Dr.Reddy’s €3¢

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

=

Product : Nise Activgel (nimesulide) gel

for external use, 1 %, 50 g

roew: | P2 P2 POTIRo
VAALAAG LA A~ =

IMpoaykr: Haiis® AxkTuprenb (HUMECYIUA) refib 1JTsi HAPY)KHOro mpumeHenus, 1 %, 50 r

Market / Poinok : Russia / Poccus

Batch No./ . V260156 Batch Quantity / . 23467.0 units /

Cepusi Ne > Pasmep cepuu ' 23467.0 equnuu
Analytical Repovrt No. / . 040003298970 Date of Analysis / . 27.02.2026
AHaJIMTHYECKHUIT OTYeT No Jata ananuza

Date of Manufacture / . 02/2026 Date of Expiry / . 01/2028

Jlara npousBoacTBa I'open no

Mfg. License No. /

IIponsBoacreeHHas : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JuueH3nst Ne

Analysis performed according ND / Ananus nposeaen nmo H/: JITT-Ne(001336)-(PI'-RU)-090625

Pagel of 6/ Crp. 1136

No/ ; .

e Test / IlokazaTenn Result / PesyastaTt Specification / Hopma

1. Description / Onncanue Homogeneous, transparent, pale- Homogencous, transparent, colorless to
yellow gel with characteristic odor | pale-yellow gel with characteristic odor /
/ OmHOPOIHBIHA NPO3paYHBIN resb OnHOpoAHBIH Mpo3payHbld  Tefib  OT
OeclBeTHOro IBeTa ¢ GecrBeTHOro 10 GJIETHO-XKENTOro LBETA
XapaKTepHBIM 3aMaxoM. C XapaKTEePHBIM 3araxoM

2. Identification / UnenTudukanuns

HPLC 7/ Bo)XKX

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. / Bpewms ynepxuaHus

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 yzaepxuBanus

OCHOBHOT'O MiKa Ha | OCHOBHOIO IMKa Ha Xpomarorpamme
XpomaTtorpamme UCIIBITYEMOTO | WCIIBITYEMOIO pacTBopa JIOJDKHO
pacTBOpa COOTBETCTBYET BpPEMEHM | COOTBETCTBOBATH BPEMEHU
yIAEp)KHBaHUS OCHOBHOI'O IMKA HA | YJIEP)KMBAaHUS OCHOBHOTO TIMKa Ha
XpoMaTorpamme pacTBopa | XpoMarorpamme pacTBopa
CTaHIAPTHOrO obpasua | cranjapTHoro obpasiia HUMecynuna
HAMECYJIUAA. (paznen «KonuvecTBeHHoe
orpeieieHUEY).
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanwue: [Ipoaykt coorseTcreyer Tpedosanuam HJ[ 3akawuenne: OJJIOBPEHO
Prepared by / Checked by / Checked by (AQA)/  ||Approved by: Quality Assurance/Authorized
[Toprorosieno: Pravesh [Tposepero: Rama Kant|[ITpoepeno (AOK): person / Onobpeno: Obecneuenne
Rana s Amit Kumar kayecTBa/OTBETCTBEHHOE JIMLIO:
M ¢ )9-9 <3
/\ il P
Date / Date / Date. / Date / -
Tlata: 27.02.2026 Ilata: 27.02.2026 Tata: 27.02.2026 TTata: VRD2L—~20146

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

CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUHOUKAT AHAJIN3A

Dr. Reddy's Laboratories ttd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tet: +91 98166 56001-02

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IMpoaykr: Hai3® AkTHBresb (HUMECYIIMA) Iefib A HApYXKHOTo npumedenns, 1 %, 50 r

o | el P
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Market / Poinok : Russia / Poccus

Batch No. / . V260156 Batch Quantity / . 23467.0 units /

Cepus Ne ) Pasmep cepun " 23467.0 enyHuL
Analytical Repovrt No./ . 040003298970 Date of Analysis / . 27.02.2026
AHajuTHYecKHii oTueT No Jarta anasnusa

Date of Manufacture / . 02/2026 Date of Expiry / . 01/2028

JaTta npousBoacTBa T'onen no

Mfg. License No. /

TlpousBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JII1-Ne(001336)-(PI"-RU)
JHLeH3us Ne

Analysis performed according ND / Anaau3 nposeaed no H: JIIT-Ne(001336)-(PI'-RU)-090625

