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

&
Dr. Reddy’s "... Viil. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P.,, 173 205, INDJA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Mpoaykr: Haiis® AkTuBrens (HUMeCynua) renb A/ HapyXHOTo npuMeHenus, 1 %, 50 T

Market / Poihok : Russia / Poccus

Batch No. / . V240497 Batch Quantity / . 23529 units /

Cepus Ne ) Pazmep cepun " 23529 enunuu
Analytical Rep03‘t No./ . 040002600740 Date of Analysis / . 24.07.2024
AHanutHveckuii oruer Ne JlaTa ananuza

Date of Manufacture / . 07/2024 Date of Expiry / . 06/2026

Hata npou3BoacTBa I'ogen xo

Mfg. License No. /

ITpouspoacTBeHHas! : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JuueH3ust Ne

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

Pagelof 6/ Ctp. 1 3 6

No /

Ne Test / Iloka3arenn Result / PesyasTar Specification / Hopma

1. Description / Onucanune Homogeneous, transparent, pale- | Homogeneous, transparent, colorless to
yellow gel with characteristic odor/ | pale-yellow gel with characteristic odor /
OnHoponHbld mpo3pauHslii rens | OOHOPOAHBIM NpO3pauHbId  renp  OT
6neqHO-KEeNTOro 1[BETA ¢ | BecuseTHOro /10 OJIeIHO-KENITOrO L[BEeTa
XapaKTepHBIM 3aI1axoM C XapaKTepHBIM 3a1axoM

2. Identification / HnenTudpuxanns

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 ynep»xvuBaHHS
OCHOBHOrO IMKa Ha XpoMarorpamme
HCTIBITYEMOrO pacTBopa JIOTDKHO

COOTBETCTBOBATh BpPEMEHHU
YOSPXKHBAHUS OCHOBHOTO TIMKa Ha
XpoMaTtorpamme pacTBOpa
cTaHgapTHoro ofpa3na HUMECYJIHAA
(paznen «KonuuecTBeHHOE
OIpeaeeHHE»)

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

I pumeuanne: [TpoaykTt cooTBeTcTBYET TpeboBanusm HJL 3axarouyenne: OJJOBPEHO

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

IoarororneHo: Santosh Kumar IIposepeno: Pawan Kumar Ono6peno: Menemxep / Pykosoayreinb

Maurya L Manoj Kumar ‘M

Reprint Date / Reprint Date / ' Reprint Date /

Jara: 24.07.2024 Jara: 24.07.2024 Jlara: 24.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 49 4960 2560, Fax: +91 40 4900 2955, Email: maii@drred-ys.com
CIN: L85195AP1964PLCO04507
wwiv.drreddys.com




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

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

Viil. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P., 173 205, INDI|A
Tel : 491 98166 56001-02

www.drreddys.coin

CEPTUO®UKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Hpoaykr: Haiis® AxTusrens (HUMECYNIHI) renb JUIS HApyxXHoro npuMeHenus, 1 %, 50 r

Market / PeiHOK : Russia / Poccus

Batch No. / . Batch Quantity / . 23529 units /

Cepus Ne §VERmET Pa3smep cepuu 23529 epuHun
Analytical Repourt No./ . 040002600740 Date of Analysis / . 24.07.2024
AHanuTuueckuii oruer No JlaTa aHaJjin3a

Date of Manufacture / . 07/2024 Date of Expiry / . 06/2026

JlaTa npon3BoACTBA I'open po

Mfg. License No. /

IIpouspoacTBeHHAast : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JguueH3usa Ne

Analysis performed according ND / Auanu3 nposeges no H/: JIII-Ne(001336)-(PI'-RU)-251022

b) UV spectrophotometry / Y-
cnekTpodoTro MeTpus

Page2of 6/ Ctp. 213 6

Complies as prescribed
CoOTBETCTBYET TPeOOBAHUAM

/| UV absorption spectrum of the test
solution should have absorption
maximum at 39745 nm / Y®-cniektp
MOMJIOIIEHHS HMCIBITYEMOro  pacTBopa
JOJDKEH MMETh MaKCUMYM IMOTJIOLEHHUS
npu 397+5 HM

3. | Weight of package contents / 51g/51r According to Rus. Ph. / B coorBercTBHM
Macca cogepxaMoOro ¢ TpebopanusmMu 'O PO
YHAKOBKH

