Dr.Reddy’s ‘_‘:’.

CERTIFICATE OF ANALYSIS

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

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

CEPTUD®UKAT AHAJIU3A

www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Hpoaywxr: Hait3® Aktusrens (HUMecyiiia) refb A8 HAPYKHOro npumenedns, 1 %, 100 r

Market / Poisok : Russia / Poccus

Batch No. / . V240501 Batch Quantity / . 11840.00 units /

Cepusi Ne ) Pasmep cepuu * 11840.00eauHuL
Analytical Repo‘}'t No. / . 040002602048 Date of Analysis / . 24/07/2024
AHajHTHYeCKHN 0T4eT Ne Jdata aHa;iusa

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

JlaTa npon3BoacTBa T'ogen o

Mfg. License No. /

IIpoussoacTBEeHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JIMueH3us Ne

Analysis performed according ND / Anaau3s nposenen no H/: JITI-Ne(001336)-(PI'-RU)-251022

Page1 of 5/Crp. 1m35

/ Test / Iloxazarean

Result / PesyabTar

Specification / Hopma

1. | Description / Onucanue

Homogeneous, transparent, pale-
yellow gel with characteristic odor
/ OTHOPOIHBIH NMPO3payHblii renb

OreHO-XKENTOro LBeTa ¢
XapaKTepHBIM 3a1aX0M

Homogeneous, transparent, colorless to
pale-yellow gel with characteristic odor /
OnHOpOAHBIH MOpO3pauHbBld  reib  OT
6ECLIBETHOTO 10 OJIEAHO-KENTOr0 LBETA
C XapaKTEePHBIM 3araxoM

2 Identification / UnenTudnkanus

"2y 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 ynepkuBaHus
OCHOBHOI'O NHMKa Ha XpOMaTorpaMmme

UCTIBITYEMOTO  pacTBoOpa JIOTDKHO
COOTBETCTBOBATH BpPEMEHU
YAEepPKUBAaHWS OCHOBHOTO THMKa Ha
XpOMaTorpamme pacTBopa
CTaHAapTHOrO obOpa3lia HUMECYJIHAA
(paznen «KonuyecTBeHHOE
OTIpEIEIEHHEN)

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykr coorseTcTBYET TpeboBanusm HJL

Conclusion : APPROVED/
3axmwuenue: OJJOGPEHO

Prepared by /
[Toarorosneno: Santosh Kumar

Maurya
ury 2

Checked by /
ITporepeno:Pawan Kumar

i

Approved by: Manager/Executive /
Opnobpeno: Menemxep / PykoBonutens
Manoj Kumar

Reprint Date /
Hara: 24.07.2024

Reprint Daté /
Jara: 24.07.2024

Reprint Date /
Harta: 24.07.2024

Registerad Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49G0 2900, Fax: +91 40 4900 29965, Email: maii@drreddys.com
CIN: L85195AP1984PLC0O4507

wwyv.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, IND|A
Tel : 491 98166 56001-02

CEPTUDPUKAT AHAJIM3A

www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Ipoaykr: Haiis® AkTuBrens (HUIMeCyIHa) TeJib st HAPYXHOTO NpuMeHenus, 1 %, 100 r

Market / PoiHok : Russia / Poccus

Batch No. / . V240501 Batch Quantity / . 11840.00 units /

Cepus Ne ) Paszmep cepun * 11840.00e11BuiL
Analytical Report No. / . 040002602048 Date of Analysis / . 24/07HM4
AHaauTHYeCKHUIi oTYeT Ne JlaTa aHasin3a

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

JlaTa npou3sBoAcTBa I'onen g0

Mfg. License No. /

IIpousBoacTBeHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT™-RU)
Juuen3us Ne

Analysis performed according ND / Auanus nposesen mo HJI: JITT-Ne(001336)-(PT-RU)-251022

