Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

Vili. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, {ND|A
Tel : 491 98166 56001-02

CEPTUOPUKAT AHAJIM3

www.drreddys.com

A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Ipoaykr: Hai3® AxTusresb (HuMecyua) Teb AN HapyXHOro npuMeHenus, 1 %, 100 r

Market / PeiHOK : Russia / Poccus

Batch No. / . V240500 Batch Quantity / . 11812.00 units /

Cepusi No ) Paszmep cepuu © 11812.00earnun
Analytical Report No. / . 040002601965 Date of Analysis / . 24/07/2024
AHaluTHYecKHuii oTyer Ne Jara ananusa

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

JaTa npou3soacTea I'oaen g0

Mfg. License No. /

IIpousBoacrBeHHan : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI™-RU)
JuueH3ust Ne

Analysis performed according ND / Ananus nposeaen no HA: JIIT-Ne(001336)-(PT'-RU)-251022

Page 1 of 5/Crp. 1 m35

yellow gel with characteristic odor

/ OIHOPOAHBIH NPO3paYHBIN rellb
671eAHO-KENTOrO LBETA C
XapaKTepHbIM 3aMaxoM

No

/ Test / IlokazaTenn Result / PesyabTat Specification / Hopma

Ne

1. | Description / Onucanune Homogeneous, transparent, pale- Homogeneous, transparent, colorless to

pale-yellow gel with characteristic odor /
OnHOpPOJHBIM NpO3pauHbli  Tenb  OT
0ecBETHOrO 0 OJIEAHO-)KENTOr0 LBETA
€ XapakTepHbIM 3a11aX0M

Identification / UnenTuguxanns

"2y HPLC / BDXKX

Complies as prescribed
CooTBEeTCTBYET 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 ymeps>kuaHus

OCHOBHOI'O IIHKa Ha XpomMmaTtorpamme

HCIIBITYEMOTO pacTBopa JIOJIKHO
COOTBETCTBOBATH BpEMEHH
yACpP)KUBAHUS OCHOBHOIO IIHKa Ha
XpomarorpamMmme pacTBopa
CTaHzapTHoro obpasua HHUMecCyIuia
(paznen «KonuuecTBeHHOE
onpe/eNieHHue»)

Remarks : The Product conforms to ND/
Ipumeyanue: [poaykr coorBercTByeT TpedboBanusm HJI

Conclusion : APPROVED /
3akmawuenue: OJIOBPEHO

Prepared by /
[MoaroTorneHo: Santosh Kuma@

Maurya 1L -
L

Checked by /
[Iposepeno:Pawan Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBogurens
Manoj Kumar Al

Reprint Date /
Harta: 24.07.2024

Reprint Date /
Jara: 24.07.2024

Reprint Date /
Jara: 24.07.2024

Registerad Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 4G 4960 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCCO4507

wwv.drreddys.com
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CEPTUO®PUKAT AHAJIN3A
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Vill. Khol, Nalagarh Road, Baddi,
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Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
IMpoaykr: Haii3® AkTuBrens (HUMeCyIHA) refb 1 HapyxHoro npuMeHenus, 1 %, 100 r

Market / PplHOK : Russia / Poccus

Batch No. / . V240500 Batch Quantity / . 11812.00 units /

Cepus No ) Pasmep cepuu © 11812.00eaunun
Analytical Report No./ . . 040002601965 Date of Analysis / . 24/07/2024
AHATUTHYECKHH OTYET Ne JiaTa aHanau3a

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

Jarta npou3BoacTBa T'ogen ao

Mfg. License No. /

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

Analysis performed according ND / Anasiu3 nposeaes no H/: JIII-Ne(001336)-(PT-RU)-251022

Page2 of 5/ Crp. 2 u3 5

b) UV spectrophotometry / Y-
CreKTpoGoTo METPUS

Complies as prescribed
CooTtBeTcTBYET TpeOOBaHUAM

UV absorption spectrum of the test
solution  should have absorption
maximum at 39745 nm / Y®-cnektp
HOJIOIEHHUS HCIIBITYEMOTO  pactTBOpa
JOJDKEH UMETh MAaKCUMYM IOTJIOIEHHS
npu 39745 um

