Dr. Reddy's Labcratories Ltd
Formulation Unit-6

@ o
Dr. Reddy,s ‘.... Vill. Khol, Malagarh Road, Bacldi,

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

CERTIFICATE OF ANALYSIS el SIS SIS DB 0UTZ00
CEPTHUDUKAT AHAJIM3A wawiinsdrreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
| Mpoayxr: Haiis® Axruprens (HUIMeCynuz) reiib JUIsl HApYXKHOrO NpuMeHeHus, 1 %, 100 r

Market / Prinok : Russia / Poccus

Batch No. / . V240855 Batch Quantity / . 11881.00 units /

Cepus Ne ’ Pazmep cepuu * 11881.00equBML
Analytical Repourt No. / . 040002752354 Date of Analysis / . 10.12.2024
AHanuTvueckuii oTyer Ne JlaTa aHa/iu3a

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026

JlaTa nponw3BoaCTBa TI'ogeHn g0

Mfg. License No. /

IIpou3BoacTBeHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI™-RU)
JIHueH3us Ne

Analysis performed according ND / Auanu3 nposeaen no HJI: JITI-Ne(001336)-(PI'-RU)-251022

Pagel of 5/Crp. 1u3 5

i.f ] Test / IlokazaTesn Result / PezyabTar Specification / Hopma
1. Description / Onncanne Homogeneous, transparent, pale- | Homogeneous, transparent, colorless to
yellow gel with characteristic odor / | pale-yellow gel with characteristic odor /
OnHopoaHbld mpo3payHeld renas | OMHOPOAHBIM MpPO3padHbI  reib  OT
OneqHO-KenToro LiBeTa ¢ | GecLIBETHOTO 10 OJIEAHO-XKENTOTO LIBETA
XapakTepHBIM 3aNaXOM C XapaKTepHbIM 3arlaxoM
2. Identification / UnenTudukamnus
a) HPLC / BOXX Complies as prescribed / | The retention time of the main peak in
CooTBeTCTBYET TPEOOBAHUAM 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 ynepxuBaHus
OCHOBHOTO MHKa Ha XpoMaTorpamme
HCTIBITYEMOTO pacTtBOpa JIOJDKHO
COOTBETCTBOBATH BpEMeHH
yAep>KMBaHHS OCHOBHOTO IMKa Ha
XpOMaTorpaMme pacTBopa
CTaHJaapTHOro ofpasia HUMeCyIuiaa
(paznen «KoynyecTBeHHOE
ornpeJieNieHUe»)
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Hpumeuanue: [IpogykT cooTBeTcTBYET TpeboaHusIM HJ{ 3axiarouenue: OJIOBPEHO
Prepared by / Checked by / ‘ Approved by: Manager/Executive /
IToaroroerneno: Ramakant ‘\ [Mpoeepeno: Santosh Kumar Onobpeno: Menepxep / PykosoauTesns
ﬁk&\: ' Maurya AN | Amit Kumar K,, SO e
Reprint Date / T Reprint Date / o Reprint Date / ¥
Hara: 10.12.2024 Hara: 10.12.2024 Hara: 10.12.2024
Registerad Office: 8-2-337, Road No. 3, Banjara Hills. Hyderabad - 500034, Teiangana, India
Tols +91 40 4900 2900, Fax: 491 40 4200 2999, Email: mail direddys.com

CIN: L85195AP1984PLCOOA507
wwwdrieddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Lid

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Mponykr: Hail3® Axktusresis (HAMeCYHI) reflb AJ1s HapyxHOTro npuMenenus, 1 %, 100 r

Market / Pbinok

: Russia / Poccus

Batch No. / . V240855 Batch Quantity / . 11881.00 units /

Cepusa Ne i Pasmep cepun * 11881.00eauHuLL
Analytical Repourt No./ . 040002752354 Date of Analysis / . 10.12.2024
AHaJuTHYEecKMI 0TUeT Ne JaTa aHasm3a

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026

JaTa npon3BOACTBA I'open oo

Mfg. License No. /

INpousBoacTeeHHast : MNB/05/263 MA number: / Homep PY : JIIT-Ne(001336)-(PT-RU)
JuneH3nsa Ne

Analysis performed according ND / Ananus nposegex nmo HJT: JITI-Ne(001336)-(PT-RU)-251022

