Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIU3A

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

Viil. Khot, Nalagarh Road, Badidi,
Distt. Solan, A.P., 173 205, INDIA
Tel: +91 98156 56001-02
wwwy.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
Ipoaykr: Haiiz® Akrusrens (HuMecynun) redb MU Hapy»HOTo npuMerenns, 1 %o, 20 r

Market / Poivok : Russia / Poccust

Batch No. / . V240364 Batch Quantity / . 58000.000units /

Cepusa Ne ) Pasmep cepuu * 58000.000 enuHuL
VLN - 7 Qi /

Amnalytical Repoult Ne. / . 040002560705 Date of Analysis / . 12.06.2024

AHanuTH4YeCKUii oTUeT No JlaTa aHanu3a

Date of Manufacture / . 05/2024 Date of Expiry / . 04/2026

JlaTa npou3BoACTBa T'ogen o

Mfg. License No. /

IlpouseoacTBeHHAs : MNB/05/263 MA number: / Homep PY : JII1-Ne(001336)-(PT-RU)

auueHsns Ne

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

Page 1l of 6/ Ctp. 1 u3 6

.1:.‘? 1 Test / IlokazaTenn Result / Pesyabrar Specification / Hopma

1. Description / Onucanne Homogeneous, transparent, pale- Homogeneous, transparent, colorless to
yellow gel with characteristic odor | pale-yellow gel with characteristic odor /
/ OnHOpOAHBIH NPO3paYHbIH relb OnmHOpOaHBIH TpO3pauHblil  refb
OJ1e IHO-KEITOro LIBETAa C fecLBETHOTO 10 GIeTHO-XKeNTOro LBETa
XapaKTePHBIM 3aIaxoM C XapaKTepHBIM 3aIlaxoM

2. Identification / UnenTundukanus

a) HPLC / BOXX Complies as prescribed /| The retention time of the main peak in
CootsercTBYyeT TPEOOBAHHAM 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) / Bpemsa ynepxuBaHus
OCHOBHOTO MHKa Ha XpOMaTorpaMmme
UCTBITYEMOTO pacTBopa JOJDKHO

COOTBETCTBOBATH BpPEMEHH
yOEP)KUBAHHUA OCHOBHOIO IIHMKa
XpoMmarorpamme pacTBopa
cTaHmapTHOro obpasua HUMecyluaa
(pa3men «KonunuectBeHHOE
ornpeneieHHE)

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

Ipumeuanune: [Iponykr coorBeTcTBYyeT Tpebosanusm HJI 3akarouenne: OJJOBPEHO

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

[ToaroroeneHo: Ambresh_’:‘g//- [Tposepeno: Santosh Kumar Onobpeno: Menemxkep / Pykosoaurens

il Maurya Manoj Kumar #
({0/ =
Reprint Date / B Reprint Nate, / Reprint Date /
Hara: 12.06.2024 Jata: 12.06.2024 Jlarta: 12.06.2024

Registered Office: 2-2-237, Road ¥
Tel: +Q1 40 40300 2

4PLCODAEDY

s crreddys.com

ara Hills, Hyderabad - 500024, Telanzana, India
zil: mait@ohreddys.com
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CERTIFICATE OF ANALYSIS

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

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

CEPTU®UKAT AHAJIU3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
HponykT: Haiiz® AxTuBrens (HAMeCYIUa) rejb JUIsl HAPYKHOTO npuMeHenus, 1 %, 20 r

Market / Polnok : Russia / Poccus

Batch No. / . V240364 Batch Quantity / . 58000.000units /

Cepust Ne ; Pa3mep cepun * 58000.000 exuHAUL
VPN T~ / rele /

Analytical Repovrt Ne./ . 040002560705 Date of Analysis / . 12.06.2024

AHanuTuueckmnii otuyet Ne Jara ananusza

Date of Manufacture / . 05/2024 Date of Expiry / . 04/2026

JaTa npousBoacTBa T'open oo

Mfg. License No. /

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

JHUeH3us Ne

Analysis performed according ND / Ananns npoeeaen mo HJI: JITI-Ne(001336)-(PI™-RU)-251022

Page2 of 6/ Ctp. 213 6

b) UV spectrophotometry / Y-
crekTpooTO MeTpHs

Complies as prescribed
CootBeTcTBYET TpebOBaHUAM

/| UV absorption spectrum of the test
solution should have absorption
maximum at 39745 nm / Y®-criekrp
MOIJIOUIEHHs HCIBITYEMOIrO  pacTBOpa
JOJDKEH UMETh MAKCHMYM MOTJIOLIEeHHS
nipu 397+5 HM

3. | Weight of package contents / 20g/20r According to Rus. Ph. / B cooTeeTcTBHM
Macca coep:KkHMOro ¢ TpeboBanusmu [ © PO
YHAKOBKH
4. | pH 3.24 25t04.5/0t12,5004,5
5. | Viscosity / Bazkocts 923.4 centipoise / 400 to 1,200 centipoise /
923.4 caHtumyas Ot 400 mo 1200 canTunyas
6. | Impurities / IIpumecn

1.

