Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUPHUKAT AHAJIM3A

Dr. Reddy's Laboratories [td.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDI14&
Tel : +91 98166 56001-02
www.drreddys.com

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

Hpoaykr: Haiiz® Akruerens (HUMecyua) Ieflb A7 HAPYKHOTO npuMeHeHus, 1 %, 50 ¢

Market / Poinok : Russia / Poccus

Batch No. / ) Batch Quantity / . 23529 units /

Cepusi Ne P V240495 Pasmep cepun " 23529 epununn
Analytical Report No. / . 040002599357 Date of Analysis / . 24.07.2024
AHaJUTHYECKHI 0TUeT N Jara ananusa

Date of Manufacture / . 07/2024 Date of Expiry / . 06/2026

JaTta npou3BoacTBa T'open no

Mifg. License No. /

IIponsBoacTBeHHAR : MNB/05/263 MA number: / Homep PY : JIIT-Ne(001336)-(PT-RU)
JuueH3na Ne

Analysis performed according ND / Auanus nposeaen nmo HJI: JIN-Ne(001336)-(PI'-RU)-251022

Page 1 of 6/ CTp. 113 6

yellow gel with characteristic odor /
OpHOpoAHBIA PO3payHbBIH  renb
6HB,IIHO-)KCJ'ITOFO LUBETa C
XapaKTCPHBIM 3allaXoM

Jlj.:) d Test / IlokazaTenb Result / Pe3yabTat Specification / Hopma
1. Description / Onucanne Homogeneous, transparent, pale- | Homogeneous, transparent, colorless to

pale-yellow gel with characteristic odor/
OJHOpOAHBIA MPO3pauHBI  relb  OT
6eCLl,BeTHO['O pile] 6HCILHO-)KCHTO[‘O LBETa
C XapaKTEpPHBIM 3anaxom

2. Identification / UnenTudukanus

a) HPLC / BOXKX

Complies as prescribed /
CooTBeTcTBYET TpeHOBAHUAM

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 ynepxxuBanus
OCHOBHOTO [MHKa Ha XpoMaTorpamme

MCIBITYEMOr0  pacTBopa  JIOJDKHO
COOTBETCTBOBATH BpPEMEHU
yOep>KMBaHHS OCHOBHOTO IHKa Ha
XpoMaTorpamme pacTBopa
CTaHAapTHOro obpasia HUMECYIHIa
(paznen «KonuuecTBeHHOE
oTIpe/ieIEHUE»)

Remarks : The Product conforms to ND/

ITpumeuanue: ITpoaykt cooTBeTcTBYET TpeboBanuam H/JI

Conclusion : APPROVED /
3akmouenne: OIOBPEHO

Prepared by /

IMTonrorosneno: Santosh Kuma
Maurya %

Checked by /
[Iporepeno: Pawan Kumar

N S

Approved by: Manager/Executive /
Ono6peno: Menemxkep / PykoBoauTens
Manoj Kumar

I

Reprint Nate /
Hara: 24.07.2024

Reprint Nate /
JlaTa: 24.07.2024

’ Reprint Date /
Jlarta: 24.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indiz
Tel: +91 40 49C0 2900, Fax: +91 40 4900 2995, Email: maii@drreddys.com

CIN: L85195AP1989PLCOD4507
wwve.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

Vill. Khoi, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02

CEPTUPUKAT AHAJIM3A

www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 5

Og

Iponykr: Haiis® Akrusrens (HUMECYAHA) reb A7 HAPYKHOIo NpuMeHenus, 1 %, 50 r

Market / Porhok : Russia / Poccust

Batch No. / . V240495 Batch Quantity / . 23529 units /

Cepus Ne i Pasmep cepuu " 23529 egunun
Analytical RepOft No./ ' . 040002500357 lzate of Analysis / . 24.07.2024
AHANUTUYECKHI oTYeT N2 JlaTta aHaM3a

Date of Manufacture / . 072024 Date of Expiry / . 06/2026

JlaTta npou3BoacTBA I'open no

Mfg. License No. /

IIpouspoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI™-RU)
JnueH3us Ne

Analysis performed according ND / Avanu3s nposeaed no HJ/: JITI-Ne(001336)-(PI'-RU)-251022

Page2 of 6/ Ctp. 213 6

b) UV spectrophotometry / Y®-

cnekTpodoTo METpHs

Complies as prescribed
CooTtBeTcTBYET TpeOOBaHUAM

/

UV absorption spectrum of the test
solution should have absorption
maximum at 397+5nm / Y®-cnektp
NOrJIOUIEHHS HMCIBITYEMOTO  PacTBopa
JOJDKEH UMETh MAKCHMYM MOTJIOILEHHS
npu 397+5 um

