Dr.Reddy’s “:"

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Laboratories Lo,

mt-G
0 Malagarh Road, Baddi,
B, 173 205, INDIA
S56001-02

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Ipoaykr: Haiiz® AkTHBrens (HUMeCcyNnua) reib AN HAPYXKHOro npumeHeHus, 1 %, 100 r

Market / PriHok

: Russia / Poccus

Batch No. / . V240729 Batch Quantity / _ 11826.00 units /

Cepusi Ne ) Pasmep cepuu * 11826.00euHun
Analytical Repovrt No./ . 040002711997 Date of Analysis / . 07.11.2024
AHanuTH4yecknii otyer Ne Jara anaau3za

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

JaTa npon3soacTea T'onen po

Mfg. License No. /

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

Analysis performed according ND / Auanu3 nposenen no HJ/I: JITT-Ne(001336)-(PI'-RU)-251022

Page 1 of 5/Crp. 1u3 5

;? / Test / IlokazaTean Result / PesyasTar Specification / Hopma
1. Description / Onucanne Homogeneous, transparent, pale- | Homogeneous, transparent, colorless to

yellow gel with characteristic odor /
OnHopoaHsld  Mpo3payHbIi  refb
OnenHo-KeNToro
XapakTepHBIM 3aI1AX0M

LBETA c

pale-yellow gel with characteristic odor /
OnHOpOoAHBIH MpO3payHbBll  rejib  OT
HecuBeTHOro 10 OJIeTHO-XKENTOro LIBeTa
C XapaKTepHbIM 3aMaxXoM

28 Identification / UanenTHdHKaANHSA

a) HPLC / BOXX

Complies as
CooTBeTCTBYET TpeOOBAHUAM

prescribed /

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 ynepkuaHus
OCHOBHOFO TMHKa Ha XpoMaTorpaMme

HCHBITYEMOTO pactBopa JIOJIKHO
COOTBETCTBOBATH BpPEMEHH
YAEpPXKUBaHUS OCHOBHOrO MHKAa Ha
XpomMarorpamme pacTBopa
cTaHAapTHOro obpasua HHMeCYIUMa
(paznen «KonuuectBeHHOE
omnpeneneHHe»)

Remarks : The Product conforms to ND/

IIpumeuanne: [Ipogykr coorBercTByeT TpeboBanmsam HJ

Conclusion : APPROVED /
3axkmouenue: OJJOBPEHO

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

Ioarorosneno: Ramdkan| '\— IIposepeno: Santosh Kuma ' Onobpeno: Menemiep / Pykoroaurens
; 09/ Maurya = Amit Kumar N2

Reprint Date / N Reprint Date / Reprint Date/  }

MHara: 07.11.2024 Hara: 07.11.2024 Hara: 07.11.2024
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Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Mpoaykr: Hait3® AkTHBresb (HUMeCYni) rellb JUIsA HapYKHOTo puMenenud, 1 %, 100 r

Market / Poigok

: Russia / Poccus

Batch No. / . V240729 Batch Quantity / . 11826.00 units /

Cepusi Ne ) Pazmep cepun * 11826.00eguBHLL
Analytical Report No. / . 040002711997 Date of Analysis / . 07.11.2024
ARanuTH4ecKHii oTyeT Ne JaTa aHaJsiM3a

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

JlaTa npoH3BOACTBA T'open g0

Mfg. License No. /

ITponsBoacTBeHHAast : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI™-RU)
AnueH3us Ne

Analysis performed according ND / Auanus npoeeaen nmo HJI: JIII-Ne(001336)-(PT-RU)-251022

Page2 of 5/Ctp. 2 m35

b) UV spectrophotometry /
Y®-cnekrpodoTo MeTpus

Complics as prescribed
CooTBeTCTBYET TpeOOBAHUAM

UV absorption spectrum of the test
solution should have absorption
maximum at 397+5nm / Y®-cnektp
TIOIJIOLIEHHsT HCIBITYEMOTO  pacTBOpa
JIOJKEH UMETh MaKCHUMYM IOTJIOLIEeHHS
npu 39745 um

3. | Weight of package contents / 100 g/ 100 According to Rus. Ph. / B cooTBercTBrn
Macca cogep:kumMoro ¢ TpeboBanusimu ['® PO
YIAKOBKH

4. | pH 3.19 25t04.5/012,5004,5

5. | Viscosity / BazkoeThb

988.8 centipoise /
988.8 canTumyas

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

6. | Impurities / IIpumecn

i. | Impurity C/ Not detected / He oOHapyx«eHa Not more than 0.50 % /
[Tpumecs C He 6onee 0,50 %

ii. | Impurity D/ N Not more than 0.50 % /

t detect

ITpumecs D et Setcsiecl/ He/QOuapEcRd He 6onee 0,50 %

iii. | Any other impurity / 0.03% Not more than 0.50 % /
Jrobas npyras npumecsb He 6onee 0,50 %

iv. | Total impurities / y Not more than 1.50 % /

0.08%

Cymma npumecein

He 6o05ee 1,50 %

7. | Microbial purity* / Mukpo6uosioruueckas yucrora™

Remarks :