4. | pH 33 25t04.5/012,5104,5

5. | Viscosity / BazkocTb

971.6 centipoise /
971.6 caHTumyas

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

6. | Impurities / [Ipumecn

i. | Impurity C/ Not detected / He o6HapysxeHa Not more than 0.50 % /
IIpumecs C He 6oinee 0,50 %

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

iii. | Any other impurity / 0.05% Not more than 0.50 % /
JTiobas apyras npuMech He 6onee 0,50 %

Remarks : The Product conforms to ND/
IIpameuanne: Iponykr coorseTcTBYeT Tpebopanusam HJI

Conclusion : APPROVED /
3akmouenne: OJIOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
ITogrorosneno: Santosh Kumar IIpoeepeno: Pawan Kumar Onobpeno: Menemxep / PykoBoanTens
Maurya L& /;é Manoj Kumar M
Reprint Date / Reprint Date / Reprint Date /

Hara: 24.07.2024

Hara: 24.07.2024

Hara: 24.07.2024

Registered Cifice: 8-2-337, Road No. 3, Banjara Hills, Kyderabad - 500034, Telanganz, India
Tel: +91 40 4960 2900, Fax: +91 40 4900 2999, Ernail: maii@drreddys.com
CIN: L85195AP198APLCOD4507

wwvyarreddys.com



Dr.Reddy’s ‘,‘:’.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

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

CEPTU®UKAT AHAJIW3A

www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Hpoaykr: Haiizs® AKTHBreNs (HUMECYTUR) IeNb JUIS HapY»KHOro npuMeHedus, 1 %, 50 r

Market / PoiHok : Russia / Poccus

Batch No. / . Batch Quantity / . 23529 units / B
Cepus Ne | V0490 Pa3mep cepuu 23529 equHuL
Analytical Repovrt No./ . 040002600740 Date of Analysis / . 24.07.2024
AHaJIuTHYeCKHH oT4yeT Ne JlaTa ananusa

Date of Manufacture / . 07/2024 Date of Expiry / . 06/2026

HJaTa npou3BoacTBa T'ogen no

Mfg. License No. /

I[IpounspoacTBeHHan : MNNB/05/263 MA number: / Homep PY : JITII-Ne(001336)-(PI-RU)
THIEeH3uA Ne

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

Page3 of 6/ CTp. 3 m3 6

1v. | Total impurities / 0.1% Not more than 1.50 % /
CymMma nipuMecer He 6onee 1,50 %

7. | Microbial purity* / Mukpodnosornyeckas 9ucrora*

i. | Total Aerobic Microbial Count / NA Not more than 100 CFU/g /
O61iee uncIo a3poOHBIX MUKPO- He Gonee 100 KOE/r
OpraHH3MOB

ii. | Total Combined Yeast and NA Not more  than 10 CFU/g
mould count / Ob1uee yucio He 6onee 10 KOE/r
JIPO}OKEBBIX U [UIECHEBBIX
rpubos

iii. | Pseudomonas aeruginosa NA Should absent in 1 g/
OtrcyrcTBHE B L T

iv. | Staphylococcus aureus NA Should absent in 1 g/
OtcytctBue B 1 1

8. | Assay/KoanuecTBenHoe onpeae/ieHHE

Remarks : The Product conforms to NI/
Ipumeuanue: [Ipoaykt coorBeTcTBYeT TpeboBanusam HJI

Conclusion : APPROVED /
3axkmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MToaroroeneno: Santosh Kumar ITposepeno; Pawan Kumar Ono6peno: Menemxep / PykoBonugesns
Maurya @ Manoj Kumar @ﬂ/
Reprint Date / Reprint Date / Reprint Date /

Hara: 24.07.2024 Jara: 24.07.2024 Jlara: 24.07.2024

Registered Cifice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2998, Email: meii@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s Q_:'."

