Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

D Raday's Lanormiories Lid
Formulation Unit-6

Vill. Khol, Malazarh Road, Ba<idj
i 1

205, INDIA

Soian, P

CEPTUO®HUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g

MpoaykT: Hait3® AkTusrens (HuMecynua) redib JUIS HApYKHOTO npumeHenus, 1 %

2

by, &~

Or

Market / Poinok : Russia / Poccus

Batch No. / . V240392 Batch Quantity / . 57048.000units /

Cepusi Ne i Pa3mep cepun © 57048.000 equnun
Analytical Report.No../ : 040002574003 Doiclof Snalysisyl : 20.06.2004
Avanurnueckuii oTder Ne JlaTa aHanu3a

Date of Manufacture / . 06/2024 Date of Expiry / . 05/2026

JaTa npon3soacTsa Topen oo

Mfg. License No. /

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

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

Page 1 of 6/Crp. 1u3 6

N . ]
N'? / Test / Iloka3zaTenn Result / PesyabTar Specification / Hopma
1. Description / Onucanune Homogeneous, transparent, pale- Homogeneous, transparent, colorless to

yellow gel with characteristic odor
/ OnHOPOAHBIN NPO3payuHbIi relb

ONIeAHO-XENTOrO 1IBETA C
XapaKTePHBIM 3aTIaxOM

pale-yellow gel with characteristic odor /
OpHoponHslii  Mpo3payHbId  rejib  OT
OecLBeTHOTO A0 OJIEAHO-KENTOro LBETa
C XapakTepHBIM 3aIlaxoM

Identification / UnenTndpurxanus

a) HPLC / BOXX

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) / Bpems yaepixuBaHHs

OCHOBHOI'0 IIMKa Ha XpoMaTorpamme

MCIMBITYEMOro  pacTBopa JOJDKHO
COOTBETCTBOBATh BpPEMEHHU
yAep>KUBaHUSI OCHOBHOTO IIMKA Ha
XpOMAaTOrpaMme pacTBopa
cTaHgapTHoro ofpa3la HUMECYIHa
(paznen «KonuaectseHHoe
ompeieNieHUe»)

Remarks : The Product conforms to ND/
IIpumeuanue: ITpoaykr coorBercTByeT TpeboBanusaM HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
[Toarorosneno: Pardeep Kumar

f—

Checked by /

[Iporepeno: Pawan Kumar
Al

-

Approved by: Manager/Executive /
Ono6peno: Menemxkep / PykoBoaureb

Kusum Lata s .
N

Reprint Date /
JlaTa: 30.06.2024

Reprint Date /'
[Hara: 30.06.2024

Reprint Date /
Jara: 30.06.2024




Dr.Reddy’s ":‘

Lin Reddy's Laboratories Lid
Formulation Unit-&

Vil 1thel, Nalagarh Read, Badj,
Disit, Sofan, FLP, 173 205, 1514
Tol L +91 331606 56001-02
CERTIFICATE OF ANALYSIS i e A
CEPTHOUKAT AHAJIM3A '

Product : Nise Activgel (nimesulide) gel for

external use, 1 %, 20 g

Mpoaykr: Haii3® AKTuBrens (HUMECYIIIA) TeNb A HAapYKHOTO NpUMeHenud, 1 %, 20 r

Market / PoiHok : Russia / Poccus

Batch No./ . V240392 Batch Quantity / . 57048.000units /

Cepus Ne ) Pa3mep cepuu * 57048.000 enunun
‘Analytical Repovrt No./ - 040002574003 Date of Analysis / . 19.06.2004
AHaauTndyeckuii oTyeT No JlaTa ananmusa

Date of Manufacture / . 06/2024 Date of Expiry / . 05/2026

JlaTa npouszsBoacTaa T'ozen oo

Mfg. License No. /

Ilpon3soacTBeHHAs : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI™-RU)
JNuueH3ust Ne

Analysis performed according ND / Anann3 nposeaed no HJI: JITI-Ne(001336)-(PT-RU)-251022

Page2 of 6/ Ctp. 2 u3 6

b) UV spectrophotometry / Y-
cnekTpodoTo MeTpus

Complies as prescribed
CooTtseTcTBYET TpeOOBAHUAM

/

UV absorption spectrum of the test
solution should have absorption
maximum at 3975 nm / Y®-cnektp
TMOTJIOIIEHHUA HMCIIBITYEMOTO  pacTBOpa
JOJDKEH UMETh MAKCHMYM IOTJIOILEHUS
ripu 397+5 HM