Page2 of 5/ Crp. 2 m3 5

b) UV spectrophotometry / Y®-
crekTpodoTo MeTpUs

Complies as prescribed
CooTBeTcTBYET TPEOOBAHUAM

solution should have

UV absorption spectrum of the test
absorption

maximum at 39745 nm / Y®-cnektp
NOIJIOUIEHHsST HCIBITYEMOTO  pacTBoOpa
JIOJDKEH UMETh MAaKCUMYM IOTJIOIEHHUS
nipu 397+5 M

3. | Weight of package contents / 101 g/101r According to Rus. Ph. / B cooTBeTcTBUM
Macca cogepxKREMOro ¢ Tpebosanusmu 'O PO
YHAKOBKH

4. | pH 3.29 2.5t04.5/0t12,5 n04,5

5. | Viscosity / BazkocTs 960.7 centipoise / 400 to 1,200 centipoise /

960.7 canTumnyas Ot 400 no 1200 canTumnyas

6. | Impurities / Ilpumecn

i. | Impurity C/ Not detected / ne oGHapyxeHa Not more than 0.50 % /

[Mpumecs C He 6onee 0,50 %
ii | Impurity D/ Not detected / He oGHapyxeHa Not more than 0.50 % /
ITpumecs D He 6onee 0,50 %

ii | Any other impurity / 0.03% Not more than 0.50 % /

i. | Jlrobas apyras npumecs oo He 6onee 0,50 %

i | Total impurities / 0.07% Not more than 1.50 % /

v. | CymMa npumeceit He 6onee 1,50 %

Remarks : The Product conforms to ND/
Hpumeuanne: IIpoaykT cooTBeTCTBYET TpeOoBaHusM HJ

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Santosh Kuma Ipoeepeno:Pawan Kumar Omo6peno: Menemxkep / PykoBoaurens
Maurya @ /f Manoj Kumar 3

Reprint Date / Reprint Date/ Reprint Date /

Hata: 24.07.2024

Jara: 24.07.2024

Jlata: 24.07.2024

REREeTea Ol

TE: 6-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49C0 2900, Fax: +51 40 4900 2995, Email: maii@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s ‘%.‘

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

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

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

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Ipoaykr: Haii3® AkTHBrenb (HUMeCyau1) refib A HapyXHOro npumenenus, 1 %, 100 r

Market / PoiHOK

: Russia / Poccus

Batch No. / . V240501 Batch Quantity / . 11840.00 units /

Cepust Ne ) Paszmep cepuu * 11840.00eauHnL o
Analytical Report No. / . 040002602048 Date of Analysis / . 24/077004

AHanuTHYeCKHUii oTyeT No JlaTa anaausa

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

JlaTa npou3BoacTBa I'oaen a0

Mfg. License No. /

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

JuleH3ust Ne

Analysis performed according ND / Ananus nposeaes no H/L: JINN-Ne(001336)-(PI™-RU)-251022

Page3 of 5/Ctp.3m35
7. | Microbial purity* / Muxpo6uostoruueckas uncrora®
i. | Total Aerobic Microbial Count / NA Not more than 100 CFU/g /
O611ee uncno aspoOHBIX MHKPO- He 6onee 100 KOE/r
OpraHM3MOB
ii | Total Combined Yeast and NA Not  more  than 10 CFU/g  /
mould count / Obuiee yucio He donee 10 KOE/T
JIPOMNOKEBBIX U [IECHEBBIX
rpuboB
ii | Pseudomonas aeruginosa NA Should absentin 1 g/
i. OrcyteTBde B 1 1
i | Staphylococcus aureus NA Should absentin 1 g/
v. OtcyrcTBUe B I T
8. | Assay/ Koan4yecTBeHHOe Olpeaeaenne

Nimesulide /
Humecynun

9.92 mg/9.92 mr
(99.2 %)

9.0 mg to 11.0 mg of C13H2N205S
(nimesulide) (90.0% to 110.0% of label
claim)in 1 g of gel /

Ot 9,0 Mr go 11,0 mr Ci13H;pN2OsS
(aumecynun) (ot 90,0 % no 110,0 % ot
HOMMHAJILHOTO co/iep>kanus) B 1 T rens

