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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Tpoaykr: Haiis® AxTupresib (HuMecyiin) refib i HapyxHoro npumererns, 1 %, 50 r

Market / PoiHOK : Russia / Poccus

Batch No. / : Batch Quantity / . 23318 units /
Cepiisi Ne Y, V240268 Pa3smep cepiu " 23318 equnun
P S PP, | Sy MNato af Analuecie /

Aimaryiical ncpu: t NG,/ . 040002507964 Pate ef Analysis/ . 27.04.2024
AHajauTHyecKuii oTuer No JlaTa aHanu3a

Date of Manufacture / . 04/2024 Date of Expiry / . 03/2026

Jara npon3BoACcTBa T'ogen oo

Mfg. License No. /

IIpousBoacTBeHBas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT™-RU)
JsngeH3us Ne

Analysis performed according ND / Auasins nposeaen no H/L: JITI-Ne(001336)-(PI'-RU)-251 022

Page10of6/Crp. 1 u3 6

No/

e Test / Iloka3zaresb

Result / Pe3yjbTat

Specification / Hopma

1. | Description / Onucanne

Homogeneous, transparent, pale-
yellow gel with characteristic odor
/ OnHOpPOIHBIA NPO3payHbIH reb
BJIeIHO-XKEJITOTO L[BETA C
XapakTepHBIM 3aI1aX0M

Homogeneous, transparent, colorless to
pale-yellow gel with characteristic odor /
OnHOpOAHBIA NpO3pauHbld  reib  OT
6ecLBeTHOro A0 ONCHO-KEIITOrO LBETa
C XapaKTEePHBIM 3araxoM

2. Identification / UnenTudpuranus

a) HPLC / BOXX Complies as prescribed !/'| The retention time of the main peak in
CootseTcTBYET 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 yzaep>kuBaHus
OCHOBHOIO IHKa Ha XpOMAaTorpaMme
HCIIBITYEMOTO  pacTBopa JIOJDKHO
COOTBETCTBOBATH BpPEMEHH
yIEpXKUBAHUS OCHOBHOTO TMHMka Ha
XpOMaTorpaMme pacTBOpa
craHjapTHoro obpasua HUMeCyIHja
(paznen «KonuuecTBeHHOE
OTpeneNeHUe»)
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: [Iponykt cooreTcTByeT Tpebosanusm HJT 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Managey/Executive /
Toarorosnexo: Ranjeet IMpoeepeno: Santosh Kumar OnobpeHo: Mer{eml{eff / PyxoBoauTehb
@ Maurya (;K Abhishek Chauhan r f
— e
Reprint Date / Reprint Date / Reprint Date /
JHara: 27.04.2024 Hara: 27.04.2024 Jara: 27.04.2024
Reglstered Office: §-2-337, Road Ne. 3, Banjara Hille, Hyderabad - 56 Telangang, India
Tel: #8130 1200 2900, Fax 404300 2859, Email: mail@direddysicom
CIM: LSS 1R5AP1984PLOOGASNT

v.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Redidy's Lahoratories Lid
Formulation Unit-6

Vill. £hol, Nalagarh Road, Baddij,

Distt. Solan, H P, 172 205, IND1A
Tel 91 98166 56001-02

CEPTUOPUKAT AHAJIM3A

wwivy. drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoaykt: Haii3® Axrusresb (HUMeCYNUa) refb A1 HApYKHOTo npumenenns, 1 %, 50 ¢

Market / PoiHok : Russia / Poccus

Batch No. / . Batch Quantity / . 23318 units /

Cepus Ne $ V240268 Pasmep cepuu 23318 eguHnn
Analyticai KepOft No. / . 040002507964 Date of Analysis / . 27.04.2024
AHanuTHyeckui oTyer Ne Jara anajausa

Date of Manufacture / . 04/2024 Date of Expiry / . 03/2026

JaTa npou3BoACTBA TI'ogen oo

Mfg. License No./

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

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

Page2 of 6/ Ctp. 2 13 6

b)UV spectrophotometry / Y-
crnekTpodoTo MeTpHs

Complies as prescribed
CooTBeTcTBYeT TpeGOBaHHAM

/| UV absorption spectrum of the test
solution should have absorption
maximum at 397+5nm / Y®-cnekrp
NOTJIOIEHHsT KCIBITYEMOTO  pacTBopa
JIOJDKEH MMETh MAKCHUMYM IOTJIOLICHHUS

npu 397£5 um

3. | Weight of package contents / 51g/5lr According to Rus. Ph. / B cooTBercTBUM
Macca coep:KHMOro ¢ Tpe6opanusimu I'd PO
YIAKOBKH

