Dr.Reddy’s “:"

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

Dr. Reddy's Laboratories [td.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 95166 56001-02
www.drredgys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
NMpoaykr: Hait3® Axtusrens (HuMecynua) refib JUis HApYKHOTO IpuMeHenus, 1 %, 20 ©

Market / PnInok : Russia / Poccust

Batch No. / . V240362 Batch Quantity / . 58537.000units /

Cepusi Ne i Pazmep cepuu * 58537.000 equnui
N .| aoo o d WY f ndn ~F A —nloondo ]

Aialyiical Rtpuj t No. / . 040002560702 Date of Analysis / . 10.06.2024

AHanuTnyeckuii oTyer No JaTa aHaguza

Date of Manufacture / . 05/2024 Date of Expiry / . 04/2026

JaTa npou3BoACTBa Tonen oo

Mfg. License No. /

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

JuueH3us Ne

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

Page1of 6/ Ctp. 1 u3 6

;I.‘? 1 Test / HokazaTennb Result / PesyabTart Specification / Hopma
1. Description / Onncanne Homogeneous, transparent, pale- Homogeneous, transparent, colorless to

yellow gel with characteristic odor
/ OnHOpOAHKIH MPO3padHBbIi reb
OJieHO-KENTOro 1BETA C
XapaKTepHbIM 3aI1aXxoM

pale-yellow gel with characteristic odor /
OpHOpoaHBIA NpO3pauHeld  Tenb  OT
6ecLiBETHOI'O 10 OJIEAHO-KENTOro0 1IBETA
C XapaKTepHBIM 3allaxoM

Identification / Unentudukanns

a) HPLC / BOXKX

Complies as prescribed
CooTBEeTCTBYET TPEOOBAHHUAM

/

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 ynepxuBaHHs
OCHOBHOIO MHKa Ha XpoMmarorpamme

HCIIBITYEMOTO pacTBopa JOJDKHO
COOTBETCTBOBATH BpPEMEHM
yAep>KMBaHHsS OCHOBHOTO IMKAa Ha
XpOMAaTorpaMme pacTBopa
cTaHJapTHoro ofpasua HUMeECYJIHOa
(pasmen «KonuyecTBeHHOE
omnpenesieHHE»)

Remarks : The Product conforms to ND/
IIpumeuanne: [IpoaykT coorBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3axarouenne: OJOBPEHO

Prepared by /
[Toarorosieno; Ambres

Reprint Date /
Jlara: 10.06.2024

Checked by /
ITporepeno: Santosh Kumar
Maurya

Reprint Date /
Jlata: 10.06.2024

-

Approved by: Manager/Executive /
Ono6peno: Menemxkep / Pykosoaurens
Pavan Kumar Sharma

Z hn—"7

Reprint Date /
Jara: 10.06.2024

Registered Office:

Tal e

3-2-3
40 4500

CIN: L35195AP1984PLLO0AENT
wiwvdrreddys.com

37, Road No. 2, Banjara Hills, Hyderabad - 560034, Telangana, India
¢ 2900, Fax: 19130 4000 2998, Ernail: mait@drraddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.
Formulatiocn Unii-6

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

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
Hpoaykr: Haii3s® Axrusrens (HUMecynua) rejib 1Uisl HApY»KHOro npuMeHeHus, 1 %, 20 r

Market / Periok

: Russia / Poccus

Batch No. / . V240362 Batch Quantity / . 58537.000units /

Cepust Ne ' Paszmep cepun ' 58537.000 equHuI
Analytical mepuvﬁ No./ . 040002560702 Date of Analysis / . 10.06.2024
AHanauTnueckuii otyer Ne JaTta aHanu3a

Date of Manufacture / . 05/2024 Date of Expiry / . 04/2026

JaTta npouszBoacTsa TI'onen oo

Mfg. License No. /

IIpousBoacTBeHHAS : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT'-RU)

JHUeH3us Ne

Analysis performed according ND / Anaaun3s nposeaed no HJI: JITI-Ne(001336)-(PI'-RU)-251022

Page 2 of 6 / CTp. 213 6

b)UV spectrophotometry / Y ®-
cnekTpodoTo MeTpHs

Complies as prescribed
CoOOTBETCTBYET TpeOOBaHUAM

UV absorption spectrum of the test
solution should have absorption
maximum at 397+5nm / Y®-cnektp
MOTJIOMIEHHS HCIIBITYEMOIO  pacTBOpa
JIOJDKeH WUMETh MaKCHMYM IMOTIJIOLICHHUS
npu 39745 um

3. | Weight of package contents / 20g/20r According to Rus. Ph. / B cooTBetcTBHMH
Macca coaepKHMOro ¢ Tpebopanusmu ['® PO
YIAKOBKH

