Dr.Reddy’s ‘f:'.

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A

Dr. Reddy's Laboratories i_td
Formulation Unii-6

Vil Khol, Nalagarh Road, Bacld,

Distt. Sajen, H.A, 173 205, INDA
Tet: 491 98166 56001-02

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Mpoaykt: Haii3® AkTuBrens (HUMeCYNIHA) renb ATA HAPYAHOrO npumeHenus, 1 %, 100 r

Market / PulHOK

: Russia / Poccus

Batch No. / . V250081 Batch Quantity / . 11693.00 units /

Cepus Ne ' Pasmep cepun © 11693.00eamHuI
Analytical Repourt No. / . 040002806974 Date of Analysis / . 08.02.2025
AHanuTH4YecKnii oTueT No JlaTa ananusa

Date of Manufacture / . 01/2025 Date of Expiry / . 1212026

JaTta npou3zBoacTBa T'ogen no

Mfg. License No. /

IIpoussoacTBeHHas : MNNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JULeH3usa Ne

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

No /

e Test / Ilokasarein

Result / PesynasTar

Pagel of 5/Ctp. 1m35

Specification / Hopma

1. Description / Onuncanue

Homogeneous, transparent, pale-
yellow gel with characteristic odor /
OnHOpOAHBIA  MpOo3padHbIi  Tenb
OJIeAHO-XKENTOro 1(BETA c
XapaKTEPHBIM 3ar1axoMm

Homogeneous, transparent, colorless to
pale-yellow gel with characteristic odor /
OpHOpONHBIH MpO3pauHbIl  Teiab  OT
OecLBETHOTO A0 ONeIHO-KENTOro LIBETa
C XapakTepHbIM 3aNaxoM

2. Identification / UaenTudunkanus

a) HPLC / BOXX

Complies as prescribed /
CooTBeTCcTBYET TPeOOBAHUIM

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) / Bpewms ynepxuBaHus
OCHOBHOrO MNHKAa Ha XpoOMaTorpaMmme

HCTBITYEMOTO pactBopa JOJIDKHO
COOTBETCTBOBATH BpPEMEHH
yaep)KUBaHUS OCHOBHOTO IIHKa Ha
XpomaTrorpaMme pacTeopa
CTaHaapTHOro oOpasna HUMeCYJIHIa
(pasnen «KonnuecTBeHHOE
omnpeLeIcHHE)

Remarks : The Product conforms to ND/

ITpumeuanne: IIpoaykT coorBeTcTBYET Tpeboanusm HJJ

Conclusion : APPROVED /
3axawuenne: OJJOBPEHO

Prepared by /
[onroroeneHo: Yogesh Ghauhan

Checked by /
[Tposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pysosopurens
Pavan Kumar Sharma < =

Reprint Date /
Hara: 08.02.2025

v

Reprint Date /
Jata: 08.02.2025

Reprint Date / -
Jlara: 08.02.2025
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

'/||| Kho!, Malagarh Read, Baddli,
LR, 72205, INDHA

1 88166 Le001-02
At - -

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
IMpoayxr: Haii3® AkTHBrenb (HUMECYIIL) redlb IUT HAPY/RHOTO npumenennst, 1 %, 100 ¢

Market / Pbinok : Russia / Poccus

Batch No. / . V250081 Batch Quantity / . 11693.00 units /

Cepus Ne ) Pasmep cepun © 11693.00eaunu
Analytical RepOj‘t No. / . 040002806974 Date of Analysis / . 08.02.2025
AHauTHYECKHI oTueT No Jara anannsa

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

JaTa npousBoacTsa ToaeH a0

Mfg. License No. /

IIpousroacTBeHHast : MINB/05/263 MA number: / Homep PY : JIIT-Ne(001336)-(PI™-RU)
JuueH3us No

Analysis performed according ND / Ananu3 nposeges no HJI: JIII-Ne(001336)-(PI'-RU)-251022