3. | Weight of package contents / 51g/5lr | According to Rus. Ph. / B cooTBeTcTBIHI
Macca coaep:KuMoro ¢ TpeboBanusimu ['d PO
YIAKOBKH

4. | pH 3.25 2.5t04.5/012,5 n04,5

5. | Viscosity / BazkocTb

956 centipoise /
956 canrtumyas

400 to 1,200 centipoise /
Ot 400 no 1200 caHTHya3

6. | Impurities / IIpumecn

Jlrobas npyras npumech

1. Impurity C/ Not detected / He oOHapyxeHa
[Tpumecs C
ii. | Impurity D/ Not detected / He 0GHapyseHa
ITpumecs D
iii. | Any other impurity / 0.04%

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

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

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

Remarks : The Product conforms to ND/
IIpumeyanne: [IpoaykT cooTBeTcTBYeT Tpeboranusm HJ{

Conclusion : APPROVED /
3akawuenne: OJIOBPEHO

Prepared by / Checked by /
ITonroroeneHo: Santosh Kumar IIpoBepeno: Pawan Kumar
Maurya

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoauteins

Manoj Kumar
] t}h L

Reprint Date /
Jara: 24.07.2024

Reprint Date /
Jata: 24.07.2024

Reprint Date /
Jara: 24.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 4G 4960 2900, Fax: +§1 40 4900 2292, Ernail: maii@drreddys.com

CIN: L85195AP1984PLC004507

wywvrdrreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

Dr. Reddy's Laboratories [td.
Forrulation 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
Mpoaykr: Haijis® AxTuBresb (HUMeCYJIHA) rellb A HApYKHOTO NpUMeHeH s, 1 %, 50T

Market / Portok : Russia / Poccus

Batch No. / . V240495 Batch Quantity / . 23529 units /

Cepust Ne Paszmep cepuu 23529 enuHuL
Analytical Report No. / _ . 040002590357 lzate of Analysis / . 24.07.2024
AHAJIUTHUECKH T 0TUYeT N JlaTa aHaju3a

Date of Manufacture / . 07/2024 Date of Expiry / . 06/2026

Jdata nponsBoacraa I'onen no

Mfg. License No. /

IIpousBoacTBeHHan : MINB/05/263 MA number: / Homep PY : JII1-Ne(001336)-(PT-RU)
aunuensus Ne

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

Page3 of 6/ Ctp. 313 6

iv. | Total impurities / 0.1% Not more than 1.50 % /
CymMma npumMeceit He 6onee 1,50 %
7. | Microbial purity* / Mukpo6noJioruueckas yHcrora*
i. | Total Aerobic Microbial Count / NA Not more than 100 CFU/g/
Obwee yncno aspoOHBIX MUKPO- He 6onee 100 KOE/r
OpraHu3MoB
ii. | Total Combined Yeast and NA Not more  than 10 CFU/g
mould count / Obuiee uncno He 6onee 10 KOE/r
JPONOKEBBIX H TNIECHEBBIX
rpHooB
iii. | Pseudomonas acruginosa NA Should absentin 1 g/
OtcyrcTBUEe B 1 T

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

8. | Assay/KoanyecTBeHHOE onpeaesieHue

Remarks : The Product conforms to ND/
ITpumeuaunne: [IpoaykT cooTBeTcTBYET Tpebopanusm HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
INoarotoeneno: Santosh Kumar IIpoeepeno: Pawan Kumar Onobpeno: Menemxkep / Pykosoaurtens
Maurya g . y Manoj Kumar M
Reprint Date / Reprint Date / Reprint Date /

Hara: 24.07.2024 Jara: 24.07.2024 Jlarta: 24.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, indiz
Tel: +91 40 4900 2900, Fax: +91 40 4500 2996, Ernail: maii@drreddys.com

CIN: LB5195AP19S4PLCO04507
wwyr.drreddys.com




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

Dr Redd ! ‘.... Vill. Khol, Nalagarh Road, Baddj
. ys .. ’ 5 . I,

Distt. Solan, H.P., 173 205, INDJA

Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS .y drreddys.com

CEPTUPHKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Tpoaykr: Haiis® AkTuBres (Humecyni) refib JUis HapyskHoro npumedenns, 1 %, 50 r

