Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A

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

Vill. Khol, Natagarh 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 %, 100 g
Mpoaykr: Haii3® AkTHBrennb (HUMECYM) refis A1 HapyKHOTO npiMeHenus, 1 %, 100 ¢

Market / Prinok : Russia / Poccus

Batch No. / . V240134 Batch Quantity / . 11881.000 units /

Cepus Ne ) Paszmep cepuu © 11881.000 epuHu
Analytical RepO}'t No./ . 040002470921 Date of Analysis / . 31.03.2024
AHaauTHyecKkHii oTuer Ne Jarta anajau3za

Date of Manufacture / . 03/2024 Date of Expiry / . 022026

Jara npoussoacrea I'open o

Mfg. License No. /

IIpou3BoacTBEHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI-RU)
JuueHsus No

JII-Ne(001336)-(PI'-RU) ot 25.10.2022

Analysis performed according ND / Auanu3 nposeaen no H: JIIT-Ne(001336)-(PI'-RU) dt. 25.10.2022 /

Pagel1of 6/ Ctp. 1 u3 6

No/

Test / Ilokaszarean
Ne

Result / Pesyabtar

Specification / Hopma

1. Description / Oncanue

Homogeneous, transparent, pale-
yellow gel with characteristic odor
/ OmHOPOHBIH MPO3pavHBIN reib
0JIeTHO-KENTOro 1BeTa ¢
XapaKTePHBIM 3aM1aX0M

Homogeneous, transparent, colorless to
pale-yellow gel with characteristic odor /
OnHOpPOAHBIM MPO3pauHbId reias  OT
OecUBETHOrO 0 OJIETHO-KENTOrO LIBETA
C XapaKTepHBIM 3araxoM

2. Identification / UnenTuduxamus

a) HPLC / BDO)XKX

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 ynepxuBaHus
OCHOBHOIO IMHKa Ha XpoMarorpamme
UCIIBITYEMOr0  pacTBopa  JOJDKHO
COOTBETCTBOBATh BpEeMeHH
yOep>KHUBaHHs OCHOBHOTO MHUKAa Ha
XpoMarorpamme pacTeopa
CTaHAapTHOro obpasla HUMecyIujaa
(pazmen «KonuuectBeHHOE
ONpPEIC/ICHHEN)

Remarks : The Product conforms to ND/

Ipumeuanue: Ilpoaykr coorsercTByeT TpebopanusM HJ{

Conclusion : APPROVED /
Saxmouenue;: OJJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: Ambresh §&mar [IpoBepeno: Santosh. Kumar Onobpeno: Menemxep / PykoBoaMTENL
T i Maurya (!'\ Amit Kumar o -
Do i T St
Reprint Date / Reprint Date / Reprint Date /
Jara: 31.03.2024 Hata: 31.03.2024 Hata: 31.03.2024

Registered Office: 8-2-337, Road Na. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2299, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

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

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
ITpoaykr: Haiis® AxTuBress (HUMECYITHA) resib AJlsl Hapy»KHOTo npumMeHeHus, 1 %, 100 r

Market / Poinok : Russia / Poccus

Batch No. / . V240134 Batch Quantity / . 11881.000 units /

Cepus Ne ) Pazmep cepuu * 11881.000 exunu
Analytical Repovrt No./ . 040002470921 Date of Analysis / . 31.03.2024
AHaNUTHYeCKHUH 0TYeT Ne Hara aHaausa

Date of Manufacture / . 03/2024 Date of Expiry / . 02/2026

JaTta npou3BoacTBa TI'onen oo

Mfg. License No. /

Ilpou3BoacTBEHHAS : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JInUeH3us1 No

Analysis performed according ND / Ananus nposenen no H/I: JIT-Ne(001336)-(PI'-RU) dt. 25.10.2022 /
JI-Ne(001336)-(PI'-RU) or 25.10.2022

Page2 of 6/ Crp.2u3 6

b) UV spectrophotometry / Y®-
crekTpodOTO METPHs

Complies as prescribed
CootsercTByeT TpebOBaHUAM

/

UV absorption spectrum of the test
solution should have absorption
maximum at 397+5nm / V®-cnekrtp
NOIJIOWEHHs HMCIBITYEMOrO pacTBOpa
JIOJDKEH UMETh MAaKCHMYM ITOITOILECHHS
mpu 397£5 HM

IIpumeuanne: [IponykT cooTBeTcTBYeT TpeboBanusM HJJ

3. | Weight of package contents / 102¢/102r According to Rus. Ph. / B cooTBeTcTBHH
Macca coaepKamMoro ¢ TpeboBanusmu [© PO
YHNAKOBKH

