Dr.Reddy’s

\

CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJTH3A

Product : Nise Activgel (nimesulide) gel for cxternal use, 1 %, 100 g
TpoaykT: Haii3® AxTHBrens (HHMeCYIHA) reb IS HAPYAHOTO npHMeneHns, 1 %, 100 r

Market / Poinok

: Russta / Poccna

Batch No. / . V250082 Batch Quantity / . 11882.00 units /

Cepus Ne ) Pasmep cepui " 11882.00emnni
Analytical cho“rt No./ . 040002807167 Dzlnte of Analysis / . 07.02.2025
AHanuTHuecKHii 0TueT Ne Jara anann3a

Da.te of Manufnct}lre/ . 01/2025 Date of Expiry / . 12/2026

JaTa nponssoacTea I'ogen no

Mfg. License No. /

[IponseoacTeeHHan : MINB/05/263 MA number: / Homep PY : JITI-Ne(001336)-(PI™-RU)
JHLDEH3Hs1 Ne

Analysis performed according ND / Anaas nposenen no HI: JIM-N2(001336)-(PI'-RU)-251022

Page 1 of5/Crp.1u3 5 _

T

| No/
Ne

Test / IloxazaTenn

Result / Pesyabrar

Specification / Hopma

1. | Description / Onucanwne

Homogeneous, transparent, pale-
yellow gel with characteristic odor /
OmHoponublit  Npo3payHblil  rens
OnenHo-KeJITOro LBeTAa c
XaPAaKTEPHBIM 3aNaxX0M

Homogeneous, transparent, colorless to
pale-yellow gel with characteristic odor /
OaHoponHbii Npo3payHbIi  Telb  OT
GeclLBeTHOro 00 61eNHO-ENTOro LBETa
C XapaKTepHLIM 3aMaXxoM

2. Identification / UgenTndnxan

a) HPLC / BOXX

Complies as prescribed
CooteeTcTayer TpeboBaHUAM

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 ynep)xupanus

OCHOBHOTO [MHWKa Ha XpoMaTorpamme
UCMBITYEMOTO  pacTeopa  JOJDKHO
COOTBETCTBOBATh BPEMEHH
YIACPKUBAHMS OCHOBHOIO TIIMKa Ha
XpomaTorpammMe pacTBOpa
cTaHAapTHOro ofpasua HHMecyauAa
(paznen «Konnuectsennoe
onpeacieHHe»)

Remarks : The Product conforms to ND/
JIpumenanne; [poaykT cooTreTcTByeT TpeGoBanuam HI

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Reprint Date /
Hara: 07.02.2025

Prepared by / ~ Checked by / Approved by: Manager/Executive /
IloarorosneHo: Ramakanm)_{“ ITposepeno: Pardeep Kumar Onobpeno: Mexemxep / P KOBOAUTESIb
39 gl " Pavan Kumar Sharma  “{*—=—"—
\ ~

Reprint Date /
Jara: 07.02.2025

Reprint Date /

Hara: 07.02.2025

#




Dr.Reddy'’s ‘%

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

aboratories Lid,

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Hponyrr: Haiis® Akrubrens (HHMecyniL) Teb JIS HAPYIKHOTO npuMerenis, 1 %, 100 r

Market / Poinok

: Russia / Poccna

Batch No. / . V250082 Batch Quantity / . 11882.00 units /

Cepus Ne ) Pasmep cepun * 11882.00eaumny
PalytiealReportNo. : 040002807167 SRl / : 07.02.2025
AnannTHueckHii oTHer N Jara anannza

Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026

JaTa mpou3poacTBa Topen mo

Mfg. License No./

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

Analysis performed according ND / Ananu3z nposeaes no HA: JITT-Ne(001336)-(PI'-RU)-251022