Page2 of 6/ Crp.2 u3 6

UV spectrophotometry /
Y@-cnexmpoghomomempusn

UV absorption spectrum of the test
solution has absorption maximum at

UV absorption spectrum of the test
solution should have absorption

39745 nm. / Y®-cniektp | maximum at 397+5 nm. / Y®-criektp
TIOTJIOIEHU S UCIBITYEMOro | TOIJIOWICHHUSL HCIBITYEMOro pacTBOpa
pacTBopa umeeT MaKCUMYM | JIOJDKEH UMETh MaKCHUMYM TOIJIOLIEHHS
noroweHus npu 397+5 Hu. nipu 39745 HM.
3. | Weight of package 50g/50r According to Rus. Ph. / B cooTBeTcTBHM
contents / Macca ¢ TpeGoBanusimu ['® PO
COAEPKUMOTr0 YIAKOBKH
4. pH 3.18 2.5t04.5/0t12,5 104,5
5. Viscosity / Bazkocts 956.2 centipoise / 400 to 1,200 centipoise /
956,2 canrumnyas Ot 400 no 1200 canTumyas
6. Impurities / IIpumecn
s Impurity C / Not detected / He oOHapy>keHa Not more than 0.50 % /
[Tpumecs C He 6onee 0,50 %
ii. | Impurity D/ Not detected / He oOHapysxeHa Not more than 0.50 % /
Ilpumecs D He 6osee 0,50 %
Any other impurity / 0.03 % Not more than 0.50 % /
Jlrobas apyras npumecs He 6onee 0,50 %
1il.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanue: IIpoaykTt cootBeTcTBYET TpeboBaHuam H]J 3aknwuenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized

Iloarorosnexo: Pravesh

Rana
4

ITposepeno: Rama Kant

W |

ITposepeno (AOK):
Amit Kumar

L

person / Ono6peno: ObecneyeHne
KauecTBa/OTBETCTBEHHOE JIULIO:

e

Date /
Jlata: 27.02.2026

Date /
Jlara: 27.02.2026

Date /
Hara: 27.02.2026

Date /
Jlara:

2 RD2L—2024

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




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIM3A

Tel : +91 98166 56001-02

sasise elepamddye corn
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Product : Nise Activgel (nimesulide) gel

for external use, 1 %, 50 g

IMpoaykr: Haiiz® AkTusresnb (HUMECYIHA) refib U HapyXHOTO npuMeHenus, 1 %, 50 r

Market / Poinok : Russia / Poccus
Batch No. / . V260156 Batch Quantity / . 23467.0 units /
Cepust Ne ) Pasmep cepun * 23467.0 epuHuL

Analytical Report No. /

Date of Analysis /

o : 040003298970 : 27.02.2026
AHanuTHuyecKuii oTyeT No JlaTa aHanu3za
Date of Manufacture / . 02/2026 Date of Expiry / . 01/2028
JlaTa npou3BoAcTBa T'oaeH o
Mfg. License No. /
IIpousBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)

JUIeH3usa No

Analysis performed according ND / Anajyiu3 nposeaen mo H/L: JITI-Ne(001336)-(PI'-RU)-090625

Page3 of 6/ Ctp.3 u3 6

iv. | Total impurities / 0.1 % Not more than 1.50 % /
Cymma npumeceit He 6onee 1,50 %
7. | Microbial purity* / Mukpo6uoJjioruyeckas 4ucrora*
i. | Total Aerobic Microbial NA Not more than 102 CFU/g /
Count / Ob1uee uncio He 6onee 10> KOE/r
a’poOHBIX MHKPO-
OpraHn3MoB
ii. | Total Combined Yeast and NA Not more  than 10! CFU/g
mould count / O6iee uncno He 6onee 10! KOE/r
JPORCKEBBIX W TIECHEBBIX
rpubor
iil. | Pseudomonas aeruginosa NA Should absentin 1 g/
OrcyrcrBue B 1 1
iv. | Staphylococcus aureus NA Should absentin 1 g/
OtcytetBue B 1 ¢
8. Assay / KosinuecTBeHHOe onpee1eHne
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [poaykr coorsercreyer Tpedosannam HJL 3axmouenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) /  [|Approved by: Quality Assurance/Authorized
[Toarorosneno: Pravesh [Tposepeno: Rama Kant||[Tposepeno (AOK): person / Ono6peno: Obecnedenue
Rana Q‘ Amit Kumar kayecTBa/OTBETCTBEHHOE JIULIO:
Bl |\ i
.'/\ ——— \ /
Date / Date / Date /- Date / ) —2 024
Jata: 27.02.2026 Hara: 27.02.2026 ara: 27.02.2026 Jara: 2320

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




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories itd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CEPTH®HUKAT AHAJIU3A

Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

ppias elore o el olysr oo pn o
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Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g