3. | Weight of package contents / 101 g/101r According to Rus. Ph. / B cooTBeTcTBHH
Macca coaepKHMOro ¢ TpeboBanusmu [ @ PO
YIAKOBKH

4. | pH 3.29 2.5t04.5/012,5004,5

5. | Viscosity / BazkocTs

968.5 centipoise /
968.5 canTunyas

400 to 1,200 centipoise /
Ot 400 no 1200 ca"THnyas

6. | Impurities / IIpumecn

v. | CymMa npumMecen

i. | Impurity C/ Not detected / He 0GHapyxeHa Not more than 0.50 % /
ITpumecs C He 6onee 0,50 %

ii | Impurity D/ Not detected / He oGnapyxeHa Not more than 0.50 % /
ITpumecs D He 6onee 0,50 %

ii | Any other impurity / 0.04% Not more than 0.50 % /

i. | Jlro6as apyras npumecs e He 6onee 0,50 %

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

He 6onee 1,50 %

Remarks : The Product conforms to ND/
Ilpumeuanue: [TpoaykT cooTBeTCTBYET TpeboBaHUsIM HJL

Conclusion : APPROVED /
3akmouenne: OIOBPEHO

Prepared by /
IToarorosneno: Santosh Kuma
Maurya @

———

Checked by /
[Ipoeepeno:Pawan Kumar

i

Approved by: Manager/Executive /
Ono6peHo: Menemxep / Pykosoaurens
Manoj Kumar

Reprint Date /
Hara: 24.07.2024

Reprint Date / '
Jara: 24.07.2024

Reprint Date /
JlaTa: 24.07.2024

Registered Ciice: 8-2-337, Road No. 3, Banjara Hills, hyderabad - 500034, Talangana, India

Tel: +91 4G 4960 2900, Fax: +91 40 4900 2995, Email: maii@drreddys.com
CIN: L85195AP1984PLC0O04507

wwywr.drreddys.com




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

DI’. Reddy’s ‘0:.. Vill. Khol, Nalagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTH®UKAT AHAJIA3A www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Ipoaykr: Haiis® Axtuprenb (HUMecyiua) reab AJ1 HapyKHOTO npuMeHeHus, 1 %, 100 r

Market / PoiHOK : Russia / Poccus

Batch No. / . V240500 Batch Quantity / . 11812.00 units /

Cepust Ne ) Pasmep cepun * 11812.00eaunuiy
Analytical Repo:‘t No./ . 040002601965 Date of Analysis / . 24/07/2024
AHaguTHuecKHil sTIeT Ne Jara anaausa

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

JlaTa npou3BoJaCTBA Iogen go

Mfg. License No. /

I[IponsBoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JnueH3ust Ne

Analysis performed according ND / Auanus nposeaen no HJT: JITI-Ne(001336)-(PT-RU)-251022

Page3 of 5/ Crp.3u35

7. | Microbial purity* / Mukpodunonoruueckas YHcTOTa*

i. | Total Aerobic Microbial Count / NA Not more than 100 CFU/g/
Ob6uiee ynco a3poOHBIX MUKPO- He 6onee 100 KOE/r
OpraHU3MOB

ii | Total Combined Yeast and NA Not  more  than 10 CFU/g /
mould count / Ofmiee umcio He 6onee 10 KOE/r
JPOMOKEBBIX M IIECHEBBIX
rpuboB

ii | Pseudomonas aeruginosa NA Should absentin 1 g/

i OtcyrctBue B 1 1

i | Staphylococcus aureus NA Should absentin 1 g/

V. OrcyretBHe B 1 T

Assay / KonuyecTBeHHOe onpeeieHHe

Nimesulide / 9.97 mg/9.97 mr 9.0 mg to 11.0 mg of Ci13H12N>OsS
Humecymun (99.7 %) (nimesulide) (90.0% to 110.0% of label
claim)in 1 gof gel /

Ot 9,0 MI’ 10 11,0 MI C13H12N;>_Oss
(aumecymun) (ot 90,0 % no 110,0 % ot
HOMMHAJIBHOTO coJiep>kaHus) B 1 T rens