Impurity C/
[Mpumecs C
Impurity D /
ITpumecs D

Not detected / He obHapyxeHa

Below LOD (LOD =0.02 %) /

Huxe npenena o6Hapyxenus (110

=0.02 %)

Not more than 0.50 % /
He 6onee 0,50 %

Not more than 0.50 % /
He 6onee 0,50 %

Remarks : The Product conforms to ND/
Hpumeuyanune: [poaykt coorBercTBYeT TpebosanuaM HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Ambresl , | Mpoeepeno: Santosh Kumar Ono6peno: Menemxkep / PykoBoanurenn
& Maurya vl Manoj Kumar &
. wut
Reprint Date / Reprint Date / Reprint Date /
Hata: 12.06.2024 Jara: 12.06.2024 Jara: 12.06.2024

siave Hilis, Hyderabad - 500024, Telangana, ingia

29, Emall: mait@drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Lacoratories i
Formuiation Unit-6
Vill. Khol, Naiagarih Road, Baddi,

D Raddy's

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
MNpoaykr: Hait3® Axtusrens (HUMeCYnA) refib IS HAPYKHOIo NpuMeHerus, 1 %, 20 1

Market / Poitok : Russia / Poccus

Batch No. / . V240364 Batch Quantity / . 58000.000units /
Cepnst Ne i Pazmep cepuu * 58000.000 exnauL
[ IS I » P ONEREEL |, ) ndn ~AF Aalucic !

Amnalytical ncpu: i No./ . 040002560705 Datc of Analysis/ . 12.06.2024
AHANMTHYECKHii 0TueT Ne JarTa ananusa

Date of Manufacture / . 05/2024 Date of Expiry / . 04/2026

JlaTa npou3BoAcTBA Topen no

Mfg. License No. /

IlpousgoacTBeHHAs : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JnueH3usa Ne

Analysis performed according ND / Anaau3s nposenen no HJI: JIT-Ne(001336)-(PI'-RU)-251022

Page3of 6 /CTp. 3u3 6

iii. | Any other impurity / 0.04% Not more than 0.50 % /
Jiob6asg apyras npumech He 6onee 0,50 %

iv. | Total impurities / 0.1 % Not more than 1.50 % /
CymMa npumecei He 6onee 1,50 %

7. | Microbial purity* / Mukpo6nojornyeckas YHcToTa*

i. | Total Aerobic Microbial Count / NA Not more than 100 CFU/g /
O61uee yucno aspoOHBIX MUKPO- He 6onee 100 KOE/r
OpraHH3MOB

ii. | Total Combined Yeast and NA Not more  than 10 CFU/g
mould count / O6mee uucio He 6onee 10 KOE/r
JIPONOKEBBIX M MIECHEBBIX
rpuboB

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

iv. | Staphylococcus aureus NA Should absentin 1 g/
OtcyrctBHe B 1 T

8. | Assay/KonuuecTBeHHOE onipefe/ieHHe

Remarks : The Product conforms to ND/
Tpumeuanue: IIponykt coorBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

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

[Toarorosneno: Ambres \/7 -~ _~| lpoeepeHo: Santosh Kumar Ono6peHo: Menemiep / Pykosogurens
Q/ Maurya (:Ei- _ Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /

Hara: 12.06.2024 Hara: 12.06.2024 Hara: 12.06.2024

Hie, Huderabad - 500024

Y T

langsna, Indin

simall@drraddys

i Lam
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CERTIFICATE OF ANALYSIS

Dr. Raddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Bacld,
Distt. Solan, H.P., 173 205, INDIA
Tel 1 +91 58166 56001-02
wwwdrreddys.com

CEPTHOHKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
Hpoaykr: Haii3® Aktusrens (HUMECYNUN) refib JUTA HAPY/KHOIO npumenenns, 1 %, 20 r

