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CERTIFICATE OF ANALYSIS

CEPTUPUNKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Opoaykr: Haii3® AkTusrens (Hiumecynina) reib s Hapykeoro npumenensis, 1%, 100 r

Market / PhiHoK

: Russia / Poccus

Batch No. / . V240872 Batch Quantity / . 11848.00 units /

Cepus No ) Pazvep cepun © 11848.00euHuUL

Analytical RepOft No./ . 040002778646 Date of Analysis / . 30.12.2024

AHaauTHYecKHi oTueT No JlaTa anasau3a ]
Date of Manufacture / . 12/2024 Date of Expiry / . 11/2026

Jarta npou3solcTea Togen no

Mfg. License No. /

IIpou3BoACTBEHHAsN : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)

Jaunensust Ne

Analysis performed according ND / Ananus nposeaen no H/I: JIN-Ne(001336)-(PT'-RU)-251022

Pagel of 5/Ctp. 113 5

"No/
No

Test / IlokazaTrenn

Result / PesyabTat

Specification / Hopma

1. Description / Onncanne

Homogeneous, transparent, pale-
yellow gel with characteristic odor /
OnHOpPONHLIA TNpO3payuHblii  elb
OIeJHO-KeNTOro L[BETA c
XapaKTEPHBIM 3aM1axoM

Homogeneous, transparent, colorless to
pale-yellow gel with characteristic odor /
OmHOpOAHBI MPO3payHbId  refb  OT
6eCLBETHOTO 10 OIeIHO-XKENTOro LiBeTa
C XapaKTePHbIM 3aMaxoM

2 Identification / Unentudunkan

HHA

a) HPLC / BOXKX

Complies as prescribed /
CooTBeTCTBYET TPpeOOBaHUAM

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>kuBanus
OCHOBHOIO IIHKa Ha XpomaTorpamme

HUCTIBITYEMOI 0 pacTBopa JIOJIZKHO
COOTBETCTBOBATh BpEeMEHH
VAEPIKUBAHUA OCHOBHOTO TIHKa Ha
XpoMaTorpaMmme pactBopa
ClangapiHoro  obpasua MMCeCyInan
(paznen «KomuuecTeennoe
omnpeneieHHe»)

Remarks : The Product conforms to ND/
Ipumeuanne: [Tponykr cooTBercTByeT Tpebosanusam H/I

Conclusion : APPROVED /
Zaknwuenne: OJJOBPEHO

Prepared by /
IMoarorosneno: Santosh Kumar

Maurya

Checked by /
ITposepeno: Pawan Kumar

X

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykopoanTesib
Pavan Kumar Sharma '

'—-IL —_——
e
A

-

Reprint Date /
Hara: 30.12.2024

Reprint Date / !

Reprint Date /

Jara: 30.12.2024

JHara: 30.12.2024




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

CEPTHD®HKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
IMpoaykr: Haii3® AkTuBresib (HUMECYUA) refib JUisl Hapy#HHOro MPHMEHEHIA, 1%,100r

Market / Poiaok

: Russia / Poccus

Batch No. / . V240872 Batch Quantity / . 11848.00 units /

Cepus Ne ) Pasmep cepun " 11848.00eaunnL
Analytical Repourt No./ . 040002778646 Date of Analysis / . 30.12.2024
AvaauTH4ecKuii oTyeT No JlaTa aHasn3a

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

JlaTa npomssoacrea Topen n10

Mfg. License No. /

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

Analysis performed according ND / Ananius nposenen no HJL: JITI-Ne(001336)-(PI'-RU)-251022

Page2 of 5/Ctp. 2 m35

b) UV spectrophotometry /
V®-cnextpodoTo MeTpHs

Complies as prescribed
CoOTBETCTBYET TpeOOBAHHAM

/| UV absorption spectrum of the test
solution should have absorption
maximum at 397+5nm / Y®-cnektp
MOIJIOUIEHNs HCABITYEMOro  pacTBOpa
JIOJI’KEH UMETh MAKCUMYM MOIJIOLIEHHS
npu 39745 Hm

JroGas npyras npuMech

Total impurities /
Cymma npumMecei

iv.

0.03 %

0.10%

3. | Weight of package contents / 10t g/101r According to Rus. Ph. / B cooTBeTcTBUH
Macca cogepkuMoro ¢ Tpebopanusamu I'd PO
YIAKOBKH

4. | pH 33 2.5t04.5/012,5n04,5

5. | Viscosity / Bazkocers 978.1 centipoise / 400 to 1,200 centipoise /

978.1 cantumnyas Ot 400 no 1200 cantuityas

6. | Impurities / Ilpumecn

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

Mpumecs C He 6onee 0,50 %
ii. | Impurity D/ N Not more than 0.50 % /
t det d
[Tpumecs D ot detected / He obuapysietta He 6onee 0,50 %
ut. | Any other impurly / Noul e tha 0.50 26/

