Dr.Reddy’s ‘.’:’.

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

Dr. Reddy's L.abo

ratories Ltd.

Formuiation Unit-6

Vill. Khol, Nalagarh Road, Badd,
Cistt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Hpoaykr: Haiis® Axrusrenb (HUIMECYHA) refb JUIS HApYXHOTO npuMeHenus, 1 %, 100 r

Market / Phinok : Russia / Poccus

Batch No. / . V240679 Batch Quantity / . 11826.00 units /

Cepus Ne ) Pa3mep cepun * 11826.00e qunHun
Analytical Repourt No. / . 040002670954 Date of Analysis / . 30/09/2024
AHanuTudeckui oTueT Ne Jlata anasm3a

Date of Manufacture / . 09/2024 Date of Expiry / . 08/2026

JaTta npoH3BoaCTBA Toaen no

Mfg. License No. /

IIpou3BoaCTBEHHAS : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JiMuensusi Ne

Analysis performed according ND / Ananu3s nposenen mo HJ/L: JIIT-Ne(001336)-(PT-RU)-251022

Page1 of 5/Crp. 1 u3 5

No /

Ne Test / IlokazaTenan

Result / Pe3yabraTt

Specification / Hopma

1. Description / Onncanne

Homogeneous, transparent,
colorless gel with characteristic
odor / OmHOpOAHBIA NpO3pauHbIi
resjib 6€CIBETHOTO IIBETA C
XapaKTePHBIM 3aMaxoM

Homogeneous, transparent, colorless to
pale-yellow gel with characteristic odor /
OnHOpOAHBIA TPO3padHBI  Trenb  OT
BecLBETHOIO JI0 OJIEMHO-KEJITOrO LIBETa
C XapaKTePHBIM 3aMaxoM

2. Identification / ManeHTHpHKATUSA

a) HPLC / BOXX

Complies as
CooTBeTCTBYET TpeOOBAHUAM

prescribed

/| 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 yaepxkuBaHus
OCHOBHOI'0 MMHKa Ha XpoMaTorpaMmme

HCIIBITYEMOr0  pacTeBopa JIOJDKHO
COOTBETCTBOBATh BpPEMEHH
yIepKHBaHHs OCHOBHOTO TMHMKa Ha
XpoMaTorpaMmme pacTBOpa
cTaHaapTHoro ofpasua HMMeCYJIMIa
(pazmen «KonuvecTBEeHHOE
OTpe/IENeHUE)

Remarks : The Product conforms to ND/

IIpumeuanue: [IpoaykT coorsercTyet Tpebosanusm HJI

Conclusion : APPROVED /
3akmovyenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoarorosieHo: Santosh Kum [Mpoeepeno:Pawan Kumar Onobpeno: Menemwxkep / Pykosoaurens
Maurya &/ Pavan Kumar Sharma -, =
Reprint Date / Reprint Date / Reprint Date /

Jara: 30.09.2024 Jara: 30.09.2024 Jara: 30.09.2024

iz, Hyderabad - 500034, Telangana, India

SAPLESRAS0Y

LOPTEGOYS.CaMm

, Ermails meit@drreddys.com
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[Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
[IMpoxyxr: Hait3® AkTuBrens (HUIMeCYNIHA) resb [/isk HAPYXKHOTO npuUMeHeHus, 1 %, 100 r

Market / PriHok : Russia / Poccus

Batch No. / . V240679 Batch Quantity / . 11826.00 units /

Cepusi Ne ) Pasmep cepuu * 11826.00e qunnn
Analytical Report No./ . 040002670954 Date of Analysis / . 30/09/2024
AHanuTH4ecKHUi oTueT Ne JaTa ananusa

Date of Manufacture / . 09/2024 Date of Expiry / . 08/2026

Jata npoy3BoJcTaa T'ogen no

Mfg. License No. /

ITpou3BoaACTBEHHAS : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
auienzusa Ne

Analysis performed according ND / Ananus npoeenen mo HJI: JITI-Ne(001336)-(PI'-RU)-251022
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b) UV spectrophotometry /
VO-cnexrpodoro meTpus