3. Weight of package contents / 20g/20r According to Rus. Ph. / B cooTBercTBUM
Macca coaep:KkHMOro ¢ tpeboanusamu I'd PO
YNaKOBKH

4. | pH 3.20 25t04.5/012,5004,5
5. | Viscosity / BazkocTb 949.8 centipoise / 400 to 1,200 centipoise /
949.8 cantunyas Ot 400 no 1200 canTtumyas
6. | Impurities / IIpumecn
i. | Impurity C/ Not detected / He 0OHapy>keHa Not more than 0.50 % /
IMpumecs C He 6onee 0,50 %
i, | fopwity D/ Below LOD (LOD = 0.02 %) /
IIpumecs D

Huxe npenena o6Hapyxenus (I10
=0.02 %)

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

Remarks : The Product conforms to ND/

IIpumeuanue: [Tponykr coorsercTByeT TpeboBanuam HJI

Conclusion : APPROVED /
3axawuyenue: OJOBPEHO

Prepared by /
IMoaroroeneno: Pardeep Kumar

<L -

Checked by /
[Ipoeepeno: Pa\y)an Kumar

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

Kusum Lata w o

Reprint Date /
Jata: 30.06.2024

Reprint Date /
Jlata: 30.06.2024

Reprint Date /
Jara: 30.06.2024
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CERTIFICATE OF ANALYSIS i e ool
CEPTU®UKAT AHAJIM3A il

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
Mponyxr: Haiis® AxTHBrens (HUMECYH) reib As HApY:KHOTo npuMenenus, 1 %, 20 r
Market / PoiHok : Russia / Poccus
Batch No. / . V240392 Batch Quantity / . 57048.000units /
Cepusi Ne ) Pasmep cepHu © 57048.000 equnnn
Analytical Repoz‘t No. / - 040002574003 Date of Analysis / 20.06.2024
AHanuTn4eckuii oT4yeT Ne JlaTa aHaaun3a
Date of Manufacture / . 06/2024 Date of Expiry / . 05/2026
JaTa npoussoiacTsa I'ogen oo
Mfg. License No. /
IIpouspoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)

JHLEeH3usa No

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

Page3of 6/CTp. 313 6

iii. | Any other impurity /
Jlrob6aa ppyras npumechb

iv. | Total impurities /
Cymma nipumecei

Below BDL / Huxe nopora
perucTpaLuH

0.028 %

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

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

7. | Microbial purity* / Mukpo6HnoJioruueckas 4ucTora*

i. |Total Aerobic Microbial Count / NA Not more than 100 CFU/g/
Ob1uee uncno a3poOHBIX MUKPO- He 6onee 100 KOE/r
OpraHu3MOB
ii. | Total Combined Yeast and NA Not more  than 10 CFU/g
mould count / Obuee uncio He 6onee 10 KOE/r
JIPOMOKEBBIX M MIECHEBBIX
rpuboB
iii. | Pseudomonas aeruginosa NA Should absent in 1 g/
OtcyrcTBUE B I T
iv. | Staphylococcus aureus NA Should absent in 1 g/

OrcytcrBue B I T

8. | Assay/KonnuecTBeHHOe onpeaeenne

Remarks : The Product conforms to ND/
Ilpumeuanne: [IpoayKT COOTBETCTBYET TpeE

6oBanuam HJI

Conclusion : APPROVED /
3akawuenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosieno: Pardeep Kumar [porepeno: Pawan Kumar Ono6peno: Menemxkep / Pykosoaurenb
;[ K Lat .
B . /_f usum Lata w/
Reprint Date / Reprint Date / Reprint Date /
Jarta: 30.06.2024 Jara: 30.06.2024 Jata: 30.06.2024

falangana, india
com
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adriy's Laboratories i,

Formulation Unit-6

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
Mponykr: Haiiz® AxteBrens (HuMeCYIiL1) renb JUIS Hapy:xHoro npumenenns, 1%, 20 r

