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CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
HMpoaykr: Hali3® AkTuprens (HuMecyni) rejib /uis Hapy#HOTO NPUMEHCHIA, %, 100 T

Market / PuiHok : Russia / Poccus

Batch No. / . V240868 Batch Quantity / . 11881.00 units /

Cepus Ne ' Pasmep cepun * 11881.00eamnuLL
Analytical Repovrt No./ . 040002776662 Date of Analysis / . 30.12.2024
AHaauTudeckuii oruer Ne JlaTa ananun3sa

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026

JaTa npoH3BoacTBa oaen go

Mfg. License No. /

IIpousBoacTBEHHAN : MNB/05/263 MA number: / Homep PY : JITT-Ne(001336)-(PT-RU)
anuensus Ne

Analysis performed according ND / Ananus npopejieH mo HI: JITT-Ne(001336)-(PT-RU)-251022

Page1 of 5/Crp. 1 u35

yellow gel with characteristic odor /
OIHOpPOAHBIA TNPO3padHbId  [eNb
GIEIHO-KENTOTO 1BeTa c
XapaKTepHbBIM 3araxom

i.f J Test / Ilokazarenn Result / PesyabTat Specification / Hopma
1. Description / Onucanne Homogeneous, transparent, pale- | Homogeneous, transparent, colorless to

pale-yellow gel with characteristic odor /
ONHOPOMHBI  MPO3pauHbIi  reib  OT
HecLpeTHOro 10 GJieIHO-XEeNTOro LIBETa
C XapaKTepHbIM 3aM1axoM

2% Identification / UnenTugHKanus

a) HPLC / BOXKX

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>xuBaHus
OCHOBHOIO THKa Ha XpoMaTorpaMme
HCHBITYEMOTrO pactBopa JOJIKHO

COOTBETCTBOBATh BpEMEHH
yIep)KUBaHUs OCHOBHOIO MMKa Ha
Xpomarorpamme pacTBOpa
crangaprHoro ofpasua HUMecynuaa
(pa3pen «KonuuecTBeHHOE
omnpeaeneHne»)

istered

v Grreddys.com

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

Ilpumeuanne: IIpoayKT COOTBETCTBYET tpebosannam HJT Zakmawuenne: OJOBPEHO

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

[Moarorosnexo: Santosh Kumar [Mposepeno: Pawan Kumar Ono6peno: Menemxkep / PykoBoautens

Maurya 73 %:", Pavan Kumar Sharma ., . — -
" el ~ = | =

Reprint Date / Reprint Date / Reprint Date /

Jara: 30.12.2024 Jlara: 30.12.2024 Jara: 30.12.2024




Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJTH3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
TNpomykr: Haiis® Axrupress (HUMecyI) resib Al HAPY)KHOTO MPAMEHCHIA, 1%,100r

Market / PbiHok : Russia / Poccus

Batch No. / . V240868 Batch Quantity / _ 11881.00 units /

Cepus Ne ) Pazmep cepin " 11881.00exnHnn
Analytical Repourt No./ . 040002776662 Date of Analysis / . 30.12.2024
AHanuTH4eCKHnii oTueT No JaTa ananusa

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026

JlaTa npoi3BoACTBA T'oaeH o

Mfg. License No. /

IIpon3BoaCTBEHHAR : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI-RU)
aunensus Ne

Analysis performed according ND / Avanaus npoeejied no HIT: JITI-Ne(001336)-(PI-RU)-251022

Page2 of 5/ Crp. 2 u3 5

b) UV spectrophotometry /
V®-criexktpodoTo METpHA

Complies as prescribed
CooTBeETCTBYET TpeOOBaHNUAM

/ | UV absorption spectrum of the test
solution should have absorption
maximum at 397+5nm / Y®-cnektp
MOTJIOIIEHUs HUCTIBITYEMOrO  pacTBopa
MOIDKEH UMETh MAKCHMYM [OTJIOIIEHHS
npu 39745 HM