4. pH 3.35 25t04.5/012,5104,5

5. Viscosity / Baskocth 893.7 centipoise / 400 to 1,200 centipoise /

893.7 canrumnyas Ot 400 go 1200 canTumnyas

6. Impurities / Ilpumecn

i. Impurity C / Not detected / He oOHapy>keHa Not more than 0.50 %/

IMpumecs C He 6onee 0,50 %
ii. Impurity D / Not more than 0.50 % /
Tpuvech D Not detected / He oOHapyxeHa He Gonee 0,50 %

iii. | Any other impurity / Below LOQ (LOQ = 0.03 %) / Not more than 0.50 % /

Jlrobas apyras mpuMeck Hinke npejiena konwuectrenroro | He 6oaee 0,50 %
onpenenenus (IIKO = 0.03 %)
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

3akmouenue: OJIOBPEHO

Prepared by /
INoaroroeneno: Ambresh Kumar

Checked by /
IIpoeepeno: Santosh Kumar
Maurya Q(i\

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

Amit Kumar -
Qe T~

Reprint Date /
Jara: 31.03.2024

Reprint Date /
Hara: 31.03.2024

Reprint Date/
Jara: 31.03.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr. Re"ddy’s “:’.

CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJIM3A

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

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

Product ; Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Ipoaykr: Haii3® Axrusrenb (HUIMECYIHA) reflb A1 HAPYKHOTO NpUMEHeHHs, 1 %, 100

Market / Peinok : Russia / Poccus

Batch No. / . V240134 Batch Quantity / . 11881.000 units /

Cepus Ne ) Pa3mep cepuu * 11881.000 exuHuL
Analytical Repovrt No./ . 040002470921 Date of Analysis / . 31.03.2024
AHaJUTHYECKHUH 0TUeT Ne Jlara anaausa

Date of Manufacture / . 03/2024 Date of Expiry / . 02/2026

JlaTa npousBoacTBa loaen o

Mfg. License No. /

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

Analysis performed according ND / Ananus nposeaen no HI: JIII-Ne(001336)-(PT-RU) dt. 25.10.2022 /
JITI-Ne(001336)-(PT'-RU) ot 25.10.2022

Page30of 6/ Crp.3u3 6
iv. | Total impurities / 0.04 % Not more than 1.50 % /
CymmMa npumMeceit He Gonee 1,50 %
7. | Microbial purity* / Mukpo6uosiorayeckasi Y4McTOTa*
i. | Total Aerobic Microbial Count / Less than 10 CFU/g / Not more than 100 CFU/g /
O61ee yncio a3pobHBIX MUKPO- Menee 10 KOE/r He 6onee 100 KOE/r
OpraHMu3MOB
ii. | Total Combined Yeast and Less than 10 CFU/g/ Not more  than 10 CFU/g
mould count / O61ee yucno Menee 10 KOE/r He 6onee 10 KOE/r
JPOMOKEBBIX M TIECHEBBIX
rpuboB
iii. | Pseudomonas aeruginosa Absentin1 g/ Should absentin 1 g/
OtcytctByeTB 1 T OtcyrcrBUe B 1 T
iv. | Staphylococcus aureus Absentinl g/ Should absent in 1 g/
OrcytctByeTrB 1 T OtcyTtctBUe B 1 T
8. | Assay/KonnvyecTBeHHOe onpese/icHHe

Remarks : The Product conforms to ND/
ITpumeyanne: IIpoaykT cooTseTcTBYET Tpebosanuam HJI

Conclusion : APPROVED /
3axmiouenne: OJIOBPEHO

Prepared by /
[Moaroroeneno: Ambresh Kmﬁr

Checked by /
[Tposepeno: Santosh Kumar

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

Amit Kumar S
A

Reprint Date /
Hara: 31.03.2024

Maurya @
Reprint Date /

Hara: 31.03.2024

Reprint Date /
Iara: 31.03.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ":'.