Page2of 5/Ctp. 213 5

| b) UV spectrophotometry /

Yd-cnekrpodoTo meTpus

Complies as
CootseTcTBYET TPeOOBaHHAM

prescribed /

[ UV absorption spectrum of the test |

solution should have absorption
maximum at 39745 nm / Y®-cnektp
TIOTTIOLIEHHS.  HCITLITYEMOrO pacTBOpa
LNOMKEH UMETE MAKCHMMYM TIOTJIOIIeHWA
npu 3975 Hm

3. | Weight of package contents / 101 g/101r According to Rus. Ph. / B coorsercTByN I
Macca coaepskuMoro c Tpebosanusmu 'O PO
ynakoBKwu ;

4. | pH 3.24 2.5t04.5/012,5004,5

5. | Viscosity / Baskocrs

957.6 centipoise /
957.6 canTHnya3s

400 to 1,200 centipoise /

Ot 400 go 1200 canTunyaz

6. | Impurities / IIpumecn

[Ipumecs D
iii. | Any other impurity /
JIrobas apyras npumech

iv. | Total impurities /
Cymma nipuMecei

0.04 %

0.08 %

i. | Impurity C/ Not detected / He oGHapy>keHa Not more than 0.50 % /
Ipumecs C He 6onee 0,50 %

ii. | Impurity D/ Not more than 0.50 %/
Not detected / He o6HapyseHa He 6onee 0,50 %

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

Not more than 1.50 %/

He 6onee 1,50 %

7. | Microbial purity* / Mukpo6nosoruueckas yHcrora®

Remarks : The Product conforms to ND/
Ilpumeuanne: [Iponykr cooTseTcTBYeT TpeboBanusam HII

Conclusion : APPROVED /
3axmiouenne: OJOBPEHO

Iara: 07.02.2025

Hara: 07.02.2025

Prepared by / Checked by / Approved by: Managei/Executive /
IToaroronexo: Rama IMpogepeno: Pardecp Kumar Opobpeno: Menenxep / wnnmn*e'n, _

}‘ﬁ?\tﬂ& =i Pavan Kumar Sharma il
Reprint Date / Reprint Date / Reprint Date / S

Jara: 07.02.2025
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Dr.Reddy’s Q?

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHATTHU3A

Product : Nise Activgel (nimesulide) gel for external use,
TTpoaywr: Haiia® AxtHerens (HUMeCYIHI) res ANA HapyxHoro npumererns, 1 %, 100 T

%, 100 g

Market / PLiok

: Russia/ Poccns

Batch No. / . V250082 Batch Quantity / . 11882.00 units /

Cepunsn Ne ; Paamep cepiti " 11882.00emumn,
Analytical Report No. 7 444002807167 iz (e LI : 07.02.2025
AsanurHuyeckuii oryer Ne Jiata auann3za

Date of Manufacture / . 01/2025 Date of Expiry / . 122026

IaTa npoussoacTsa Tonen ao

Mfg, License No. / '

ITponssoacTBenas : MNB/05/263 MA number: / Homep PY : JI[I-Ne(001336)-(PT-RU)
anuexsus Ne

Analysis performed according ND / Ananns npogenen 1o HJL: JITI-Ne(001336)-(PI-RU)-251022

Page 3 of 5/Crp.3n3 5

OtcytctBUe B 1 T

1. | Total Aerobic Microbial Count NA Not more than 100 CFU/g /
/ Ob1ee urcsio a3pobublx He 6osee 100 KOE/r
MMKPOOpPraHU3MOB

| ii. | Total Combined Yeast and NA Not  more than 10 CFU/g /

mould count / Obiuee uncao He 6onee 10 KOE/r
JPOMOKEBBIX H INNECHEBbIX
rpubor

iii. | Pseudomonas aeruginosa NA Should absentin 1 g/

UTCYTCTBHE B | T
iv. | Staphylococcus aureus NA Should absentin 1 g/

8. | Assay/KoanvecTBeHnoe onpeaejenne

Nimesulide /
Huwmecynun

10.09 mg/ 10.09 mMr
(100.9 %)

9.0 mg to 11.0 mg of Ci3H12N20;5S
(nimesulide) (90.0% to 110.0% of label
claim)in 1 gofgel /