3. | Weight of package contents / 101 g/101r According to Rus. Ph. / B coorseTcTBHH
Macca coaep:KHMOro ¢ tpeboBanusiMu ['G PO
YNAKOBKH

4, | pH 3.31 2.5t04.5/012,5 n04,5

5. | Viscosity / BaskocTb

979.4 centipoise /
979.4 cantumnyas

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

6. | Impurities / Ilpamecu

i. | Impurity C/ Not detected / He obHapyxeHa Not more than 0.50 % /
IMpumecs C He 6onee 0,50 %

ii. | Impurity D/ d Not more than 0.50 % /
Tpumech D Not detected / ne obnapyxkeHa He Gonee 0,50 %

iii, | Any other impurity / Not more than 0.50 % /
Jiobas apyras npuMech 0.03 % He 6onee 0,50 %

iv. | Total impurities / Not more than 1.50 % /
0.07% He 6onee 1,50 %

CyMmmMa npumeceit

Remarks : The Product conforms to ND/
IIpumeuanne: [IpoyKT COOTBETCTBYET TpeOOBAHUAM H,

Conclusion : APPROVED /
3akmodenne: OTOBPEHO

Prepared by /
Ioarorosiexo: Santosh Kumar,\
Maurya (K

Checked by /
[Nposepeno: Pawan Kumar

'

Approved by: Manager/Executive /
Ono6peno: Menemxkep / PykoBonureb
Pavan Kumar Sharma P A

=

=

—

Reprint Date /
Hara: 30.12.2024

Reprint Date /
Jara: 30.12.2024

Reprint Date /
Jara: 30.12.2024
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Dr.Reddy’s Q'!'

CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJIM3A

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

IMponykr: Haii3® AKTHBreb (HUMECYIIH) Telb 15 HapYAHOro npumerenns, 1 %, 100 r

Market / PbiHok : Russia / Poccns

Batch No. / . V240868 Batch Quantity / . 11881.00 units /
Cepus Ne ) Pasmep cepiin " 11881.00e1HuL
Analytical Repovrt No./ . 040002776662 Date of Analysis / . 30.12.2024
AHaauTHuyeckHii oTueT No JlaTa aHaausa

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026

Jara npoussoicTBa lomen no

Mfg. License No. /

[IpouspoacTBeHHAA : MNB/05/263 MA number: / Homep PY : JITT-Ne(001336)-(PT-RU)
Jauien3ns Ne

Analysis performed according ND / Anasnus nposeaen no HJL: JI I1-Ne(001336)-(PT-RU)-251022

Page3of 5/Ctp.3u3 5

7. | Microbial purity* / MukpoGuosornyeckas uucrora™

OtcyrctBUe B 1 T

1. | Total Aerobic Microbial Count NA Not more than 100 CFU/g /
/ O61uee YKci0 a3pOOHBIX He 6onee 100 KOE/r
MHKpPOOPraHU3MOB
ii. | Total Combined Yeast and NA Not more  than 10CFU/g  /
mould count / O6mee uncI0 He 6onee 10 KOE/r
JPOROKEBBIX U IIIECHEBBIX
rpuboB
1. | Pseudomonas aeruginosa NA Should absentin 1 g/
OrcyrcTBue B 1 1
iv. | Staphylococcus aureus NA Should absent in 1 g/

8. | Assay/KosmdecTBeHHOe onpee/ieHue

Nimesulide /
Humecynnn

9.95mg/9.95 mr
(99.5 %)

9.0 mg to 11.0 mg of Ci13H;2N205S
(nimesulide) (90.0% to 110.0% of label
claim)in 1 g of gel /

Ot 9,0 Mr mo 11,0 mr Ci3Hi2N20sS
(aumecynun) (ot 90,0 % no 110,0 % ot
HOMHUHANILHOrO COJIep>KaHus) B 1 I rend