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

Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A

Tel : +91 98166 56001-02
www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Ipoaykr: Haiis® Axtusreas (HUIMECYIHA) Tellb JUIA HAPYXKHOTO NpuMeHeHns, 1 %, 100 r

Market / PoiHOK : Russia / Poccus

Batch No. / . V240134 Batch Quantity / . 11881.000 units /

Cepus Ne ) Pa3mep cepun * 11881.000 exuHu
Analytical Report No./ . 040002470921 Date of Analysis / . 31.03.2024
AHannTHuyeckuii oTueT Ne Jata ananusa

Date of Manufacture / . 03/2024 Date of Expiry / . 02/2026

JlaTa npousBoacTBa T'onen no

Mfg. License No. /

IIpousBoacTBEHHAS : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI-RU)
Jnuen3ust Ne

Analysis performed according ND / Ananu3 nposegen no HJI: JIII-Ne(001336)-(PI'-RU) dt. 25.10.2022 /

JITI-Ne(001336)-(PI'-RU) ot 25.10.2022

Page4 of 6/ CTp.4u3 6

Nimesulide /
Humecynun

9.75 mg/9.75 mr
(97.5 %)

9.0 mg to 11.0 mg of C13H12N>05S
(nimesulide) (90.0% to 110.0% of label
claim)in 1 g of gel /

Or 9,0 MI' 10 11,0 mr Ci3Hi2N20sS
(aumecynun) (ot 90,0 % mo 110,0 % ot
HOMMHAJIBHOIO COMiepKaHus) B 1 T rens

9. [Dimethyl sulfoxide /
JumeTnyicyabQoKCH

102.2 %

90% to 110% of Co:HgOS (dimethyl
sulfoxide) of label claim /

Ot 90 % mo 110 % C2HsOS
(mumetuncynshokcHa) ot
HOMHHAJIBHOTO COJEPIKaHHS

10. |Package/ YnaxoBka

100 g in a laminated aluminum tube equipped with tamper-evident membrane.
Each tube and a patient information leaflet in a carton. / Ilo 100 r B TyOy u3
JIAMHUHUPOBAHHOTO AalIOMHHHS, CHaOXXeHHYI0O MeMOpaHOM Ui KOHTpOJS
nepBoro BCKpoITHA. Kaxxayio TyOy BMecTe ¢ MHCTPYKLMEH 110 MEIUIIMHCKOMY
HPHMEHEHHIO OMEIIAIOT 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 parameters.

*ITokasaTesib MOXET OTCYTCTBOBATH B cepTHPHKATe aHAIN3a npon3BoAuTes. IIpousBogurens
rapasTHpPyeT Ka4ecTBO Npenapara 1o 3THM NMoKa3aTesiM.

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoxykr cooTBeTcTBYET Tpeboanusm HJI

Conclusion : APPROVED /
3aknwuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
ITogrorosneno: Ambresh Kumar IIpoBepeno: Santosh Kumar Ono6peno: Menemxkep / Pyxoponutens
W Maurya ng - Amit Kumar -
= )Ar/
Reprint Date / Reprint Date / Reprint Date /
Hara: 31.03.2024 JlaTa: 31.03.2024 Jara: 31.03.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




: ® Dr. Reddy's Laboratories Ltd.
i y 4 Formulation Unit-6
Dr. 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

CEPTU®HUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g

Ipoaykr: Haiis® AKTUBreNb (HHMECY/IH) Tellb /1A HAPYKHOTO NMPHMEHSHUA, 1%,100r

Market / PoiHok : Russia / Poccus

Batch No. / . V240134 Batch Quantity / . 11881.000 units /
Cepua Ne ) Paszmep cepun * 11881.000 enunuLl
Analytical Repourt No./ . 040002470921 Date of Analysis / . 31.03.2024
AHaNuTHYECKMIi 0TYeT Ne JlaTa anaJn3a

Date of Manufacture / . 03/2024 Date of Expiry / . 02/2026

|JlaTa npou3BoaAcTBa [logen no

Mfg. License No. /

Ipou3BoacTBEHHAS : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)~(PI'-RU)
JuneH3ns Ne

Analysis performed according ND / Ananu3s nposeJeH 1o HJX: JIXI-Ne(001336)-(PI'-RU) dt. 25.10.2022 /
JITI-Ne(001336)~(PT-RU) ot 25.10.2022

Page 50f 6/ Crp. 5u3 6

?PI na)r:ne (INN) / HanmenoBanue APC Nimesulide / Humecymun

API manufacturer batch number / NMS/13090880

Homep cepun nponspoguTenn ADC:

FP Manufacturer API Batch number /

Homep cepHu cyO0cTaBIUH FERAO00081

npoussoanrens I'JID:

API Manufactured by & country / Aarti Drugs Ltd., India /
ITpoussogurens ADC, cTpana: Aaprn Jlparc Jlta., Unpvs

Naine, addi eas, authorization No for

FP manufacturing site / Control site / Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,
Release site / Distt. Solan (HP) 173205, India (License No MNB/05/263) /
HaumenoBaHue, aJpec H HOMep H-p Penn’c Jlaboparopuc Jlta., Uupus,
JIHMEH3HH NJI0IAAKH, [Ipon3BOACTBEHHOE TIofpaseenue-6, Bumiamk Kxons,
0CyIeCTBIIAIOIICH Hanarapx Poyn, bannu, Conan JIucTpukr, X.I1. 173205,
NPOH3BOACTBO/KOHTPOIb Unmus (Jluuensus Ne MNB/05/263)
xauecTea/Boinyck IJID /

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».