Remarks ;: The Product conforms to ND/

Ilpumeyanue: [IpogyKT COOTBETCTBYET TpeboBanuam HJJ

Conclusion : APPROVED /
3akiarwuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Hoarorosneno: Santosh Kuma IIporepeno:Pawan Kumar Onobpeno: Menemwxep / Pykosoayrens
Maurya }g,.f Manoj Kumar 11 2 é
Reprint Date / Reprint Date / Reprint Date /

Jara: 24.07.2024 Hata: 24.07.2024 Jata: 24.07.2024

Registered Ollice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2995, Ernail: maii@drreddys.com

CIN: L85195AP1984PLCO04507
wwyv.drreddys.com




Dr. Reddy's Laboratories Ltd.

D R dd , q.... Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
r.ne YS Ne Distt. Solan, H.P, 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUDHKAT AHAJIN3A www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
IMponykr: Haits® AxTysrens (HUMeCyua) relib JJis HapyKHOTO npuMeHenus, 1 %, 100 r

Market / PoiHok : Russia / Poccus

Batch No. / . V240501 Batch Quantity / . 11840.00 units /

Cepust Ne i Pasmep cepun © 11840.00e1unu1L
Analytical Report No. / . 040002602048 Date of Analysis / . 24/072024
AHalUTHYECKHIl 0TUeT No JarTa ananuza

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

Jata npou3BoicTBa TI'ogen a0

Mfg. License No. /

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

Analysis performed according ND / Ananus npoeeges mo HJI: JITI-Ne(001336)-(PI™-RU)-251022

Paged4 of 5/ Ctp. 4n3 5

9. | Dimethyl sulfoxide / 100.9 % 90% to 110% of C2H¢OS (dimethyl
JumeTuiicynb(pokcHy sulfoxide) of label claim /
Ot 90 % no 110 % C>,HsOS

(numeTuacyashoKeHa) ot
HOMHHAJIBHOTO COEPIKaHUs

Package / YnakoBka 100 g in a laminated aluminum tube equipped with tamper-evident membrane.
0. Each tube and a patient information leaflet in a carton. / ITo 100 r B TyOy u3
JJAMHUHHPOBAHHOTO ATIOMHHHS, CHaO)XXEHHYI0 MeMOpaHOH Mjis KOHTpOJsd
nepBoro BCkpbIThst. Kaxayio Ty0y BMECTe ¢ HHCTPYKIMEH 10 MEULIUHCKOMY
NPHUMEHEHHMIO OMELAIOT B NAYKy KapTOHHYIO.

[a—y

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

*Tloka3areJib MOKET OTCYTCTBOBATH B cepTuduKaTe aHaH3a npousBoauTes. Ilponssoaurenn
rApaHTHpPYET KAYeCTBO MPenapara 1o 3THM M0oKa3aTe M.

API name (INN) / Haumenopanue ADPC
(MHH):

Nimesulide / Humecynun

API manufacturer batch number / NMS/13121242
Homep cepnn npouspoaurenas APC:

FP Manufacturer API Batch number /

Homep cepur cybcTaHIMH TPOH3BOAHTEIA FERA00269
rJ®:
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanue: [Tpoaykt coorBeTcTBYET Tpebopanusam HJI 3akawuenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroeneno: Santosh Kum: [Iposepeno:Paywan Kumar Onobpeno: Menemxep / Pykoroaurens
Maurya 7 Manoj Kumar

—— Al
Reprint Date / Reprint Date // Reprint Date /
Hara: 24.07.2024 Hara: 24.07.2024 Jara: 24.07.2024

Registered Clfice: 2-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 45G0 2900, Fax: +91 40 4900 2995, Ernail: maii@drreddys.com
CIN: L85195AP1984PLCOD4507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

D R ’ ‘... Formulation Unit-6
e Vill. Khol, Nalagarh Road, Baddi,
r. eddy S e Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +31 93366 56001-02
CEPTHO®HUKAT AHAJIM3A www.arreadys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
IIpoaykr: Haii3® AxTuBrens (HUMeCy i) refib MUl HapyxHOro npumeHnenus, 1 %, 100 r