The Product conforms to ND/
Ilpumeuanne: [Ipoaykr coorBeTcTBYET TpeboBanuam HJJ

Conclusion : APPROVED /
Jaxkmouenue: OJOBPEHO

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

IToarorosneHo: Ramakgnt \\(ﬂ Ipoeepeno: Santosh Kumar Onobpero: Meneukep / Rykosoaurens
pr Maurya ﬁ— Amit Kumar A ./

Reprint Date / Reprint Date / Reprint Date / {

Hara: 07.11.2024 Hara: 07.11.2024 Hara: 07.11.2024




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIM3A

or Reddy's Laboratories Lid
16

iagarh Road, Baddj,

1, HLP, 273 205, INT:H A

166 56001-02

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
\Hpoaykr: Haii3® Axrusrens (HUMeCY.IHn) refib JUIA HapyXHOTO NpuMeneHys, 1 %, 100 r

Market / PbinoK : Russia / Poccus

Batch No. / . V240729 Batch Quantity / ; 11826.00 units /

Cepus Ne Pazmep cepun 11826.00equHuL
Analytical Repourt No. / . 040002711997 Date of Analysis / . 07112004
AHanuTu4deckuii oTueT Ne JaTta aHanusa

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

JaTa nipou3BoacTBa T'open no

Mifg. License No. /

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

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

Page3 of 5/ Crp.3u3 5

1. | Total Aerobic Microbial Count NA Not more than 100 CFU/g /
/ Ob1iee yHcao aspobHBIX He 6onee 100 KOE/r
MHUKPOOPraHU3MOB
ii. | Total Combined Yeast and NA Not  more  than 10 CFU/g
mould count / OGuiee gncno He 6onee 10 KOE/r
JIPOOKEBBIX M NJIECHEBBIX
rpuoOOB
ill. | Pseudomonas aeruginosa NA Should absentin 1 g/
OrcyrcTBUe B 1 T
iv. | Staphylococcus aureus NA Should absentin 1 g/
OtcyrcTBue B 1 1
8. | Assay/ KoanuecTBeHHOe onpeesieHHe
Nimesulide / 10.09 mg / 10.09 mr 9.0 mg to 11.0 mg of C13H12N205S
Humecynun (100.9 %) (nimesulide) (90.0% to 110.0% of label

claim) in 1 g of gel /

Or 9,0 MTI 10 11,0 Mr C13H12N20sS
(ammecynmun) (ot 90,0 % 0o 110,0 % ot
HOMHHANLHOTO coiepkanus) B 1 rrens

Remarks : The Product conforms to ND/
Ipumeuanne: [Iponykt cooTBeTcTBYET Tpebopanusam HJI

Conclusion : APPROVED /
3akmoyenne: OJOBPEHO

Prepared by /
IToarorosneno: Ramakant

Checked by /
ITpoBepeno: Santosh Kumar
Maurya @—

Approved by: Manager/Executive /
Onobpeno: Menemiep / P\_\f'_KOBOIIPlTeJIL
Amit Kumar [N\ —

¥ i
Reprint Date / i \
Jara: 07.11.2024

Reprint Date /
Jara: 07.11.2024

Reprint Date/ Vv
Hara: 07.11.2024
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS Tel 4
CEPTH®UKAT AHAJM3A P gy

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Ipoayxr: Hails® AKTUBrens (HHMeCYJINI) renb A HAPYKHOTO Npumenenns, 1 %, 100 r

Market / PoiHok : Russia / Poccus

Batch No. / . V240729 Batch Quantity / . 11826.00 units /

Cepusi Ne ) Pazmep cepuu * 11826.00ennHuLL
Analytical Repourt No./ . 040002711997 Date of Analysis / . 07.11.2024
AHaauTHyeckuii oTyer No JlaTa aHanusa

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

JaTa nponwsBoiacTBa Topen no

Mfg. License No. /

IlpousBoacTBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JuneH3us Ne

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

Page4 of 5/ Crp. 4135

9. | Dimethyl sulfoxide / 96.2 % 90% to 110% of C,11,0S (dimethyl
Jumernacyanporcnn sulfoxide) of label claim /
Ot 90 % no 110 % C;HsOS

(aumeTuncynbdokcun) or
HOMHHAJILHOTO CONEPKAHUS

Package / Ynmakoska 100 g in a laminated aluminum tube equipped with tamper-evident membrane.
Each tube and a patient information leaflet in a carton. / [To 100 r B TyOy u3
JTAMUHMPOBAHHOTO AIOMHUHHS, CHa0)KEHHYIO MeMOpaHOW AJid KOHTPOJA
nepBoro BekpbiTHs. Kaxayro Ty6y BMecTe ¢ HHCTpYKUMEH 10 MEAULIMHCKOMY
NPUMEHEHHIO MOMEIIAIOT B Ma4Ky KapTOHHYIO.

[
<
b

*The parameter may not be included in the manufacturer's Certificate of Analysis. The
manufacturer guarantees the quality of the product for these parameters.

