| ..
-Dr.Reddy’s Qe

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lid
Formulation Unit-5

Vill, Hhol, Maiagach Reoad, Baddi,
fan, HPL 173205, INDRA

CEPTHO®HKAT AHAJIH3A videregys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g

Market / Prinok : Russia / Poccust

Ipoayxr: Haii3® AkTHBreJb (HUMECYNH) FeNlb [Uls HapYKHOIO NPUMEHEHH, 1 %, 501

Batch No. / . V240733 Batch Quantity / . 24000.000units /

Cepust Ne ) Pasmep cepun " 24000.000 exuHAL B
Analytical Report No. / . 040002715423 Date of Analysis / . 07.11.2024

AHaJIuTHYeCcKUii oTyeT Ne Jara anajausa

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

JlaTa npou3BoACTBA I'ogen a0

Mfg. License No. /

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

JuueHsus No

Analysis performed according ND / Anaau3 nposexen no HJL: JITT-Ne(001336)-(PI'-RU)-251022

Pagelof6/Ctp. 1136

No/
Ne

Test / IloxazaTean

Result / PesyabTaTt

Specification / Hopma

—

1.

Description / Onncanne

Homogeneous, transparent, pale-
yellow gel with characteristic odor /
OnmHOpOAHBIA MpO3pauHbIi  refb
6J1eIHO-)KENTOTO LBeTa c
XapaKkTEPHBIM 3aN1aXoM

Homogeneous, transparent, colorless to
pale-yellow gel with characteristic odor /
OpHOpoIOHBIA MpO3payHbil  renb OT
GecLBeTHOrO 0 ONeIHO-KEATOro LUBeTa
C XapaKTepHBbIM 3alaxoM

Identification / UnenTudukanns

) HPLC / BDXX

Complies as prescribed /
CooTBETCTBYET 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 ynepxuBaHust
OCHOBHOTO [IMKa Ha XpoMartorpamme

HCIIBITYEMOTO  pacTBoOpa JOJIKHO
COOTBETCTBOBAaTh BpEeMEHH
yAep>KUBaHUA OCHOBHOIO IlMKa Ha
XpoMarorpamme pacTBopa
cTaHaapTHoro ofpa3ua HHUMeECYIHOA
(paznen «KonuvecTseHHOE
OIpeAeeHHe»)

Remarks : The Product conforms to ND/
Ilpumevanue: [Iponykr cooTeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3axawuenne: OJOBPEHO

Prepared by / Checked by /
IloprorosneHo: Pravesh Rana

ITpoeepeno: Ramakant

- TTRE

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

Amit Kumar Su—
Nt —

Reprint Date /
Jara: 07.11.2024

Reprint Date /
Jara: 07.11.2024

Reprint Date/

Hara: 07.11.2024

Repistered Office: 8-2-337, R

Tel +21 40 49060 2900

wedrreddys.com



Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Npoaykr: Haii3® Akrusrenb (HUMeCysn) reib Al HapyARHOTO NpHMEHEHNH, 1%,50F

Market / PoiHok : Russia / Poccust

Batch No. / . V240733 Batch Quantity / . 24000.000units /

Cepusn Ne ) Pasmep cepun * 24000.000 equaun
Analytical Repourt No. / - . 040002715423 Da_t_e of Analysis / . 07.11.2024
AHAJMTHYECKHIT 0TUeT Ne [dara aHajuza

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

Hdara npou3BoacTea T'open ao

Mfg. License No. /

ITpouspoacTBEeHHAA : MNB/05/263 MA number: / Homep PY : JIIT-Ne(001336)-(PT-RU)
JIHUEeH3us Ne

Analysis performed according ND / Ananus nposenen no HJL: J'[H-.N‘E(OOI336)-_(-I?I:;RU)-251022

Page 2 of 6 / CTp.

2u36

No /
Ne

Test / IlokazaTenn

Result / PesyabTar

Specification / Hopma

b) UV spectrophotometry / Y®-
cnekTpodhoTo MeTpus

Complies as prescribed
CooTBeTCTBYET TpeOOBAHUAM

/

UV absorption spectrum of the test
solution should have absorption
maximum at 397+5nm / YVd-cnektp
NOIMIOLIEH s HCMBITYEMOro  pacTBopa
JOJDKEH UMETh MAaKCHMMYM MOTNOIIEHHS
npu 397+5 HM

3. | Weight of package contents / 50g/50r According to Rus. Ph. / B cooTBercTBHH
Macca coaep:kuMoro ¢ Tpeboranusamu 'O PO
YIAaKOBKH

