Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

CEPTUOUKAT 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
www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IMpoaykTt: Haii3® AkruBrens (HUIMECYNU) rejib 1) HAPY>KHOTO MpuMeHeHus, 1 %, 50 r

Market / PbiHok

: Russia / Poccust

Batch No. / . V260018 Batch Quantity / . 23423.0 units /

Cepust Ne ) Pa3mep cepun ' 23423.0 eaunuL
Analytical Repovrt No. / . 040003250358 Date of Analysis / . 10.01.2026
AHaanTHyeckui otyer Ne JaTa aHaju3a

Date of Manufacture / . 12/2025 Date of Expiry / . 1172027

JaTta npousBojcTBa Topen po

Mfg. License No. /

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

Analysis performed according ND / Anann3 nposeaen no HJ/L: JIIT-Ne(001336)-(PI'-RU)-090625

Page 1 of 6/ Ctp. 113 6

No/ . .

Ne Test / IlokazaTens Result / PesyabTar Specification / Hopma

1. Description / Onucanue Homogeneous, transparent, Homogeneous, transparent, colorless to
colorless gel with characteristic pale-yellow gel with characteristic odor /
odor / OgHOpOAHBIN NPO3payHbIH OpHopoaHblii  Mpo3pauHblii  refib  OT
resb OCCIBETHOTO 1BETa € OeciBeTHOro 10 GJIEIHO-KEJITOrO 11BETA
XapaKTepHLIM 3aMaxoM. C XapaKTePHBIM 3aMaxoM

2. Identification / UpenTudnkauns

HPLC /B2XX

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 yaepxuBaHus

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 ynepxuBanus

OCHOBHOTO MMKa Ha | OCHOBHOIO TMNMKa Ha XpOMarorpamme
XpoMaTtorpamme UCNBITYEMOTO | UCTIBITYEMOTO pacTtBopa JIOJKHO
pacTBOpa COOTBETCTBYET BPEMEHU | COOTBETCTBOBATH BpEMEHH
YAEP)KUBAHUS OCHOBHOIO NUKA HA | YAEPXKUBAHMS OCHOBHOIO TNHKa Ha
XpoMaTorpamme pacTeopa | XxpoMaTorpamme pacTBopa
CTAHOAPTHOTO obpasua | craHaapTHoro ofpasua HuMecynuaa
HUMECYNIU/A. (paznen «KonuuecTBeHHOE
OTIpeIeTIEHHEN).

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

ITpumeuanne: [TpoaykT cooTBeTcTBYET TpeboBanuam HT 3akmoyenue: OJOBPEHO

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

ITogroroneyo: Nisha ITposepeno: Pravesh [posepeno (AOK): person / Onobpeno: ObecneueHue

Kumari Rana Amit Kumar KauecTBa/OTBETCTBEHHOE IULIO:

!\/‘\ LUNIL K uMAr
/‘

i /’C\/\//)

Date / Date / Date / Date / | 9t g 24

Jara: 10.01.2026 Hara: 10.01.2026 Jara: 10.01.2026 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: L85195AP1984PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : 491 98166 56001-02
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Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IMponykr: Haiz® AxTHBresnb (HMMECYNNA) renb IS HAPYKHOrO npumeHeHns, 1 %, 50 r

Market / PbiHok : Russia / Poccus

Batch No. / . V260018 Batch Quantity / . 23423.0 units /

Cepnst Ne ) Pa3mep cepun * 23423.0 equHuL,
Analytical RepOft No./ . 040003250358 Date of Analysis / . 10.01.2026
AHajsuTHyeckHii oTueT Ne JlaTa aHanu3a

Date of Manufacture / © 12/2025 Date of Expiry / . 11/2027

JlaTa npon3BoAcTBa Togen oo

Mfg. License No. /

IMpouseoacTBeHHast : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI-RU)
Jaunenzus Ne