*TlokazaTesib MOKET OTCYTCTBOBATH B cepTudHKaTe aHAaNN3a npon3BoanTend. IlponsBoanrenn
rapaHTHPYeT Ka4yecTBO Npenapara mo 3THM N0Ka3aTe/IsIM.

API name (INN) / HammenoBanue APC
(MHH):

Nimesulide / Humecynun

API manufacturer batch number / NMS/14090587
Homep cepunu npounssoaureas ADPC:

FP Manufacturer API Batch number /

Homep cepuH cyGCcTaHIHA NPOH3BOHTEIS FERAO00552

IJId:

API Manufactured by & country / Aarti Drugs Ltd., India /

TMponzronnTens APC, cTpana: - Aaptu parc JItn., Manna

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

IIpumeyanne: Ilpoaykr coorBercTByeT TpeboBanusM HJI 3akmouenne: OJOBPEHO

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

IToarorosieno: Ramakant ﬁ_ [TporepeHo: Santosh Kumaz@_ Opob6peno: Menemxep f\_ PykoBoautens
Lm( o\ Maurya Amit Kumar JI}\~~ il

Reprint Date / S\ 7 Reprint Date / Reprint Date / Y

Hara: 07.11.2024 Hara: 07.11.2024 Jara: 07.11.2024



eday's Laboratories Ltd.

‘.. Sormuiation Unit-5
’ o Vili. Khol, Maiagarh Read, Baddi,
Dr" ReddYS e Distt, Solan, H.B, 173 205, INDIA
CERTIFICATE OF ANALYSIS ficibad’ ey i i
CEPTU®UKAT AHAJIM3A IR RSt gt

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 100 g
Tpoaykr: Haiis® AkTtuBrens (HUMeCyIHI) refb JUIS HapyKHOIo npumeHenus, 1 %, 100 B

Market / Peisok : Russia / Poccus

Batch No. / - V240729 Batch Quantity / . 11826.00 units /

Cepus Ne ) Paszmep cepun © 11826.00epuanL
Analytical RepOft No./ . 040002711997 Date of Analysis / . 07.11.2024
AHanuTnuyeckuii oTuer Ne JlaTa anasnsa

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2026

JaTa npon3soacTsa T'ogen no

Mfg. License No. /

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

Analysis performed according ND / Ananus nposegen mo HJ: JITI-Ne(001336)-(PT-RU)-251022
Page5of 5/ Ctp. Sm3 5

Name, addr.ess, a.uthorlzatlon 1.\10 el 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) /
f;:m:nzﬁaz:le, Tll:;:lzot;p THHCH3HH J-p Pennw’c Jlaboparopuc JIta., Uuaus, IlpouseoacteenHoe

e, OGN t noapasnenenre-6, Bunnamwk Kxone, Hanarapx Poyn, bannu,
N PORS RO/ R0 ORI A ED R B INCE Conan Tuctpuxt, X.I1. 173205, Unaus (Jinuenzus Ne
Iy 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».

3aKJII04eHHe 0 COOTBETCTBHM: «JHacTOSAIINM 5 IIOATBEPXKIAI0, YTO MPUBEACHHAS BHIIE HHGOPMAIMA SABIIETCA
JIOCTOBEPHOM M TOYHOM. DTa CepHs NPOAYKIMH IPOU3BENCHA (BKIOYAs YNAKOBKY (MApKHPOBKY) U KOHTPOIb
KauecTBa) Ha BBINIEYKAa3aHHOM NPOM3BOJCTBCHHON IUIOMAAKe (IUIOIIAAKaX) B IIOJHOM COOTBETCTBHH C
TpeGoBaHHAMH [IpaBuil HaIUIEKAIIeH IPOU3BOACTBEHHON PAKTHKK EBpasuiicKoro 5KOHOMHYECKOro coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsa6ps 2022) u TpeOOBaHUSAMH KOHTPOJIL KadyecTBa JIEKAPCTBEHHBIX
CPENCTB, a TAKXKE B COOTBETCTBHHU €O ClleNU(pUKAIUIMH, COACPKAIUMHUCI B PETHCTPALIMOHHOM JIOChE CTPAHBI-
UMIIOpPTepa. 3alMCH 10 MPOM3BOJCTBY, YNIAKOBKE M aHAJIU3Y IPOBEPEHBI, H YCTAHOBJIEHO HMX COOTBETCTBHE
TpeGoBanuaM [IpaBii HaTeKaIeH TPOU3BOICTBEHHOH IPAKTUKKH EBpasHicKOro 5KOHOMHYECKOTO COr03a».

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

Ipumeyanue: [Ipoaykt coorBercTBYeT TpeboBanusaM HJT 3axmouenne: OJOBPEHO

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

IloaroroBneHo: RamakaM IMporepeHo: Santosh Kumarﬁ Onobpeno: Menemkep / PV!\OBOJ’[HTEHb
/ Maurya ~| Amit Kumar AN~ /

Reprint Date / Reprint Date / Reprint Date/  {

Hara: 07.11.2024 Jara: 07.11.2024 ,Z[aTa 07.11.2024

vilaral I Telaneans, India