He 6onee 0,50 %

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

Remarks : The Product conforms to ND/
Npumeuanue: [Tpoaykr cootBeTcTBYET TpeboBaHuaM HJI

Conclusion : APPROVED /
Zakawuenne: OJOBPEHO

Prepared by /
IMoarotosneno: Santosh Kumar

Maurya @

Checked by /
IIpoeepeno: Pawan Kumar

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykosoautens
Pavan Kumar Sharma 7, —

Reprint Date /
Jata: 30.12.2024

Reprint Date /
Jara: 3U.12.2024

Reprint Date /
Hana: 30.12.2024
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CERTIFICATE OF ANALYSIS

CEPTUD®HKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Tponyxt: Haii3® AxTusrenb (HUMECYIHA) reslb A1 HAPYAHOTO IPHMEHEHTA, 1%, 100r

Market / PbiHoK : Russia / Poccus

Batch No. / . Batch Quantity / . 11848.00 units /

Cepus Ne P V240872 Pazmep cepun " 11848.00eanHuL |
Analytical Repovrt No./ . 040002778646 Datfe of Analysis / . 30.12.2024

AHanuTHYecKkHii oTueT Ne Harta aHanusa

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

Jarta npou3Boacrea lonen no

Mfg. License No. /

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

auuensus No

Analysis performed according ND / Asanus nposenen no H/L: JITI-Na(001336)-(PT-RU)-251022

Page3 of 5/Crp. 3 n3 5

7. | Microbial purity* / MukpoGHoorpyecKkas 4ucrora*

1. | Total Aerobic Microbial Count NA Not more than 100 CFU/g /
/ O61ee 4rcio a3poOHBIX He 6onee 100 KOE/r
MHMKPOOPTaHU3MOB
ii. | Total Combined Yeast and NA Not  more  than 10 CFU/g  /
mould count / OGLuee uncno He 6onee 10 KOE/r
JPONOKEBBIX M NJIECHEBBIX
rprbos
iii. | Pseudomonas aeruginosa NA Should absentin 1 g/
OrcyrctBue B 1 T
iv. | Staphylococcus aureus NA Should absentin 1 g/

OtcyretBue B I T

8. | Assay/KoandecTBeHHOe onpeJesieHHe

Nimesulide /
Humecynun

9.90 mg/ 9.90 mr
(99.0 %)

9.0 mg to 11.0 mg of C13H12N20s58
(nimesulide) (90.0% to 110.0% of label
claim)in 1 gof gel /

Ot 9,0 MI' 10 11,0 Mr CHH]zNzOsS
(uumecynun) (ot 90,0 % no 110,0 % ot
HOMHHAJILHOIO cofiep>kaHus) B 1 r rens

Remarks : The Product conforms to ND/

IIpumeuanne: Ipoaykr coorercTByeT TpebosanusaM HJI

Conclusion : APPROVED /
Zakmouenne: OJJOBPEHO

Prepared by /
[Toaroroeneno: Santosh Kumar,
Maurya ,525\

—

Checked by /
[TposepeHo: Pawan Kumar

0

X

Approved by: Manager/Executive /
Onobpeno: Menemwkep / PykoBoauTes
Pavan Kumar Sharma Al

Reprint Date /
Jara: 30.12.2024

Reprint Date /
Hara: 30.12.2024

Reprint Date /
Hara: 30.12.2024
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CERTIFICATE OF ANALYSIS
CEPTHOMKAT AHAJIH3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Npoaykr: Haii3® AkTuBrens (HUMeCyIHA) Tefib /TS HapyAHOro npumenierus, 1 %, 100 r

Market / Poinok : Russia / Poccust

Batch No. / . V240872 Batch Quantity / . 11848.00 units /

Cepus Ne ) Pa3mep cepiu ' 11848.00eauuun
Analytical Repourt No./ . 040002778646 Date of Analysis / . 30.12.2024
AHanuTnyeckuii otuer Ne JlaTa anHanusa

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

JaTta npon3BoaCTBA T'oneH no

Mfg. License No. /

HpouseoacTBeHHast : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI-RU)
JinneH3usa Ne

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

Page 4 of 5/ Ctp. 413 5

9. | Dimethyl sulfoxide /
Jumerniacyingorecna

101.5 %

90% to 110% of C2HeOS (dimethyl
sulfoxide) of label claim /

Ot 90 % nmo 110 % CHsOS
(mumeTHncynibGOKCUa) OT
HOMMHAJIEHOTO COJEPIKaHUA

10. | Package/ YnaxkoBka

100 g in a laminated aluminum tube equipped with tamper-evident membrane.
Each tube and a patient information leaflet in a carton. / ITo 100 r B TyOy 13

JJAMUHHPOBAHHOI'O JIIOMHHHA,

cHabXeHHY!0O MeMOpaHol [ns KOHTpOJd

nepBoro BekpeiTUs. Kaxxayro Ty6y BMECTe ¢ HHCTPYKLMCH 10 MEIULIMHCKOMY
NPUMEHEHHIO MOMELIAIOT B IAYKY 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.