Page2 of 5/ Ctp. 213 5

b)UV spectrophotometry /
Y®-cnexkrpodoTo MeTpus

Complies as prescribed
CooTBeTCTBYET TpeOOBaHUAM

UV absorption spectrum of the test
solution should have absorption
maximum at 39745 nm / Y®-cnextp
[IOTJIOUIEHHST HCIBITYeMOro pacTBOpa
JOJKEH MMEeTh MaKCHMYM TOTJIOLICHUS
npu 39745 um

3. | Weight of package contents / 101 g/101r According to Rus. Ph. / B coorBetcTBUH
Macca cogepRUMOro ¢ TpedoBaHusmu I'® PO
YHAKOBKH

4. | pH 3.24 25t04.5/012,5m04,5

5. | Viscosity / Baskoctb

948.2 centipoise /
948.2 canrumnyas

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

6. | Impurities / Ilpumecn

i. | Impurity C/

ITpumecs C

ii. | Impurity D/

[Ipumecs D

iii. | Any other impurity /
Jliobas npyras npumech

iv. | Total impurities /
CymMa npumeceii

Not detected / He oOHapyxeHa

Not detected / He obuapyxeHa

0.04 %

0.08 %

Not more than 0.50 % /
He Gonee 0,50 %

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

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

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

7. | Microbial purity* / MukpoOuooraueckas 1ucToTa*

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

Hpumeuanue: [TpoaykT coorBeTcTBYeT TpeboBaHusM HJL 3akmouenue: OJJIOBPEHO

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

IoarorosneHo: Yoges au Ilposepeno: Pardeep Kumar OnobpeHo: Menemxep / PykoBoautens
/Vm - Pavan Kumar Sharma /;f#;—:’_______

Reprint Date / Reprint Date / Reprint Date / —

Hara: 08.02.2025 Hara: 08.02.2025 I[aTa 08 02 2025




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories itd.
Formulation Unit-6

Viil. &£hol, Nalagarh Foad, Bacid),
LR, 172205, INDIA

91 980l 55005-04

CEPTUD®UKAT AHAJIU3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Ipoayxr: Haii3® AKTuBreNb (HUMECYIIHI) renb AN HapyXKHOTo npuMeHenns, 1 %, 100 r

Market / Peitok

: Russia / Poccus

Batch No. / . V250081 Batch Quantity / . 11693.00 units /

Cepus Ne ) Pasmep cepun " 11693.00exuHuL
Analytical Repovrt No./ . 040002806974 Date of Analysis / . 08.02.2025
AHanuTu4yeckuii oryer Ne Jata aHaau3a

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

JaTa npou3zBoACTBA T'open o

Mfg. License No. /

IlpouzeroacTBeHHas : MNNB/05/263 MA number: / Homep PY : JI[I-Ne(001336)-(PI™-RU)
JnuueH3us Ne

Analysis performed according ND / Anaau3s nposegen no H/L: JITI-Ne(001336)-(PI'-RU)-251022

Page3 of 5/Ctp. 313 5

i. | Total Aerobic Microbial Count
/ Ob1ee 4ncio a3poOHbBIX
MHKPOOpPraHU3MOB

Less than 10 CFU/g/
Menee 10 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

ii. | Total Combined Yeast and
mould count / O01uee yncno
JIPOOKEBBIX W TUTCCHEBBIX

rpubos
iil. | Pseudomonas aeruginosa

iv. | Staphylococcus aureus

Less than 10 CFU/g/
Menee 10 KOE/r

Absentin 1 g/
OrtcyrcTByerB I T

Absentin 1 g/
OrcyrctByerB 1 1

Not more  than 10 CFU/g

He 6onee 10 KOE/r

Should absent in 1 g/
OrcyrcTBue B 1 1

Should absentin 1 g/
OtcyterBHe B 1 T

/

8. | Assay/ KosnuecTBeHHOe ONpeAe/ICHHE

Nimesulide /
Humecynun

10.00 mg / 10.00 mr
(100.0 %)