4. | pH 343 2.5t04.5/0t12,5 n04,5

5. | Viscosity / Bsa3kocTh

927.9 centipoise /
927.9 canTumyas

400 to 1,200 centipoise /
Ot 400 go 1200 canTtunyas

6. | Impurities / IIpumecnu

i. | Impurity C/
Ilpumecs C

ii. | Impurity D/
ITpumece D

iii. | Any other impurity /

Jlrobas apyras npumech

Not detected / He oOHapyxeHa

Below LOD (LOD =0.02 %) /
Huxe npenena o6napy»xenus (110

=0.02 %)
0.04%

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

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

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

Remarks : The Product conforms to ND/
ITpumeuanne: IIponykrt coorBercTyeT TpeboBanusam HJI

Conclusion : APPROVED /

3akmouenue: OJIOBPEHO

Prepared by /

IToarorosneHo: Ammf;;}//
G

Checked by /
Ipoeepeno: Santosh Kumar
Maurya

!

Approved by: Manager/Executive /

Ono6perio: Menemxep / PykoBoauTes
Pavan Kumar Sharma b

Reprint Date /
Hara: 10.06.2024

Reprint Date /
Jata: 10.06.2024

Reprint Date /
Hata: 10.06.2024

Registered Orfice: 3-2-33
Tel +61 404909

7, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangane, India
2900, Fay: +91 40 4500 2999, Email: maii@drrzddys.com

CIN: L35195AP1984PLCN04A50T

wyvs direddys.com




Dr.Reddy’s Qf‘

CERTIFICATE OF ANALYSIS
CEPTHOPUKAT AHAJIM3A

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

Vill. Khol, Naiagarh Road, Baddi,
Disit. Soian, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
Hpoayxr: Halis® Axrusrens (HuMecyaun) reib 1 HAPY)KHOTO IpuMeHenns, 1 %, 20 r

Market / Portox

: Russia / Poccus

Batch No. / . V240362 Batch Quantity / . 58537.000units /

Cepusi Ne ) Pa3mep cepun * 58537.000 exuHML
Analytical Kepovrt No./ . 040002560702 Date of Analysis / . 10.06.2024
AHanuTH4eCKnii oTueT Ne Jarta anaamsa

Date of Manufacture / . 05/2024 Date of Expiry / . 04/2026

JaTa nponsBoacTea TI'ogen no

Mfg. License No. /

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

Analysis performed according ND / Ananus nposeaen mo HJI: JITI-Ne(001336)-(PT-RU)-251022

Page3 of 6/ Crp. 313 6

iv. | Total impurities / 0.1 % Not more than 1.50 % /
Cymma npumecei He 6onee 1,50 %

7. | Microbial purity* / Mukpo6uosoruieckas 1ncrora*

i, |Total Aerobic Microbial Count / NA Not more than 100 CFU/g /
Obmee uucno aspobHBIX MUKPO- He 6cnee 100 KOE/r
OpraHu3MOB

ii. | Total Combined Yeast and NA Not more  than 10 CFU/g
mould count / O61uee 4ucio He 6onee 10 KOE/r
JPONOKEBBIX W TJIECHEBBIX
rpuboB

ifl. | Pseudomonas aeruginosa NA Should absentin 1 g/
OtcyrctBue B 1 1T

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

8. | Assay/KouanvyecTtBeHHoe onpeaeseHue

Remarks : The Product conforms to ND/
I pumeuanne: [Ipogykt cooTBeTcTBYET TpeboBaHusaM HJI

Conclusion : APPROVED /
Zaxkmouenne: OJJOBPEHO

Prepared by /

=

[ToAroTOBNEHO: Amb‘?%/.

Checked by /
Iporepeno: Santosh Kumar

Maurya %

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pﬁ{kommfrenn
Pavan Kumar Sharma C/LW ;

Reprint Date /
Jara: 10.06.2024

Reprint Date /
Jlata: 10.06.2024

Reprint Date /
Jlata: 10.06.2024

Registered Office: 8-2-337, Road No. 2, Banjara Hills, Hyderabadi - 500034, Telangane, India
Tel: +51 40 4890 2900, Fax: +51 30 4900 2929, Ernail: maii@drredays.com
CIM: L85195AP1984PLCO04507

wwyrdireddys.com




” Dr. Reddy's Laboratories [td.
e Formulation Unit-6
Dr.l Reddy’s ‘... Vill. Khol, Nalagarh Road, Baddi,
. Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHOPUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
[poaykr: Haiis® AkTUBrens (HHMECYIN) reip Ul HapyAKHOTo npumenennd, 1 %.20r