Page2 of 5/Ctp. 213 5

b) UV spectrophotometry /
V®-cnekrpodoro meTpus

Complies as prescribed /
CooTBeTcTBYET TpEOOBAHUAM

UV absorption spectrum of the test
solution should have absorption
maximum at 3975 nm / Y®-cnextp
TMOTJIOUWIEHHS HCIBITYEMOTO  PacTBOpa
JIOJDKEH UMETh MAKCHMYM IOTJIOLICHUS
npn 3975 um

3. | Weight of package contents / 102g/102r ! According to Rus. Ph. / B cooTreTcTBUH
Macca coaepRUMOro ¢ Tpebopanusmu ['® PO
YHAKOBKH

4. | pH 3.28 2.5t04.5/012,5 104,5

5. | Viscosity / Baskocts

976.5 centipoise /
976.5 canrumnyas

400 to 1,200 centipoise /
Ot 400 mo 1200 cantumyas

6. | Impurities / IIpumecn

i. | Impurity C/
Ipumecs C
ii. | Impurity D/
Ipumecey D

Any other impurity /
JIrobas npyras npuMech

iii.

Not detected / He oOHapyxeHa

Below LOD (LOD = 0.02 %) /
Hwxke npenena obnapyxenus (110
=0.02 %)

Below LOQ (LOQ =0.03 %) /
Huxe nmpenena KONUUECTBEHHOIO
onpenenenus (ITKO = 0.03 %)

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/
IIpumeuanue: [ponykT cooTBeTcTBYET Tpebobanmsam HJI

Conclusion : APPROVED /
Zakiawuenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

Iloarorosineno: Rama ITporepeno: Santosh Kumar Onobpeno: Menemxep / EL"\amBonHTenb
l\X th& Maurya 2| Amit Kumar Nt =

Reprint Date / Reprint Date / Reprint Date /

Jata: 10.12.2024 Jara: 10.12.2024 Jara: 10.12.2024

Repistzred Qffice
81 4l J 2800, Fa

2-3237, Road Mo, 3, Banjara Rills
TO "(J Py

wedrre Idf LLom

3, Telanesna, Indi

crodd@dreddys,com




Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS

Lid

CEPTUP®UKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
MpoayxT: Hait3® AkruBrens (HUMeCyIu) renb A/ HAPYXKHOTO npumeHenss, 1 %, 100 r

Market / PriHok : Russia / Poccust

Batch No. / . V240855 Batch Quantity / _ 11881.00 units /

Cepns Ne ) Pasmep cepun " 11881.00exiHuL
Analytical Repovrt No./ . 040002752354 Date of Analysis / . 10.12.2024
AHajuTH4eckmii oTuer Ne JlaTa anau3a

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026

JdaTta npousBoacTea I'open no

Mifg. License No. /

I1pousBoacTBeHHAsR : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JINLeH3us1 Ne

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

Page 3 of 5/ Crp. 3u3 5

1v. | Total impurities / . Not more than 1.50 % /
Cymma npumeceit 00 He 6onee 1,50 %
7. | Microbial purity* / MukpoounoJsiornyeckasi YHcTOTa*
i. | Total Aerobic Microbial Count NA Not more than 100 CFU/g/
/ O61ee yrcno aspodHbIX He 6onee 100 KOE/r
MMKpPOOPraHU3MOB
ii. | Total Combined Yeast and NA Not more  than 10 CFU/g
mould count / Ob1ee uncio He 6onee 10 KOE/r
JPOJMOKEBBIX U TUIECHEBBIX
rpudoB
iii. | Pseudomonas aeruginosa NA Should absentin 1 g/
OrcytcTtBre B 1 T
iv. | Staphylococcus aureus NA Should absent in 1 g/
OtcyrcTBHE Bl T
8. | Assay/ KonnuecTBeHHOe onpexeeHHe
Nimesulide / 9.94 mg/9.94 mr 9.0 mg to 11.0 mg of C13H12N2OsS
Humecymnun (99.4 %) (nimesulide) (90.0% to 110.0% of label

claim)in 1 gof gel /

Ot 9,0 mr g0 11,0 mr Ci3Hi2N2OsS
(aumecynun) (ot 90,0 % no 110,0 % ot
HOMMHAJILHOTO cofiepxanrs) B 1 r rens

