao
Mifg. License No. /
IIpon3BoacTBeHHAs : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JuueH3us Ne
Analysis performed according ND / Ananns nposeaen no HJL: JIT-Ne(001336)-(PT-RU)-090625

Page 6 of 6 / CTp. 6 M3 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».

3akJ04eHHe 0 cooTBeTcTBHH: «HacTosmuM s NoATBEpX/Iar0, YTO NPUBEACHHAS BhIIIE HHPOpMAIIKS SIBISETCS
JOCTOBEpHOH M TOYHOH. DTa cepHs IPOIyKIUHU IIPOMU3BEIEHA (BKJIIOYAsl YNAKOBKY (MapKHpPOBKY) M KOHTpPOJIb
KauecTBa) Ha BBIIIEYKA3aHHOM ITPOM3BOACTBEHHON IUIOMAAKe (IUIOIIAAKAX) B MOJHOM COOTBETCTBHH C
TpeboBaHusMHu [IpaBun Haanexameidl MpoW3BOACTBEHHON NpakTUKU EBpa3zuiicKOro SKOHOMHYECKOTO COIO3a U
TpeOOBaHMSAMHI KOHTPOJIA Ka4yecTBa JIEKAPCTBEHHBIX CPEJCTB, a TAaKXXE€ B COOTBETCTBHU CO CHENH(PUKALUAMH,
COZEPKAIIUMHUCS B PETUCTPALMOHHOM JI0Che CTpaHbI-UMIIOpTepa. 3allUCH 110 IPOU3BOJICTBY, YIIAKOBKE U aHATH3Y
MIPOBEPEHBL, U YCTAHOBJIEHO UX COOTBETCTBHE TpeboBanusaM [IpaBmil Hajexalie npou3BOACTBEHHON IPaKTHKU
EBpazuiickoro 3K0HOMHYECKOTO COI03a».

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

IIpumeuanue: [Tponykt coorBeTcTBYET TpeboBaHaM HJ 3akmoyenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized
[MoarotosneHo: Pravesh [Iposepeno: Rama Kant||[Iposepeno (AOK): person / Onodpeno: ObecnedeHue

Rana \}l*, Amit Kumar kauecTBa/OTBETCTBEHHOE JIULO:
—N +
> | e Q) Vi )

Date / Date / Date / Date /
Jlara: 25.04.2026 Jlara: 25.04.2026 Jlara: 25.04.2026 Jlara:
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