CERTIFICATE OF ANALYSIS

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

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDJA
Tel : +91 98166 56001-02
www.drreddys.corm

CEPTUPUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ilpoaykr: Haiis® Akrusress (HUMECYIUA) reNb A1 HAPY)KHOTO NpuMeHenns, 1 %, 50 r

Market / Poinox : Russia / Poccus

Batch No. / . Batch Quantity / . 23529 units /

Cepus Ne $ Vd045y Pa3zmep cepun © 23529 enunuig
Analytical Repovrt No. / . 040002600740 Date of Analysis / . 24.07.2024
AHajJuTuyeckuii otuet Ne JlaTa aHaaMn3a

Date of Manufacture / . 07/2024 Date of Expiry / . 06/2026

JaTta npousBoacTBa Fopen go

Mifg. License No. /

IIpousBoacTBeHHAS : MNNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT'-RU)
JuLeH3us Ne

Analysis performed according ND / Ananus nposesen no HJL: JIII-Ne(001336)-(PT'-RU)-251022

Page4 of 6/ CTp. 413 6

Nimesulide /
Humecynunn

9.96 mg/ 9.96 mr
(99.6 %)

9.0 mg to 11.0 mg of C13Hi12N>OsS

claim) in 1 gofgel /
Or 9,0 MI" 40 11,0 mr C13H12N20sS

9. |Dimethyl sulfoxide /
JdumeTnicynbporcun

100.2 %

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

Ot 90 % no 110 % C:HsOS
(mumetHncynsdokcua) oT
HOMUHAJILHOTO COICPIKaHHs

10. |Package/ YnakoBka

(nimesulide) (90.0% to 110.0% of label

(uumecynun) (ot 90,0 % 10 110,0 % ot
HOMHHAJIBHOI'O cofiep>kaHus) B 1 r rens

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
JIAMHHUPOBAHHOTO AMIOMUHHS, CHaOXXEHHYI0O MeMOpaHOH /Uil KOHTPO.s
nepBoro BekpbiTus. Kaxayro Ty6y BMecTe ¢ HHCTPYKLMEH 110 MEAULIMHCKOMY
[IPUMEHEHHMIO TIOMELIAIOT B MAYKy 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.

*Tloka3zaTejib MOKET OTCYTCTBOBATH B cepTH(HKATE aHAIH3A Npon3BoauTes. Ilponssogurenn
rapaHTUpYeT Ka4ecTBO Npenaparta 10 3THM NOKA3aTeJIfAM,

Remarks : The Product conforms to ND/

Mpumeuanue: [Ipoaykt cooTBercTBYeT TpeboBanusm HJI

Conclusion : APPROVED /
3akarwuenne: OJOBPEHO

Prepared by / Checked by /
IMoaroroeneno: Santosh Kuma[r:}yl Ilposepeno: Pawan Kumar

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

Maurya p= 4 Manoj Kumar '
Ty /\ ) h’h

Reprint Date / Reprint Date / | Reprint Date /

Jara: 24.07.2024 Jara: 24.07.2024 JlaTa: 24.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49C0 2900, Fax: +91 40 4900 2998, Ernail: maii@drreddys.com

CIN: L85195AP1984PLCN04507
wwvdirredadys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

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

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

www.drreddys.com

CEPTUO®HUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IpoayrTr: Haiis® AKTHBres b (HMMECYIIHA) TeNb UL HapyYKHOTO npiMenenns, 1 %, 50 r

Market / Puinok : Russia / Poccus

Batch No. / ) Batch Quantity / 23529 units / o
Cepusi N Vel Pa3mep cepun © 23529 eguHun

Analytical Repovrt No./ . 040002600740 Date of Analysis / . 24.07.2024
Anxanutunyeckuii oTuer Ne Jara aHanu3a

Date of Manufacture / . 07/2024 Date of Expiry / . 06/2026

JlaTa npousBoAcTBa T'onen no

Mfg. License No. /

IlpousBoacTBeHHasi : MNB/05/263 MA number: / Homep PY : JIIT-Ne(001336)-(PT-RU)
JHueH3us Ne

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

PageSof 6/ Ctp. S5uz 6

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

Nimesulide / Humecyaunn

API manufacturer batch number /

npoussogurTens I'JIP:

Homep cepuu npousBoauresasi ADPC: NMS$/13121242
FP Manufacturer API Batch number /
Homep cepuu cyGcTaHnun FERA00269

API Manufactured by & country /
IIponssoaurens A®C, ctpana:

Aarti Drugs Ltd., India /
Aaptu Hparc JIta., UHnus

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

HanmenosaHue, aipec 1 HOMep
JIHIEH3UH TUIOINANKH,
ocyuecTBIAIOMIEH
MPOU3BOACTBO/KOHTPOJb
kavecTBa/Bbinyck I'JID /