9.0 mg to 11.0 mg of C13H12N>0s58

claim) in 1 gof gel /
Ot1 9,0 Mr go 11,0 mr Ci3H12N20sS

(nimesulide) (90.0% to 110.0% of label

(rumecynun) (ot 90,0 % 00 110,0 % ot
HOMHHAJILHOTO coziep>kaHust) B 1 r rens

Remarks : The Product conforms to ND/

Hpumeuanue: [poaykT cooTBeTcTBYET TpebOoBanusM HJ

Conclusion : APPROVED /
Zakmwuenne: OJOGBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
INoarororneno: Yogesh Chaphan [Mposepeno: Pardeep Kumar Onobpeno: Menemkep / Pyxosomitens

3,’ P ol o Pavan Kumar Sharma  ~{7"n——~
Reprint Date / 7 Reprint Date / Reprint Date / —

JaTa: 08.02.2025

| Jata: 08.02.2025

| Jlara: 08.02.2025

Teb 481 40 4900 2500, 7
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Dr.Reddy’s “:‘

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Viil. ¥hol, Nalagarh Road, Bacidi,
Distt. 5olan, F.F, 172 205, INDIA

Tel: +91 231066 56001-02

CERTIFICATE OF ANALYSIS e dhereel e com

CEPTU®UKAT AHAJIN3A

Product : Mise Activgel (nimesulide) gel for external use, 1 %, 100 g
Mpogykr: Haiis® Aktueress (HUMeCyni) refib Uisi HAPYXHOTO mpuMeHeHns, 1 %, 100 r

Market / Pelnok : Russia / Poccus

Batch No. / . V250081 Batch Quantity / . 11693.00 units /

Cepusi Ne ) Paszmep cepun © 11693.00enunuL
Analytical Report No./ - 040002806974 Date of Analysis / . 08.02.2025
AHanuTuyeckuii oTyet Ne JlaTa aHanu3a

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

Jara npou3zBoacTBa I'ogen po

Mfg. License No. /

IpouszBoacTBeHHast : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI™-RU)
JHueH3us N

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

Paged of 5/Crp. 4u3 5

9. | Dimethyl sulfoxide / 100.8 % 90% to 110% of C2HeOS (dimethyl
JAumernicyaspokena sulfoxide) of label claim /
Ot 90 % nmo 110 % C;HsOS
(numetuncynedokcua) ot
HOMMHAJIBHOTO COIEPKaHUs
10. |Package / Ynakoska 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 u3
JNAMUHUPOBAHHOTO ANIOMHUHUS, CHaOXEeHHYI0 MeMOpaHOW [ KOHTPOJIS
nepBoro BekpbITHA. Kaxknyto TyOy BMecTe ¢ MHCTPYKLMCH 110 METUITHHCKOMY
NIPUMEHEHHIO MOMELIAIOT B MaYKy 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.
*[Ioka3zaTens MOXKeT OTCYTCTBOBATH B cepTHdHKAaTe aHANK3A npousBoauTens. [Iponssoanrenn

rapaHTHPYET Ka4eCTBO npenapara mo 3THM NokKasaTeJsiM.

API name (INN) / HaumenoBanue A®C

Nimesulide / Humecynua

(MHH):
API manufacturer batch number / NMS/14100710
Homep cepun npoussoaureiss APC:
FP Manufacturer API Batch number /
FERA00671

Homep cepun cyGcTaHIIHH NPOU3BOAHTEIS

TJId:

API Manufactured by & country/

Iponssoautesnbr ADPC, cTpana:

Aarti Drugs Ltd., India /
Aaptu [parc JItn., Uanus

Remarks : The Product conforms to ND/
Ilpumeuanue: ITponykr coorsercTByer TpeboBanusm HJI

Conclusion : APPROVED /
3akawuenne: OJIOGPEHO

Prepared by /
IloaroropaeHo: Yogesl;&h/aﬁhan
e

Checked by /

o

[poeepeno: Pardeep Kumar

Approved by: Manager/Executive /
OnoOpeno: Menemiep / PykaBoautess
Pavan Kumar Sharma  <fp————