Market / Pngtok : Russia / Poccus

Batch No. / . V240392 Batch Quantity / . 57048.000units /

Cepusi Ne ) Pasmep cepuu * 57048.000 eaunuL
Analytical RepOft No. / . 040002574003 Date of Analysis / . 20.06.2024
AnanutHuyeckuii oTuer Ne JlaTa aHaJiu3a

Date of Manufacture / . 06/2024 Date of Expiry / . 05/2026

HaTa npousBoacTsa Fopen no

Mfg. License No. /

ITpoussoacreenHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI™-RU)
JuneH3us Ne

Analysis performed according ND / Ananu3s npoeeaen no HJI: JITI-Ne(001336)-(PI'-RU)-251022

Paged4 of 6/ Ctp. 4 u3 6

Nimesulide / 10.13 mg/ 10.13 mr 9.0 mg to 11.0 mg of C13H12N2OsS
Humecynua (101.3 %) (nimesulide) (90.0% to 110.0% of label
claim)in 1 gof gel /
Or 9,0 MTI" 10 11,0 M C13H12N2058
(anmecynun) (ot 90,0 % no 110,0 % or
HOMWHAITLHOTO coiepKaHus) B 1 r rens
9. | Dimethyl sulfoxide / 99.0 % 90% to 110% of C2HsOS (dimethyl
JuMeTHacyIbpoKcH sulfoxide) of label claim /
Ot 90 % no 110 % C2HsOS
(mumetnncynsdokcHn) ot
HOMHHAJILHOT'O COIEP>KaHHA
10. |Package / YmakoBka 20 g in a laminated aluminum tube equipped with tamper-evident membrane.
Each tube and a patient information leaflet in a carton. / ITo 20 r B TyOy u3
JTAMHHHUPOBAHHOTO AIOMUHHsS, CHAOXEHHYIO MeMOpaHOW A4 KOHTpOJIs
nepBoro BCKpbiTHs. Kaxxayio TyOy BMecTe ¢ HHCTPYKUMEH MO MEAUUHWHCKOMY
MPHAMEHEHHMIO MOMEILAIOT B NA4YKy 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.
*[TokasaTesib MOKET OTCYTCTBOBATHL B cepTHQHKATe anaH3a npoussoauTes. llponssoaurenn
rapaHTHpyeT Ka4yecTBO Mpenaparta o 3THM MOKAa3aTeJsiM.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Ipoaykt cootBercTByeT TpeboBanmam HJL 3akawuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moaroroeneno: Pardeep Kumar IIpoeepeno: Pawan Kumar OnobpeHo: Menemxep / PykoBoguteins
- — /:__ﬁ' Kusum Lata t 22 o
Reprint Date / Reprint Date / Reprint Date /
Hara: 30.06.2024 Hara: 30.06.2024 Hara: 30.06.2024




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIU3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g

Ipoaykr: Haiiz® AKTUBrens (HUMECYIU) relib Ul Hapy:kHOro rpumenenna, 1%, 20 r

Market / Poinok : Russia / Poccus

Batch No./ . V240392 Batch Quantity / . 57048.000units /

Cepusi Ne ) Pasmep cepun * 57048.000 exuHuL
Analytical Repo:‘t No./ - 040002574003 Date of Analysis / . 10.06.2004
AHAJINTHYECKHFT 0TueT Ne JlaTa ananusa

Date of Manufacture / . 06/2024 Date of Expiry / . 05/2026

JaTa npouszBoacTsa I'open no

Mfg. License No. /

IlpousBoacTBeRHAas! : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JuueH3us Ne

Analysis performed according ND / Anaau3 npoeeaen no HJI: JHI-Ne(001336)-(PT-RU)-251022

PageSof 6/ CTp. 5u3 6

APl name (INN) / HaumenoBanue A®C
(MHH):

Nimesulide / Humecynun

API manufacturer batch number /
Homep cepun npouzsoantenas APC:

NMS/13121240

FP Manufacturer API Batch number /
Homep cepuu cyGcTaHIMH NPOH3BOJUTEISE
TJdD:

FERA00268

API Manufactured by & country /
Ipouszsoaurens APC, cTpana:

Aarti Drugs L.td., India /
Aaptu parc JIta., Uaans

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

HaumMeHnosanHe, ajpec H HOMep JHICH3HHA

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
Solan (HP) 173205, India (License No MNB/05/263) /
J-p Penau’c Jlaboparopuc Jita., Manus, [IpoussoacTeenHoe
noapaszaenenne-6, Bumamwk Kxons, Hanarapx Poyn, bagnu,