Or 9,0 Mr go 1 1,0 mr C3H12N20sS

HOMHHANIBHOTO cofiepaHus) B 1 1 ress

(maumecymuna) (ot 90,0 % g0 110,0 % or

Remarks ; The Product confonns to ND/

Ilpumeuanne: [Ipoaykr cooreercrByeT TpebopannsaM HJ

Conclusion : APPROVED /
Zakaruenne: OJOBPEHO

Prepared by /
[Moarororneno: Ramakant
/

Checked by /
IlposepeHo: Pardeep Kumar

Approved by: Manager/Executive /
OnoBpeno: Meuemxep / Pyxosonuteis
Pavan Kumar Sharma e

Reprint Date / NS
Hara: 07.02.2025

Reprint Date /
Hara: 07.02.2025

Reprint Date /

Hata: 07.02.2025




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIM3A

D Raddy's Laboratovies Lid,
Formulalicn Unii-a

Vill, [’|oi ﬁl:ll"""'l F'ﬂc!_, Beseieh.

73205 IMDIA

Product : Nise Activgel (nimesulide) gel for
Mponykr:

external use, 1 %, 100 g

Haii3s® AKTUBresTb (HHMECY i) TeNb Ui HapyRHOro npusmedenna, 1%, 100 r

Market / Prinok : Russia / Poccus

Batch No. / N chom Batch Quantity / —11882.00 units /

Cepna Ne " Pazmep cepun " 11882.00eguuun
Analytical Report No. / < 040002807167 Date of Analysis / . 07.02.2025
AdanuTnyecknit oTueT Ne Jata anannia

Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026

Jlara npou3BoXCTBA Toaeu go -

Mfg. License No. / )

ITpon3BoacTBEHHAS : MNB/05/263 MA number: / Homep PY : JITI-Ne(001336)-(PI-RU)
auueHsusn Ne

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

Page 4 of 5/ Crp.4m3 5

90% to 110% of C;HeOS (dimethyl

9. | Dimethyl sulfoxide / 100.5 %
JAnmeTHIICYAb(OKCHA sulfoxide) of label claim /
Ot 90 % 1o 110 % C,HsOS
{(aumeTHncynbs¢oKcHa) oT
HOMVIHAJILHOTO CoAepKaHus
10. [Package / YnakoBka 100 g in a laminated aluminum tube equipped with tamper-evident membrane.

JIAMUHHPOBAHHOLO  ATTKOMAHKA,

Each tube and a patient information leaflet in a carton. / Ilo 100 r B Ty6y u3
cHaOmeHHYIO MeMOpaHOW IJIA  KOHTpOnA

nepsoro BCkpeiTust. Kaxxayto Ty6y BMECTE ¢ HHCTPYKLIMEH 110 MEAHIIUHCKOMY

IPHMEHEHHIO TIOMELIALOT B NIAYKY 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.
*Tloka3aTes b MOXeT OTCYTCTBOBATH B cepTHPHKATE aHATHIA npoH3BoauTe/A. IlponseoanTenn
rapaHTHPYeT Ka4eCcTRO Npenapara no 3THM NoKa3aTensaM.,

API name (INN) / HaumenoBanuue ADPC

Nimesulide / Humecynuzn

(MHH):
API manufacturer batch number / NMS/14100710
Homep cepru nponzsoautens ADC: .
FP Manufacturer API Batch number /
FERA00671

Homep cepuH cyGcTanuuu NpoH3BOAHTENS

TJIp:

API Manufactured by & country /
Hpowrseoantens ADC, cTpana:

Aarti Drugs Ltd., India /
Aapru Hparc Jita., Urana

Remarks : The Product conforms to ND/
IMpumeqanne: [Tpoaykr coorsercrryer Tpebopanuam HJL

Conclusion : APPROVED /
3akmouenune: OJJOBPEHO

Prepared by /
TMoarotosfiendo: Ramakant

ot

Checked by /
Mpogepeno: Pardcj]i’umar

—

(=

Approved by: Managcr/ercutive /
QunobpeHo: Meneaxep / Py hOHU}jH Tt
Pavan Kumar Sharma- 1 1=