Market / Pblnok : Russia / Poccus

Batch No. / . V240364 Batch Quantity / . 58000.000units /

Cepus Ne J Pasmep cepin * 58000.000 exvHUL
<4 W N ! o Qi /

Analytical Repouul\o., . 040002560705 Date of Analysis ! . 12.06.2024

AHanuTuyeCckuii oTuer Ne Jara ananausa

Date of Manufacture / . 05/2024 Date of Expiry / . 04/2026

JaTa npon3Boacrea Tonen o

Mfg. License No. /

ITpousBoacTBeHHAA : MNB/05/263 MA number: / Homep PY : JII1-Ne(001336)-(PT-RU)

JinueH3us Ne

Analysis performed according ND / Ananus npogenen no HJL: JIT-Ne(001336)-(PT-RU)-251022

Paged4 of 6/ Crp. 413 6

Nimesulide /
Humecynun

9.86 mg/9.86 mr
(98.6 %)

9.0 mg to 11.0 mg of C13H12N20sS
(nimesulide) (90.0% to 110.0% of label
claim)in 1 gof gel /

Ot 9,0 Mr mo 11,0 mr C13H12N20sS
(numecynmun) (ot 90,0 % no 110,0 % ot
HOMMHAJILHOTO coaepkaHus) B 1 r rens

9. | Dimethyl sulfoxide /
JAumernacyab@oxcH

100.8 %

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

Ot 90 % mo 110 % C.HsOS
(mumeTuncynodokrcun) ot
HOMHHAJIBHOTO COEepKAHUA

10. | Package/ YnakoBka

20 g in a laminated aluminum tube equipped with tamper-evident membrane.
Each tube and a patient information leaflet in a carton. / Ilo 20 r B Ty6y 13
JIaMHHUPOBAHHOTO AIIOMHHHMS, CHabXEHHYI0 MeMOpaHOW Uil KOHTpOJIS
nepsoro BCxpeiTust. Kaxxayto TyOy BMeCTe ¢ MHCTPYKIUEH 10 METHLIMHCKOMY
NPUMEHEHHUIO TIOMEIIAIOT B Ia4KYy 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.
*Tloka3aTes b MOKeT OTCYTCTBOBATH B cepruuKaTe aHa u3a npoussoauTens. lIpoussoaurens

rapaHTHPYeT KaYecTBO NMPenapara no 3THM IOKa3aTe/IfaM.

Remarks : The Product conforms to ND/
Ipumeuanne: ITpoaykt cooTBeTcTBYeT Tpeboanusm HJL

Conclusion : APPROVED /
Zakawuenue: OJJOBPEHO

Prepared by / Checked by /

[Toarorosneno: Ambresh ' - [MposepeHo: Santosh Kumar
59 Maurya g&/

Approved by: Manager/Executive /
Ono6peHo: Menemkep / PykoBoauTtensb
Manoj Kumar

Reprint Datc /
Hara: 12.06.2024

Reprint Date /
Hara: 12.06.2024

Reprint Date /
Hara: 12.06.2024

Registerad Office: 8-2-227, Road (o, 2, Banjars Hills, Hydarabad - 500024, Talangana, India

Tel: +91 40 100 .
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

Or. Reddy's Laboratories
Formulation Unit-6

Vill. Khol, Nalagarh Road, Bad
Distt. Solan, iH.P., 173 205, I}
Tel:+91 98166 56001-02
wonv.drreddys.com

Ltd.

:l'

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g

MNpoaykr: Hajis® AkruBresib (HUMECYNUN) Tefb 11 HAPYKHOTO MpHMEHEeHI, 1

0y
/o,

20r

Market / Poinok : Russia / Poccus

Batch No. / . V240364 Batch Quantity / . 58000.000units /

Cepusi Ne ) Pasmep cepun * 58000.000 equawiy
42 -4 N / rqiq /

Analytical Repovi t No. / . 040002560705 Date of Analysis / . 12.06.2024

AHanuTHyeCcKnii oTueT No JlaTa ananusa

Date of Manufacture / . 05/2024 Date of Expiry / . 04/2026

JlaTa npou3BoacTBa T'open 10

Mfg. License No. /

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

Junenzusa Ne

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

Page50f6/Crp.5u36

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

Nimesulide / Humecynun

API manufacturer batch number /

HomMmep ceprn
JIP:

Syvs ZARARRER 2:pS

Homep cepun npoussoaureas ADC: NMS/13121229
FP Manufacturer API Batch number /
cyOCTAHIHHE NPOHIBOAUTEIS FERA00264

API Manufactured by & country /
HpousBoautenan APC, crpana:

