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Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Tpoaykr: Haiis® AkrHBresis (HUMECY L) reNb AN HAPYIKHOTO NPHUMEHEHHS, 1 %. 501

Market / PoiHok : Russia / Poccus

Batch No. / . V250063 Batch Quantity / . 23530.000units /

Cepusi Ne ) Pazmep cepun * 23530.000 enuHuL,
Analytical Repourt No. / . 040002803388 Date of Analysis / . 07.02.2025
AHaanTnyeckuii oTyet No Jata anasin3a

Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026

JaTa npousBoacTea Topen a0

Mfg. License No. /

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

Analysis performed according ND / Ananus npoeepen mo HJI: JIII-Ne(001336)-(PI'-RU)-251022

Page1of 6/ Ctp. 1136

No /

Test / IlokaszaTenn
Ne

Result / PesyabTar

Specification / Hopma

1. Description / Onncanue

Homogeneous, transparent, pale-
yellow gel with characteristic odor /
OnHOPONHBIN  MPO3pauHbIil  resib
6neIHO-XKeNTOro LBeTa c
XapaKTepHBIM 3aMaxoM

Homogeneous, transparent, colorless to
pale-yellow gel with characteristic odor /
OpHopoOHBIH  MpPO3payHblil  reib  OT
OecUBETHOrO A0 OJIEMHO-KEATOTO LIBETa
€ XapaKTEPHBIM 3aI1axXoM

2. Identification / Unentuduxanns

a) HPLC / BOXKX

Complies as prescribed /
CooTBeTCTBYET TPEOOBAHIAM

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 ynep»kHBaHHA
OCHOBHOTO TMHKa Ha XpoMmaTorpaMme

UCTIBITYEMOTO pacTBOpa JIOJKHO
COOTBETCTBOBATh BpPEMEHH
YACPKMBaHUs OCHOBHOTO IIMKa Ha
Xpomarorpamme pacTBopa
craHfapTHOro oOpa3la HHMeECYIuaa
(pazgen «KonuuecTseHHOE
onpeneneH’e»)

Remarks : The Product conforms to ND/

Ipumeuanne: IIpoaykT cooTBeTcTByeT Tpebosanuam HJI

Conclusion : APPROVED /
Sakmouyenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
INoxaroTtoeneHo: Ramakad &7 Tpoeepeno: Pardeep Kumar Ono6peHno: Menemxkep / Pykosoaurens
' Pavan Kumar Sharma it G
,/ . o o __,-"'"
m(}/ ul-lf‘ = M
Reprint Date / \ Reprint Date / Reprint Date /
Hara: 07.02.2025 Hara: 07.02.2025 Hara: 07.02.2025




Dr.Reddy’s €

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTU3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Hpoaykr: Haiiz® AxrHBrens (HUMECYNHA) Teflb Ul HapViKHOTO npuMeHenns, 1 %, 50 r

Market / Poitiok : Russia / Poccus

Batch No. / . V250063 Batch Quantity / . 23530.000units /

Cepust No ) Pasmep cepuun * 23530.000 enuHuLy
Analytical RepOft No./ . 040002803388 Date of Analysis / . 07.02.2025
AHanuTnuecknii oT4eT Ne Jara aHanu3a

Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026

HJdaTa npou3BOACTBA TI'oaen no

Mfg. License No. /

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

Analysis performed according ND / Anaau3s nposeaen no HJI: JIII-Ne(001336)-(PI'-RU)-251022
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No /

Test / Ilokazarenn
Ne

Result / PesyabTat

Specification / Hopma

b) UV spectrophotometry / Y-
cnexTpodoTo METpHs

Complies as prescribed
CooTeeTCTBYET TpeOOBaHUAM

UV absorption spectrum of the test
solution should have absorption
maximum at 397+5nm / Y®dD-cnektp
MOTJIOUIEHHS MWCIBITYEMOro  pacTBopa
JIOJDKEH WMETH MaKCUMYM HOTJIOLIEHHUA
npu 39745 um

3. | Weight of package contents / 51g/51lr According to Rus. Ph. / B cooTBeTcTBMH
Macca coaep:KkHMOro ¢ TpeboBanusmu I'® PO
YIAKOBKH