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: [IpogykT coorBeTcTBYET TpeboBanusam HJI 3akarouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[oarorornexo: Santosh Kumar [TposepeHo:Pawan Kumar Onobpeno: Menemxep / PykoBoautens
Maurya %_1 l—?\ Manoj Kumar 3
Reprint Date / Reprint Date / Reprint Date /
Hata: 24.07.2024 Mara: 24.07.2024 Jara: 24.07.2024

Registerad Office: 8-2Z-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 49C0 2900, Fax: +91 40 4900 2995, Ernail: maii@drreddys.com
CIN: L85195AP1984PLCOJ4507
wwyv.drreddys.com




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

[T
Dr. Reddy,s ‘.... Vill. Khol, Nalagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS Tel: +91 98166 56001-02
CEPTU®HUKAT AHAJIU3A www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Ipoayxt: Hait3® AxTHBrens (HMMecynua) refb AJlS HAPYKHOTO npuMeHenus, 1 %, 100 r
Market / Peinok : Russia / Poccus
Batch No. / . V240500 Batch Quantity / . 11812.00 units /
Cepusn Ne ) Pasmep cepun * 11812.00e11HuL
Analytical Report No./ __ . 040002601965 Date of Analysis / . 24/07/2024
AHATUTHYECKHHA 0TYeT Ne Jara anaausa
Date of Manufacture / . 07/2024 Date of Expiry / . 06/2026
JlaTa npon3BoacTBa I'open no
Mifg. License No. /
IlpousBoacTBeHHAs : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JuueH3us Ne

Analysis performed according ND / Ananaus nposenen o HJI: JIII-Ne(001336)-(PT-RU)-251022
Page 4 of 5/ Crp. 4u3 5
9. | Dimethyl sulfoxide / 100.4 % 90% to 110% of C;HsOS (dimethyl
JuMeTHIICYIb(OKCHA sulfoxide) of label claim /
Ot 90 % o 110 % C,HeOS

(mumeTHncynbGOKCHI) OT
HOMHHAJIBHOTO COZIePKaHHUs

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 Ty0y u3
JIAMUHUPOBAHHOTO AIIOMHHHS, CHAOXXEHHYIO MeMOpaHOW /Uit KOHTpPOJA
nepeoro BCkpbiTUsi. Kaxayro TyOy BMecTe ¢ HHCTPYKLMEH [0 MEAHIIHHCKOMY
NPHUMEHEHHUIO TIOMEIIAIOT B MAYKy KAPTOHHYIO.

ju—y
)01

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

*TIokazaTeab MOKET OTCYTCTBOBATH B cepTH(HKATEe aHAIH3A npou3BoguTes. IIpou3BoaHTEIbL
rapasTHpyeT Ka4ecTBO NPenaparTa mo 3THM IOKa3aTeJsiM.

API name (INN) / HaumenoBanue AD®C . .

Nimesulide / Humecynu
(MHH): ynan
API manufacturer batch number / NMS/13121242
Howmep cepun npoussoautenss APC:
FP Manufacturer API Batch number /
Homep cepuH cy0cTaHIHH NPOH3BOAHTEISA FERA00269
JId:
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpnmeuanne: [Ipoaykr coorrercTByeT TpeboBanusm HJ{ 3axmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
INoarotoeneno: Santosh Kumar [Tposepeno:Pawan Kumar Onobpeno: Menemkep / PykoBoauTenb
Maurya @ 57 Manoj Kumar ¢
Reprint Date / Reprint Date // Reprint Date /
Hara: 24.07.2024 Jlata: 24.07.2024 Jlata: 24.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangans, India
Tel: +91 40 49G0 2900, Fax: +51 40 4900 2998, Erail: maii@drreddys.com
CIN: L85195AP1984PLC0O04507
wwyv.drreddys.com



Dr. Reddy's Laboratories Ltd.