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

Page2 of 6/ Ctp.2 u3 6

UV spectrophotometry /
Y®-cnexmpogpomomempus

UV absorption spectrum of the test
solution has absorption maximum at

UV absorption spectrum of the test
solution should have absorption

397+5 nm. / V®-cnextp | maximum at 39745 nm. / Y®-cnektp
MOTJIOIeHUS HCIIBITYEMOrO | TIOIJIOLIEHHS] HCIBITYEMOro pacTBOpa
pacTBopa umeeT MaKCHUMyM | JIOJDKeH UMETh MaKCHMYM MOTJIOLIEHHS
TioryomeHus npu 39745 um. npu 397£5 M.
3. | Weight of package 50g/50r According to Rus. Ph. / B cooTBeTcTBUH
contents / Macca ¢ Tpebosanuamu ' PO
COJePKHMOT0 YIAaKOBKH
4. pH 332 2.5t04.5/012,5 no4,5
5. | Viscosity / Bazkocrs 970.3 centipoise / 400 to 1,200 centipoise /
970,3 canTumyas Ot 400 o 1200 cantunyas
6. Impurities / [Tpumecn
1. Impurity C/ Not detected / He o6Hapy»xeHa Not more than 0.50 % /
Ipumecs C He 6onee 0,50 %
ii. Impurity D / Below LOD (LOD =0.02 %) / Not more than 0.50 % /
[Mpumecs D Hwxe npenena obHapyxenus (ITO | He 6onee 0,50 %
=0,02 %)
Any other impurity / 0.03 % Not more than 0.50 % /
iii. | Jlro6as gpyras npumech He 6onee 0,50 %
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanmne: [IpogykT cooTBeTcTBYET TpeboBanusam H/L 3aknyenne: ONJOBPEHO
Prepared by / Checked by / Checked by (AQA) /  ||Approved by: Quality Assurance/Authorized
[Toarorosneno: Nisha [Tposepeno: Pravesh [Tposepetro (AOK): person / Ono6peno: ObecneucHue
Kumari Rana Amit Kumar kayecTBa/OTBETCTBEHHOE JIULIO:
, J\ ~ )
Date / Date / Date / Date / 120 il
Hata: 10.01.2026 Hata: 10.01.2026 Harta: 10.01.2026 JaTta:

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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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
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Tel : 491 98166 56001-02

wWiewschredd ys.com

Product : Nise Activgel (nimesulide) gel

for external use, 1 %, 50 g

Mpoaykr: Haiis® AxrHereib (HUMECYJIMAL) refib JUis HApYXKHOTo npumenenus, 1 %, 50 r

Market / Puivok : Russia / Poccust

Batch No. / . V260018 Batch Quantity / . 23423.0 units /

Cepus Ne ) Pasmep cepuu " 23423.0 epunuy
Analytical Repourt No./ . 040003250358 Date of Analysis / . 10.01.2026
AHasiuTU4YecKHH oTyeT Ne JlaTa ananu3a

Date of Manufacture / . 12/2025 Date of Expiry / . 112027

JlaTa npousBoacTBa I'oaen po

Mfg. License No. /

ITponspoacTeennas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT"-RU)
JuneH3ns Ne

Analysis performed according ND / Ananu3 nposeaen mo H/I: JITT-Ne(001336)-(PI'-RU)-090625

Page3 of 6/ CTp.3 13 6

iv. | Total impurities / 0.2 % Not more than 1.50 % /
Cymma npumeceit He 6onee 1,50 %
7. | Microbial purity* / MukpoounoJiorudeckas yncrora*®
i. | Total Aerobic Microbial NA Not more than 10? CFU/g /
Count / O61iee uncio He 6onee 102 KOE/r
a3pOOHBIX MUKPO-
OpraHu3MOB
ii. | Total Combined Yeast and NA Not more than 10' CFU/g
mould count / O6ee yncno He 6onee 10' KOE/r
IPOXKKEBBIX U IIIECHEBBIX
rpubos
iii. | Pseudomonas aeruginosa NA Should absentin 1 g/
Otcyrcteue B 1 1
iv. | Staphylococcus aureus NA Should absentin 1 g/
OtcyrctBue B 1 1
8. | Assay/KoJsn4ecTBenHoe onpeeicHHe
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanne: [Tpoaykr coorsercTyeT Tpebosanuam HJ[ 3akmouennie: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized
[Toarotosneno: Nisha ITposepeno: Pravesh [posepeno (AOK): person / Onobpeno: OfecneveHne
Kumari Rana Amit Kumar kayecTa/OTBETCTBEHHOE NIHLLO:
j .l Qursit. KM RIL
A J\ < Py
Date / Date / Date / Date / 10 ) 036
JHara: 10.01.2026 Harta: 10.01.2026 Jara: 10.01.2026 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4500 2999, Email: mai!@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoaykt: Haii3® AkTuBress (HUIMECYNHU/) rellb 1UIS HApY>KHOTo npuMmeHenus, 1 %, 50 r

Market / Poinok : Russia / Poccus

Batch No. / . V260018 Batch Quantity / . 23423.0 units /

Cepusi Ne ) Pa3mep cepun " 23423.0 enuHuLL
Analytical Repourt No./ . 040003250358 Date of Analysis / . 10.01.2026
AHaJMUTHYECKHI oTyeT Ne JlaTa ananusa

