Dr.Reddy’s Q':‘.

CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Ipoayxr: Haif3® AxTHBrens (HUMECYI) resib AN HapyKHOTO MPHMEHEHH!S, 1%,100r

Market / PbiHOK

: Russia / Poccus

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

Cepus Ne P V240874 Pasmep cepun " 11881.00eaiHML
Analytical RepOj‘t No. / . 040002779908 Date of Analysis / . 30.12.2024
AHanuTHYecKuii oTyer No lara anaaunsa

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

Jlata npom3BoAcTBa TogeH no

Mfg. License No. /

IIpousBoacTBeHHas: : MNB/05/263 MA number: / Homep PY : JITI-Ne(001336)-(PT-RU)
auuenzua Ne

Analysis performed according ND / Ananus nposeaen no HI: JITI-Ne(001 336)-(PT-RU)-251022

Pagel of 5/Ctp. 1 u35

i.(? / Test / Iloka3zaTenn Result / PesyasTar Specification / Hopma
1. Description / Onncanue Homogeneous, transparent, pale- | Homogeneous, transparent, colorless to

yellow gel with characteristic odor /
OmHOPOHBIN MpPO3pavHbil  refib
OJieAHO-)KENTOro BeTa c
XapaKTepHbIM 3anaxoM

pale-yellow gel with characteristic odor /
OnHOpONHBIA TpO3payHblii  reflb  OT
6ecIBETHOrO 10 OJIeAHO-KENTOr0 LIBETA
¢ XapaKTepHbIM 3aI1axoM

2. Identification / UaenTnduranus

a) HPLC / BDXKX

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) / Bpemsa ynep>kuBaHus
OCHOBHOrO MHKAa Ha XpoMmaTorpamme
UCTIBITYEMOTO pacTBopa JIOJPKHO
COOTBETCTBOBATh BpPEMEHHU
yIep>KUBaHUS OCHOBHOIO IHKa Ha
XpOMaTorpamme pacTBopa
CTaHaapTHOro obOpasua  IIHMCCYINAR
(paznen «KonuuecTseHHOE
orpeeneHue»)

Remarks : The Product conforms to ND/

IIpumeuanue: IIpoaykr coorercrayeT Tpebosanuam HJI

Conclusion : APPROVED /
3axaouenne: OJIOBPEHO

Prepared by /

[Toarorosneno: Santosh Kumar
Maurya % g

Checked by /
[TpoepeHno: Pawan Kumar

ya

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykogoanrens
Pavan Kumar Sharma - "

Reprint Date / Reprint Date / ! Reprint Date /
Hara: 30.12.2024 Hara: 30.12.2024 Jara: 30.12.2024
pgistered Cm “-'ZQE,,‘, Rcad bo, 3, Banjara Hills, Hyderabad 134, Telangang, Indi

G0N L300, Fa




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Ipoaykt: Haiis® Akrurens (HUMeCyim) reib JUis Hapy»KHOTO Mpumenesna, 1 %. 100 r

Market / PbiHoK

: Russia / Poccus

Batch No. / . V240874 Batch Quantity / . 11881.00 units /

Cepust Ne ) Pasmep cepun © 11881.00emuHuL
Analytical RepOft No./ . 040002779908 Date of Analysis / . 30.12.2024
AHanuTH4ecKkHi oTuer No JlaTa ananusa

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

JaTa npoH3BoACTBA Topen po

Mfg. License No. /

IIponsBoacCTBEHHAS : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(P'-RU)
JuueH3us Ne

Analysis performed according ND / Anasns nposeaen no HJL: JITT-Ne(001336)-(PT-RU)-251022

Page 2 of 5/Ctp. 2135

b) UV spectrophotometry /
V®-cnekTpohoTo MeTpHs

Complies as prescribed
CooTBeTcTBYET TPEOOBAHHAM

/

UV absorption spectrum of the test
solution should have absorption
maximum at 397+5 nm / YdD-cnektp
NOINOLIEHHS HCIBITYEMOIro pacTBopa
JIOJDKEH UMETh MAaKCHMYM MOTJIOLLEHHS
npu 39745 HM

3. | Weight of package contents / 101 g/101r According to Rus. Ph. / B cooTBeTcTBHI
Macca coaepKHMOro ¢ TpeboBanusamu ['O PO
YIAKOBKH

4. | pH 33 2.5t04.5/012,5 004,5

5. | Viscosity / Baskocts

970.1 centipoise /
970.1 canTunyas

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

6. | Impurities / IlpamecH

i. | Impurity C/

[Tpumecs C

ii. | Impurity D/

[Ipumece D

Any other impurity /
JlroGas apyras npuMech

iii.

Total impurities /
Cymma npumeceit

1v.