Market / PorHok : Russia / Poccust

Batch No. / . V240362 Batch Quantity / . 58537.000units /

Cepusi Ne ) Pasmep cepun * 58537.000 exunul
43 + / qis /

Analytical Repof'. No./ . 040002560702 Date of Analysis / . 10.06.2024

AHaJuTHyecKHii oTuer Ne Jara ananusa

Date of Manufacture / . 05/2024 Date of Expiry / . 04/2026

JaTa npousBOicTBa I'ogen go

Mfg. License No. /

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

JuueH3us Ne

Analysis performed according ND / Ananus npoeeaed no HJ: JIIT-Ne(001336)-(PI'-RU)-251022

Paged4 of 6/ Crp. 413 6

Nimesulide / 9.87 mg/9.87 mr 9.0 mg to 11.0 mg of C13H12N205S
Humecynua (98.7 %) (nimesulide) (90.0% to 110.0% of label
claim)in 1 g of gel /

Ot 9,0 mr o 11,0 mr Ci3H12N20sS
(ammecynun) (ot 90,0 % no 110,0 % ot
HOMHUHAJIBHOrO cofiepkanus) B 1 r rens

9. | Dimethyl sulfoxide / 100.6 % 90% to 110% of C;HsOS (dimethyl
JumeTtuicyabporena sulfoxide) of label claim /
Ot 90 % no 110 % C:HsOS

(mumetuncynsdokeun) ot
HOMHHAJILHOTO CO/Iep>KaHNsA

10. | Package/ Ymakoska 20 g in a laminated aluminum tube equipped with tamper-evident membrane.
Each tube and a patient information leaflet in a carton. / 1o 20 r B TyOy u3
JIAMUHUPOBAHHOTO ANIOMMHHUS, CHaOXXCHHYIO MeMOpaHOH JUIi KOHTPOJs
nepBoro BekpbiTus. Kaxayio TyOy BMecTe ¢ HHCTPYKUHMEH 10 MEIULMHCKOMY
NPUMEHEHHUIO IIOMEIAIOT B Ma4Ky 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.

*TloxazaTelb MOXKeT OTCYTCTBOBATh B cepTHHKATE aHAIN3A NpousBoauTeas. Ilpoussoaurenn
rapaHTHPYeT Ka4yecTBO NpenapaTa o 3THM MOKa3aTe M.

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

Ilpameuanne: [poaykr coorercTBYeT TpeboanusM HJI 3akmouenne: OJOBPEHO

Prepared by / _Checked by / Approved by: Manager/Executive /

IMoaroroeneHo: Ambresh _y [ TTposepeHno: Santosh Kumar Onobpeno: Menemxep / PykoBoaurens
@/ Maurya @\ Pavan Kumar Sharma mr;ﬂ_”,,,.--

— _k —
Reprint Date / Reprint Date / Reprint Date /
Hara: 10.06.2024 Jara: 10.06.2024 Hata: 10.06.2024

Registered Office: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel. +51 40 4900 2900, Fax: +91 40 4300 2999, Emnail: maii@drraddys.com
CIN: L351354P1984PLCO0ASDT
wwvsdireddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

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

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

CEPTUHOHUKAT AHAJIU3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
Mpoaykr: Haiiz® AkTHBrenp (HUMeCynua) refib JJis HapY>KHOTO NpuMeHenus, 1 %, 20 r

Market / Portiok : Russia / Poccus

Batch No. / . V240362 Batch Quantity / . 58537.000units /

Cepus Ne ) Pasmep cepuu * 58537.000 enynuLL
T3 \ / ie /

Analytical Repourt No. !/ . 040002560702 Date of Analysis / . 10.06.2024

AHaJguTHyeckuii oTyet No Jlara apanusza

Date of Manufacture / . 05/2024 Date of Expiry / . 04/2026

JlaTa npon3BoACTBa T'onex po

Mfg. License No. /

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

JuneHsust Ne

Analysis performed according ND / Ananu3s nposenen no HJ: JITI-Ne(001336)-(PI'-RU)-251022

PageSof 6/ Crp. 5u3 6

API name (INN) / Haumenopanue AD®C
(MHH):

Nimesulide / Humecymua

API manufacturer batch number /
Homep cepun npouszsoaurens ADC:

NMS/13121229

FP Manufacturer API Batch number /
Homep cepun cyGcTAHINE NIPOHIBOIATEIS
TJI®:

FERAQ0264

API Manufactured by & country/
IIpounsBoautenns ADPC, cTpana:

Aarti Drugs Ltd., India /
Aaptu dparc JIta., Uaaus

Name, address, authorization No for FP

/

HanmeHoBaHHe, agpec H HOMep JIMIEH3HH
NJIOLIAAKH, OCYLIECTBJIs 0L el
NPOH3BOACTBO/KOHTPOIb Ka4eCTBa/BhINYCK
TJI®/

manufacturing site / Control site / Release site

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
Solan (HP) 173205, India (License No MNB/05/263) /
H-p Penmu’c Jlaboparopuc Jlta., Uunus, IlpouzBoacTBeHHOE
nojipazaencHne-6, Bumutamk Kxons, Hanarapx Poyn, banauy,
Conan Huctpukt, X.I1. 173205, Unnusa (Jlunenzus 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 FEurasian 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».