Ipoaykr: Haiis® AxTuBresb (HUMECYJIMA) I'ellb UL HAPYXKHOrO MpUMEHEHHA, 1 %, 50 T

Market / Puinok

: Russia / Poccus

Batch No. / . V260156 Batch Quantity / . 23467.0 units /

Cepus Ne ) Pa3mep cepun * 23467.0 epunun
Analytical Repourt No./ . 040003298970 Date of Analysis / . 27.02.2026
AHanuTH4deckuii oTder Ne Jara anaynsa

Date of Manufacture / . 02/2026 Date of Expiry / . 01/2028

JlaTta npou3BoacTBa Togen o0

Mfg. License No. /

IIpou3BoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT'-RU)
JinLeH3ust Ne

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

Page4 of 6/ CTp. 413 6

Nimesulide /
Humecynnn

9.90 mg / 9,90 mr
(99.0 %)

9.0 mg to 11.0 mg of Ci3H12N>OsS
(nimesulide) (90.0% to 110.0% of label
claim)in 1 gofgel /

Ot 9,0 mr go 11,0 mr Ci3H2N2Os8
(ammecynun) (ot 90,0 % mo 110,0 % ot
HOMUHAJIBHOI'O coAiepkanus) B 1 r rens

Dimethyl sulfoxide /
JAnmeruncyabgporenn

102.6 %

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

0190 % no 110 % CHgOS
(mumetuncynbGoKCHa) OT
HOMHWHANBHOTO COJIEPIKAHMS

10.

Package / YnmakoBka

50 g in a laminated aluminum tube
equipped with tamper-evident
membrane. Each tube and a patient
information leaflet in a carton. / Ilo
50 r B TyOy Y3 JJaMMHHPOBAHHOTO

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. /
o 20 r, 50 r unu 100 r B TYOY U3

ATFOMHHHS, CHa0XEHHYIO | JIAMUHUPOBAHHOTO ATFOMHHUS,
MeMOpaHOH A1 KOHTPOJIA NEPBOro | CHAOKEHHYIO MeMOpaHOU /Ui KOHTPOJIS
BekpbITHS. Kaxxnyro TyOy BMecre ¢ | mepBoro  BekpeiTua. Kawgyro  TyOy
UHCTPYKLMEH [10 MEOULIMHCKOMY | BMECTe Cc UHCTPYKLIMEH no
IPUMEHEHHUIO TIOMEIIAIOT B MayKy | MeJULMHCKOMY MPHUMEHEHUIO

KapTOHHYIO.

IIOMEILAIOT B Ma4Ky KapTOHHYIO.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuyanue: [Ipoaykt cooTReTCTRYET TpeboBanusam HJJ 3aknouyenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized
[Toxroroeneno: Pravesh [Iposepeno: Rama Kant||[TposepeHo (AOK): person / Opo6peHo: OGecneueHune
Rana 'ﬁ‘ Amit Kumar KauecTsa/OTBETCTBEHHOE JTULO:
= A e
Date / Date / Date / Date /
Hata: 27.02.2026 Jara: 27.02.2026 Hara: 27.02.2026 Jara: RO

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: L85195AP1984PLCD04507
www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTUPHUKAT AHAJIM3A

Tel : +91 98166 56001-02

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IMpoaykT: Haii3® AKTHBrenb (HUMECYIMA) Iefib UL HapyKHOro npumeHenus, 1 %, 50 r
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Market / Poinox : Russia / Poccus

Batch No. / . V260156 Batch Quantity / . 23467.0 units /

Cepus Ne ) Pasmep cepuu * 23467.0 equnun
Analytical Repourt No. / . 040003298970 Date of Analysis / . 27.02.2026
AHanuTnyeckuii oTyet No HaTta ananunza

Date of Manufacture / . 02/2026 Date of Expiry / . 01/2028

JlaTa npousBoacTBa I'ogen g0

Mfg. License No. /

IIpousBoacTBeHHas : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
Junuen3us No

Analysis performed according ND / Ananu3 nposeaen mo HJI: JIIT-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.

*TlokazaTesib MOXKET OTCYTCTBOBATH B cepTHHKATE aHAJU3A Npou3BoanTens. IlponsBogurenn
rapaHTHPYeT KAYeCTBO NMpenapaTa no 3THM MoKa3aTe/ M.

