Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIU3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 55166 56001-02

www.drreddys.com

Product : N%e Activgel (nimesulide) gel for external use, 1 %, 50 g
Mpoaykrt: Haiis® Akrusrens (HUMECYIN) Tellb Al HAPYKHOTO NpimeHenus, 1 %, 50 r

Market / Pliok

: Russia / Poccus

Batch No. / . V250482 Batch Quantity / . 23530.000units /

Cepus Ne ) Pasmep cepun * 23530.000 exnnuL
Analytical Repovrt No. / - 040002965645 Date of Analysis / . 15 06.2025
AHajuTHYeCkuit oTyer Ne Jata ananusa

Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027

Jata npous BoacTBA TI'onen po

Mfg. License No. /

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

[Analysis performed according ND / Ananu3s nposeaen mo HJL: JITI-Ne(001336)-(PI'-RU)-251022

Pagelof 6/ Ctp. 113 6

yellow gel with characteristic odor /
OpHOpOAHBIA [pO3pauHBIl  Teflb
ONenHO-KeNnToro 1ReTa c
XapaKTEePHbIM 3arlaXxoM

2.:) / Test / IlokazaTennb Result / PesyabTaTt Specification / Hopma
1. Description / Onucanne Homogeneous, transparent, pale- | Homogeneous, transparent, colorless to

pale-yellow gel with characteristic odor /
OnHOpoAHBIH  MPO3pauHbId  Telb  OT
SecuBeTHOrO /10 OJIeIHO-KENTOro 1IBeTa
C XapaKTepHBIM 3aM1aXoM

2. Identification / UnenTuduranns

a) HPLC / BOXKX

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 ynepxkuBaHus
OCHOBHOIO THKa Ha XpoMaTorpamme

UCIBITYEMOr o pacTBopa JOJDKHO
COOTBETCTBOBATH BpeMeHH
YAEPKHBAHHS ~OCHOBHOTO TMKa Ha
XpoMatorpamme pactBopa
cTaHaapTHoro ofpasua HUMeCY/IHAa
(pazgen «KonuuecTBeHHOE
onpeneseHHE»)

Remarks : The Product conforms to ND/
Ilpumeuanme: [IpoaykT cooTseTcTBYET TpeboBatusamM HJ{

Conclusion : APPROVED /
3akawyenne: OJOBPEHO

Hara: 25.06.2025

Hara: 25.06.2025

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotorneHo: Ramakn_,.j}ik 4 IIporepeno: Pardeep Kumar Onobpeno: Meunemxep / PykoBonutesns
LA L p Amit Kumar e
B e
Reprint Date / Reprint Date / Reprint Date /

Jara: 25.06.2025

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: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

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

Tei 1 +51 981606 56001-G2

CEPTUOUKAT AHAJIM3A

www.drraddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
HMpopykr: Haiis® Akrusrenb (HUMECYIH) Teflb ISl HApYXKHOTo npumenesid, 1 %, 50 r

Market / PblHok

: Russia / Poccus

Batch No. / . V250482 Batch Quantity / . 23530.000units /

Cepust No ' Pasmep cepun © 23530.000 ennpui
Analytical Repourt No./ . 040002965645 Date of Analysis / . 5.06.2025
AHaauTHYyeCcKuii oTueT Ne Jara anannsa

Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027

JaTa npon3BoACTBA I'open g0

Mfg. License No. /

I[IpousBoncTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JHueH3us Ne

Analysis performed according ND / Ananus nposenen no HJI: JITI-Ne(001336)-(PT'-RU)-251022

Page2 of 6/ CTp. 213 6

No/
Ne

Test / IToka3zaTenn

Result / PesyabTar

Specification / Hopma

b) UV spectrophotometry / Y®-

CrieKTpooTo METpH

Complies as prescribed
CooTBeTcTBYET TPEOOBAHUAM

/| UV absorption spectrum of the test
solution  should have absorption
maximum at 3975 nm / Y®-cnektp
NOrNOUICHUS HCTIBITYEMOT0  pacTBOpa
JI0JKEH UMETh MaKCHMYM IOTJIOIIEHHUA
nipu 397+£5 HM

3. | Weight of package contents / 51g/Slr According to Rus. Ph. / B cooTBeTcTBHH
Macca cogep:kEMOro ¢ Tpebopanusamu 'O PO
YHAaKOBKH
4. | pH 3.38 25t04.5/0t12,5 04,5
5. | Viscosity / BazkocTs 935.9 centipoise / 400 to 1,200 centipoise /
935.9 canTtunyas Ot 400 no 1200 cantuyas
6. | Impurities / Ilpumecn

1i.