Reprint Date /
Hara: 07.02.2025

Reprint Date /
Hara: 07.02.2025

—

Reprint Date /

Harta: 07.02.2025




Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS

CEPTHOPHUKAT AHAJIU3A
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g x T
Mpoaykr: Haiis® AxTusress (Humecyni) renb s HAPYKHOTO npuMcHennd, 1 %, 100 ¢ i
Market / Poinox : Russia / Poceus
Batch No. / NRE00K] * [Batch Quantity / _ 11882.00 units / i
Cepust No ) Paavcp cepuu * 11882.00equnuL
A B e (B TR : 040002807167 B EC TR . 07.02.2025
AHagnTHuecknit oTHeT No Hara apanu3a
Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026
Jlata npousBoAcCTBA Togen no ]
Mfg. License No. /
[IpoussoacTBenHas : MNB/05/263 MA number: / Homep PY : JITT-Ne(001336)-(PT-RU)
Jiunen3ust Ne

Analysis performed according ND / Ananns nposegen mo HJL: JIIT-Ne(001336)-(PI-RU)-251022 o
Page 50f 5/ Crp. Suz s

Name, addressrauthorization NoJor  ~ 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) /
Hanmeuonguue, a1pec p nomip JHRERINE JI-p Pepau’c Jlaboparopuc JIta., Uuaua, IIponssoacreentoe
LIOIAJKH, OCYLUECTBIIAIOMEH p patop .

? nonpasaenenne-6, Bunramk Kxone, Hanarapx Poya, bannu,
ol O-MBORCTBO/KO"TP Ly SR O T L Conan JTuctpHkr, X.IT. 173205, Huaus (JInueusus Ne
FJ__I(_D J 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».

3axmodenne 0 cooTBeTCTBHM: «HacTosMM S IOATBEPYAAIO, YTO IIPHBEIEHHAs BhIIIIE HHQOPMALUS ABIACTCA
JIOCTOREPHOM M TOYHOM. DTa CepHs MPOLYKIHM MpOM3BeAeHA (BKIIIOYAS YMAaKOBKY (MAapKMpPOBKY) H KOHTPOIb
KagecTBa) Ha BBIIEYKA3AHHON NPOM3BOACTBEHHOH IUIomanke (IUIONIafKax) B IIOJHOM COOTBETCTBHH C
TpeGopanuamu [Ipasun Haltexaleli TPOU3BOACTBEHHOM IPaKTUKA EBpasHilCKOrO SKOHOMUYECKOro cojo3a (No
GMP/EAEU/RU/00554-2022 ot 02 centsbps 2022) m TpeOOBaHHSIMH KOHTPOJIS KAa4CCTBAa JICKRPCTBEHHBIX
CPEICTB, a TAKXe B COOTBETCTBHM CO ClIeNU(HKALHAMH, CONEPHKAMHMHCA B PETMCTPALIOHHOM JOChE CTPaHbI-
HMIIOpTepa. 3alMCH IO IIPOU3BOJCTBY, YNAKOBKE H aHANM3Y IIPOBEPEHEl, H YCTAHOBJIEHO HMX COOTBETCTBHE
TpeGosanuaM [paBui HazuiexaureH IpoM3BOICTBEHHOM MPAKTUKY EBPasUHCKOro 3KOHOMHYECKOTO COFO3ay.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

ITpumeyanne: IIpoayxT cooTBeTCTBYET TpeboBanuam HII 3axmoucnne: OJJIOBPEHO

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

[oaroroeneno: Ramaka Ulk ITposepeno: Pardeep Kuniar Onobperio: Menemkep / Pyxopganrens
m' N — _L_we Pavan Kumar Sharma ‘-‘{w-“"’ —

Reprint Date / =2 Reprint Date / Reprint Date / =3

Hara: 07.02.2025 Hara: 07.02.2025 Jata: 07.02.2025