4. | pH 3.2 2.5t04.5/012,5 no4,5

5. | Viscosity / Bazkocts 965.4 centipoise / 400 to 1,200 centipoise /

965.4 canrtunyas Ot 400 no 1200 cantunyas

6. | Impurities / Ilpumecn

i. | Impurity C/ Not detected / He 06HapyxeHa Not more than 0.50 % /

Ipumecs C He 6onee 0,50 %
ii. | Impurity D/ Not detected / ne obuapyxeHa Not more than 0.50 % /
ITpumecy D He 60onee 0,50 %

s - - Below BDL / Huxe nopora perucrpaluuu °

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

Remarks : The Product conforms to ND/
Ipumeyanne: [IpogykT cooTBeTcTBYET TpeboBanuam HII

Conclusion : APPROVED /
3akarwuenne: OJOBPEHO

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

[MoaroroeneHo:-Rayjeet TIposepeno: Santosh Kumar Onobpeno: Menemxep [/PyKkoBoauTeb
A Maurya Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date /

Jara: 27.04.2024 Jara: 27.04.2024 Hara: 27.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4200 2800, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUO®HUKAT AHAJIM3A

W Grreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
INpoaykr: Haii3® AxTuBrens (HUMeCYJIHA) relib Ul HapYXKHOTo nNpuMeHeHus, 1 %, 50

Market / Pbinok : Russia / Poccus

Batch No. / . Batch Quantity / . 23318 units /

Cepns Ne : V240868 Pasmep cepun * 23318 eguuun
Analytical Kepovrt No./ . 040002507964 Darte of Anaiysis / . 27.04.2024
Anaautnveckuii oTyer Ne JaTa aHanusa

Date of Manufacture / . 04/2024 Date of Expiry / . 03/2026

JaTa nponsBoacTea Togen oo

Mfg. License No. /

IIpoussoacTBeHHas! : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
nuuen3ns No

Analysis performed according ND / Auaju3 nposeaed no HJI: JIII-Ne(001336)-(PI'-RU)-251022

Page3 of 6/ Ctp.3 13 6

iv. | Total impurities / 0.0206% Not more than 1.50 % /
Cymma npumecei He 6onee 1,50 %

7. | Microbial purity* / Mukpo6Monorayeckasi Yucrora*

i. | Total Aerobic Microbial Count / NA Not more than 100 CFU/g /
O61ee yucno a3pobGHBIX MUKPO- He Gonee 100 KOE/r
OpraHU3MOB

ii. | Total Combined Yeast and NA Not  more  than 10 CFU/g
mould count / Ob1iee 1ucio He 6osee 10 KOE/r
JPO}OKEBBIX M TUIECHEBBIX
rpuboB

ili. | Pseudomonas acruginosa NA Should absentin 1 g/

OtcytcTBue B 1 T

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

8. | Assay/ KonnuecTBeHHOe onpeje/ieHHe

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanue: IIpoaykr coorBercTByeT TpeboBaHusM HL 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
TToarorosneHo: jeet ITporepeno: Santosh Kumar Ono6peno: Menemkepy/ PykoBoautens
( :} Maurya Q;& Abhishek Chauhan /n

i e _—
Reprint Date / Reprint Date / Reprint Date /
Jara: 27.04.2024 JlaTa: 27.04.2024 Jara: 27.04.2024

Registered Cfficer 8-2-327, Road No. 2, Banjara Hills, Hyderabad - 500024, Telangans, india
Tol; £G1 40 4200 2960, Fax: +91 £0 4900 2999, Email: mail@drreddys.com

CliN: LBS195AF1G86PLCOGAS07

wweesdrreddys.com




Dr. Redclyv’s Laboratories itd
Formulation Unit-o

Do
Dr. Reddy’s ‘.... Vil Khol, Nalagaih Road, Bad«i,

Distt. Sclan, H.P, 1732 205, INT i/
Tel : +31 98166 56001-02
vy drreddvs.com

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IlpoaykT: Haiis® Akrrsrens (HuMeCynua) reip A1 HapyXKHoro npuMerenns, 1 %, 50 r

Market / PoIhok : Russia / Poccus

Batch No. / . V240268 Batch Quantity / . 23318 units /

Cepusi Ne ) Pa3mep cepum * 23318 eguHun
Analytical Kep03‘t No./ . 040002507964 Date of Anaiysis / . 27.04.2024
AHanuTHyeCkunii oT4yeT No HMara ananusza