4. | pH 3.26 25t04.5/012,5004,5

5. | Viscosity / BaskocTb

982.6 centipoise /
982.6 caHTunyas

400 to 1,200 centipoise /
Ot 400 no 1200 cantunyas

6. | Impurities / [Ipamecn

i. | Impurity C/

Not detected / He obnapyxeHa

Not more than 0.50 % /

[Tpumecs D

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

Remarks : The Product conforms to ND/
Ipuveuanne: [IpoaykT cooTBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
Zakmawuenue: OJJOBPEHO

Prepared by / :
[Nonrorosneno: Pravesh Rana /

L

Checked by /
IpoeepeHo: Ramakant

Qo

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoautens
Amit Kumar —

N

Reprint Date /
Jara: 07.11.2024

Reprint Date /
Iara: 07.11.2024

1

Reprint Date /
Hara: 07.11.2024




' Dr.Reddy’s Q':'

CERTIFICATE OF ANALY

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

Vill. Knol, Nalagarh Road, Baddi,
Cistt. Solan, H.P.,, 273 205, INDIA

SIS Tel : +91 98166 56001-02

CEPTUDPUKAT AHAJIU3A

www.drreddys.com

’i’roduct : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoaykr: Haiizs® AkTHBrens (HUMECYIHI) Telib JUIA Hapy/KHOTO npumeHenus, 19

0.50r

Market / PolHOK

: Russia / Poccus

Batch No. / . V240733 Batch Quantity / . 24000.000units /

Cepus Ne ) Pasmep cepun * 24000.000 enquHML
Analytical Repourt No./ . 040002715423 Date of Analysis / . 07.11.2024

| AHanuTHYecknii oTyeT Ne Jara anajauza

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

JaTta nponsBoacTBa I'ogen o

Mfg. License No. /

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

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

Page3of 6/Ctp.3 136

;? / Test / TlokazaTenb Result / PesyabTaT Specification / Hopma
iii. | Any other impurity / 0.03% Not more than 0.50 % /

Jlrobas apyrast IpUMECH He 6onee 0,50 %
iv. | Total impurities / 0.1% Not more than 1.50 % /

Cymma npumecei He 6onee 1,50 %

7. | Microbial purity* / Mukpo6uojorayeckas YucTora*

i. | Total Aerobic Microbial Count / NA Not more than 100 CFU/g /
Ob1ee uncio a3pobHBIX MUKPO- He 6onee 100 KOE/r
OpraHU3MOB
ii. | Total Combined Yeast and NA Not more  than 10 CFU/g
mould count / O61uee uucno He 6onee 10 KOE/r
JIPOMOKEBBIX U TIECHEBBIX
rpubos
iii. | Pseudomonas aeruginosa NA Should absent in 1 g/
OtcyrctBUe B 1 1
iv. | Staphylococcus aureus NA Should absentin 1 g/

OtcyrctBueB 1 T

8. | Assay/KosinyecTBeHHOe ONpe/ieIeHHe

Remarks : The Product conforms to ND/
IIpumeuanue: IIpoaykr cooTBeTcTBYeT TpeboBanuam HJI

Conclusion : APPROVED /
Bakmouenne: OJJOBPEHO

Prepared by / A
IToarorosneno: Pravesh Rana

=

Checked by /
IIpoeepeno: Ramakant

Tt

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykoBoauTens

Amit Kumar L
/\( e

Reprint Date /
Jara: 07.11.2024

Reprint Date /
Jara: 07.11.2024

Reprint Date / Y
Jara: 07.11.2024

Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tal: +51 40 29560 2900, Fax: +91 90 4900 2999, Ernail: maii@drreddys.com
CIN: L851254P1984PLCON4507

www. drreddys.com




' Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIN3A

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

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

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
\Mpoaykr: Haiis® AxtuBrenb (HUMeCYJIMA) Telb UL HAapyXKHOTO NpuMeHenus, 1 %, 50 r

Market / PoiHok : Russia / Poccus

Batch No. / . V240733 Batch Quantity / . 24000.000units /

Cepus Ne ) Pasmep cepuu " 24000.000 exuHHAL
Analytical Repourt No. / . 040002715423 Date of Analysis / . 07.11.2024
AHaunTnyeckuii oryer Ne JlaTa anajiM3a

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

JlaTa npou3BOACTBA T'onen o

Mfg. License No. /

IIpousBoacTBeHHAsR : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JIMLIEH3Hs Ne

Analysis performed according ND / Auanu3 nposenet mo HJI: JIIT-Ne(001336)-(PI'-RU)-251022

