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Dr.Reddy’s ‘,‘:‘

CERTIFICATE OF ANALYSIS

CEPTU®UKAT 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 : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoayxr: Haiis® AxTuBresbs (HUMECYJINI) refb U HApY)KHOro NpuMeHeHus, 1 %, 50 ¢

Market / Peinok : Russia / Poccus

Batch No. / . V230886 Batch Quantity / . 23208.00 units /

Cepus Ne ) Pazmep cepuu " 23208.00 equHUL
Analytical Repo:‘t No./ . 040002289041 Date of Analysis / . 24.11.2023
AHanmuTH4yecKuii oTuer Ne JlaTa ananusa

Date of Manufacture / . 11/2023 Date of Expiry / . 10/2025

JaTa npou3BoacTBa Topen no

Mifg. License No. /

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

Analysis performed according ND / Ananus npoeeaen nmo HJI: JITI-Ne(001336)-(PI'-RU) dt. 25.10.2022 /

JIII-Ne(001336)-(PI'-RU) ot 25.10.2022
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No/

Test / Iloka3zaTein
Ne

Result / PesyabTar

Specification / Hopma

1. Description / Onucanue

Homogeneous, transparent, pale-
yellow gel with characteristic odor
/ OnHOPOIHBIH MPO3PAYHEIH I'ellb
6JIeIHO-XKEITOro LBETa C
XapaKTePHBIM 3aM1aXxoM

Homogeneous, transparent, colorless to
pale-yellow gel with characteristic odor /
OpHOpOOHBIA NPO3payHbIA  rejab  OT
6GeCUBETHOrO A0 0JeIHO-XKEITOro LBeTa
C XapaKTepHbIM 3aI1aXOM

2. Identification / UnenTudukanus

a) HPLC / BOXKX

Complies as prescribed
CooTBeTcTBYET TpeOOBAaHUAM

/

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 ynepskuBaHus
OCHOBHOIO MHKa Ha XpoMmaTorpamme

M{‘.TIBIT)/P.M(“Y\ pﬂ(‘.TRﬂpﬂ JINTTIKHON
COOTBETCTBOBATh BpEMEHHU
yIep>KUBaHUsS OCHOBHOIO IHMKa Ha
XpoMarorpamme pactBopa
CTaHIapTHOrO ofpaslia HUMeCyNIUIa
(paznen «KonmuuecTBeHHOE
OTpeieNICHUE)

Remarks : The Product conforms to ND/

IIpnmeuanue: IIponykr cooreercTByeT TpebopanusM HJ|

Conclusion : APPROVED /
3akauenne: OJOBPEHO

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

Iloarotoeneno: Ankit A ITpoeepeno: Santosh Kumar Onobpeno: Menemxkep / PykoBoauresnns
s Maurya ( Kusum lata & o

Reprint Date / Reprint Date / Reprint Date /

Hara: 24.11.2023 Hara: 24.11.2023 Hara: 24.11.2023

Registered Office:

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

Tel: +91 40 45900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ‘_’:‘

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

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUOPHUKAT AHAJIM3A www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Hpoaykr: Haiis® AkTHBress (HUMECYJIU) Teib 1JIs HapY>KHOro npumeHeHus, 1 %, 50 r

Market / PoiHok

: Russia / Poccua

Batch No. / . V230886 Batch Quantity / . 23208.00 units /
Cepnst No i Pa3mep cepun © 23208.00 equnnL
Analytical Repourt No. / . 040002289041 Date of Analysis / . 24.11.2023
AHasuTHuyeckuii oTyer Ne JlaTa anasinsa

Date of Manufacture / . 11/2023 Date of Expiry / . 10/2025

Jara npousBoacrsa I'omen oo

Mfg. License No. /
IIpousBoacTeeHHast
JauueH3ust Ne

: MINB/05/263

MA number: / Homep PY

: JIII-Ne(001336)-(PT-RU)

Analysis performed according ND / Ananu3s nposeaen no H/I: JIII-Ne(001336)-(PI'-RU) dt. 25.10.2022 /

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

Page2 of 6 / Ctp. 2 u3 6

b) UV spectrophotometry / Y-
crniekTpodoTo MeTpus

Complies as prescribed
CooTBeTcTBYET TpeOOBAHHUM

/| UV absorption spectrum of the test
solution should have absorption
maximum at 3975 nm / Y®-cnekrp
NOMJIOLUEHHS HCIBITYeMOro pacTBOpa
JOJDKEH UMETh MaKCHMYM MOTJIOLIEHHUS
npu 397+5 um