*Tloka3aTeJib MOXKeET OTCYTCTBOBATH B cepTudHKaTe aHAIH3A npousBoguTens. IIpoussoxurean
rapaHTHpyeT KauecTBO Npenapara o 3THM M0Ka3aTesiM.

API name (INN) / Hanmenosanue APC

Nimesulide / Humecymn

(MHH):

API manufacturer batch number / NMS/14100706
Homep cepuu nponsBoauTens APC:

FP Manufacturer API Batch number /

Homep cepuu cyOGcTAHIHH NPOH3BOAUTENN FERAQ0635

rJad:

API Manufactured by & country /

Hpoussopurenp ADPC, crpana:

Aarti Drugs Ltd., India /
Aapru Jparc JIra., Manaus

Remarks : The Product conforms to ND/
IIpumeuanne: I[Tpoaykr cooTreTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3axmoyenne: OJOBPEHO

Prepared by /

IMToarorosneno: Santosh Kurg
p:

Maurya

Checked by /
IMposepeno: Pawan Kumar

Approved by: Manager/Executive /
Ono6peno: Menenxep / Pyxonomﬂenb
Pavan Kumar Sharma 4

Reprint Date /
Hara: 30.12.2024

Reprint Date /

Jara: 30.12.2024

Reprint Date /
Jlara: 30.12.2024

ORISR e

o Office: 8-2-3
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Tol: +91 40 4200 2500, 1




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Mpoaykr: Haiis® AkTuBrens (HUMECYII) reslb 15 HapyKHOro npumenenns, 1 %, 100 r

Market / PbiHok : Russia / Poccus

Batch No. / . V240872 Batch Quantity / . 11848.00 units /

Cepus Ne ) Pa3smep cepun * 11848.00eaunuLL
Analytical Repovrt No./ . 040002778646 Date of Analysis / . 30.12.2024
AHannTuyeckuii oTuer Ne JaTa aHaausa

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

JlaTa npou3BoacTBa TI'ogen no

Mfg. License No. /

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

Analysis performed according ND / Anaaus nposeaen mo HJI: JIII-Ne(001336)-(PI'-RU)-251022
PageSof 5/Ctp.5mu35

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) /
I:;:M;sza:::e’ aelg; :I:l::o:;p JmHensm J-p Pennu’c Jlaboparopuc JIta., Unaus, [IpoussoacTeenHoe

[HaLKH, ocym = nofpasaenenune-6, Bunnamk Kxons, Hanarapx Poyn, Banau,
MPOH3BO/CTBO/KOHTPOIE KaUeCTBa/BLUIYCK Conan Juctpukr, X.I1. 173205, Unansa (JInuensus Ne
LI / 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 Furasian Economic Union is established».

3akJroueHue 0 coOTBeTcTBHH: «HacTosAmuM A moaATBEP)KAAr0, YTO IPUBEICHHAS BHIIIE HHPOpMAUUsl ABISETCS
JOCTOBEPHOM M TOYHOH. DTa cepus MPOAYKIHMH NpOHM3BeleHa (BKJIIOUAs YNAKOBKY (MapKHPOBKY) W KOHTpPOJIbL
Ka4ecTBA) Ha BHINCYKa3aHHON TNPOU3BOACTBEHHON IUIOMANKe (IUIOMAAKaX) B IOIHOM COOTBETCTBHM C
Tpe6GoBanusMu IpaBii Haiexale Npou3BOJCTBEHHON ITpakTHky EBpasmuiickoro skonommyeckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsbpst 2022) u TpeOOBaHUAMHU KOHTPOJIA KauyeCcTBa JIEKAPCTBEHHBIX
CPEJICTB, a4 TaK)Ke B COOTBETCTBHHU CO CIIEIM(DUKAIMIMHU, COACPKAIMUMHUCS B PETUCTPALIUOHHOM JI0ChE CTPAHBI-
HMIIOpTEpa. 3amucu MO NPOHM3BOACTBY, YIIAKOBKE M aHAIA3Y IPOBEPEHBI, M YCTAHOBJIEHO MX COOTBETCTBHE
TpeGoBanusaM [IpaBun Haaexareil IpoU3BOICTBEHHON IPaKTHKU EBpasuiickoro 3KOHOMHYIECKOIO COI03a.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Hpumeuanne: IIponykr coorsercTByet Tpebosanuam HJI 3axkmouenne: OJIOEPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[oaroroeneno: Santosh Kumar [Tposepeno: Pawan Kumar Onobpeno: Menemxep / Pykoogurens
Maurya / /!‘1/ Pavan Kumar Sharma .
Reprint Date / Reprint Date / Reprint Date /

Hata: 30.12.2024 Jara: 30.12.2024 Jara: 30.12.2024

i, Telangang, India

, Road Mo 3, Banjara #ills, Hyderabad - 50

ile rmail@@drradedyscam

Hegistorpd Ofiice:

Tal, Q1 40

savwdrreddys.com