4. | pH 332 2.5t04.5/012,51004.,5

5. | Viscosity / BazkocTb

959.3 centipoise /
959.3 cautunyas

400 to 1,200 centipoise /
Ot 400 mo 1200 cantunyas

6. | Impurities / Ilpumecn

i. | Impurity C/

Not detected / He oGHapykeHa

Not more than 0.50 %/

[MTpumecs C He 6onee 0,50 %
ii. | Impurity D/ Not detected / He oOHapyxeHa Not more than 0.50 % /
IIpumecs D He 6onee 0,50 %

Remarks : The Product conforms to ND/

Ipumenamie; [poaykT cooTseTcTnyeT Tpebosanuam HJ

Conclusion : APPROVED /
3axauenne: OJOBPEHO

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

IToarorosaeHo: Ramak [TposepeHo: Pardeep Kumar Ono6peno: Menemxep / P}‘K{;BO,&[-iTeﬂb
\ d,ﬁ o Pavan Kumar Sharma L

Reprint Date / \ Reprint Date / Reprint Date /

Hara: 07.02.2025 Hara: 07.02.2025 Hara: 07.02.2025




Dr.Reddy’s Q'!-

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Opoaykr: Haiis® AKTHBres (HUMECYJIUA) TENb Al HAPYIKHOTO IPUMEHCHH, 1%,50r

Market / PorHok

: Russia / Poccus

Batch No. / . V250063 Batch Quantity / . 23530.000units /

Cepus Ne ) Pasmep cepun " 23530.000 ennHuL
Analytical Repourt No. / . 040002803388 Date of Analysis / . 07.02.2025
AHaauTH4yecKnii oTueT No JlaTa aHanu3za

Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026

Jarta npousBoacTsa Toaen ao

Mfg. License No. /

IlponspoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JuueH3nsi Ne

Analysis performed according ND / Anasiu3 nposeaet mo H/: JITT-Ne(001336)-(PI'-RU)-251022

Page3 of 6/ CTp. 313 6

CymMa npumece

He 0onee 1,50 %

Jli:) / Test / IlokazaTenn Result / PesyabTat Specification / Hopma
iii. | Any other impurity / 0.08% Not more than 0.50 % /

Jlio6as apyras npuMech He 6ornee 0,50 %
iv. | Total impurities / 0.3% Not more than 1.50 % /

7. | Microbial purity* / MukpooHogornaeckas YHcToTA™*

i. | Total Aerobic Microbial Count / NA Not more than 100 CFU/g/
O61ee uucno a3poOHBIX MUKPO- He 6onee 100 KOE/r
OpraHu3MOB
ii. | Total Combined Yeast and NA Not more  than 10 CFU/g 7
mould count / Obwwee uucio He 6onee 10 KOE/r
JPOXOKEBBIX W IIECHEBBIX
rpuboB
iil. | Pseudomonas acruginosa NA Should absentin 1 g/
OtcyrctBue Bl r
iv. | Staphylococcus aureus NA Should absentin 1 g/

OtcytecrBUe B 1 T

8. | Assay/KonauuecTBeHHOe onpeaeneHne

Remarks : The Product conforms to ND/

Ipumcuannc: [Ipoaykr coornerernyct Tpeboparmsam HJL

Conclusion : APPROVED /
3axmonucunc: OJOEPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IonrorosneHo: Ramakapt ITporepeno: Pardeep Kumar Onobpeno: Menemxep / Pﬂu\coaonmenb
{m ‘yy oj——” Pavan Kumar Sharma L —
r -//
Reprint Date / \ Reprint Date / Reprint Date /
Hara: 07.02.2025 Hara: 07.02.2025 Hata: 07.02.2025




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Mpoayxr: Haiiz® Axrusrens (HUMECYIMa) Ieslb AT HAPY)KHOTO NpumeHeHys, 1 %, 50 r

