Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98156 56001-02
www.drreddys.com

CEPTHOPUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IMpoaykr: Haiiz® AxTHBreb (HAMECYII) Teb A HApYRHOro npumenenus, 1 %, 50 r

Market / PorHok

: Russia / Poccus

Batch No. / . Batch Quantity / . 23149 units /

Cepnsn Ne | V240435 Pasmep cepuu " 23149 enunu
Analytical Report No. / . 040002598299 Date of Analysis / . 24072004
AHaauTuyeckuii oTyer Ne Jarta ananusa

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

JlaTa npousBOACTBa I'onen no

Mfg. License No. /

Ipou3soacTBeHHAn : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI™-RU)
auueHsus Ne

Analysis performed according ND / Anaaus npogened no HJI: JITII-Ne(001336)-(PI'-RU)-251022

Page1 of 6/ Crp. 113 6

ﬁ.‘? / Test / IToka3zaTean Result / Pe3yabTar Specification / Hopma
1. Description / Onucanne Homogeneous, transparent, pale- | Homogeneous, transparent, colorless to

yellow gel with characteristic odor /
OnHopoaHpI MpO3padyHbBli  resb

0J1e IHO-KEJITOrO LIBETA
XapaKTepHBIM 3aMaXOM

pale-yellow gel with characteristic odor /
OnHOpPOAHBIH MpO3payHbIA  rejib  OT
¢ | GecupeTHOro 10 GJIEHO-XKENTOro LiBeTa
C XapaKTepHBIM 3aaxoM

2. Identification / UnenTndukanus

a) 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 yaep>xuBaHuA
OCHOBHOIO IMHKa Ha XpoMmaTorpaMme

HCTILITYEMOTO pactBopa JIOJDKHO
COOTBETCTBOBATH BpeMEHH
yIep>XMBaHWsS OCHOBHOIO TIHUKa Ha
Xpomarorpamme pacTeopa
CTaHAapTHOro obpasua HHUMecyIHJa
(pa3men «KonuuecteeHHOE
onpe/IeNIeHHE»)
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

IIpumeuanue: Ipoaykt cooreercTByeT Tpeboranusm HJI

3akarouenne: OJJOBPEHO

Prepared by /
INoaroroeneHo: Santosh Kumar

Maurya @;

Checked by /

IIposepeno: Pawan Kumar

Approved by: Manager/Executive /

Onobpeno: Menemxep / PykoBoauresns
Manoj Kumar j g!!!! Q

Reprint Date /
Jara: 24.07.2024

Reprint Date /
Hara: 24.07.2024

Reprint Date /
Jlata: 24.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4960 2200, Fax: +91 40 4900 2998, Ernail: maii@drreddys.com
CIN: L85135AP1984PLC024507

wwv.drreddys.com




Dr. Reddy'’s Q:f"

CERTIFICATE OF ANALYSIS

CEPTHOPUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Sotan, H.P., 173 205, INIDIA
Tel : +91 98166 56001-02
www.direddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Mpoaykr: Haiis® Axrusrens (HAMeCYNA) relib 1151 HapYKHOTO npHverenns, 1 %, 50 r

Market / PorHox

: Russia / Poccus

Batch No. / V240435 Batch Quantity / . 23149 units /

Cepus Ne Pasmep cepuu 23149 epuHuy
Analytical Report No. / 040002508200 Date of Analysis / . 24 072004
AHaauTu4ecknii oruer Ne Harta anajausa

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

JlaTa npousBoicTBa I'opeH no

Mfg. License No. /

IpouzBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT"-RU)
JHueH3nsa Ne

Analysis performed according ND / Ananu3 nposeaen no HJI: JITI-Ne(001336)-(PI'-RU)-251022

Page2 of 6/ Ctp. 2 u3 6

b) UV spectrophotometry / Y-
CreKTpodoTo METPHS

Complies as prescribed
CooTBeTCTBYET TPEOOBAHHUAM

/

UV absorption spectrum of the test
solution should have absorption
maximum at 39745 nm / V®-cnektp
TIOTJIOLIEHHS HMCIBITYEMOrO  PacTBOpa
JIOJDKEH UMETh MaKCHMYM IMOTJIOMECHHUS
nipa 397+5 M