Market / PriHok : Russia / Poccust

Batch No. / . V240501 Batch Quantity / . 11840.00 units /

Cepus Ne ) Pazmep cepuu * 11840.00eaunnIy
Analytical Repovrt No./ . 040002602048 Date of Analysis / . 24/07/2024
AHaJTHTHYECKHRI oT4eT Ne Jdara ananauza

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

JaTta npou3BoacTBa TI'onen xo

Mfg. License No. /

IIpouseoacTeeHHas : MNNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI™-RU)
nuuensus Ne

Analysis performed according ND / Ananns nposenen mo HJI: JII-Ne(001336)-(PT'-RU)-251022
Page Sof 5/Ctp. 5u3 5

API Manufactured by & country / Aarti Drugs Ltd., India /

IIpoussoanrtenr APC, crpana: Aaptu [parc JIta., Muaus

zzl:j}:c(:g:;’;s’ :i;l:l/]g;i?g;l s?tI: fgeleaszii te/ Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
£ Solan (HP) 173205, India (License No MNB/05/263) /

HaumeHoBaHHe, aipec H HOMep JHHEH3HH
JIOMIAAKH, OCYIIECTBISIOI e
M POU3BOACTBO/KOHTPOJIb KAYeCTBA/BBINMYCK

J-p Pennu’c Jlaboparopuc Jlta., Unaus, ITpoussoacTeeHHOE

noapaznenenue-6, Bunnami Kxons, Hanarapx Poyn, Bannuy,

LJI® / Conan ductpukr, X.I1. 173205, Uaaus (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
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 testing records are verified and their
compliance with Good Manufacturing Practice of the Eurasian Economic Union is established».

3aka04YeHHe 0 COOTBeTCTBUH: «HacTosIIM s1 IOATBEPIK/IAI0, UTO MPUBEACHHAS BBIIE HHPOPMAIHS SIBIICTCSA
JIOCTOBEPHOH M TOUHOH. DTa cepHs MPOAYKIMH IIPOM3BEACHA (BKIIOYAs YIIAKOBKY (MapKHPOBKY) M KOHTPOJIb
Ka4ecTBa) Ha BBINICYKa3aHHOW IPOW3BOACTBEHHOM IIomaake (IUIONIagKkax) B IOJHOM COOTBETCTBHH C
TpeboBanusMu [IpaBun Hamexamedt TpoU3BOJICTBEHHON MpakTHKK EBpazuitckoro skoHOMUYecKoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 ceutsibps 2022) u TpeOOBaHUIMH KOHTPOJS KadecTBa JIEKAPCTBEHHBIX
CPEIICTB, a TAKXKE B COOTBETCTBHHU CO CHEIM(PHUKAIMIMHU, COACPKAITAMHCS B PETUCTPAIIMOHHOM JIOCHE CTPAHBI-
uMIopTepa. 3allcy 10 NPOU3BOACTBY, YIIAKOBKE WM aHANM3Y IPOBEPEHBI, H YCTAHOBJICHO HMX COOTBETCTBHE
TpeboBanmaM [IpaBui HaIeKaIme# MPOU3BOACTBEHHOM MPaKTHKH EBpasHiicKOTO SKOHOMIYECKOTO COI03a.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanue: ITponykt coorBeTcTBYET TpeboBaHuam HJ{ 3axkmoyenne: OJIOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Tonroroeneno: Santosh Kumar IIpoeepeno:Pawan Kumar Opnobpeno: Menemxep / PykoBogures
Maurya < ﬁ Manoj Kumar
Reprint Date / Reprint Date // Reprint Date /
Jara: 24.07.2024 Jlara: 24.07.2024 Jara: 24.07.2024

RERISIETed UIICE: B-2-337, Road MN0. 3, Banjara Hills, Ryderabad - 500034, Telangana, Indi

Tel: +91 43 4960 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984P1.C004507
wwyv.drreddys.com