Remarks : The Product conforms to ND/

Hpumeuanue: [Tpoaykr coorBercTByeT TpeOoBaHusM HJT

Conclusion : APPROVED /
Zakmouenne: OJOBPEHO

Prepared by / Checked by /
Moarorosnero: Santosh Kumar IMposepeno: Pawan Kumar
Maurya ( ' %(
Reprint Date / Reprint Date /

Jara: 30.12.2024 Jara: 30.12.2024

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykosoautens
Pavan Kumar Sharma l

Lfn——

Reprint Date /
Hara: 30.12.2024

ills, Hyderahad - SCO0D34, T

9, Email: mali@drreddys.con
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CERTIFICATE OF ANALYSIS ~ — ~ ~ 1
CEPTUOUKAT AHAJTU3A edd

Product ; Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
IpoaykT: Haiiz® AxTHBrens (HUMECYANA) TeNb s HAPYKHOIO mpuMeHeHus, 1 %, 100 r -

Market / PBlHOK : Russia / Poccus

Batch No. / . V240868 Batch Quantity / _ 11881.00 units /

Cepusi Ne ) Pa3mep cepuu " 11881.00ea1HAL
Analytical RepOft No./ . 040002776662 Date of Analysis / . 30.12.2024

AHaauTHy €ckuii oTdet Ne Jara aHanusa

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026

JaTta nponu3BoAcTBa TI'ogen no

Mfg. License No. /

IIpouszBoacCTBeHHAs : MINB/05/263 MA number: / Homep PY : JII1-Ne(001336)-(PI'-RU)
amuenzus Ne

Analysis performed according ND / Anaaus nposenes no HJL: JIM-Ne(001336)-(PT-RU)-251022

Paged4 of 5/ Crp. 4 m3 5

9. | Dimethyl sulfoxide / 101.1% 90% to 110% of C2HsOS (dimethyl
JumMerniicyn1bGpoKeHI sulfoxide) of label claim /
Ot 90 % 10 110 % CoHeOS

(nuMeTHICYNBGOKCUA) OT
HOMMHAJILHOTO COACpKaHMs

10. | Package / YnakoBka 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 us3
JIaMUHUPOBAHHOTO AJIOMMHHs, CHabXeHHYI0 MeMOpaHOW Uil KOHTPOJIS
nepeoro BekpbiThs. Kaxkayio TyOy BMecTe ¢ MHCTPYKUMEH 110 MEAHUHHCKOMY
NPUMEHEHUIO NIOMELIAIOT B Na4Ky 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.

*TIoka3aTe]b MOMKeT OTCYTCTBOBATE B cepTH(HKaTe aHATH3a npousBoauTes. IlpousBoanTeis
rapaHTHpPyeT KA4ecTBO penapara 10 3THM NOoKa3aTesAM.

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

Nimesulide / Humecynun

API manufacturer batch number / NMS/14100706
Homep cepun npomsoaurens ADC:

FP Manufacturer API Batch number /

Homep cepuH cyOCTAHIIHA MPOU3BOAHTEIS FERA00635
1JI®:
API Manufactured by & country / Aarti Drugs Ltd., India /
IIpoussoaurens A®PC, crpana: Aaptin dparc Jlta., Mnaua
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpamevanune: [TponyxT coorBercTByeT Tpebosanusam HJL 3axmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
ITogrorosneno: Santosh Kumar [Tposepeno: Pawan Kumar Opob6peno: Menemxep / P\ﬁoso,umerm
Maurya %;' 7 Pavan Kumar Sharma . { YD
F Y=

Reprint Date / Reprint Date / Reprint Date /
Hara: 30.12.2024 Hara: 30.12.2024 Tara: 30.12.2024

Resisteied Office: §-2-327, Road Neo. 3, Banjara Hills, Hyderahad - 500024, Telanzana, India

Tol: +01 20 4900 2900, Fax: +81 40 4800 2998, Email: mail@drreduys.com
CIN: LR5195AF1884PLCO04507
www.drreddys.com