3. | Weight of package contents / 51g/Slr According to Rus. Ph. / B cooTrBercTBUH
Macca cogepxumMoro ¢ TpeboBanusmu '@ PO
YHAKOBKH

4. | pH 3.27 2.5t04.5/012,5004,5

5. | Viscosity / Bazkoctb 1036 centipoise / 400 to 1,200 centipoise /

1036 cantunyas

Ot 400 mo 1200 cantumyas

6. | Impurities / IIpumecn

i. | Impurity C/ Not detected / He obHapyxeHa Not more than 0.50 % /
IMpumecs C He 6onee 0,50 %
ii. | Impurity D/ N Not more than 0.50 % /
t detected 6
[pumecs D ot detected / He obHapyxera He 6onee 0,50 %
ili. | Any other impurity / 0.03% Not more than 0.50 % /

Jliobas mpyras npumech

He 6omnee 0,50 %

Remarks : The Product conforms to ND/
IIpumeuanue: Iponykt coorBeTcTBYET TpeOOoBaHUAM HJJ

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Prepared by /
IMoarorosneno: Ankit

3

Checked by /
ITposepeno: Santosh Kumar
Maurya )ﬁ’\,

Approved by: Manager/Executive /
OpnobpeHo: Menemxep / Pykoeonuresns

Kusum lata \ :é oo

Reprint Date /
Jara: 24.11.2023

Reprint Date /
Jara: 24.11.2023

Reprint Date /
Hara: 24.11.2023

Registered Office:

8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTU®PUKAT 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 : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoayxr: Haiis® AkTUBresb (HUMECYIUA) Teflb U1 HAPYXKHOTO MpuMeHenus, 1 %, 50 r

Market / PoiHoK : Russia / Poccus

Batch No. / . V230886 Batch Quantity / . 23208.00 units /

Cepusi No ) Pa3mep cepun * 23208.00 equHmI
Analytical Repovrt No./ . 040002289041 Date of Analysis / . 24.11.2023
AHanuTHyecKuii oT4yeT Ne Jarta anajausa

Date of Manufacture / . 11/2023 Date of Expiry / . 10/2025

JlaTa npousBoacTBa I'onen go

Mifg. License No. /

IIponseoacrBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI™-RU)
JuueH3us Ne

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

Analysis performed according ND / Ananus npoeeaen no HJI: JIIT-Ne(001336)-(PI'-RU) dt. 25.10.2022 /

iv. | Total impurities /
Cymma npumecei

0.0341%

Page3 of 6/ Crp.3 u3 6

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

7. | Microbial purity* / Mukpo6unosorudeckasi yucrora*®

i. |Total Aerobic Microbial Count / NA Not more than 100 CFU/g /
O61ee yncio aspoOHBIX MUKPO- He 6onee 100 KOE/r
OpraHM3MOB
ii. | Total Combined Yeast and NA Not more  than 10 CFU/g
mould count / O61uee 9uco He 6onee 10 KOE/r
JIPOMOKEBBIX M NUIECHEBBIX
rpuboB
iii. | Pseudomonas aeruginosa NA Should absentin 1 g/
OtcyrctBue B 1 T
iv. | Staphylococcus aureus NA Should absent in 1 g/

OrcyrctBUe B 1 T

8. | Assay/KosnuecTBeHHOe onpefeeHHe

Remarks : The Product conforms to ND/
IIpumeuanne: IIpoaykT coorBeTcTBYET Tpebopanuam HJI

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Jara: 24.11.2023

Jlata: 24.11.2023

Prepared by / Checked by / Approved by: Manager/Executive /
Iloarorosneno: Ankit A [IpoBepeHo: Santosh Kumar Onofpeno: Menepkep / PykoronnTenn

/ Maurya Kusum lata ; N
Reprint Date / Reprint Date / Reprint Date /

Hara: 24.11.2023

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: L85195AP1984PLC004507
www.drreddys.com




‘.. Dr. Reddy's Laboratories Ltd.
, o Formulation Unit-6
Dr' Reddy S L ' Vill. Khol, Nalagarh Road, Baddi,

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

CEPTUO®UKAT AHAJIW3A www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IpoaykT: Haiis® AxtuBrens (HUMECYIMA) reib A7 HApYKHOTro npuMeHeHus, 1 %, 50 r