Remarks : The Product conforms to ND/

ITpumeuanne: IIpoayKT COOTBETCTBYET TpeboBanusM HJT

Conclusion : APPROVED /
3akarwuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

Iloarorosneno: Ramaﬁn Tlpoeepeno: Santosh Kumam OnobGpeno: Menexkep / Pykosoautens
M Maurya Amit Kumar [\ ..~

Reprint Date / ¥\ Reprint Date / Reprint Date/ ||

Hara: 10.12.2024 Hara: 10.12.2024 Hara: 10.12.2024

Regiztered Qffic

Tl =00 A0 4900 2900, Fax: +91 41

COx

wawnwdireddys,com

37, Read Me. 2, Banjorn Hillz, Hyderabad - 500034, Telangana, India

Ermall: matl@drreddys.com
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Dr. Reddy's Lahorateries itd
Formuiation Unic-o

hol, Malagar Road, Badd,
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CERTIFICATE OF ANALYSIS -1 rtii a5165 .‘3;6(,}()17‘()2

CEPTU®UKAT AHAJIU3A LErrendys.con

Dr.Reddy’s Q_':‘

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Ipoaykr: Haiiz® AxTuBrenb (HUMECYJIMA) TeNb JULA HAapYKHOTO MpHMeHeHns, 1 %, 100 ¢ L

Market / PbiHok : Russia / Poccus

Batch No. / . V240855 Batch Quantity / . 11881.00 units /

Cepus Ne ) Pa3mep cepuu " 11881.00eauHuL
Analytical Repo“rt No./ . 040002752354 Date of Analysis / . 10.12.2024
AHanuTHYecKHil oTueT Ne JaTa aHaanza

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026

JaTa npou3BoACcTBA T'oaen no

Mfg. License No. /

ITpousBoacTBEHHAS : MNB/05/263 MA number: / Homep PY : JIIT-Ne(001336)-(PI-RU)
JuueH3usa Ne

Analysis performed according ND / Ananu3s npoeegen mo HJI: JITI-Ne(001336)-(PI-RU)-251022

Page4 of 5/ Ctp. 4m3 5

9. |Dimethyl sulfoxide / 100.0 % 90% to 110% of C2HsOS (dimethyl
JumeTniacyabpokcn sulfoxide) of label claim /
Ot 90 % o 110 % C,HsOS

(nuMeTuncynbokcua) oT
HOMMHAJTBHOTO COJIepyKaHHA

10. |[Package/ YnakoBka 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 TyOy u3
JIAMHHMPOBAHHOTO ATIOMHHMSA, CHa0XEHHYI0O MeMOpaHOH [Uld KOHTPOJIS
nepBoro BCKpbITHA. Kaxkayio Ty0y BMecTe ¢ HHCTPYKLMEH 110 MEAMIIUHCKOMY
NPUMEHEHUIO TIOMEIIAIOT B N1a4Ky 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.

*TlokazaTesib MOXET OTCYTCTBOBATH B cepTHHKaTe aHAIN3A Npou3BoanTens. Ilpoussoaurenn
rapanTHpyeT Ka4ecTBO Mpenapara 1o 3THM NOKa3aTe/IsIM.

API name (INN) / Haumenosanue ADC

(MHH): Nimesulide / Humecynun

API manufacturer batch number / NMS/14100690
Homep cepun npouspoanteas ADC:

FP Manufacturer API Batch number /

Homep cepun cyOCTaHIHH TPOH3BOAHTE/IS FERA00616
TJId:
API Manufactured by & country / Aarti Drugs Ltd., India /
IIponssoanTtens APC, crpana: Aaptu Hparc Jitn., Uuaus
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
I pumeuanue: [Ipoaykr coorBercTByeT Tpebosanusm HJI Jakmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Iloaroroenexo: R’imaa Iposepeno: Santosh Kumiz\ Onobpeno: Menemxep / Pykosoautens

1.&‘0@/ Maurya 4 | Amit Kumar [N /
Reprint Date / Reprint Date / Reprint Date/  V
JHara: 10.12.2024 IIaTa' 10.12.2024 Jara: 10.12.2024