API name (INN) / HanmenoBanue ADC
(MHH):

Nimesulide / Humecynu

API manufacturer batch number /

rJid:

Homep cepuu npouszsoautes ADPC: NBI/1I5LI00aS
FP Manufacturer API Batch number /
Homep cepuu cyOCTAHIMH IIPOH3BOUTEJIS FESA00645

API Manufactured by & country /
IIponsBoanTenn APC, crpana:

Aarti Drugs Ltd., India /
Aaptu lparc JIta., Muaus

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

HaumeHoBaHHe, afApec, JHMEH3N AIH
IIpousBoacTBEHHAN ILIOIAAKA /

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 Penmw’c JlaGopatopuc Jita., Unaus, IIpouszBoacTeenHoe
noapasaencHue-6, Bumn. Kxons, Hanarapx Poyn, bamiu, Jluctpukr
Conan, X.I1., 173205, Uuaus (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

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanne: IlpoaykT cooTBeTcTBYET TpedoBauusm HJT 3aknwuyenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized
[Moarotoeneno: Pravesh [Tposepeno: Rama Kant||[Tposepeno (AOK): person / Onobpeno: Obecnevenue
Rana _&_ Amit Kumar kadecTra/OTBETCTBEHHOE JIULIO:
A g\
o
Date / Date / Date/ [Date/ = 2
— 2072
Jara: 27.02.2026 HMara:; 27.02.2026 Jata: 27.02.2026 Hara: 28

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: L.85195AP1984PLC0O04507
www.drreddys.com




‘.o Dr. Reddy's Laboratories Ltd.
! °® Formulation Unit-6
DI’. Reddy 5 s Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS Distt. Solan, H.P, 173 205, INDIA
CEPTUOHUKAT AHAJIM3A Tel : +91 98166 56001-02

wivaiians deraddue cam
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g ' d
Mpoaykr: Haiis® Axrusrenb (HUMECY/H) resib JUIS HAPYKHOro npuMeHenus, 1 %, S0 r
Market / Poitok : Russia / Poccus
Batch No. / . V260156 Batch Quantity / . 23467.0 units /
Cepusi Ne ) Pa3mep cepuu " 23467.0 equaui
Analytical Repovrt No. / . 040003298970 Date of Analysis / . 27.02.2026
AHajuTHUYECKUI oTueT Ne Jlara aHanu3za
Date of Manufacture / . 02/2026 Date of Expiry / . 01/2028
JlaTa npon3BoAcTBa Toxen 1o
Mfg. License No. /
IIpou3BoacTBeHHAs : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)~(PT-RU)
Juuen3ns Ne
Analysis performed according ND / Ananus nposeaen mo HJL: JITT-No(001336)-(PT-RU)-090625

Page 6 of 6 / Ctp. 6 13 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».

3aKai0Yenne 0 COOTBeTcTBHH: «HacToAmuM s MOATBEPIKIA0, UTO NPUBEJICHHAs BbIle HHQOpPMAIUs SIBJIAETCS
JIOCTOBEPHOM M TOYHOH. DTa cepys NPOAYKIMH IIPOU3BEICHA (BKIIOYAs YNAKOBKY (MapKHpPOBKY) M KOHTPOJb
KauecTBa) Ha BBIIICYKA3aHHOM MPOM3BOJACTBEHHOM IUIomanke (MIIOIIAAKax) B IIOJHOM COOTBETCTBHH C
TpeboBanusaMu [IpaBui Hauiekaieii Tpou3BOACTBEHHOH IPaKTHKH EBpPa3sHMiiCKOr0 SKOHOMHYECKOTO COro3a H
TpeOOBAHUSIMHE KOHTPOJISI KAYeCTBA JIEKAPCTBEHHBIX CPEJCTB, @ TAKXe B COOTBETCTBHH CO CHEHU(HKAIUAMH,
COZIEpXKAIIUMUCS B PETUCTPAIIMOHHOM JIOChe CTPaHbI-UMIOpTepa. 3allHCH 110 NPOU3BOACTBY, YIAKOBKE U aHATIH3Y
NPOBEPEHBI, U YCTAHOBJICHO UX COOTBETCTBUE TpeOoBaHUAM [IpaBuil HajueKaled IPOM3BOACTBEHHOM IPAKTHKK
EBpa3uiickoro 3k0OHOMHYECKOI0 COI03a.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanne: [Tpoaykr coorBercTByeT TpeboBanmam HJJ 3aknwuenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA)/  [|Approved by: Quality Assurance/Authorized
[Toarorosnexo: Pravesh INposepeno: Rama Kant|{[Tposepeno (AOK): person / Ono6peno: ObecneueHue
Rana Amit Kumar kauecTBa/OTBETCTBEHHOE NMLIO:
t}‘d A ¢ Oj '

4 @"\/ /\/ e /\7 'ZTJL/
Date / Date / Date/ Date /
Jlata: 27.02.2026 Jlata: 27.02.2026 Jlata: 27.02.2026  ||/lara: 2821720246

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
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