Market / PorHok : Russia / Poccns
Batch No. / Batch Quantity / 23530.000units /
1 V250063 :
Cepus Ne Paszmep cepumn 23530.000 enuauL
Analytical Repourt No./ . 040002803388 Date of Analysis / . 07.02.2025
AHaautuyeckuii order No JaTa anaau3a
Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026
JlaTa npou3BoacTBa I'open no
Mfg. License No. /
[IponspoactTBeHHAs : MINB/05/263 MA number: / Homep PY : JIIT-Ne(001336)-(PI™-RU)
JuueH3ust Ne

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

Page4 of 6/ CTp. 4 u3 6

Ne

No /

Test / Iloka3zaTein

Result / Pezynprar

Specification / Hopma

Nimesulide /
Humecynun

9.97 mg/9.97 mr
(97.7 %)

9.0 mg to 11.0 mg of C13H12N205S
(nimesulide) (90.0% to 110.0% of label
claim)in 1 gof gel /

Ot 9,0 mr g0 11,0 mr C13H1nN2OsS
(uumecynun) (ot 90,0 % no 110,0 % ot
HOMHHANBHOrO cojiep:kanus) B 1 r rens

Dimethyl sulfoxide /
JAunmeTuncynbgorcni

104.3 %

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

Ot 90 % mo 110 % CHgOS
(numeTuncynpdoreua) ot
HOMHHAJIBHOTO COACPIKaHHA

10.

Package / Ynaxoska

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
JTAMHHUPOBAHHOIO AJIOMHHHUSA, CHaOXEHHY0 MeMOpaHOH Ui KOHTPOJIA
nepeoro BCkpbiTHi. Kaxayro Ty0y BMecTe ¢ HHCTPYKLHEH 110 MEAULIMHCKOMY
NPUMEHESHHIO TOMEILAIOT B Ma4Ky 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.
*[IoxasaTenb MOXKeT OTCYTCTBOBATH B cepTHHKATEe aHAINH3a NpoH3BoanTed. [IpoussoanTen

rapaHTHPYET Ka4e€CTBO npenapara mo 3 THM moxKa3aTeJJIsaM.

Remarks : The Product conforms to ND/

Hpumeranne: [Ipoaykr coorsercTByeT Tpeboparisiym HJ

Conclusion : APPROVED /
3armonenne: OJOBPEHO

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

[Toarororneno: Ramakant _\( Iposepeno: Pardeep Kumar Onob6peHo: Menenxep / Py {OBOJITE1b
{ g & \},/, _ _l_.-/ Pavan Kumar Sharma Af —

Reprint Date / i Reprint Date / Reprint Date /

Hara: 07.02.2025 Hara: 07.02.2025 Hara: 07.02.2025
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

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

Ipoaykr: Haiis® AxtuBrenb (HUMECYHA) Feb AN HAPYKHOTO NpuMeHeHns, 1 %, 50 r

Market / Prinox : Russia / Poccus

Batch No. / . V250063 Batch Quantity / . 23530.000units /

Cepus Ne i Pasmep cepun " 23530.000 exuHuL
Analytical REPOj‘t No. / . 040002803388 Date of Analysis / . 07.02.2025
AHaNUTHYECKHH oT4eT No Jata ananusa

Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026

JaTta npousBoacTsa Toxen no

Mfg. License No. /

[IponspoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIIT-Ne(001336)-(PI'-RU)
JHneH3usn Ne

Analysis performed according ND / Avanu3s nposegen o HJI: JITT-Ne(001336)-(PI'-RU)-251022

Page5of 6/ Ctp. 5u3 6

API name (INN) / HaumenoBanue ADPC
(MHH):

Nimesulide / Humecynna

API manufacturer batch number /
Howmep cepuu nponspoautens ADPC:

NMS/14100706

FP Manufacturer API Batch number /
Homep cepun cydcTanIHH
npoussoaurenn I'JID:

FERA00635

API Manufactured by & country /
IIponspoauteanr A®C, crpana:

Aarti Drugs Ltd., India /
Aaprtu Jparc Jlta., Hapus

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

HanmeHoBaHue, agpec H HOMep
JHIEH3HH ILI0IAAKH,
OCyUeCTRJISIIOLIEH

[ POH3BOACTBO/KOHTPOJIb
kavyecTBa/Bpinyck I'JID /

I-p Peanu’c Jlaboparopuc Jlta., Uuaus,

Wnnusa (JIunensus Ne MNB/05/263)