Complies as prescribed
CoOTBETCTBYET TpeOOBAHUAM

/

UV absorption spectrum of the test
solution should have absorption
maximum at 39745 nm / Y®-cnektp
MOTJIOIIEHHS  UCTIBITYEMOr0  pacTBopa
JIOJDKEH UMETh MAaKCHMYM ITOTJIOLLEHHS
npu 397+5 HM

JIrobas npyrag nmpuMech

iv. | Total impurities /
CyMma npumMecei

0.04%

0.09%

3. | Weight of package contents / 102g/102r According to Rus. Ph. / B cooTseTcTBUM
Macca cogep:KuMOro ¢ tpeboranusmu ['® PO
YIAKOBKH

4. | pH 3.27 2.5t04.5/0t12,5 n04,5

5. | Viscosity / Bazkocts 973.2 centipoise / 400 to 1,200 centipoise /

973.2 caHTuIlya3s Ot 400 no 1200 cantunyas
6. | Impurities / Ilpumecn
i. | Impurity C/ Below LOD (LOD = 0.02 %) / Hixe Not more than 0.50 % /
Ipumecs C npenena obnapyxenns (ITO = 0.02 %) He 6onee 0,50 %

1. Impurlty D/ Below LOD (LOD = 0.02 %) / Hrke Not more than 0.50 % /
[Tpumece D npenena o6uapyxenus (IT10 = 0.02 %) He 6onee 0,50 %

iii. | Any other impurity / Not more than 0.50 % /

He 6onee 0,50 %

Not more than 1.50 % /
He 6onee 1,50 %

Remarks : The Product conforms to ND/
TIpumeuanne: IIpoaykr cootBeTcTBYET TpeboBauunam HJJ

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by /
IMoarorosiaeno: Santosh Kumar

Maurya @Q
.//

Checked by /
IIposepeno:Pawan Kumar

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / Pykosonurens
Pavan Kumar Sharma '

=

Reprint Date /
Jara: 30.09.2024

Reprint Date /
Jara: 30.09.2024

Reprint Date /
Jlara: 30.09.2024

dyriarabad - 500024, Telangana, India

a2ilsmai@drreddys.com
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[Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
HMpoayrr: Haii3® AKTHBreb (HIMECYJIMA) Tellb JUIS HAPY)RHOTO npumenenus, 1%, 100 r

Market / PriHok : Russia / Poccus

Batch No. / . V240679 Batch Quantity / . 11826.00 units /

Cepus Ne ) Pasmep cepuu " 11826.00eaunun
Analytical RepO}‘t No./ . 040002670954 Date of Analysis / . 30/09/2024
AHaqaHuTHYECKHIi oTUeT Ne Jata anannsza

Date of Manufacture / . 09/2024 Date of Expiry / . 08/2026

Jlara npousBojcTBa I'onen no

Mfg. License No. /

IpousBoacTeeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JHueH3ust Ne

Analysis performed according ND / Anannu3s nposegex mo HJI: JIII-Ne(001336)-(PI'-RU)-251022
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7. | Microbial purity* / MukpodunoJsornyeckas 4acrora*®
i | Total Aerobic Microbial Count NA Not more than 100 CFU/g /
/ Obuiee yncno aspobHbIX He 6onee 100 KOE/r
MHKPOOPTaHU3MOB
ii. | Total Combined Yeast and NA Not more  than 10CFU/g /
mould count / Obuiee yncno He 6onee 10 KOE/r
JIPOJOKEBBIX U TUIECHEBBIX
rpuboB
iii. | Pseudomonas aeruginosa NA Should absent in 1 g/
OrcyrcTBUEB 1 T
iv. | Staphylococcus aureus NA Should absentin 1 g/
OrcyrctBUe B 1 T
8. | Assay/KoiudecTBeHHOE opeeIcHUE
Nimesulide / 9.90mg / 9.90 mr 9.0 mg to 11.0 mg of Ci3H12N20s5S
Humecymnun (99.0 %) (nimesulide) (90.0% to 110.0% of label
claim) in 1 g of gel /
Ot 9,0 MI 10 11,0 MI C13H12N205$
(aumecynun) (ot 90,0 % mo 110,0 % ot
HOMHHAJIEHOTO cofiepkaHus) B 1 r rens