NJIOLIAAKH, OCYIIEeCTB/AI0MEH
NPOM3BOACTBO/KOHTPO/Ib Ka4eCTBa/BhINYCK
TJI® /

Conan Jfuctpukt, X.I1. 173205, Uuaus (JInuensusa Ne

MNB/05/263)

Remarks : The Product conforms to ND/
IIpumeuanue: [Tponykt cooTseTcTBYeT TpebosaHuaM HJI

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / Checked by /
Ioarortosneno: Pardeep Kumar

=

[T

Iposepeno: Pawan Kumar

Approved by: Manager/Executive /
Ono6peno: MeHemkep / PykoBonureis

Kusum Lata .
e -

Reprint Date /
Jara: 30.06.2024

Reprint Date /
Jara: 30.06.2024

Reprint Date /
JHara: 30.06.2024
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’ ... “ormutation Unit-6
4 hol Malagarh Road, Bad 4
Dr.Reddy’s Q¢ Vi Shol Nalagarh s, i
. Disth, Solan, H,R, 173 205, INDA
CERTIFICATE OF ANALYSIS 'f"jf, S e
CEPTUOHKAT AHAJIM3A "

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 20 g
Ipoaykr: Haiiz® AKTUBreb (HUMECYITHI) IeNb 1N HApYKHOTO NpuMeHeHns, 1 %, 20 r

Market / PorHok : Russia / Poccus

Batch No. / . V240392 Batch Quantity / . 57048.000units /

Cepnst Ne ) Pasmep cepuu © 57048.000 ey
Analytical Repourt No./ . 040002574003 Date of Analysis / 20.06.2024
AHaauTHyecKkuii oTueT Ne HaTa ananusa

Date of Manufacture / . 06/2024 Date of Expiry / . 05/2026

JlaTa nponsBoacTBa T'open o

Mfg. License No. /

[IpousBoacTeeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)
JuueH3ust Ne

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

Page 6 of 6/ CTp. 6 u3 6

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».

3akioueHne o cooTBercTBHU: «HacTosIuM s OATBEPXkIA0, YTO IPHMBEACHHAs BBINIE HHpOpMauus
ABNFETCS JOCTOBEPHOM M TOYHOM. DTa CepHs MPOXYKIMU NpOU3Benena (BKIro4as ynakoBKy (MapKHpPOBKY)
U KOHTPOJIL KauecTBa) Ha BBIIEYKa3aHHOM IPOM3BOIACTBEHHOH IUIoIagke (IUIOMAAKax) B IIOJIHOM
COOTBETCTBMH C TpeGoBanusMH IlpaBui Hammexarnedl IIPOU3BOJACTBEHHOH IIPAaKkTHKH EBpasmMicKoro
3KoHOMHKYecKoro corosa (Ne GMP/EAEU/RU/00554-2022 ot 02 centsops 2022) 1 TpeGOBaHUAMU KOHTPOJIS
Ka4ecTBa JEKApCTBEHHBIX CPEJICTB, a TAK)KE€ B COOTBETCTBUH CO CICHU(UKANUAMM, COAECPIKAIIMMHUCI B
PErHCTPalMOHHOM JI0ChE CTPaHbI-UMIIOPTEPA. 3allUCH 110 IPOM3BOJCTBY, YIIAKOBKE M aHAINU3Y IIPOBEPEHEI,
Y YCTAaHOBJIEHO WX COOTBETCTBHE TpeOoBaHMAM IlpaBun HajUexamied NpPOM3BOJCTBECHHOH MPAKTHKH
EBpazuiickoro 3KOHOMHAYECKOI'O COK03a».

Conclusion : APPROVED /
3axnawuenue: OJJOGPEHO

Remarks : The Product conforms to ND/
ITpumeuanne: IlpoaykT cooTsercTByeT TpeboBanusam HJI

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

Kusum Lata : § é o
2 P

Prepared by / Checked by /
IToaroroeneno: Pardeep Kumar IIposepeno: Pawan Kumar

—

Reprint Date /
Hara: 30.06.2024

Reprint Date /
Jata: 30.06.2024

Reprint Date /
Hara: 30.06.2024

§ 3Ffige: B-7 00024, Talangana, india
- i

oys.com