Aarti Drugs Ltd., India /
Aaptu Jparc JIta., Uuaus

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

HaumeHoBaHMe, aipec H HOMep JHLEH3HH
MJIOMAAKH, OCYIIECTBJIAIOIeH
NPOU3BOACTBO/KOHTPO/Ib KA4€CTBa/BBILYCK
TJI® /

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
Solan (HP) 173205, India (License No MNB/05/263) /
J-p Pepau’c JIabopatopuc Jlta., Uuaus, IlpoussoacTBeHHoe
noapasnenenne-6, Bunnamwk Kxons, Hanarapx Poyn, banau,
Conan Juctpukr, X.I1. 173205, Uuaua (JIuuensus 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 FEurasian 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/

ITpumeuanue: IIponykT coorsercTBYeT TpeboBanuam HJ

Conclusion : APPROVED /
Zaxmouenune: OJJOBPEHO

Prepared by / Checked by /

IMoaroroeneno: Ambresh
' Maurya

[Mpoepeno: Santosh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pyxosomn‘enb
Manoj Kumar

e

Reprint Date / Reprint Date /

Jara: 12.06.2024

Jlarta: 12.06.2024

Reprint Date /
Hara: 12.06.2024

Registered Offics
Tol: 403 4

Hyderahad - 500024, Telangana, India
zil: maili@diraddys.com
1507
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CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
Hpoayxr: Haits® Akrusrens (HUMecCyHa) refb MUl HApYKHOTO npumeHenns, 1 %, 20 r

Market / Polnok : Russia / Poccus

Batch No./ . V240364 Batch Quantity / _ 58000.000units /
Cepus Ne ) Pazmep cepnu * 58000.000 exuHHL
(S Y S I » PSRRI | Sy MNaoto nf Analvcic /

Addryucal I\CPU:I.L‘U- / . 040002560705 AW 01 ALA1YSiS : 12.06.2024
AHanurnyeckuii oruer No JlaTa aHanu3a

Date of Manufacture / . 05/2024 Date of Expiry / . 04/2026

JaTta npon3BoacTBA I'onen no

Mfg. License No. /

IIpousBoacTReHnasn : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
anueH3usa Ne

Analysis performed according ND / Auanu3 nposeaen no HJI: JITI-Ne(001336)-(PI'-RU)-251022

Page 6 of 6/ CTp. 6 13 6

3akiodenne o cooTBercTBHM: «HacTodmuMm $ IOATBEPKIar0, YTO IPUBEICHHAd BbIle HHGOpPMaIMs
SABJISETCS JOCTOBEPHOM U TOUHOM. DTa cepust MPOAYKIMK Ipou3BeieHa (BKIIOYas YIaKOBKy (MapKHpPOBKY)
KOHTPOJIb KAYECTBA) Ha BBILICYKa3aHHOMN IPOU3BOACTBEHHOH NIOIIA/IKe (IUIOIIAAKaX) B IOJHOM COOTBETCTBUH
¢ TpeboBanuaMH [IpaBui Haexaniei Ipon3BOICTBEHHON MPaKTHKH EBpasHiickoro S3KOHOMUYECKOIO COI03a
(Ne GMP/EAEU/RU/00554-2022 ot 02 centsa6ps 2022) 1 TpeOOBaHUAMHU KOHTPOJISA KA4eCTBA JIEKAPCTBEHHBIX
CPEJICTB, a TAK)XKE B COOTBETCTBHH CO CIIeNH(UKAIMAMH, COAEPKAMMUMHUCS B PETUCTPALIMOHHOM JJOChE CTPAHbI-
UMIIOpTepa. 3amucd 0 MPOK3BOJCTBY, YIAKOBKE M aHAIM3y NPOBEPEHBI, H YCTAHOBICHO HX COOTBETCTBHE
TpeGoBanusM [IpaBi HaIexaliel MpoU3BoICTBEHHON MPaKTHKH EBpasuiickoro 3KOHOMUYECKOTO COI03a».

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

ITpumeuanne: [IpoaykT cooTBeTCTBYET TpebosaHusIM HJT 3akiawuenne: OJJOBPEHO

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

IMoarorosneno: Ambresl 5 Iposepeno: Santosh Kumar OnobpeHo: Menemxep / PykosoauTens
6«(/\‘ >~ Maurya @l— Manoj Kumar 2

Reprint Date / Reprint Nate / Reprint Date /

Jara: 12.06.2024 Jara: 12.06.2024 Hara: 12.06.2024