Market / Poinok : Russia / Poccus

Batch No. / . V230886 Batch Quantity / . 23208.00 units /

Cepus Ne ) Pa3mep cepuu " 23208.00 eaunuL
Analytical Repo:‘t No./ . 040002289041 Date of Analysis / . 24.11.2023
AHaJuTHYecKHii oTyeT No Jdara ananausa

Date of Manufacture / . 11/2023 Date of Expiry / . 10/2025

JaTa npousBoacTsa I'ooen no

Mfg. License No. /

IIpousBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JunueH3us Ne

Analysis performed according ND / Ananu3 nposenen no HJI: JITI-Ne(001336)-(PI'-RU) dt. 25.10.2022 /
JITI-Ne(001336)-(PT-RU) ot 25.10.2022

Page 4 of 6/ Ctp. 4 u3 6

Nimesulide / 9.80 mg/ 9.80 mr 9.0 mg to 11.0 mg of C13H12N205S
Humecynua (98.0 %) (nimesulide) (90.0% to 110.0% of label
claim)in 1 g of gel /

OT 9,0 MI" 10 11,0 Mr C13H12Nzoss
(aumecymun) (ot 90,0 % mo 110,0 % ot
HOMHHAJIBHOTO coJeprkanus) B 1 r rens

9. | Dimethyl sulfoxide / 101.3 % 90% to 110% of CoHgOS (dimethyl
Jdumernicyabdoreun sulfoxide) of label claim /
Ot 90 % mo 110 % C2HeOS

(numeTuncynsGhoKcHa) oT
HOMHHAJLHOTO COZIePIKaHHs

10. | Package / Ynakoska 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 Ty6y u3
NIaMHHMPOBAHHOTO AJIOMHHMS, CHaB)kKeHHYIO MeMOpaHOW A1 KOHTpOJA
TEpPBOro BCKPHITHS. Kaskayto Tyby BMECTe ¢ MHCTPYKLIMEH IO MEIHLIHHCKOMY
NPUMEHEHHIO [IOMELLAIOT B HauKy 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.

*[loka3aTesib MOXKeT OTCYTCTBOBATh B cepTH(pUKATe aHAIH3a NpoH3BoAuTe s, IlpousBoauTes
rapaHTHpPYeT KAaYecTBO IpernapaTa 1o 3THM NOKa3aTeIaM.

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

IIpumeuanne: [Iponykt coorBercTByeT TpedoanusiM HJT 3akmouenue: OJOBPEHO

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

TMoyrorormero: Ankit 91: IMporepeno: Santosh Kumar OnoGpeHo; Menemxep / Pykosoaurens

- Maurya Kusum lata Z

[ v o

Reprint Date / Reprint Date / Reprint Date /

Hata: 24.11.2023 JlaTa: 24.11.2023 JlaTa: 24.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




‘... Dr. Reddy's Laboratories Ltd.
) @ Formulation Unit-6
Dr.Red dY S e Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS 1. 491 93166 56001-02

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

Mpoaykr: Hait3® AxtuBrens (HUMeCyInn) redib 4J1s HapyKHOTO NpuMeHeHus, 1 %, 50 r

Market / PoiHOK : Russia / Poccus

Batch No. / . V230886 Batch Quantity / . 23208.00 units /
Cepus Ne ) Pasmep cepuu * 23208.00 equnnL
Analytical Rep0ft No./ . 040002289041 Date of Analysis / . 24.11.2023
AHanuTHYEeCKHIT oT4eT Ne JlaTa ananu3a

Date of Manufacture / . 11/2023 Date of Expiry / . 10/2025

JlaTa npou3BoacTBa Toaen no

Mfg. License No. /

IIpousBoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)~(PT™-RU)
JUUeH3us Ne

Analysis performed according ND / Anaau3 nposeaen no HJI: JIII-Ne(001336)-(PT'-RU) dt. 25.10.2022 /
JITI-Ne(001336)-(PI'-RU) ot 25.10.2022

Page S of 6/ CTp. 513 6

2&1\1;11{ 1;;1)1:11e (INN) / Haumenopanue ADC Nimesulide / Humecymz

API manufacturer batch number / NMS/13060593

Homep cepun nponspoantens APC:

FP Manufacturer API Batch number /

Homep cepuu cyocTanuun FEQAO00354

npoussoautes I'JI1D:

API Manufactured by & country / Aarti Drugs Ltd., India /
IIpousBoanrens ADPC, crpana: Aaptu [parc JIta., Unus