3. | Weight of package contents / 50g/50r According to Rus. Ph. / B cooTsetcTBUM
Macca conepKuMoro ¢ TpeboaHusmu I' @ PO
YIAKOBKH

4. | pH 3.15 25t04.5/0T12,5104,5

5. | Viscosity / Bsazkoctb

988.8 centipoise /
988.8 canTHnyas

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

6. | Impurities / IIpumecn

i. | Impurity C/ Not detected / He 0GHapyxcHa Not more than 0.50 % /
[Mpumecs C He 6oiee 0,50 %

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

iii. | Any other impurity / 0.04% Not more than 0.50 % /
Jlro6ast mpyras npumecs He 6onee 0,50 %

Remarks : The Product conforms to ND/
Ilpumeuanne: ITponykt cooTBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3axnaouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
ToaroroeneHo: Santosh Kumar [Iposepeno: Pawan Kumar Onobpeno: Menemxkep / PykoBoauTens
Maurya @— .? Manoj Kumar w_)
Reprint Date / Reprint Date/ ' Reprint Date /

Hara: 24.07.2024

Harta: 24.07.2024

Jlara: 24.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangansz, Indiz
Tel: +91 G 4960 2900, Fax: <91 10 4900 2998, Ernail: maii@drreddys.com
CIN: L35 85AP1984PLC004A507

wadrieddys,.com




Dr.Reddy’s ‘_‘:‘

CERTIFICATE OF ANALYSIS

CEPTU®HUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd,

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDIA
Tel : 491 98166 56001-02

www.drreddys.com

Product : Nis¢ Activgel (nimesulide) gel for external use, 1 %, 50 g
Hponykr: Haliz® Axrusreas (HUMeCyJin) rens Ajs HapyAHoro npumenenns, 1 %, 50 r

Market / PorHok

: Russia / Poccus

Batch No. / . V240435 Batch Quantity / . 23149 units /

Cepns Ne ) Paszmep cepuu " 23149 enunuy
Analytical Report No. / . 040002598290 Date of Analysis / . 24.07.2004
AHanutuyeckuii oryer No JlaTa aHaqiu3a

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

Jara npou3BoicTBa I'ogen no

Mfg. License No. /

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

Analysis performed according ND / Auanu3 nposeaed no H/I: JITI-Ne(001336)-(PI'-RU)-251022

iv. | Total impuritics / 0.1%

CymMma npumecei

Page3 of 6/ CTp. 3 u3 6

Not more than 1.50 % /
He 6onee 1,50 %

7. | Microbial purity* / MukpoouoJsioruueckasi 4ucTora*

i. |Total Aerobic Microbial Count / NA Not more than 100 CFU/g /
O611ee yncso a3podHbIX MUKPO- He 6onee 100 KOE/r
OpraHu3MoB
ii. | Total Combined Yeast and NA Not  more  than 10 CFU/g

mould count / O6uiee yucio
JPOMOKEBBIX M TJIECHEBBIX

rpuboB
iili. | Pseudomonas aeruginosa NA
iv. | Staphylococcus aureus NA

He 6onee 10 KOE/r

Should absent in 1 g/
OtcyrcTBUEe B 1 T

Should absentin 1 g/
OrcytcTBUE B 1 T

8. | Assay/Koau4ecTBeHHOE onpeaeeHne

Remarks : The Product conforms to ND/
ITpumeuanne: [Iponykr coorBercTByeT TpeboBanusm HJI

Conclusion : APPROVED /
3akawyenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
INoarotoeneHo: Santosh Kuma [TpoBepeno: Pawan Kumar Onobpeno: Menemxkep / PykoBonutens
Maurya ¢ Manoj Kumar

Reprint Date / Reprint Date/ Reprint Date /

Hara: 24.07.2024 Hara: 24.07.2024 Jara: 24.07.2024

Registered Cifice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indiz2
Tel: +91 40 4900 2200, Fax: +91 40 4900 299G, Ernail: meii@drreddys.com
CIN: L35135AP1984PLCOD4507

wwvdrreddys.com




Dr.Reddy’s “':‘

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND|A
Tel : +91 98156 56001-02
www.drreddys.com

CEPTUOUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Hpoaykr: Haiiz® Axtusrens (HUMECYI) reb A5 HAPYKHOro npumenenna, 1 %, 50 r