, '... Formulation Unit-6
® Vill. Khol, Nalagarh Road, Baddi,
Dr. Reddy S e Distt. Solan, H.P,, 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

www.drreddys.com

CEPTU®UKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Hpoaykr: Haiis® Akruresb (HUIMECYIHI) reib 171 HapYXKHOro nMpuMeHenus, 1 %, 100 r

Market / Pbinok : Russia / Poccus

Batch No. / . V240500 Batch Quantity / . 11812.00 units /

Cepus Ne ) Pa3mep cepuu © 11812.00equHuL

Analytical Rep0~rt No. / _' . 040002601965 Date of Analysis / . 24/07/2024

AHAJIUTHYECKHI OTHeT Ne Jdara ananusa B
Date of Manufacture / . 07/2024 Date of Expiry / . 06/2026

Jara npou3BoacTsa Toxen no

Mfg. License No. /

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

Junensus Ne

Analysis performed according ND / Auanu3s nposenen mo HJ: JIIT-Ne(001336)-(PI'-RU)-251022
Page Sof 5/Crp. 5u3 5

API Manufacturcd by & country / Aarti Drugs Ltd., India /
Hpoussoanrens APC, crpana: Aaptu lparc JIta., Maaus

Name, addrfess, a.uthorlzatlon 1.% for FP. Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
manufacturing site / Control site / Release site / Solan (HP) 173205, India (License No MNB/05/263) /
E;:g;:ziazzeﬁlﬁgi;:::zxgp JHHCHHH J-p Pennu’c Jlaboparopuc JIta., Unaus, Ilponssoacteentoe

» 0¢y nofpasaenenne-6, Biwinamk Kxonb, Hanarapx Poyn, bagan,
NPOU3BOACTBO/KOHTPOJIb Ka4ecTBa/BhINMYCK Conan Jincrpukr, X.IT. 173205, Hrans (Tauersns Ne
TP/ 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».

ZaK/II0YeHHE 0 COOTBETCTBHH: «HacTOSIMM s IOATBEPK/IAIO0, YTO MTPUBEACHHAS BBIIIEC HHPOPMaAHS SBIISETCA
JIOCTOBEPHOM M TOYHOM. DTa cephs MPOAYKIMH IIPOU3BEJeHa (BKIIOYAs YNaKOBKY (MapKHPOBKY) H KOHTpPOIb
KauecTBa) Ha BHINIEYKA3aHHON MPOM3BOACTBEHHOM IuTomanke (IIOIaaKaXx) B IOJHOM COOTBETCTBHH C
TpeboBanuavMu [IpaBui Hajuiexkaliel NPOU3BOACTBEHHON NIpakTHKK EBpasuiickoro skoHOMHYECKOro coroza (Ne
GMP/EAEU/RU/00554-2022 ot 02 ceHTsabps 2022) u TpeOGOBaHUAMM KOHTPOJI KauecTBa JIEKAPCTBEHHBIX
CPEIICTB, & TAKXKE B COOTBETCTBHHU CO CIENH(PUKAIMUAMHU, COAECPKAIMUMHCSI B PETUCTPAHOHHOM JIOChE CTPaHbI-
UMIIOpTEpa. 3alucCh IO NPOU3BOJCTBY, YIAKOBKE U aHAIM3y IIPOBEPEHBI, M YCTAaHOBJICHO HX COOTBETCTBUE
tpeboBanusam [IpaBi HamIeKaleil MpPOU3BOICTBCHHON IPaKTUKA EBpasuiicKOro SKOHOMUYECKOTO COFO3a.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Hpumeuanmne: [Ipoaykt coorseTcTBYeT TpeboBanusm HJI 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
ITonroropneno: Santosh Kumar [Tpoeepeno:Pawan Kumar Onob6peno: Menemxep / PykoBoauTenn
Maurya @_’ {iz Manoj Kumar ‘; ; g
Reprint Date / Reprint Date / ' Reprint Date /
Jara: 24.07.2024 Jara: 24.07.2024 JHata: 24.07.2024

Regisiered OITICE: 8-2-337, Road Mo. 3, Banjara Hills, Ryderabad - 500034, Telangana, India

Tel: +91 40 4960 2900, Fax: +91 40 4900 2995, Ernail: maii@drreddys.com
CIN: L85195AP1984PLCOD4507
www.drreddys.com