Date of Manufacture / . 12/2025 Date of Expiry / . 112027

JlaTa npou3BoacTBa TogeH no

Mfg. License No. /

IIpon3BoacTBeHHAs : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
nuueH3us Ne

Analysis performed according ND / Ananu3s nposeaen mo HJI: JITI-Ne(001336)-(PI'-RU)-090625

Page 4 of 6/ CTp. 4 u3 6

Nimesulide / 9.88 mg /9,88 mr 9.0 mg to 11.0 mg of Ci3H12N20sS
Humecynua (98.8%) (nimesulide) (90.0% to 110.0% of label
claim)in 1 gofgel /

Ot 9,0 Mr o 11,0 Mr Ci3H12N20sS
(aumecynun) (ot 90,0 % no 110,0 % ot
HOMHHAJIBHOTO cofepkanus) B 1 r rens

9. [Dimethyl sulfoxide / 100.1 % 90% to 110% of C;HsOS (dimethyl
HMumernicyasdoxcn sulfoxide) of label claim /

Ot 90 % nmo 110 % C,HsOS
(anmetuncynshokeun) ot
HOMHUHAJIBHOTO COJIePyKAHUSA

10. |Package/ YmakoBka 50 g in a laminated aluminum tube | 20 g, 50 g or 100 g in a laminated
equipped with  tamper-evident | aluminum tube equipped with tamper-
membrane. Each tube and a patient | evident membrane. Each tube and a
information leaflet in a carton. / ITo | patient information leaflet in a carton. /
50 r B Ty6y u3 namunuposanHoro | I[To 20 r, 50 r unu 100 r B TyOy u3
ATFIOMHHHUS, CHabXXEHHYIO | JIJAMUHHUPOBAHHOTO ATIOMHUHUS,
MeMOpaHOH A1 KOHTPOJA MEpPBOro | cHabXkeHHYI0 MeMOpaHOM Uil KOHTPOS
BCKpbITHA. Kaxuyto TyOy BMecTe ¢ | mepBoro BCKpbITHi. Kaxayro TyOy

UHCTPYKLMEH 10 MEOULIMHCKOMY | BMecCTe c HUHCTpYKIHEH o
IIPUMEHEHHUIO TIOMENIAOT B MAavKy | MEAMLUHCKOMY NIPUMEHEHUIO
KapTOHHYIO. IMOMELLAIOT B I1aYKy KapTOHHYIO.

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

ITpumeuanne: Ilpoaykt coorsercrayer Tpedbopanuam HJ{ Jakmouenne: OJOBPEHO

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

[Toarotosneno: Nisha [TpoBepeHo: Pravesh ITposepeno (AOK): person / Onobpeno: ObecneucHue

Kumari Rana Amit Kumar kavecTBa/OTBETCTBEHHOE JIULO:

z@%’/ % /\ LWL Kumpe_
= . /\ ol lbv}
Date / Date / Date / Date / [20)- 2006
Jara: 10.01.2026 Hara: 10.01.2026 Hara: 10.01.2026 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85125AP1984PLCO04507
www.drreddys.com
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Formulation Unit-6
y ®
Dr.Red dy g ‘p‘ 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 %, 50 g

IpoaykT: Haiiz® AxTuBrens (HUMeCynun) resp Als HapykKHoro npumeHenus, 1 %, 50 r

Market / Pbinok : Russia / Poccus

Batch No. / . V260018 Batch Quantity / . 23423.0 units /
Cepus Ne ) Pasmep cepun * 23423.0 eauHuUL
Analytical Repourt No./ . 040003250358 Date of Analysis / . 10.01.2026
AHangTHYecKHUii oT4eT No JaTa ananusa

Date of Manufacture / . 12/2025 Date of Expiry / . 112027

JlaTa npou3BojacTBa Ioaen no

Mfg. License No. /

IIpousBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JHLIeH3usT Ne

Analysis performed according ND / Auanu3 npoeenen mo HJ1: JITI-Ne(001336)-(PI'-RU)-090625

PageSof 6/ Crp. 5136

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

*[Ioka3aTe b MOXKET OTCYTCTBOBATH B cepTH(HNKaTe aHA/IN3A Npou3BoauTes. IIpousBoauTeib
rapaHTHpPYeT Ka4yecTBO IMpenapara no 3THM IMoKa3aTe M.