Hara: 08.02.2025

Reprint Date / C //

Reprint Date /

Jara: 08.02.2025

Reprint Date / P

Hata: 08.02.2025

T
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Dr. Reddy's Laboratories [td.
9 .... Formulation Unit-6
Dr. Reddy S .. Viil. Khol, Malagarh Road, Bacidj,
Distt. Sofan, #.P., 173 205, INDIA
Tei:+91 8166 56001-02
CERTIFICATE OF ANALYSIS wrw.drreddys.com
CEPTHO®UKAT AHAJIN3A

[Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
IMpoaywr: Haiiz® Axrusresib (HHMECY/IHA) Telb 715 HAPY/KHOrO NpHMeHeHs, 1 %, 100 r

Market / Puliox : Russia / Poccus

Batch No. / . V250081 Batch Quantity / . 11693.00 units /

Cepusi Ne ) Pasmep cepuu " 11693.00enunuL
Analytical Repourt No. / . 040002806974 Date of Analysis / . 08.02.2025
AHaauTuyeckuii oTyer Ne JaTa aHaauza

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

HdaTa nponsBoACTBa I'ogen no

Mfg. License No. /

IlpousBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT"-RU)
Juuen3us Ne

Analysis performed according ND / Ananns nposeaen o H: JITI-Ne(001336)-(PI'-RU)-251022
PageSof 5/Crtp. 5n3 5

Name, addr.ess, a.uthorlzatlon 1.\10 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::zzaz:e;lﬂl; Z;:l:::::;p e I-p Pennn’c Jlaboparopuc JIta., Uuaus, [lpousBoacTeerHoe

» ) 0cy nozapazaenenue-6, Bumiamk Kxons, Hanarapx Poyn, Bagam,
OPCHABONETED/ KORTRo L IERECTERM SRy CIc Conau Muctpuxr, X.I1. 173205, Unausa (Jluuenzust 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 Eurasian Economic Union is established».

3axsiouenne o0 cooTBeTcTBHH: «HacTosum s MOATBEpKAAr0, YTO MPUBEACHHAS BhIIie WHPOPMAIIHAS SBIISIETCS
JOCTOBEpHOW M TOYHOH. JTa cepus MPONYKIHHU MpOM3BeleHa (BKIIOYAs YIIAKOBKY (MapKHpPOBKY) W KOHTPOJb
KayecTBa) Ha BBILIEYKAa3aHHOM IPOM3BOACTBEHHOH IUIOIIANKe (ITUIOMAAKaX) B IIOJHOM COOTBETCTBHU C
tpeboBanusMu [IpaBun Haanexaeit NPoOU3BOACTBEHHON NPaKTHKH EBpasHiicKOro 3KOHOMHYECKOTo coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsiOps 2022) u TpeOOBaHHSIMH KOHTpOJII KadecTBa JICKAPCTBEHHBIX
CpPEICTB, @ Takke€ B COOTBETCTBUH CO CIENUPUKAIIAIME, COMEPIKAIUMHUCS B PETHCTPALMOHHOM JIOChE CTpPaHbI-
UMIIOpTEpa. 3allUCU IO TPOU3BOJACTBY, YIAKOBKE M aHAIN3Y NPOBEPEHBI, M YCTAHOBJIEHO HUX COOTBETCTBUE
TpeboBanusM [IpaBun HajIexKaMEH MPOU3BOACTBEHHOM MTPaKTHKKU EBpasHiickoro 3KOHOMHYECKOTO COFO3a».

Remarks : The Product conforms to ND/ Ceonclusion : APPROVED /
IIpumeuanne: Ilpoaykt coorBercTBYetT TpeboBanusam HJJ 3axkmouenne: OJIOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Hoarotosneno: Yogesh:Chauhan IIpoeepeno: Pardeep Kumar Onobpeno: Menemxep / PyikbBoauTess

v ob— Pavan Kumar Sharma = <{»———
Reprint Date / (V/ Reprint Date / Reprint Date / =
Hara: 08.02.2025 Jata: 08.02.2025 Hara: 08.02.2025 .

Tel. +81 40 4900 2300, Fax. +51 40 I.zaoo 248G, Bmail n.nii@drreddys.coz.n

CIN: LBE185AP1984PLCO04507
v direddys com