Not detected / He 06HapyxeHa

Not detected / He oOHapyxkeHa

0.03 %

0.10%

Not more than 0.50 % /
He 601ee 0,50 %

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

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

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

Remarks : The Product conforms to ND/
Ilpumeuanne: [Tponykr coorseTcTBYeT Tpebobanusm HJT

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

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

[Moarorosneno: Santosh Kuma Iposepeno: Pawan Kumar Ono6peno: Menemxkep / Pykapoaurenb

Maurya Q - Pavan Kumar Sharma y == =
28 L Y

Reprint Date / Reprint Date / ' Reprint Date /

Harta: 30.12.2024 Hara: 30.12.20241 Hata: 30.12.2024




Dr.Reddy’s ":’

CERTIFICATE OF ANALY

SIS

CEPTU®UKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
IMponykr: Haiis® AKTUBrenb (HUMECYJI) reJib i Hapy#HOro nphmenenis, 1 %, 100 r

Market / Pbinok

: Russia / Poccust

Batch No. / . V240874 Batch Quantity / . 11881.00 units /

Cepust No ) Pazmep cepin * 11881.00eaunun
Analytical Repovrt No. / . 040002779908 Date of Analysis / . 30.12.2024
AHaauTnyecknii oruer Ne HaTta anaauza

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

JlaTa npoH3BOACTBA T'onen mo

Mifg. License No. /

[Ipou3poaCTBEHHAS : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
nuueH3ust Ne

Analysis performed according ND / Anaaus nposenes no HJ: JIN-Ne(001336)-(PI'-RU)-251022

Page3 of 5/ Crp.3 135

7. | Microbial purity* / MukpoGHo10rHYecKas IHCTOTA™
i. | Total Aerobic Microbial Count NA Not more than 100 CFU/g/
/ Obuiee unciI0 a3poOHBIX He 6onee 100 KOE/r
MHUKPOOPraH1u3MOB
ii. | Total Combined Yeast and NA Not more  than 10CFU/g  /
mould count / Obuiee 4ncno He Gonee 10 KOE/r
JPONOKEBBIX U TJIECHEBBIX
rpuboB
iii. | Pseudomonas aeruginosa NA Should absent in 1 g/
OtcyrctBUe B 1 1
iv. | Staphylococcus aureus NA Should absent in 1 g/
OrcyrcTeue B 1 T
8. | Assay/Kouanuecrsennoe onpenesieHue
Nimesulide / 9.89 mg/9.89 mr 9.0 mg to 11.0 mg of Ci3H12N205S
Humecynun (98.9 %) (nimesulide) (90.0% to 110.0% of label

claim)in 1 gofgel /

Ot 9,0 mr go 11,0 mr Ci3H12N2OsS
(imamecynia) (ot 90,0 % no 110,0 % ot
HOMHHAJILHOIO cofiepkaHus) B 1 r reng

Remarks : The Product conforms to ND/
Mpumeuanne: [IpogykT cooTBeTcTBYET TpeOoBaHusM H]|

Conclusion : APPROVED /
3akmwouenne: OJJOBPEHO

Prepared by /
IMoarorosneno: Santosh Kumar
Maurya ﬁ

(L

Checked by /
[MpoeepeHo: Pawan Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykopoaurenb

Pavan Kumar Sharma 7’

Reprint Date /
JHara: 30.12.2024

Reprint Date/

Jlata 30.12.2024

Reprint Date /
Jarta: 30.12.2024
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Ipoayxr: Haii3® AktnBrens (HUMeCyIu) refb JUIs Hapy»KHOTro npumeneHus, 1 %, 100 r

Market / PbiHok : Russia / Poccus

Batch No. / . V240874 Batch Quantity / . 11881.00 units /

Cepus Ne ) Pazmep cepun * 11881.00eauHuL
Analytical Repovrt No./ . 040002779908 Date of Analysis / . 30.12.2024
AHaauTH4YEeCKHH 0T4eT No JaTa ananuza

Date of Manufacture / . 12/2024 Date of Expiry / . 1172026

JaTa npou3soacTea I'open no

Mifg. License No. /

IIpousBoacTBEHHAsA : MINB/05/263 MA number: / Homep PY : JIITI-Ne(001336)-(PT-RU)
Juuensus Ne

Analysis performed according ND / Auasin3 nposeaen no HJI: JITI-Ne(001336)-(PI'-RU)-251022

Page4 of 5/ Ctp. 4 u3 5

9. | Dimethyl sulfoxide / 101.1 % 90% to 110% of C:HeOS (dimethyl
JumeTHICYTIHL(HOKCH sulfoxide) of label claim /
Ot 90 % no 110 % C;HesOS

(mumeTiicyashokcua) oT
HOMMHAJIBHOTO COAepAKaHUA

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 TyGy n3
JIAMUHHPOBAHHOTO AIOMMHMA, CHaOXEHHYI0 MeMOpaHOH MJid KOHTPOJIs
nepBoro BekpeiTha. Kaxayro Ty0y BMecTe ¢ MHCTPYKIHMEH M0 MEIUUIHMHCKOMY
NPUMEHEHHIO NMOMEILAIOT B NMAaYKy 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.