Name, address, 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) /
Hanmenosanue, aapec H HOMep I-p Pennu’c Jlabopatopuc Jlta., Uanus,
JHIEH3HH IIOIATKH, [IpoussoacTBeHHOE Moapasaenenue-6, Bumnamxk Kxons,
OCYHIECTBIAIOMIEH Hanarapx Poyx, bamium, Conan Juctpukr, X.I1. 173205,
MPOH3BOACTBO/KOHTPOJIb Hunus (JIuuensus Ne MNB/05/263)
kayecrBa/Bpinyck I'JI® /

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 /
Ipumeyanne: [ponykr cooTBercTBYeT TpebosaHuam HJI 3axmoyenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
TToaroTornexo: Ankit A [MpoeepeHo: Santosh Kumar OnobpeHo: Menemxkep / PykoBoaurens

s Ma \ K lata \ ;é o 2

- urya (&/ usum o

Reprint Date / Reprint Date / Reprint Date /
Jarta: 24.11.2023 Jlarta: 24.11.2023 Jlara: 24.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +92. 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com
CIN: L85135AP1984PLC004507
www.drreddys.com




Dr.Reddy’s “z‘

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT 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 %, 50 g
Hpoaykr: Haiiz® Aktusrens (HUMecynun) redib Juisi HAPY)KHOTO MpuMeHeHus, 1 %, 50 ©

Market / Poinok : Russia / Poccus

Batch No./ . V230886 Batch Quantity / . 23208.00 units /

Cepusa Ne ) Pa3mep cepuu " 23208.00 enuHUL
Analytical RepOft No./ . 040002289041 Date of Analysis / . 24.11.2023
AHanuTudecknii oTyeT Ne Jara anaiunsa

Date of Manufacture / . 11/2023 Date of Expiry / . 10/2025

JaTa npou3BoAcTBA T'ogen no

Mfg. License No. /

IIpousBoacTBEHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI-RU)
nuueH3ust Ne

Analysis performed according ND / Ananus nposeaed mo HJ/I: JITI-Ne(001336)-(PI'-RU) dt. 25.10.2022 /
JIIT-Ne(001336)-(PI'-RU) ot 25.10.2022

3aKiI04eHHe 0 cO0TBeTCTBHH: «HacTOSIMM s IIOATBEPXKAAI0, YTO IPHBEEHHAS BBIIIEC HHPOPMALMS BIISAETCS
ZIOCTOBEPHOR ¥ TOYHOM. DTa cepus NMPOAYKUHH NPOU3BeIeHa (BKIIOYAs YAKOBKY (MApKHPOBKY) U KOHTDOIb
Ka4yecTBa) HA BHINICYKA3aHHOM IMPOM3BOJCTBEHHON IUIOmanKe (IJIOIA[KaXx) B IIONHOM COOTBETCTBHH C
TpeGoBanuamMu [IpaBui HajIexalel IIPOM3BOICTBEHHOM TPaKTHKA EBpasHickoro 3KOHOMHYECKOro corosza (No
GMP/EAEU/RU/00554-2022 ot 02 centssops 2022) u TpeOGoBaHHAMM KOHTpPOJII KayecTBa JICKAPCTBEHHBIX
CpEICTB, a TAKXKE B COOTBETCTBHU CO CIeUU(DUKAUIMHE, CONEPKAIUMHUCA B PETHCTPAIAOHHOM JI0ChE CTPaHBI-
UMIIOpTEpa. 3alluCH MO MPOU3BOJCTBY, YIAKOBKE M aHAIM3y NPOBEPEHBI, H YCTAHOBICHO HMX COOTBETCTBHE

Page 6 of 6/ Ctp. 6 u3 6

TpebosanuaM [IpaBui Ha/UIexKaIeif HpPOU3BOACTBEHHOM IPaKTUKK EBPa3uiiCKOro 9KOHOMUYECKOr0 COX03ay.

Remarks : The Product conforms to ND/
IIpnmeuanne: I[Ipoaykr cooTBeTcTBYeT TpeboraHusM HJI

Conclusion : APPROVED /
3akaouenune: OJOBPEHO

Prepared by /
[Moaroroeneno: Ankit

P

Checked by / Approved by: Manager/Executive /
[Ipoeepeno: Santosh Kumar Onobpeno: Menemxep / Pykosogurenn

Maurya @q’ Kusum lata E é T~

—_

Reprint Date /
Jara: 24.11.2023

Reprint Date / Reprint Date /
Hara: 24.11.2023 Jara: 24.11.2023

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: L85135AP1984PLC004507
www.drreddys.com