Remarks : The Product conforms to ND/
IIpumcuanne: IIpoaykt cooTBeTcTBYeT TpeboBammsam HJ{

Conclusion : APPROVED /
3axiaouenne: OJOBPEHO

Prepared by /
IToarorosneno: Santosh Kumar

Checked by /
IIporepeno:Pawan Kumar

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

Maurya ' g Pavan Kumar Sharma . _
s _ {‘J,_;:—_:.:_
Reprint Date / Reprint Date / Reprint Date /
Hara: 30.09.2024 Hara: 30.09.2024 Hara: 30.09.2024
Registered UTTCE: 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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CEPTUOUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
MpoaykT: Haits® AxTuprens (HUMECYNI) redib [UIsl HAPY)KHOTO npumeHens, 1 %, 100 r

Market / Poinok

: Russia / Poccus

Batch No. / . V240679 Batch Quantity / _ 11826.00 units /

Cepua Ne ) Pasmep cepun © 11826.00exuHKL
Analytical Repo:‘t No. / . 040002670954 Date of Analysis / . 30/09/2024
AHanuTHYECKHIi 0TYeT Ne JlaTta aHasM3a

Date of Manufacture / . 09/2024 Date of Expiry / . 08/2026

JaTa npou3BoacTBa Tonen mo

Mfg. License No. /

IlpousBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JHuen3us Ne

Analysis performed according ND / Ananu3s npogeaen mo HJI: JITI-Ne(001336)-(PT-RU)-251022
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9. | Dimethyl sulfoxide /

JuameTnicyabdoxcua

99.3 % 90% to 110% of C;HsOS (dimethyl
sulfoxide) of label claim /

0190 % no 110 % C,HsOS
(mumeTHACYNIBEGOKCHIT) OT
HOMHHAJILHOTO COJIepIKaHHs

10. | Package / Ynakoska

100 g in a laminated aluminum tube equipped with tamper-evident membrane.
Each tube and a patient information leaflet in a carton. / ITo 100 r B TyGy u3
JIAMHHUPOBAHHOTO AaMIOMMHHS, CHaOXEHHY0 MeMOpaHOHW .1 KOHTpOJs
nepsoro BekpbiThs. Kakayro TyOy BMecTe ¢ HHCTPYKLMEH 1O MEIHULIMHCKOMY
[IPUMEHEHHIO TIOMEILAOT B NMaYKy KaAPTOHHYIO.

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

*[Ioka3aTe/ib MOKET OTCYTCTBOBATH B cepTHHKATE aHAIH3A Npou3BoAnTesa. IIpoussoauTenn
rapaHTHPYET KAa4ecTBO Npenapara 1o 3THM NoKa3aTeIdM.

?PI nél:le (INN) / HaumenoBanue ADC Nimesulide / Hamecymman
API manufacturer batch number / NMS/14080440
Homep cepuu npoussogurens ADC:
FP Manufacturer API Batch number /
Homep cepun cyOCcTAaHIHH NPOH3BOAHTENS FERA00445
(G H
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Hpumeuanne: TpoaykT cootseTcTBYeT Tpebopanuam [1]] Jakmwuenne: OOLIEITIO
Prepared by / Checked by / Approved by: Manager/Executive /
[Monrorosneno: Santosh Kumar IporepeHo:Pawan Kumar Onobpeno: Menemxep / Pykosonurens
Maurya Pavan Kumar Sharma = <, —
4’ = _£_-——"'__"'__-_-