Impurity C/ Not detected / He oOHapyxeHa Not more than 0.50 % /
[Mpumecs C He 6onee 0,50 %
Impurity D / Not detected / He oOHapy>keHa Not more than 0.50 % /
ITpumecs D He 6onee 0,50 %

Remarks : The Product conforms to ND/
Ipumeyanue: [Iponykr coorsercTryeT TpeboBanuam HJ

Conclusion : APPROVED /
3akmouenune: QJJOGPEHO

Prepared by /
[Toarorosneno: Ramakant.

Checked by /
ITposepeno: Pardeep Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemxep / PykoBoauTens
Amit Kumar A A

[N —

Reprint Date /
Hata: 25.06.2025

Reprint Date / =7
Hara: 25.06.2025

Reprint Date /
Jara: 25.06.2025

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: L85195AP1984PLCO04507

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

CEPTHOHUKAT AHAJIHM3A

fei ; +91 98166 56001-02

www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Mponyxr: Haii3® AKTHBrenbs (HUMECYIHA) Fenb AN Hapy#HOro mpnmenend, 1%, 50 r

Market / PolHok

: Russia / Poccus

Batch No. / . V250482 Batch Quantity / . 23530.000units /

Cepus Ne ) Pasmep cephu *23530.000 equnuL
Analytical Repourt No. / . 040002965645 Date of Analysis / . 25.06.2025
'ﬂanuTuquKuu otdeT Ne JlaTa aHanM3a

Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027

JaTa npousBoacTBa I'onen oo

Mfg. License No. /

[IpouspoacrBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI-RU)
| THueH3us No

Analysis performed according ND / Anasaus nposenen no HJL: JITT-Ne(001336)-(PI'-RU)-251022

Page3 of 6/ Ctp. 3136

Cymma nipumeceit

z.:) / Test / Iloka3aten Result / PesyabTar Specification / Hopma
iii. | Any other impurity / 0.04% Not more than 0.50 % /

Jlrobas npyras npumech He 6osee 0,50 %
iv. | Total impurities / 0.1% Not more than 1.50 % /

He 6onee 1,50 %

7. | Microbial purity* / Mukpoouonoraieckas 4McTora®

i. | Total Aerobic Microbial Count / NA Not more than 100 CFU/g/
O6mu1ee yucio a3poOHBIX MUKPO- He 6onee 100 KOE/r
OpraHU3MOB

ii. | Total Combined Yeast and NA Not more  than 10 CFU/g
mould count / Ob1uee yucio He 6onee 10 KOE/r
JIPOMOKEBBIX U MIIECHEBBIX
rpuboB

iii, | Pseudomonas aeruginosa NA Should absent in 1 g/

OrcyrcTBue B 1 T
iv. | Staphylococcus aureus NA Should absent in 1 g/

OrcyrcTBre B 1

8. | Assay/KoanuecTBeHHOe onpeneienne

Remarks : The Product conforms to ND/

Ipumeyanne: [Tponykr cooTsercTBYET TpebopanusaM H/I

Conclusion : APPROVED /
Zaxmouenne: OJOBPEHO

Prepared by /
IToaroroesneHo: Ramakant

B

Checked by /
IIposepeno: Pardeep Kumar

=

Approved by: Manager/Executive /
Onobpeno: Menemwkep / PykoBonuresb
Amit Kumar A

N

Reprint Date /
Jara: 25.06.2025

Reprint Date /
Jlara: 25.06.2025

Reprint Date / i

Jata: 25.06.2025

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: L85185AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +51 95166 50001-02
www.drredays.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Tpoaykr: Haiis® AxTuBress (HHMECYNIA) reb Al HApYKHOTO NpUMEHEHHS, 1%,50r

Market / PolHOK

: Russia / Poccus

Batch No. / . V250482 Batch Quantity / _23530.000units /

Cepust No ) Pasmep cepuu * 23530.000 equHAL
Analytical Repourt No./ . 040002965645 Date of Analysis / . 25.06.2025
AHanuTHYecKHi oTueT Ne JaTta ananusa

Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027

JlaTa npou3BoOACTBA I'open no

Mfg. License No. /

IlpousBoacTBeHHas : MINB/05/263 MA number: / Homep PY : JII1-Ne(001336)-(PT-RU)
JHUeH3uss No

Analysis performed according ND / Ananns nposeaen no HJL: JIM-Ne(001336)-(PI'-RU)-251022

Page4 of 6/ CTp. 413 6

No/|

No Test / IToka3zarenn

Result / PesyasTar

Specification / Hopma

Nimesulide /
Humecynua

9.96 mg/9.96 mr
(99.6 %)

9.0 mg to 11.0 mg of C13H12N20sS
(nimesulide) (90.0% to 110.0% of label
claim)in 1 gof gel /

Or 9,0 MI" 10 11,0 mr C13H1pN2OsS
(numecynun) (ot 90,0 % 10 110,0 % ot
HOMMHAJIBHOTO coaepskaHus) B | T rens

9. | Dimethyl sulfoxide /
Jumerniacynbgorkeny

98.8 %

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

0190 % mo 110 % C:HsOS
(aumeTuncynbpokern) oT
HOMMHAJIBHOTO COZIePKAHHSA

10. |Package / YnakoBka

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 u3
JTAMHHUPOBAHHOIO AaIOMHHHS, CHaOXXEHHYIO MeMOpaHOH Uil KOHTPOJIs
niepeoro BekpbiThst. Kaxkayro Tyby BMecTe ¢ MHCTPYKLMEH MO MEAULIMHCKOMY
NPUMEHEHHIO MOMEILAIOT B 1a4YKy KapTOHHY!O.

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

*[loxa3aTe/lb MOKET OTCYTCTBOBATH B cepTHHKATE aHAIN3a NponsBoguTens. Ilpoussoaurens
rApaHTHPYET Ka4ecTBO NpenapaTa Mo 3THM I0KA3aTe/ M.

Remarks : The Product conforms to ND/
Npumeuanue: TIpoaykt cooreercTByeT TpeboBaHuaM HJI

Conclusion : APPROVED /
3aknwuenune; OJJOBPEHO

Prepared by /
[TonrorosneHo: Ramakant

by

Checked by /
ITpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /

Cﬂ-—-—" X

Onob6peno: Menemxkep / Pykosoaurensb
f At Kuimai _

[\/./

Reprint Date /
Hara: 25.06.2025

Reprint Date /
Jara: 25.06.2025

Reprint Date/
Hata: 25.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 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

Tej : +91 98166 56001-02

CEPTUPHKAT AHATM3A yy drrediys.com

Product : Nise Activéel (nimesulide) gel for external use, 1 %, 50_g

Iponykr: Haii3® AKTHBreas (HUMecymH) reflb I HapyKHOro npuMenerus, 1 %, 50 r o

Market / Poinok : Russia / Poccus

Batch No. / . V250482 Batch Quantity / . 23530.000units /

Cepus Ne ) Paimep cepun * 23530.000 enunun
Analytical RepOft No./ . 040002965645 Date of Analysis / . 25.06.2025
AHaauTHYeCKHii oTUeT No Jata anasmsa

Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027

JdaTa npou3BoacTBa Iopen go

Mfg. License No. /

IIpouseoacTBeHHas : MNB/05/263 MA number: / Homep PY : JI[I-Ne(001336)-(PT-RU)
Juuenzus Ne

Analysis performed according ND / Ananus nposenes no HI: JITI-Ne(001336)-(PT-RU)-251022

PageSof 6/ Crtp. 5u3 6

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

Nimesulide / Humecynun

API manufacturer batch number /
Homep cepuu npouspoautesisa APC:

NMS/125020168

FP Manufacturer API Batch number /
Howmep cepun cyGeTaHIHA
npoussoautens I'JID:

FESA00131

API Manufactured by & country /
ITIpousBoautenn A®C, cTrpaHa:

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

Name, address, authorization No for

kavecrpa/Boimyck I'JID /

FP manufacturing site / Control site / Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,
Release site / Distt. Solan (HP) 173205, India (License No MNB/05/263) /
HanMeHnoBaHue, anpec H HOMep H-p Pennu’c Jlaboparopuc JItn., Uaaus,
JHMIEH3HH TUIOMIA/IKH, I[TpousBoacTBeHHOE NoApaseneHne-6, Bunnamk Kxons,
OCYIIECTBIAA IOl Hanarapx Poyx, bagau, Conan Juctpukr, X.I1. 173205,
MPOA3BOACTBO/KOHTPOJIb Wunus (Jluuensus 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