Remarks : The Product conforms to ND/

ITpumeuanue: IIpoaykr cooTBeTcTBYET Tpebosanusam HJI

Conclusion : APPROVED /
3axkmouenune: OJJIOBPEHO

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

INoarororneno: Ambres X Ilpoeepeno: Santosh Kumar Onobpeno: Menemxep / PyxosouuTenb
- Maurya @’3 Pavan Kumar Sharma 4:[»*7—'//
k = oz

Reprint Date / Reprint Date / Reprint Date /

Hara: 10.06.2024 Jara: 10.06.2024 Hara: 10.06.2024

Registered Office: 8-2-337, Road No. 3, Banjera Hills, Hyderabad - 560034, Telangana, India
Tel. +61 40 4900 2900, Fax: +91 40 4300 2999, Ernail: maii@drreddys.com

CIN: L83135AP1984PLCO04507

wwvdireddys.com




Dr.Reddy’s €3¢

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

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

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUOHUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
Npoaykr: Haiis® Axktusrens (HUMECYNU) renb AJs HApyKHOTO NpuMeHeHnus, 1 %, 20 r

Market / Purtiok : Russia / Poccus

Batch No. / . V240362 Batch Quantity / _ 58537.000units /

Cepusa Ne ) Pasmep cepuu © 58537.000 exnnun
Analyiicai Repourl No./ . 040002560702 Date of Analysis / . 10.06.2024
AHaJguTH4Yecknii oryer Ne Jarta ananusa

Date of Manufacture / . 05/2024 Date of Expiry / . 04/2026

Jara npou3BoAcTBa TopeH no

Mfg. License No. /

ITpousBoacTBeHHas! : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI™-RU)
Junuen3us Ne

Analysis performed according ND / Ananau3 nposeaen no HJI: JITT-Ne(001336)-(PI™-RU)-251022

Page 6 of 6/ CTp. 6 3 6

3akiodyenne 0 cooTBeTcTBHHM: «HacTosmmuM s IOATBEpXJAr0, YTO NpPUBEIEHHAs BbIMIE HHPOpPMAITHSI
SIBJIIETCSI JOCTOBEPHOM M TOYHOU. DTa cepysl MPOILYKIIMH Mpou3BeieHa (BKIIOYas yakoBKY (MapKHPOBKY) U
KOHTPOJIb Ka4€CTBa) Ha BHIIIIEYKa3aHHOU MPON3BOACTBEHHO MoLaaKe (IUIoUIaikax) B IOJIHOM COOTBETCTBUU
¢ TpeboBanmamu [IpaBun Hagnexxamed TpoOU3BOACTBEHHON IPaKTHKH EBpa3uiicCKoro 3KOHOMHYECKOIO COI03a
(No GMP/EAEU/RU/00554-2022 o1 02 cents6ps 2022) u TpeboBaHUSIMHU KOHTPOJIS Ka4eCTBa JIEKAPCTBEHHBIX
CPEICTB, a TAKXKE B COOTBETCTBUH CO cleNMMUKAIMSIMH, COACPKAIUMHUCS B PETUCTPAIMOHHOM JIOChE CTPaHbI-
HMIIOpTEpa. 3aNMCH 1O MPOU3BOJACTBY, YIIAKOBKE W aHAIM3y IIPOBEPEHBI, U YCTAHOBJIEHO MX COOTBETCTBHE
TpeboBanuaM [IpaBun Haamexaleld Tpou3BOCTBEHHON IPaKTHKU EBpasuiickoro 3KOHOMHUYECKOTO COFO3a».

Remarks : The Product conforms to ND/
Hpumeuanue: [Iponykr coorsercTByeT Tpebosanusm HJI

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Prepared by /

[oarorosneHo: Ambrfmhj&
e

Checked by /

IIpoerepeno: Santosh Kumar

Maurya

&

Approved by: Manager/Executive /
Ono6peno: Menemxkep / Pyxkesoaurens

Pavan Kumar Sharma ﬁ-:,/

Reprint Date /
Jara: 10.06.2024

Reprint Date /
Hata: 10.06.2024

Reprint Date /
Hara: 10.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +G1 40 4900 2900, Fax: +51 40 4900 2999, Ermail: mait@drreddys.com
CIN: L85195AP19S4PLCO0AS0T

wyawdrreddys.com