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan (HP) 173205, India (License No MNB/05/263) /
I-p Peanu’c Jlaboparopuc JIta., Unnns,
TIpouszroacTBeHHOE NoApa3aesieHue-6, Bumiamk Kxoos,
Hanarapx Poyn, bBanau, Conan Querpuxr, X.I1. 173205,
Wuaus (Jluuensus 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

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

IIpumeuanue: [Iponykt cootBeTcTBYET Tpebosanusam HJI 3axmouenne: OJJOBPEHO

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

Ilonroroeneno: Santosh Kumar [IpoBepeHo: Pawan Kumar Onobpeno: MeHemkep / PykoBoaureib

Maurya @ ' Manoj Kumar \1&5‘_‘—;&4
LNy

Reprint Date / Reprint Date / / Reprint Date /

Hara: 24.07.2024 Jata: 24.07.2024 Hara: 24.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 4G 4960 2900, Fasx: +91 40 4900 2998, Email: maii@drreddys.com
CIN: L85195AP1984PLCOO4507
www.drreddys.com



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

@
Dr. Reddy’s Q".. vill. Khol, Nalagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUDHUKAT AHAJIM3A www.drreddys.coin

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IMpoaykr: Hait3® AkTuBresnb (HUMECYJIH) rellb JUIs Hapy»KHOTO NMpuMeHenus, 1 %, 50 r
Market / PuiHoK : Russia / Poccus
Batch No. / . Batch Quantity / . 23529 units /
Cepus Ne § V240497 Pa3zmep cepun 23529 epuHun
Analytical Repourt No. / . 040002600740 Date of Analysis / . 24.07.2024
AHaJuTHYeCKUi oTYeT No JlaTa aHanu3za
Date of Manufacture / . 07/2024 Date of Expiry / . 06/2026
JaTta npousBoAcTEa T'onen go
Mfg. License No. /
IIpoussoacTReHHAR : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JuueH3us Ne
Analysis performed according ND / Anasu3s npoeeaex mo HJI: JITI-Ne(001336)-(PI'-RU)-251022

Page 6 of 6/ Ctp. 6 u3 6

testing records are verified and their compliance with Good Manufacturing Practice of the Eurasian Economic
Union is established».

3ak/09enHe 0 cooTBeTcTBHH: «HacTosmuM s MOATBEPKIat0, YTO IPUBEICHHAS BBIE HHPOPMALKS SBJISCTCS
JIOCTOBEPHON M TOYHOM. DTa cepus MPOIAYKIHH MpOH3BeAeHA (BKIIOYAs yNAaKOBKY (MapKHPOBKY) H KOHTPOIb
Ka4yecTBa) Ha BBIIIEYKA3aHHOM IPOM3BOJICTBEHHOH IUIOIIAAKe (IUIOIIANKaXx) B MHOJIHOM COOTBETCTBHH C
TpebGoBanuaMH [IpaBuiT HajIexkalIeHd NPOU3BOACTBEHHOM NpakTHKK EBpasuiicKoro 5KOHOMHYECKOTO coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsbps 2022) u TpeOoBaHMSIMHM KOHTPOJIA KadecTBa JIEKAPCTBEHHBIX
CPENCTB, a TaK)Ke B COOTBETCTBHH CO CeNU(UKAIMAME, COACPXKAIUUMUCA B PETHCTPAlIMOHHOM JOCHE CTPaHBI-
UMIIOpTepa. 3amUCH MO MPOHM3BOJCTBY, YIAKOBKE M aHAIW3y IPOBEPEHBI, M YCTAHOBICHO MX COOTBETCTBHE
TpeboBanuaM [IpaBun Haanexalel MPOU3BOJCTBEHHOM IPAKTHKH EBPasHiCKOT0 SJKOHOMHYECKOTO COI03ay.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanue: [Tponykt coorsercTByeT TpeboBanusm HJI 3akmwuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Iloaroroeneno: Santosh Kumar IIposepeno: Pawan Kumar Ono6peHo: Menemxkep / PykoBonurens
Maurya % /r Manoj Kumar

A ( ALt
Reprint Date / Reprint Date / Reprint Date /
Hara: 24.07.2024 IMarta: 24.07.2024 Hara: 24.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, hyderabad - 500034, Telangang, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: meii@drreddys.com
CIN: L85195AP1984PLCO04507
www.arredays.com