Market / Peatox

: Russia / Poccus

Batch No. / - V240435 Batch Quantity / . 23149 units /

Cepus Ne ) Pasmep cepyuu " 23149 enunuu
Analytical Report No. / . 040002598299 Date of Analysis / . 2407204
Ananuruyeckuii otyet Ne JlaTta aHanusa

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

Jata npousBoacTsa I'ogeH no

Mfg. License No. /

IIponsBoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
Juuen3us Ne

Analysis performed according ND / Ananu3 nposeaen no H/L: JITT-Ne(001336)-(PI'-RU)-251022

Page4 of 6/ CTp. 4 u3 6

Nimesulide / 10.03 mg / 10.03 mr 9.0 mg to 11.0 mg of C13H12N20sS
Humecynun (100.3 %) (nimesulide) (90.0% to 110.0% of label
claim) in 1 gof gel /
Ot 9,0 MI' A0 11,0 Mr C13H12N205S
(numecymun) (ot 90,0 % no 110,0 % ot
HOMHMHAJIBHOTO cofiepkaHus) B 1 T rens
9. | Dimethyl sulfoxide / 100.7 % 90% to 110% of C2HeOS (dimethyl
JAumeTtniicynb(porcun sulfoxide) of label claim /
Ot 90 % no 110 % CoHsOS
(numeTHncynbpoKcHaI) OT
HOMHMHAJIBHOT'O COZIEPIKaHMA
10. |Package / Ymakoska 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
JIAMUHMPOBAHHOTO ATIOMHHHS, CHaO)XEHHYIO MeMOpaHOW ANd KOHTpOJA
nepBoro BekpbiThs. Kaxayio TyGy BMecTe ¢ HHCTPYKIIMEH 10 MEIUIIMHCKOMY
NPUMEHEHHIO MTOMEIIAIOT B NMa4YKy 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.

*TTokazaTe/ib MO:KET OTCYTCTBOBATH B cepTHHKATE aHAJIH32 Npou3BoAHTe . IIponsBoanTe b
rapaHTHpyeT KauecTBO Npenapara o 3THM HOKA3aTe/IsaM,

Remarks : The Product conforms to ND/
Ipumeyanne: [Ipoaykt cooTBCTCTBYCT TpeboBaHmam 11T

Conclusion : APPROVED /
3axawucuuc: OJOBPEHO

Prepared by /
[Toarorosnexso: Santosh Kumar (@
Maurya

e

Checked by /
IIposepeno: Pawan Kumar

Approved by: Manager/Executive /

Onobpeno: Menemkep / Pykoponurens
Manoj Kumar M

Reprint Date /
Jara: 24.07.2024

Reprint Date /
Jarta: 24.07.2024

Reprint Date /
Jata: 24.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangzana, India
Tel: +91 43 4900 2900, Fax: +91 40 4900 2996, Ernail: maii@drreddys.ccm

CIN: L85195AP1984PLCOJ4507

wwyr.drreddys.com




Dr.Reddy’s €3¢

Dr. Reddy's Laboratories (td.
Formulation 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

CEPTHO®HUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoaykr: Haii3® Axrusrens (HUMECYNHR) refb [T HAPYKHOro npumMeHenus, 1 %, 50 r

Market / PerHok : Russia / Poccus

Batch No. / . V240435 Batch Quantity / . 23149 units /

Cepns Ne ) Pa3zmep cepun * 23149 eguHnL
Analytical Report No. / . 040002598290 Date of Analysis / . 24072004
AHaJuTHYeCKHii oTueT Ne JlaTa aHaJIu3a

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

JlaTa npou3sBOACTBA I'onen go

Mfg. License No. /

IIpousBoacTBEeHHAsS : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT™-RU)
JuueH3ns Ne

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

PageS5of 6/ Crp. 5m3 6

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

Nimesulide / Humecynun

API manufacturer batch number /

Howmep cepuu nponssoauresist ADC: NMS/13121242

FP Manufacturer API Batch number /

Homep cepuu cyocTaHIHA FERA00269
npoussoanTes I'J1D:

API Manufactured by & country / Aarti Drugs Ltd., India /
IpouszBoaurens APC, crpaHa: Aaptu Jlparc JIta., Maaus