Market / PorHok : Russia / Poccus

Batch No. / . V240495 Batch Quantity / . 23529 units /

Cepus Ne Paszmep cepuu 23529 equHun
Analytical Report No. / . 040002500357 Date of Analysis / . 24.07.2004
AHaJauTHyeCKkunii oTyer No JaTa ananusa

Date of Manufacture / . 07/2024 Date of Expiry / . 06/2026

JdaTa npousBojacTsa T'oneu no

Mfg. License No. /

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

Analysis performed according ND / Auanu3s nposeaex no HJI: JIIT-Ne(001336)-(PI'-RU)-251022

Page4 of 6/ CTp. 4 u3 6

Nimesulide / 9.90 mg/9.90 mr 9.0 mg to 11.0 mg of C13H12N2O:sS
Humecynun (99.0 %) (nimesulide) (90.0% to 110.0% of label
claim) in 1 g of gel /

Ot 9,0 mr g0 11,0 Mr Ci3H12N2OsS
(aumecynun) (ot 90,0 % mo 110,0 % ot
HOMHHAJIBHOTO coaepxkaHus) B 1 r rens

9. | Dimethyl sulfoxide / 100.2 % 90% to 110% of C2HsOS (dimethyl
JuMeTuacyabpoKcH sulfoxide) of label claim /
0190 % no 110 % C2HsOS

(aumeTuncynb(okcUua) oT
HOMMHAJIBHOT'O COJIEP>KaHUs

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. / [To 50 r B TyOy u3
JIaMMHHUPOBAHHOIO QJIIOMHMHMS, CHAOXKEHHYIO MeMOpaHOW 11 KOHTpPOJIs
nepBoro BCkpuiTha. Kaxayio TyOy BMecTe ¢ MHCTPYKLHEH N0 MEJHLIMHCKOMY
NPUMEHEHHUIO [IOMEIIAIOT B HAYKy 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.

*[Ioka3aTesib MOKET OTCYTCTBOBATL B cepTHdHKATE aHAIH3A Npou3BoauTens. Ilpoussoanrens
rapaHTHpPYeT Ka4yecTBO Mpenapara o 3THM IoKa3aTe/IsM.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanne: [IpogyxT coorseTcTBYeT TpeboBanusm HJI 3axmouyenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoarorosneHo: Santosh Kumar IIpoBepeno: Pawan Kumar Onobpeno: Menemkep / PykoBoguTtens
M j K

aurya @ 4_\ Manoj Kumar
Reprint Date / Reprint Date / ' Reprint Date /
Hara: 24.07.2024 Jlara: 24.07.2024 Hara: 24.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 49G0 2900, Fax: +91 40 4900 2998, Ernail: maii@drreddys.com
CIN: L85195AP1984PLC0OJ4507
wwyv.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CEPTUOPUKAT AHAJIM3A

www.drreddys.com

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

IMpoayxr: Haiizs® Aktureab (HHMeCYHL) eNb Juis HapyKkHoro npumMerenis, 1 %, 50 r

Market / Poinok : Russia / Poccus

Batch No. / . Batch Quantity / . 23529 units /

Cepus Ne P V240495 Pasmep cepuu © 23529 epunuun
Analytical Repoﬁrt No./ . . 040002599357 I}ate of Analysis / . 24.07.2024
AHANMUTHYECKU 1 oTYeT Ne Jdara aHaJiu3a

Date of Manufacture / . 07/2024 Date of Expiry / . 06/2026

Hara npousBoacrea TogeH n0

Mifg. License No. /

IIpousBoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIIT-Ne(001336)-(PI'-RU)
JHueH3na Ne

Analysis performed according ND / Ananu3s nposeaen nmo HJI: JITI-Ne(001336)-(PT-RU)-251022

Page50f 6/ Crp. 5u3 6

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

Nimesulide / Humecynun

API manufacturer batch number /

Homep cepun npoussoaurens APC: NMS/13121242

FP Manufacturer API Batch number /

Howmep cepnn cy0cTaHIHH FERA00269
npoussogurens I Jid:

API Manufactured by & country / Aarti Drugs L.td., India /
IIponssoautennr ADC, crpana: Aaprtu Jparc Jltn., Hunus

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

HanmenoBanue, aipec 4 HOMep
JIMIEH3HH IJIOMAAKH,
ocyHmiecTBIAOMeH

N POH3BOACTBO/KOHTPOIb
xayecTBa/Boiyck I'JID /

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan (HP) 173205, India (License No MNB/05/263) /
J-p Pennu’c Jlabopartopuc Jlta., Unans,
[pousBoacTeeHHoOe noapasaeneHue-6, Bunnamk Kxons,
Hanarapx Poyn, banau, Conan ductpuxr, X.I1. 173205,
Wunns (Jlunensus 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