Paged4 of 6/ Ctp. 4u3 6

i.:) / Test / IlokazaTennb Result / PesyasTar Specification / Hopma
Nimesulide / 9.99 mg/9.99 mr 9.0 mg to 11.0 mg of C13H12N20sS
Humecynun (99.9 %) (nimesulide) (90.0% to 110.0% of label

claim) in 1 gof gel /
Or 9,0 MTI" 10 11,0 MI C13H12N205$

' (aumecynun) (ot 90,0 % x50 110,0 % ot
HOMUHAJIBHOTO COofiepkaHus) B 1 r rens

9. | Dimethyl sulfoxide / 96.5% 90% to 110% of C2HeOS (dimethyl
JuMeTHICYIHLPOKCHN sulfoxide) of label claim /

Ot 90 % mo 110 % C:HsOS
(mumeTHncynbokcua) ot
HOMHHAJIBHOTO COACP KaHU
10. |Package / YnakoBka 50 g in a laminated aluminum tube equipped with tamper-evident membrane.
Each tube and a patient information leaflet in a carton. / ITo 50 r B TyOy u3
JIAMHHHPOBAHHOTO AalIOMHMHHS, CHaOXXEHHYI0O MeMOpaHOM [Ji1 KOHTpOJIS
nepBoro BCKpeITHs. Kaxxayio TyOy BMecTe ¢ HHCTpYKUMEH N0 MEAHLIMHCKOMY
[IPUMEHEHHIO MOMEIIAIOT B Ma4YKy KapTOHHYIO.

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

*TlokasaTejib MOKET OTCYTCTBOBATHL B cepTHQHKATe aHATH3A Npou3BoauTes. Ilpoussogurenn
rapaHTHpPYeT Ka4ecTBO Mpenaparta 1o 3THM I0Ka3aTeJIsiM.

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykt cooTBeTcTBYeT TpeboBanusm HJI

Conclusion : APPROVED /
3akawuenune: OJOBPEHO

Prepared by /
IToarorosneHo: Pravesh Rana

{

Checked by /
ITpoeepeno: Ramakant

s

Approved by: Manager/Executive /
Ono6peHo: Menemkep / PykoBoaurens
Amit Kumar

p

Reprint Date /
Jata: 07.11.2024

Reprint Date /
Jara: 07.11.2024

Reprint Date /
Jata: 07.11.2024

Rewgistered Office: 8-2-337, Road Ne.
Tel): +51 40 29060 2900, Fav: +

85 195API98IPLCDN4507
wyy.drreddys.com

CING L

Banjara Hiils, Hyderabad - 500034, Telangana, India
14104200 2998, Email: maii@drreddys.com




Dr.Reddy’s €%¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's l.aboratories Ltd.
Formuiation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel 1 +91 98166 56001-02

CEPTUOUKAT AHAJIM3A

www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g

TIpoaykr: Haiis® Akruprenb (HUIMECYIIH) Tesib JUIS HAPYXKHOTO NpUMeHEeHH)s, 1 %, 50r

Market / Poinok : Russia / Poccus

Batch No. / . V240733 Batch Quantity / . 24000.000units /

Cepns No ) Paszmep cepuu © 24000.000 enunuil
Analytical Repovrt No./ . 040002715423 Date of Analysis / . 07.11.2024
AHanuTH4yeCckuii oTuer Ne JlaTa aHa;ausa

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

JaTa npousBoacTBa TI'onen no

Mfg. License No. /

IIponsBoacTBeHHAsI : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI™-RU)
JnUeH3Hsa Nt

Analysis performed according ND / Ananu3 nposenen no HJI: JITI-Ne(001336)-(PT-RU)-251022

Page50f6/Crp. Su3 6

API name (INN) / Haumenosanue A®C
(MHH):

Nimesulide / Humecynun

API manufacturer batch number /
Homep cepuu nponssoautens ADPC:

NMS/14090587

FP Manufacturer API Batch number /
Howmep cepuu cy0cTanumn
npon3poguTens I'JI®:

FERAO00552

API Manufactured by & country /
IIpon3soantennr ADC, crpana:

Aarti Drugs Ltd., India /
Aaprtu Jlparc Jita., Mnaus

Name, address, authorization No for
FP manufacturing site / Control site /

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,

Release site /

HaunmenoBaHue, aipec H HOMep
JIHIEH3HH IUTOMAAKH,
oCyHIecTBIS IO eH

Distt. Solan (HP) 173205, India (License No MNB/05/263) /
I-p Pennu’c Jlabopatopuc JIta., Uunus,
IMponsBoacTBEHHOE MoApasaeieHue-6, Bunnamk Kxonb,
Hanarapx Poya, banou, Conan Jucrpukr, X.I1. 173205,
Wnpus (JIntensus Ne MNB/05/263)