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

TIpumeuanne: [IponykT cooTBeTcTBYeT TpeboBanusm HJI Baxiouenue: OJIOGPEHO

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

[Moarotoeneno: Ambresh Kumar Iposepeno: Santosh Kumar Ono6peno: Menespkep / PykoBonurenb
(95;%// Maurya Q&_ Amit Kumar ‘;_\:f,

Reprint Date / Reprint Date / Reprint Date/

Jata: 31.03.2024 Jara: 31.03.2024 Jlata: 31.03.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




, @ Dr. Reddy's Laboratories Ltd.
B . ) @ Formulation Unit-6
DI’. Reddy S ‘_.. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS o Zonl o

CEPTUDHUKAT AHAJIN3A
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Ilpoayxr: Haiizs® AxTHBresns (HUMECYNUN) Iedb 1JiA Hapy>KHOro npuMeHenus, 1 %, 100 r
Market / PriHok : Russia / Poccus
Batch No. / . V240134 Batch Quantity / . 11881.000 units /
Cepus Ne ) Pa3mep cepuu * 11881.000 enunmn
Analytical RepOj‘t No. / . 040002470921 Date of Analysis / . 31.03.2024
AHaJuTHYECKHIT oTHeT No JlaTa ananu3a
Date of Manufacture / . 03/2024 Date of Expiry / . 02/2026
JaTta npouseoacTaa I'onen no
Mfg. License No. /
IlponseoacTeBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI-RU)
JuueHsus Ne
Analysis performed according ND / Ananu3s nposenen no HJI: JITI-Ne(001336)-(PI'-RU) dt. 25.10.2022 /
JITI-Ne(001336)-(PI'-RU) ot 25.10.2022

Page 6 of 6/ CTp. 6 U3 6

3akinioueHne o cooTBeTcTBHM: «HacTosImuM s MOATBEPKIAr0, UTO MPUBEACHHAs BBIIE HHPOPMALMS SBIISETCSI
JIOCTOBEPHOM M TOYHOH. DTa cepusi MPOAYKIHMH IIPOU3BeIeHA (BKIFOYas YIaKOBKY (MapKMpOBKY) M KOHTPOIb
Ka4yecTBa) Ha BBINICYKa3aHHON IIPOM3BOJCTBEHHOHM Iomanke (IUIOIAaJKax) B IIOJHOM COOTBETCTBUH C
TpeboBanusamu [IpaBui Haexaled TPOU3BOICTBEHHOM MpakTHKY EBpasHifickoro 3KOHOMUYECKOrO coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsbps 2022) u TpeGOBaHHUSIMH KOHTPOJII KadecTBa JIEKAPCTBEHHBIX
CpENCTB, a TAKXKe B COOTBETCTBHM CO CHEIH(PHUKAIUIMHU, COACPKAITUMHUCA B PErHCTPALIMOHHOM JI0ChE CTpPaHBI-
AMIOpTepa. 3alUcH II0 IPOHM3BOJICTBY, YMAKOBKE W aHATHM3y IPOBEPEHBI, U YCTAaHOBJIEHO HMX COOTBETCTBUE
TpebGoBaHuAM [IpaBuIl Ha/IeXKaIeH MPOU3BOCTBEHHOM IPAaKTHKH EBPa3sHiiCKOr0 3KOHOMHYECKOTO COI03a)».

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: [IpoaykT cooTBeTcTBYET TpeOoranusam HJI 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoxarorosneno: Ambresh Kumar Ipogepeno: Santogh Kumar OnobpeHo: Menemxep / Pykosogurens

@ Maurya ¢ 5 | Amit Kumar /&_, -

% ‘ P

Reprint Date / Reprint Date / Reprint Date /
Hara: 31.03.2024 JHara: 31.03.2024 Jara: 31.03.2024

Registered Office: 8-2-337, Road No. 3, Baniara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