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

HaunmeHoBanue, agpec H HOMep
JIMIEH3HH TUIOLIATKH,
ocyumecTBasIOmeH
MPOH3BOACTBO/KOHTPOJIb
kadecTBa/Boinyck I'JI® /

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan (HP) 173205, India (License No MNB/05/263) /
I-p Pennu’c Jlaboparopuc Jlta., Unaus,
[MpousBoacTBeHHOE NoApasaenenre-6, Bumnamk Kxons,
Hanarapx Poyn, Bagay, Conan Querpukr, X.I1. 173205,
Hunusa (JTuuensus 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 /

IIpumeuanne: [Ipoaykt coorBeTcTBYET TpeboBaHusaM HJI 3akawuenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneHo: Santosh Kumar, Iposepeno: Pawan Kumar Onobpeno: Menemxep / PykoBonurens
Maurya m Manoj Kumar ‘}

Reprint Date / Reprint Date /” Reprint Date /

Hara: 24.07.2024 Jara: 24.07.2024 Jlarta: 24.07.2024

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

Tel: +91 40 4960 2900, Fax: +G1 40 4900 2998, Ernail: maii@drreddys.com
CIN: L85195AP1984PLC0O04507

wivwraieddys.cun



Dr. Reddy's Laboratories [td.
q.. Formulation Unit-6
! LX) Vill. Khol, Nalagarh Road, Baddi
Dr‘ Reddy S L4 Distt. Solan, H.P, 173 205, INDJA
Tel : +91 98156 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Npoaykr: Haii3s® AxTuerens (HUMeCYIHI) Teib 11l HAPYXKHOro npumMeHeHus, 1 %, 50 r

Market / Portok : Russia / Poccus

Batch No./ " Batch Quantity / . 23149 units /

Cepus Ne P V240435 Pasmep cepun © 23149 enuHnn
Analytical Report No. / - 040002598290 Date of Analysis / . 24072004
AHAIUTHYECKHIT oTUeT Ne JlaTa aHanmsa

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

Jarta npouzsBoacTBa T'onen po

Mfg. License No. /

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

Analysis performed according ND / Ananus nposeaex no HJI: JITT-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».

3akJ/04eHne 0 cooTBeTcTBHH: «HacTosmuM s mOATBEPXKAt0, YTO IIPUBEIEHHAs BhIlle HHGOpPMALUS SBISETCS
JIOCTOBEPHOH M TOYHOM. DTa Cepus IMPONYKLUMH IpOHU3BeleHa (BKIIOYas yIaKOBKY (MApKUPOBKY) M KOHTPOJb
KayecTBa) Ha BBIIEYKa3aHHOW IIPOM3BOJACTBEHHON IUIOINAAKe (IUIOUIAAKaX) B IIOJIHOM COOTBETCTBUM C
TpeboBanusaMu [IpaBun Hagmexaeil Ipou3BOACTBEHHON IpakTHKH EBpa3zniickoro sSKOHOMHUYECKOro coroza (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenrsbps 2022) u TpeOGOBaHUSAMH KOHTPOJIS KadecTBa JIEKAPCTBEHHBIX
CPEICTB, a TAKXKE B COOTBETCTBHM CO CIEIU(PHKAIMIMHU, COACPXNALIUMUCI B PETHCTPALIHOHHOM JOCHE CTPAHBI-
UMIOpTepa. 3allUCH II0 IPOM3BOJCTBY, YHAKOBKE M aHANM3y IPOBEPEHBI, U YCTAaHOBJIEHO MX COOTBETCTBHE
TpeboBanusaM IIpaBiul Hajexalelt Ipou3BOICTBEHHOM NTpakTHKH EBpa3uiicCKOro 3kOHOMHYECKOTO COFO3a.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: [Ipoaykr cootBeTcTBYeT TpeboBanusam HJL 3axmouyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
INoarororneno: Santosh K ITposepeno: Pawan Kumar Onob6peHo: Menemxkep / PykoBogutesb
Maurya m@_’ 3 Manoj Kumar \‘

4
Reprint Date / Reprint Date / ’ Reprint Date /
Mara: 24.07.2024 Hara: 24.07.2024 Jara: 24.07.2024

Registered Clfice: 8-7-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 4921 10 4900 2900, Fax: +91 40 4900 2995, Ernail: maii@drreddys.com
CIN: LS5195AP1984PLCOD4507
wavsdrreddys.com