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan (HP) 173205, India (License No MNB/05/263) /

[MpoussoacTBeHHOE NMoApaszneneHye-6, Bumamk Kxone,
Hanarapx Poyn, bannu, Conan Juctpuxr, X.I1. 173205,

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

Remarks : The Product conforms to ND/
IIpumeyanne: [Tpoaykr coorBeTcTBYeET TpeboBanusam HJI

Conclusion : APPROVED /
3akmrouenne: OJOBPEHO

Prepared by / Checked by /

IToxrorosneno: Ramaka j*
W’

[posepeno: Pardeep Kumar

<

Approved by: Manager/Executive /
Onobpeno: Menekep / Pykosonuress
Pavan Kumar Sharma i

Reprint Date /
Jara: 07.02.2025

Reprint Date / \
Jata: 07.02.2025

Reprint Date /
Hara: 07.02.2025
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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A
Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IpoaysT: Haiis® AKTHBresb (HUMeCyI) refb JUIS HapyxHOro npiuMexenns, 1 %, S0 r
Market / Puinok : Russia / Poccus
Batch No. / . V250063 Batch Quantity / . 23530.000units /
Cepus Ne ) Pasmep cepuu © 23530.000 eqmHML
Analytical RepOj‘t No./ . 040002803388 Date of Analysis / . 07.02.2025
AHanuruyeckuif otuer Ne JlaTa aHanuza
Date of Manufacture / . 01/2025 Date of Expiry / . 12/2026
JaTta npou3BoACTBa Tonen no
Mfg. License No. /
IlpousBoacTBeHHAN : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JuueH3ust No
Analysis performed according ND / Ananuns nposenen no HJI: JIT-Ne(001336)-(PT-RU)-251022

Page 6of 6/ Ctp. 6 3 6

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».

3akJ/09eHne 0 cooTBeTCTBHH: «HacTosmum st moATBepIKIaro, 9YT0 MPUBEICHHAS BhIE HHYOPMAUHMS SBIIAETCSA
JIOCTOBEPHOM M TOYHOM. DTa Ceprst MPOAYKIHH MPOU3Be[eHa (BKIIOUas YNAaKOBKY (MapKMPOBKY) W KOHTDPOJb
KayecTBa) Ha BBINICYKAa3aHHOW IPOM3BOACTBEHHOM IUIOMIAAKe (IJIOU[AJKax) B IIOJMHOM COOTBETCTBHH C
TpeboBanusaMu [IpaBui HauexKalei TPOU3BOICTBEHHON [TPAaKTUKH EBpasuicKoro 3koHOMHYECKOro cor3sa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsibps 2022) m TpeOOBaHHMIMHM KOHTPOJIS KadecTBa JIEKAPCTBEHHBIX
CPEICTB, & TAKXXE B COOTBETCTBHHU CO CIIENU(PUKAIUAMHU, COAEPKAUMMHUCA B PETMCTPAIHOHHOM I0ChE CTPaHbI-
HMIIOpTepa. 3alluCH 10 MPOU3BOJACTBY, YIIAKOBKE H aHAJIU3y IIPOBEPEHB], H YCTAHOBJIEHO UX COOTBETCTBHE
tpeboBaumsM [IpaBuit HaIeKameH poU3BOJCTBEHHOMN IPAKTUKU EBpasuiicKOro 3KOHOMHUYECKOTO CORO3aY.

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

Ipumeuanue: [Ipoaykt cooreercTByeT Tpebosanusm HJI 3axmouenne: OJOBPEHO

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

[Toarorosneno: Ramakant \7 IIposepeno: Pardeep Kumar Onobpeno: Menemxkep / Pyn;c}momwena
) ) Pavan Kumar Sharma LA

M‘)‘L/ = =
Reprint Date / \ Reprint Date / Reprint Date /
Jara: 07.02.2025 Jara: 07.02.2025 Jara: 07.02.2025