Date of Manufacture / . 04/2024 Date of Expiry / . 03/2026

JlaTa npou3BoACTBA T'ogen no

Mfg. License No. /

IIpousBoacTBeHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT"-RU)
JIHLEeH3Uusa N2

Analysis performed according ND / Anasn3 npoeeaen no HJI: JIII-Ne(001336)-(PT-RU)-251022

Page4 of 6/ Ctp. 413 6

Nimesulide / 9.87mg/9.87 Mr 9.0 mg to 11.0 mg of C13H12N205S
Humecynun (98.7 %) (nimesulide) (90.0% to 110.0% of label
claim) in 1 g of gel /
Ot 9,0 mr g0 11,0 mr C13H12N20sS
(aumecynun) (ot 90,0 % no 110,0 % ot
HOMHHAJIBHOTO CO/IepXKanys) B 1 1 rens
9. | Dimethyl sulfoxide / 100.7 % 90% to 110% of CoHeOS (dimethyl
JAumerniicyib(poKrcu sulfoxide) of label claim /
Ot 90 % no 110 % C;HeOS
(mumeTuncynsbokcua) ot
HOMMHAJIBHOTO COACPKaHUA
10. |Package/ YnakoBka 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
JIAMAHUPOBAHHOTO aNIOMHHHKSA, CHaO)kKeHHyI0 MeMOpaHOH Jjis KOHTpOJs
nepBoro BekpeiThs. Kaxayro Ty0y BMecTe ¢ MHCTPYKLMEH N0 MEJUUHHCKOMY
NPUMEHEHHIO IOMEIAIOT B ITa4YKy 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.
*Tloka3aTeslb MOMKET OTCYTCTBOBAaTh B cepTHHKaTe aHaIH3a npoussoauTens. Ilpoussoaurenn
rapaHTHPYeT KA4YeCTBO MPenapara mo 3THM NOKa3aTeasiM.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: [IpoaykTt cooTeTcTBYET Tpeboanusim HJI 3axarwuenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Managej/Executive /
IMoarororneHo: Ranjeet ITpoeepeno: Santosh Kymar OnobpeHo: Menemxkep / PykoBonurens
/ﬁ-\./ Maurya Abhishek Chauhan /
Lo il e’
Reprint Date / Reprint Date / Reprint Date /
Hara: 27.04.2024 Jara: 27.04.2024 Hara: 27.04.2024

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: L85195AP1U84PILLC04507
wanwv drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lid,
Formulation Unit-6

Vill, Khol, Nalagaih Road, Baddl,
Distt. Solan, H.P, 172 205, tMDia

Tel - +91 58156 56001-02

wovew.drredadys.com

CEPTUO®UKAT AHAJIU3A

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

IpoaykT: Haii3® AKTHBrenb (HUMECYJIMI) reslb sl HapYXKHOTO npuMeHeHus, 1 %, 50 r

JauueHsus Ne

Market / Poinok : Russia / Poccus

Batch No. / . V240268 Batch Quantity / . 23318 units /

Cepus Ne Pasmep cepun 23318 eauHuLl
Analytical Kepourt No. / . 040002507964 Date of Anaiysis / . 27.04.2024
AHaJInTHYeCKHii oTyeT Ne Hara ananuza

Date of Manufacture / . 04/2024 Date of Expiry / . 03/2026

JlaTa npou3BoacTBa T'ogen oo

Mfg. License No. /

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

Analysis performed according ND / Ananu3 npoeesgen no HJI: JITI-Ne(001336)-(PT-RU)-251022

PageS5of 6/ Crp. 5u3 6

API name (INN) / Haumenoanue ADC
(MHH):

Nimesulide / Humecymnug

API manufacturer batch number /

IIpousBoautrens A®C, crpana:

Homep cepnn npoussoaurens ADC: NMS/13090881

FP Manufacturer API Batch number /

Homep cepun cyberannnm FERAOQ00S2
npouspoguteas I'JIP:

API Manufactured by & country / Aarti Drugs Ltd., India /

Aaptu Iparc JIta., Unaus

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

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,

Release site /

HaumenoBaHue, apec H HOMep
JIMIEH3NH ILJIOIIAJKH,
ocyuecTBIAIOmeH

Distt. Solan (HP) 173205, India (License No MNB/05/263) /
I-p Pennu’c Jlaboparopuc Jita., Uuaus,
[Tpon3BOACTBEHHOE NMOApasaeneHue-6, Buinamk Kxons,
Hanarapx Poya, banau, Conan Juctpukr, X.I1. 173205,

NPOH3BOJCTBO/KOHTPOJIb
KkavecTBa/Boinyck I'VI® /

Hupusa (JInnensus 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 testing records are verified and their

compliance with Good Manufacturing Practice of the Eurasian Economic Union is established».