Registered Offica: Road o, 3, F'mpr Hills, Hyderahad - 500034, Telangana, Indin

Tel: +9°1 40 490K , H), Fa 100 2699 Ermll mathddrras Jufrﬂm

Wy, drreddys,com



Dr. Reddy's Labcrateries Ltd
Formulation Unit-6

@e
Dr. Reddy,s ‘.... Vill. Khol, Nalagarh Road, Bacigi,

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

+491 981606 56001-02

CERTIFICATE OF ANALYSIS EedE s R
CEPTUDUKAT AHAJIM3A ww. drreddys.con

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Ipoaykr: Hait3® AkTHBresb (HUIMECYTH) renb AJisk HAPYXKHOTo npumeHenus, 1 %, 100 r

Market / PriHok : Russia / Poccus

Batch No. / . V240855 Batch Quantity / . 11881.00 units /

Cepus Ne ) Pasmep cepuu * 11881.00cmnui
Analytical RepOj‘t No./ . 040002752354 Date of Analysis / . 10.12.2024
AHaJIMTHYECKHIi oTUeT Ne Jara anaamsza

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026

JlaTa npon3BoAcTBa Tonen no

Mifg. License No. /

[IpouseoacTBEHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI™-RU)
Junensus Ne

Analysis performed according ND / Ananuz nposenen mo HA: JITI-Ne(001336)-(PT"-RU)-251022
Page 50f5/Ctp. 5u3 5

Name, addr.ess, a.uthorlzatlon NO for FP. Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddji, Distt.
manufacturing site / Control site / Release site / Solan (HIP) 173205, India (License No MNB/05/263) /
fll;:“l\::;lzﬁa:::e, aellcl;i;:l:‘m:;l) — J-p Penawn’c Jlaboparopuc Jita., Uuaus, HpouseoacTeentoe
» ocy - noapasaenenue-6, Bunnamwk Kxons, Hanarapx Poyn, bannu,
POHS B0 CRRU/ KON ONIE. K eCHa/B Iy Cic Conan Tuctpukt, X.IT. 173205, Unaus (JIlnuensus Ne
_ i 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/I09eHHe 0 cO0TBeTcTBHH: «HacTosmuM s MOATBEPKAAI0, YTO MPUBEICHHAS BBIIIC HHOOPMAIIHS SBIIIETCA
JIOCTOBEPHOM M TOYHOM. DTa cepHs MPOLYKLHM [IPOU3BEACHA (BKIIOYAs YIAaKOBKY (MapKMPOBKY) M KOHTPOJb
Ka4yecTBa) HA BHINIEYKAa3aHHOM MPOM3BOJCTBEHHOM IUIOMAaAKe (IUIOMIaAKax) B IIOJHOM COOTBETCTBHU C
TpeboBanuamu IIpaBun Hayiexamei npou3BOACTBEHHOM MPaKTHKH EBpasuitckoro 5KOHOMHYECKOTo coto3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsops 2022) u TpeOoBaHHAMH KOHTPOJA KayeCTBa JIEKapCTBCHHBIX
CPEJICTB, a TAK)XE B COOTBETCTBHH CO CELUPUKAIUIMHI, COAEPXKAIIMMHMCS B PETHCTPAMOHHOM H0CHE CTPAHBI-
UMIIOpTEpA. 3alKMCH MO MPOMU3BOACTBY, YIAKOBKE M aHAIM3y NMPOBEPEHBI, H YCTAHOBICHO HX COOTBETCTBHE
TpeGoBanuamM IIpaBun HauIexKared Tpou3BOICTBEHHON NPAaKTHKH EBpasHiiCKOro 5JKOHOMHUYECKOTO COI03a».

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanne: [Iponykt coorBeTcTBYeT Tpebopanusam HJI 3axmouenne: OTOBPEHO
Prepared by / Checked by / _ Approved by: Manager/Executive /
IToarorosneno: Ramgkant k [pogepeno: Santosh Kuma Onobpeno: MeHe:{ep / PykosoauTenb

a i WM Maurya (;_Z’iﬂ_ Amit Kumar | S>>
Reprint Date / e — Reprint Date / Reprint Date/ !
Jara: 10.12.2024 Jara: 10.12.2024 Jara: 10.12.2024

negistered Office: £-2-337, Road Mo, 3, Banjara Hills, Hyderabad - 500034, Tefangana, In
Jel: 481 40 4500 2900, Fax, #9140 4900 2992, Enaitomal@dieddys.con

CIN: L35195AF1834PLCO0A507
wyw drieddys.com