API name (INN) / HaumenoBanne APC
(MHH):

API manufacturer batch number /

Nimesulide / Humecynun

Howmep cepun npousBoautens AD®C: Rhi& 122070580

FP Manufacturer API Batch number /

Homep cepun cyGcTaHIHH POU3BOAUTENS FESA00553

I'JId:

API Manufactured by & country / Aarti Drugs Ltd., India /
IIponssoautens A®C, cTpana: Aaprtu Jlparc JIta., Unpus

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 Pennn’c Jlaboparopuc JIta., Uuaus, [lpousBoacteenHoe
noapasaenenue-6, Bunn. Kxone, Hanarapx Poyn, banau, Juctpuxt
Comnan, X.I1., 173205, Unausa (JIunensus Noe MNB/05/263))

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

HaunmenoBaHue, aapec, JJHIEH3Hs 1A
IIpouzBoacTBeHHas MJoLAagKa /

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 /
IIpumeuanue: [Ipoaykr cooTBeTCcTBYET TpeboBanusM HJJ 3akmouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized
Ilonrotosneno: Nisha [IposepeHo: Pravesh [IposepeHo (AOK): person / OnobpeHo: ObecneyeHue
Kumarj, Rana ' Amit Kumar kayecTBa/OTBETCTBEHHOE JIULIO:

\ h— ;/ o Jumic  Ku~RIL

/\ -~ <)

Date / Date / Date / Date / Lt )~L026
Hara: 10.01.2026 Jlara: 10.01.2026 Jara: 10.01.2026 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: L85195AP1984PLC004507
www.drreddys.com



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

@Se
DI'. Reddy’s ".. Vill. Khol, Naiagarh Road, Baddi,

CERTIFICATE OF ANALYSIS  pistt. Soian, 4.P.,, 173 205, INDIA
CEPTUOUKAT AHAJIN3A Tel : +91 98166 56001-02

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g L s B
ITpoaykT: Hail3® AkTuBresib (HUMECYIUMI) Tedb Ui HAPYXKHOTO NpuMeHenus, 1 %, S0 r

Market / Poinok : Russia / Poccust

Batch No. / . V260018 Batch Quantity / . 23423.0 units /
Cepus Ne i Pasmep cepun " 23423.0 equHAL
Analytical Repo:‘t No./ . 040003250358 Date of Analysis / . 10.01.2026
AHanuTHYeCKHI oTuyeT Ne JlaTa ananmn3sa

Date of Manufacture / . 12/2025 Date of Expiry / . 11/2027

JlaTa npou3BoacTBa T'oaen o

Mfg. License No. /

ITpousBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT"-RU)
JULEeH31s No

Analysis performed according ND / Ananus nposenen mo HJL: JITT-Ne(001336)-(PI™-RU)-090625

Page 6 of 6 / CTp. 6 3 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».

3ak0oueHue 0 cooTBeTcTBHM: «HactosmM s moaTBep)KAato, YTo IpHBECHHAS BbIIIE HHPOPMAITHS SBIIETCSA
JIOCTOBEPHOH M TOYHOH. JTa cepHs MPOAYKIHU MPOM3Be/IeHa (BKIIIOYAs yMaKOBKY (MapKHMpPOBKY) U KOHTPOJb
Ka4yecTBa) Ha BBHINICYKAa3aHHOH IIPOM3BOJACTBEHHON momanke (IJIOIMagKaXx) B IIOJHOM COOTBETCTBHH C
TpeGoBanmsamu [IpaBun Hamiexaniei MPOW3BOJCTBEHHON NMPAaKTHKH EBpazuiicKOro 5KOHOMHYECKOTO CO03a U
TpeGOBaHUSAMM KOHTPOJISI KAuyecTBa JIEKAPCTBEHHBIX CPEACTB, & TAKXKE B COOTBETCTBUH CO CHENH(DHUKAIUIMHU,
COJIEPXKAIUMHUCS B PETHCTPAIIMOHHOM JIOChE CTPaHBI-UMIIOpTEpa. 3aIUCH 110 IIPOU3BOJCTRY, YIIAaKOBKE H aHAIU3Y
IIPOBEPCHBI, U YCTAHOBJIEHO UX COOTBETCTBHE TpeboBaHusM [IpaBuil Hajuiexaleil Ipou3BOACTBEHHON MPaKTUKH
EBpasuiickoro 5KOHOMHYECKOTO COI03ay.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Mpumeuanne: [IpoaykT cooTBeTCTBYET TpeboraHmsM HJI 3akmwuenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) /  ||Approved by: Quality Assurance/Authorized
[TonrotosneHo: Nisha ITporepeno: Pravesh [Mposepeno (AOK): person / Onobpeno: Obecneuenne
Kumari Rana P Amit Kumar kayecTBa/OTBETCTBEHHOE HLLO:
J A dursit Kuwt P
Date / Date / Date / Date / |96 )~LoL G
Hara: 10.01.2026 Hara: 10.01.2026 Jara: 10.01.2026 Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984P1LC004507
www.drreddys.com