MPOH3BOACTBO/KOHTPOJIb
KauectBa/Boinyck ['JI® /

Declaration of certification: « 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

Remarks : The Product conforms to ND/
Ipumeuanue: [Tpoaykt coorBeTcTBYeT TpeboBanusam HJI

Conclusion : APPROVED /
Zaxiarwuenune: OJJIOBPEHO

Prepared by / 1 Checked by /
IMoaroroeneno: Pravesh Rana / IMpoeepeno: Ramakant

4

Approved by: Manager/Executive /
OpobpeHo: Menemkep / PykoBoautens

Amit Kumar S
N

Reprint Date /
Jara: 07.11.2024

Reprint Date /
_I[aTa: 07.11.2024

T

Reprint Date /
Jarta: 07.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +#51 40 4900 2900, Fax: +91 40 4900 2995, Ernail: maii@drreddys.com
CIN: L85135AP1534PLCONA507

wywv. drreddys.com




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

@& o
. ) Ll ] Vill. Khol, Nalagarh Road, Baddi,
Dr“ Reddy S l." Distt. Solan, H.P, 173 205, INDIA
al - 56 5 1.
CERTIFICATE OF ANALYSIS Tisl a7l 9866156002502
www, drreddys.com
CEPTUO®HUKAT AHAJIM3A
[Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IIpoaykr: Haiiz® Akturrens (HUMeCyIH) reiib IS HapyXHOTO np¥MeHeHus, 1 %, 50 T |
Market / Po1Hok : Russia / Poccus
Batch No. / - V240733 Batch Quantity / _24000.000units /
Cepua Ne : Pa3mep cepum © 24000.000 equHuL
Analytical Repovrt No. / . 040002715423 Date of Analysis / . 07.11.2024
AHajauTHdyeCKuil oTueT Ne JaTta aHasm3a
Date of Manufacture / . 10/2024 Date of Explry / . 09/2026
JaTa npouzBoacTBa I'onen no
Mfg. License No. /
IIpousBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JHLeH3HA Ne
Analysis performed according ND / Ananu3 npoBenex no HJI: JITI-Ne(001336)-(PI-RU)-251022

Page 6 of 6 / Ctp. 6 n3 6

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».

3akJ/04YeHne 0 cooTBeTcTBHU: «HAacTOSsIIMM s TOATBEPXKIAk0, YTO IIPUBEICHHAS BHIIE HHPOPMALUS SBIISETCA
IOCTOBEPHOR M TOYHOM. DTa cepus MPOLYKLHHM MpOHM3Be[eHa (BKIIIOYas YIaKOBKY (MapKHpPOBKY) H KOHTPOJIb
KayecTBa) Ha BHIIIEYKa3aHHOM IIPOM3BOJACTBEHHOH IIomanxe (ILUIOMAJKaX) B IIONHOM COOTBETCTBHH C
TpeboBanmsiMu [IpaBun Haexaeil Ipou3BOACTBEHHOM MpakTHKU EBpazuiickoro sakoHoMH4eCKOro corosa (No
GMP/EAEU/RU/00554-2022 ot 02 centsdps 2022) u TpeOOBaHHMSIMH KOHTPOJISI KadecTBa JIEKAPCTBEHHBIX
CPEJICTB, & TaKXKE B COOTBETCTBHH CO CHEUHUGUKAIMIMYU, COAEPKAIMUMHUCI B PETUCTPAllHOHHOM JOCHE CTPaHbI-
UMIIOpTEpa. 3allMCH MO IPOU3BOJCTBY, YINAKOBKE W aHAIU3Y NPOBEPEHBI, M YCTAHOBICHO HMX COOTBETCTBHE
TpeboBanusiM [IpaBui Haaexamed IpOU3BOACTBEHHOM IpakTUKU EBpasHiCKOro 3KOHOMHYECKOTO COKO3ay.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: [IpoaykT coorBercTBYET TpeboBanusm HJI 3aknrouenune: OJJOBPEHO
Prepared by / = Checked by / Approved by: Manager/Executive /
[MoarorosneHo: Pravesh Rana  // [Tposepeno: Ramakant OnobpeHo: Menemxkep / Pykosoaurens

'L[ /iluko&{f Amit Kumar e

o . / /\(/

Reprint Date / Reprint Date /  \ Reprint Date/
Hara: 07.11.2024 Jarta: 07.11.2024 Jara: 07.11.2024

Registered Office: 8-2-337, Road Ne. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: #9140 4900 2300, Fav: +61 410 4900 2994, Email: maii@drreddys.ccm
CING LB5195APT884PLCONA507

wyvwdrreddys.com