Remarks : The Product conforms to ND/
IIpameyanune: Tlpoaykr coorBeTcTBYET TpeboBanusaM HJT

Conclusion : APPROVED /
3akawuenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroToBneHo: RamakantT Iporepeno: Pardeep Kumar Ono6peno: Menemkep / Pykoponuresns
( Amit Kumar n
U e
bps =l — L
Reprint Date / Reprint Date / Reprint Date / '
JaTa: 25.06.2025 Jata: 25.06.2025 Jara: 25.06.2025

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: L85195AP1984PLCO04507

www.drreddys.com




PY Dr. Reddy's Laboratories Ltd.
4 Formulation Unit-6
Dr.Red dy,S ‘;. Vill. Khol, Nalagarh Road, Baddi,
' Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS ... o1 551655600102
(11*:PTl'q)lﬂ{.'\T .AI'IAJ-[II 3(\ Www.drred dys,com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g

Mpoaykr: Haiis® AKTHBresb (HIMECYJHA) TeMb A HApycHOTO npumenieni, 1%, 50 r -
Market / Poltok : Russia / Poccus

Batch No. / . V250482 Batch Quantity / . 23530.000units /

Cepus Ne ) Paszmep cepnn * 23530.000 eqnHuY
Analytical Repo“rt No./ . 040002965645 Date of Analysis / . 25.06.2025
AHanuTnuyeckuii oryer Ne JlaTa ananusa

Date of Manufacture / . 05/2025 Date of Expiry / . 04/2027

JlaTa npousBoacTBA I'ojen no

Mfg. License No. /

Ilpou3BoacTBeHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI™-RU)
Jnienzus Ne

Analysis performed according ND / AHaau3 nposeaen no HJL: JIN-Ne(001336)-(PI'-RU)-251022

Page 6 of 6 / CTp. 6 u3 6

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.

3aK/04eHse 0 cooTBeTcTBHH: «HacTodmuM g moATBEPXK/alo, YTO MPUBEIECHHAS Bbllle HHYOPMAIIHS ABIACTCS
JOCTOREPHOM M TOYHOM. DTa cepys NPOAYKINK HPOH3BENeHa (BKIFOYAs yNAKOBKY (MapKHPOBKY) M KOHTPOJb
KayecTBa) HA BHINIEYKA3aHHON IMPOM3BOJCTBEHHON IUIOINAAKE (IUIONIANKax) B IOJHOM COOTBCTCTBHH C
TpeGopanusaMy [IpaBuil HaexKalel IPOM3BOACTBEHHON NPaKTUKK EBpasuiickoro 3KOHOMHYECKOTo €003 Ne
GMP/EAEU/RU/00554-2022 ot 02 ceuts6ps 2022) u TpeOOBaHHUAMH KOHTPOJSA KadecTBa JCKAPCTBEHHBIX
CpEJICTB, a TaKXXe B COOTBETCTBHH CO CIIEIMOHMKAUMAMH, COMEPKAIIMMUCS B PETHCTPAHOHHOM JI0CHE CTPAHbI-
UMIIOpTepa. 3alMCH [0 IPOM3BOACTBY, YNAKOBKE M aHAMU3y MPOBEPEHBbI, M YCTAHOBICHO HX COOTBETCTBUC
TpeGoBanusM [IpaBui HajulexKalei IpON3BOJACTBEHHON PAaKTHKH EBpa3suiickoro 5SKOHOMUYECKOTO COI03a».

Remarks : The Product cenforms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Tpoaykr coorseTcTBYeT Tpedosanuam H/JI 3akmwouenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Tonrorosneno: Ramakant Iposepeno: Pardeep Kumar Ono6peno: Menemxep / Pykosoaurennb
N youd ; Amit K
._ L} '\]"i c;.[,—j Amit Koumar /\/ .
Reprint Date / Reprint Date / Reprint Date / "
Hara: 25.06.2025 Hara: 25.06.2025 Hara: 25.06.2025

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: L85125AP1984PLC0O04507
www.drreddys.com