Remarks : The Product conforms to ND/
IIpumeuanue: ITponykr coorBercTByeT TpeboBanusam HJI

Conclusion : APPROVED /
3axmwyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneHo: Rapjeet [poeepeno: SantoshXumar OnobpeHo: Menemxkep / Pykosoaurtens
K;/ Maurya \ Abhishek Chauhan
i ,’-——-—-_
Reprint Date / Reprint Date / Reprint Date /
Hata: 27.04.2024 Jlata: 27.04.2024 Jata: 27.04.2024

Registered Office: £-2-337, Road No. 3, Banjara Hills, Hyderabad - 5¢

5o

9

24, Telangang, indla

Tol: +91 40 4900 2900, Fax: +§1 40 4900 299¢, Email: rmisiidd

CIN: L85195AP1984PLCOMAE0T
www.drreddvs.ccm

rredays.con
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CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIU3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Iponyxr: Haii3® Axktusrens (HUMECYINA) reib 71 HAPYXKHOTO NpUMeHeHHs, 1 %, 50 T |

Market / PoiHOK : Russia / Poccus

Batch No. / . Batch Quantity / . 23318 units /

Cepus Ne B V240263 Pasmep cepun " 23318 exuHUL
Analytical Keport No. / . Date of Anaiysis / . 27.04.2024
AHaJIMTHYeCKHii oT4YeT Ne + 040002507964 Hara aHanu3a P 2l

Date of Manufacture / . 04/2024 Date of Expiry / . 03/2026

JaTa npousBoacTaa T'ogen 1o

Mfg. License No. /

IIpouspoacTBeHHAS : MNB/05/263 MA number: / Homep PY : JIIT-Ne(001336)-(PT™-RU)
JHUeH3ust Ne

Analysis performed according ND / Auaju3 nposeaes mo HJI: JITT-Ne(001336)-(PI'-RU)-251022

Page 6 of 6 / Ctp. 6 u3 6

3aKI0ueHHe 0 cOOTBETCTBHM: «HacTosAIyM 5 IOATBEPKIAI0, YTO MPHBEACHHAS BBINE HHPOPMALMS SBISAETCS
JIOCTOBEPHOM M TOYHOM. DTa cepHs MPOAYKIHH MpOW3BeAcHA (BKIIOYAS YIaKOBKY (MapKMPOBKY) M KOHTPOIb
KadecTBa) Ha BLINIEyKAa3aHHOM IIPOM3BOJCTBEHHON IUTOmMaake (IUIOINAAKax) B IIOJHOM COOTBETCTBHH C
TpeGoBanuaMH [IpaBui HaJIeXalnel IPOU3BOACTBEHHON IIPaKTHKH EBpasuiickoro SKOHOMHYECKOro coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 ceutsops 2022) u TpeOGoBaHUSIMM KOHTpPOJII KauyecTBa JIEKAPCTBEHHBIX
CPEJICTB, 4 TAKXXE B COOTBETCTBHH CO CIENUPUKALMAME, COAEPKAIIUMHUCH B PETUCTPAIIMOHHOM JIOCHE CTPAHbI-
UMIIOpTEPA. 3aluCH 10 TPOM3BOJACTBY, YIIAKOBKE KM AHAIN3Y IIPOBEPEHBI, M YCTAHOBJICHO HX COOTBETCTBHE
TpeboBauusam [paBun Hajuexaueil MPou3BOACTBEHHOM MPaKTHKU EBpasHiiCKOro 5KOHOMHYECKOTO COXO3a».

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeyanue: [Ipogykt cooTBeTcTBYET Tpebosanuam HJI 3axarouenune: OJJIOBPEHO
Prepared by / Checked by / Approved by: ManagerfExecutive /
[MoxroroeneHo: Ranjeet [posepeno: Santosh Kuymar Onob6peno: Menemxep// PykoBoaurens
Maurya p Abhishek Chauhan //

Reprint Date / Reprint Date / Reprint Date / \/ '
Hara: 27.04.2024 Jlara: 27.04.2024 Jlara: 27.04.2024

Registerad Cifices $-2-227, Read Ro, 3. Banjara Hills, Hyderabad - 500034, Telangana, Indin

Tl oG 1 40 4S00 2500, Fas: +91 40 43K @il mail@drreddys.com
CINs ERSZA2SAP1Y CHEEs0

wunasdrreddys.com
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