Remarks : The Product conforms to ND/
IIpumeuanne: IIpoaykT cootBercTByeT TpeboBanusm HJI

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / Checked by /

Approved by: Manager/Executive /

IIpoeepeno: Pawan Kumar

Onobpeno: Menemkep / PykoBoaurens

IToarorosneHo: Santosh Kuma%

Maurya

“ Manoj Kumar

Reprint Date /
Jara: 24.07.2024

Reprint Date /
Jlata: 24.07.2024

Reprint Date /
Hara: 24.07.2024

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

Tel: +91 40 49060 2960, Fax: +91 40 4900 2998, Ernail: maii@drreddys.com
CIN: L85195AP1984PLC0OV4507
wwyve.drreddys.com




Dr. Reddy's Laboratories (td.

D R dd , ‘.... Formulation Unit-6
Vill. Khol, Nalagarh Read, Baddi,
r. e y S .. Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUO®HKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Hpoaykr: Haiizs® Axrusrens (HuMecynua) reib 11 Hapy»KHOTO pumeHerHs, 1 %, 50 ¢

Market / PerHox : Russia / Poccus

Batch No. / . Batch Quantity / . 23529 units /

Cepus Ne P V240495 Pa3mep cepun " 23529 equnui
Analytical Report No./ : 040002599357 Date of Analysis / : 24.07.2024
AHanuTuyecknii oT4eT Ne JlaTa aHaJiM3a

Date of Manufacture / . 07/2024 Date of Expiry / . 06/2026

Jarta npous3BoacTBa T"open no

Mfg. License No. /

IIpousBoacTBeHHASA : MNB/05/263 MA number: / Homep PY : JII-Ne(001336)-(PT™-RU)

Jnuensus Ne
Analysis performed according ND / Ananus nposenen no HJI: JITT-Ne(001336)-(PI™-RU)-251022

Page 6 of 6 / CTp. 6 u3 6

testing records are verified and their compliance with Good Manufacturing Practice of the Eurasian Economic
Union is established».

3akmoueHHe 0 cOOTBETCTBHH: «HacTOAIMM st MOATBEPIKAAI0, YTO MPHBEICHHAs BhIIE HHPOPMAIIHS SBIAETCS
JIOCTOBEPHOM M TOYHOM. DTa cepus MPOIYKIMH IPOH3BeeHa (BKIIOYas yIMaKOBKY (MapKMpOBKY) M KOHTPOJb
KauecTBa) Ha BBIIECYKA3aHHOW NPOM3BOJCTBEHHOM IuTOMIafike (IUIOIMAAKax) B IIOJHOM COOTBETCTBHH C
TpeboBanuaMu [TpaBuil Hagnexaei IpOU3BOACTBEHHON MpakTHKY EBpa3uiickoro 5SKOHOMHYECKOTO coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsOps 2022) u TpeOGoBaHHSIMH KOHTpOJII KadyeCTBa JIEKAPCTBEHHBIX
CPEJICTB, a TAKXKE B COOTBETCTBHM CO CHEIU(DUKAIMIAMH, COAEPXKAIIMMHUCS B PETHCTPAIIMOHHOM JOCHE CTPaHbI-
UMIIOpTEPA. 3alliUCH TI0 IPOHU3BOJCTBY, YHNAKOBKE U aHAJIU3Yy INPOBEPEHBI, M YCTAHOBJIEHO HMX COOTBETCTBHE
tpeboBauusaM [IpaBun Haanexamel IpoU3BOJICTBEHHON NPakTHKH EBpa3suiicKOro 5KOHOMUYECKOTO COF03a».

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Hpumeuanne: [Ipogykr cooTBeTcTBYeT Tpeboanusm HJI 3akarouenne: O/JIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoxaroroeneHo: Santosh Kumar IIposepeno: Pawan Kumar Onobpeno: Menemxep / PykoBoaurenb
Maurya % 4 Manoj Kumar @L‘_’Q‘
Reprint Date / Reprint Date / ~ Reprint Date /

Hara: 24.07.2024 Jara: 24.07.2024 Hara: 24.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 4G 4300 2900, Fax: +91 40 4900 2995, Ernail: maii@drreddys.com
CIN: L85195AP1984PLC004507
wwvy.drreddys.com