*Jloka3aTeab MOKET OTCYTCTBOBATH B cepTHQHKATE aHAIH3a npousBoauTess. lIlponssoauTens
rapaHTHpyeT Ka4ecTBO Mpenapara 1o 3THM M0Ka3aTeJIsiM.

API name (INN) / Haumenoanue ADC

(MHH): Nimesulide / Humecynup

API manufacturer batch number / NMS/14100706
HoMep cepun npounssoaurtens ADC:

FP Manufacturer APT Ratch nnumbher /

Homep cepnu cydcTaHUHH HPOH3BOIHTE/INA FERAO00635

TJI®:

API Manufactured by & country / Aarti Drugs Ltd., India /
IIponssoauTtens A®C, crpana: Aaptu Hparc JItn., Magus

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: Ipoaykr cooTBeTcTBYeT TpebGopaHuam HJI 3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Moarorosneno: Santosh Kum: IposepeHo: Pawan Kumar Ono6peno: Menemxep / Pykosoaurens
Maurya 7 ‘ Pavan Kumar Sharma 4 _—=
Reprint Date / Reprint Date / Reprint Date /

Hara: 30.12.2024 Hara: 30.12.2024 Hara: 30.12.2024




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
IMpoaykr: Haiis® AkTuprens (HUMecynni) relib JUisl HapyXHOro MpumeHenns, 1 %, 100 ¢

Market / Prinok : Russia / Poccus

Batch No. / . V240874 Batch Quantity / . 11881.00 units /

Cepus Ne ) Pazmep cepun * 11881.00emuHuL
Analytical Repovrt No./ . 040002779908 Date of Analysis / . 30.12.2024
AHanuTHyeckHil oTuyeT Ne Jlara ananusa

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

Jara npou3BoacTsa [Topen no

Mfg. License No. /

INpousroacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JHueH3nsa Ne

Analysis performed according ND / Ananns nposege no HJI: JITT-Ne(001336)-(PI'-RU)-251022
Page S of 5/ Ctp. 513 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::M:;zzag:e;;i[;i;:lzsxgp IHEHSHE I-p Peann’c Jlaboparopuc JIta., Unaus, I[IpoussoacteenHoe

lII » 0¢Y noapasaenenne-6, Bunnamwk Kxons, Hanarapx Poyn, bannw,
MPOH3BOCTBO/KONTPOI KAHeCTEA/BLINYCK Conan Jucrpukr, X.I1. 173205, UHnns (JInuensus Ne
I/ 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».

3aKJII0YeHHe 0 COOTBeTCTBHH: «HacTosIuM s MOATBEPXKIA0, YTO IPUBEACHHAS! BEIIE HHPOPMALHS SBIAETCS
JIOCTOBEPHOM M TOYHOM. DTa cepusi MPOIYKIIMH IIPOU3BEJcHa (BKIIFOYAs YNAaKOBKY (MapKHPOBKY) W KOHTpOJb
KauecTBa) Ha BBINIEYKAa3aHHOM MPOU3BOJCTBEHHOM IUTOMmMaAKe (IUIONIagKax) B IIOJIHOM COOTBETCTBHH C
TpeboBanuaMu IIpaBui HaIexkallel MPOU3BOACTBEHHOM NPakTUKH EBpasuiickoro 5KOHOMHYECKOro corsa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centabps 2022) u TpeGoBaHUAMH KOHTPOJS KauyecTBa JICKAPCTBEHHBIX
CPEINCTB, a TAK)Xe B COOTBETCTBHH CO crelUu(BHUKAIlUsIMHU, COAEPKAIUMHUCA B PETUCTPALIMOHHOM JJOCHE CTPaHbI-
AMIIOpTEpa. 3alHMCH IO MPOM3BOJICTBY, YNAKOBKE H aHAIM3Y IPOBEPEHBI, H YCTAHOBJIECHO HMX COOTBETCTBHUE
TpeGoBanusaM [IpaBui HaUIexKaIlel IPOM3BOICTBEHHOHN IPAaKTHKK EBpasuiiCKOro 9KOHOMUYECKOTO COX03a».

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
D pumeuanne: [Iponykr cooTBercTBYeT TpeboBanusm HJL 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Nonroroeneno: Santosh Kuma [Iporepeno: Pawan Kumar Onobpeno: Menemxep / PykoBonuress
Maurya / Pavan Kumar Sharma { ——

Y w&. > :L,,Jf“’“
Reprint Date / Reprint Date / ' Reprint Date /
Hara: 30.12.2024 JHata: 30.12.2024 Jlarta: 30.12.2024