Dr.Reddy’s ‘g'

CERTIFICATE OF ANALYSIS
CEPTUR®HKAT AHAJIH3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
TMpoayxr: Hai3® AkTuBrens (Humecynm) refb 1A HAPYAKHOIO MPUMEHEHIA, 1%.100r B

Market / Praok : Russia / Poccus

Batch No. / . V240868 Batch Quantity / . 11881.00 units /

Cepusi Ne ) Pazmep cepun * 11881.00enu1HuLL
Analytical Repovrt No./ . 040002776662 Date of Analysis / . 30.12.2024
AHanuTHyecKHii oTuer No Jarta ananusa

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026

JlaTa npoH3B0ACTBA I'onen a0

Mfg. License No. /

IIpousBoaCTBEHHAsN : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
nunensus Ne B

Analysis performed according ND / Auanus nposenen mo HIL: JII-Ne(001336)-(PI-RU)-251022
Page5of5/Crp. Suz 5

Name, address, authorization No for ~ FP Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
manufacturing site / Control site / Release site / Solan (HP) 173205, India (License No MNB/05/263) /
E;:uw::;zzazge;l?cgi;;:ﬂx;p AMUEHIHH J-p Pennn’c JTa6opatopuc JIta., MHaus, [Ipon3BoACcTBEHHOE

> 0y nozapasaenenue-6, Bunnamx Kxons, Hanarapx Poyn, banau,
[IPOH3EOCTEO/KOHTPOIE KAUeCTBa/BRITYCK Conan Juctpukr, X.I1. 173205, Unpuna (Jluuensus Ne
RN 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».

JaKII0UeHHEe 0 COOTBETCTBHH: «HACTOSIIMM s TOATBEPKIAK0, YTO PHBENCHHAs BhIIE HHPOPMALHS SABISETCA
JIOCTOBEPHOM M TOYHOH. DTa cepHsl MPOAYKIMH NPOM3BE/eHa (BKIOYas yIAaKOBKY (MapKUpOBKY) B KOHTPOIIb
KayecTBa) Ha BHINEYKA3aHHOM IPOMU3BOACTBEHHOM IUTOMAnKe (IWIOM@AKax) B IOJHOM COOTBETCTBHH C
TpeGosanuAME [IpaBii HajulexKallell IPOU3BOICTBEHHOH IPAKTHKKM EBPasHiCKOro IKOHOMHIECKOTO COro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 ceursops 2022) m TpeOOBaHHAMH KOHTPONA KaueCTBa JICKAPCTBCHHBIX
CPEZICTB, a TAaKXke B COOTBETCTBHH CO CTIENHQUKANMAMY, COACSPKAIIMMHACS B PETHCTPALHOHHOM J0CHE CTPAHbL-
MMIIOpTepa. 3alHCH [0 [POU3BOICTBY, YNAKOBKE M aAHANW3y IIPOBEPEHEI, M YCTAHOBJIEHO MX COOTBETCTBHC
TpeGosanmaM [IpaBuil Ha/UIexKaLel IPOM3BOACTBEHHOH NPAKTHKH EBPasHACKOro SKOHOMHYIECKOIo COX03a».

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanne: IIpoaykt cooteercTryeT Tpebosanusm HJT 3akmogenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMonrorosnexo: Santosh Kumar [Mporepeno: Pawan Kumar OnobpeHo: Menemkep / PykosoanTesb
Maurya /8 7 Pavan Kumar Sharma |

; ,_F;_, : \ —
Reprint Date / Reprint Date / ' Reprint Date / '
Jara: 30.12.2024 Jara: 30.12.2024 JMara: 30.12.2024

Registered Nifice: 8-2-337, Road Ne. 3, Banjara Hills, Hyderabad - 80034, Telznzana, India

Tl 291 40 4900 2200, Fax: +91 40 4200 2899, Emails mait@drreddys.cem

CIN: LRE195AP1O8APLCCO4507
venw. direddys,com