Reprint Date / Reprint Date / Reprint Date /
Jara: 30.09.2024 . ...| Hara: 30.09.2024 _ Jara: 30.09.2024

w3 4G AGsl P00, F G140 4000 2294, Ermall: m:!il-@drl.’edd&;;;:(;ﬁ%
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B Distt. Solan, H.P., 173 205, IND]A
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS . drreddys.com
CEPTH®UKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Hpoaykr: Haiis® Akrusrens (HUMeCYIHI) renb sl Hapy)XHOro npuMenens, 1 %, 100 r

Market / Poinox : Russia / Poccus

Batch No. / . V240679 Batch Quantity / . 11826.00 units /

Cepust Ne ) Pa3mep cepun © 11826.00equHuL
Analytical Repo:‘t No./ . 040002670954 Date of Analysis / . 30/09/2024
AHagurudeckuii oryeT No JlaTa ananu3sa

Date of Manufacture / . 09/2024 Date of Expiry / . 08/2026

JlaTa mpou3BoACTBa T'ogen 1o

Mfg. License No. /

ITponzBoncTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
anueHsust No

Analysis p erformed according ND / Ananus nposeaen no HJI: JIII-Ne(001336)-(PT-RU)-251022
PageS5of5/Crp. 5u3 5

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

Ipoussoaurens APC, crpana: Aaprtu Hparc Jta., Uaaus

e, A, o O B O reacn ite/ | Formulation Unit:6, Vill. Khol, Nalagarh Road, Baddi, Distt
£ Solan (HP) 173205, India (License No MNB/05/263) /

HaumeHoBaHue, aipec H HOMep JHUECH3HH
» AP °p Tt I-p Penau’c Jlaboparopuc JIta., Uuaus, [IponssoacTeennoe
IJIOIIAKH, OCYIIeCTBIISIOICH
nozpasaenenue-6, Bunnamx Kxons, Hanarapx Poyn, bannu,
NPOH3BOACTBO/KOHTPOJIb Ka4ecTBA/BLINYCK
LD / Conan Jductpukr, X.I1. 173205, Unaus (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».

3aK/II04eHHE 0 COOTBeTCTBHH: «HacTosAImM 1 TOATBEPXK/Iat0, YTO TIPUBEICHHAS BB HHGOPMAIHS SBILIETCS
JOCTOBEPHOM M TOYHOH. JTa cepHs NPOXYKINM IPOU3BEJeHA (BKIIOYas YNAaKOBKY (MapKMpOBKY) M KOHTPOJIb
KayecTBa) HAa BBIIIEYKA3aHHOM MPOM3BOACTBEHHOM IUIOManKe (IUIOMIAJKaXx) B IIOJHOM COOTBETCTBHH C
TpeboBanuamu [IpaBui HajUTeKalei TPOH3BOICTBEHHOM IpakTHKH EBpazuiickoro skoHOMHYECKOro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsbps 2022) u TpebGoBaHHSIMHM KOHTPOJIS KayecTBa JIEKaPCTBEHHBIX
CPEJICTB, a TAax)K€ B COOTBETCTBHH CO CIEIU(PUKAIMAMH, COAEPKAMMUMHUCA B PETUCTPAIMOHHOM AOCHE CTPaHBI-
HUMIIOpTEpPA. 3alHCH IO TPOH3BOJACTBY, YHAKOBKE W aHAIM3y IIPOBEPEHBI, M YCTAHOBJIEHO HX COOTBETCTBHE
TpeboBanuaM [IpaBui Ha/UIeXKAaIeH TPOU3BOACTBEHHOHN NTPAKTUKA EBPasHHACKOro 3KOHOMHUYECKOTO COI03ay.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Hpumeuanne: Iponykt coorsercTayeT Tpebosanusam HJ| 3akaouenne: OJNOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarororneHo: Santosh Kumar [Mpoeepeno:Pawan Kumar Ono6peno: Menemxkep / PyroBoanTes
Maurya Cﬁ' Pavan Kumar Sharma A

ury # -FJ";;.:F’___________..:
Reprint Date / Reprint Date / ] Reprint Date /
JHarta: 30.09.2024 Hara: 30.09.2024 » Jara; 30.09.2024
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