Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIU3A

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

Iponykr: Haiiz® AxTHBresns (HUMECYITI) Fefb UL HapyKHOTO puMeHenus, 1 %, 50 r

Market / PbiHoK : Russia / Poccus

Batch No. / . V240126 Batch Quantity / . 23353.00 units /

Cepus No ) Paszmep cepun * 23353.00 enunuL
Analytjcal Repo:'t No. / . 040002462873 Date of Analysis / . 28.03.2024
AHaIHTHYECKHIi oT4eT Ne Hdara anaansza

Date of Manufacture / . 03/2024 Date of Expiry / . 02/2026

Jdata npou3sBOACTBA T'open go

Mfg. License No. /

IlponsBoncTBEHHAS : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI-RU)
JIMueH3us1 Ne

JII-Ne(001336)-(PI'-RU) ot 25.10.2022

Analysis performed according ND / Ananus nposeaen no HJI: JIII-Ne(001336)-(PI'-RU) dt. 25.10.2022 /

Page1 of 6/ Crp. 1 u3 6

No/

e Test / IlokazaTenn Result / Pe3yapTar

Specification / Hopma

1. Description / Onucanue Homogeneous, transparent, pale-

OJ1EIHO-XENITOrO LBETA C
XapaKTEePHBIM 3aI1axoM

Homogeneous, transparent, colorless to

yellow gel with characteristic odor | pale-yellow gel with characteristic odor /
/ OmHOPOIHBIM PO3paYHbIH rejb OnHOpoAHBIH NPO3payHbBli  renp  OT

6eCLBETHOrO A0 OJIEeIHO-KENTOro L[BETa
C XapaKTEPHBIM 3arlaxoM

2. Identification / UnenTuduxamus

a) HPLC / BDXX 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 ynep>kuBaHus
OCHOBHOIO NHKa Ha XpoMaTorpamme
HCIIBITYEMOTO  pacTBopa  JIOJKHO

COOTBETCTBOBATH BpPEMEHH
yOep>KUBaHUS OCHOBHOTO IIMKa Ha
XpOMaTorpamme pacTBopa
cranaaprHoro obpasua HUMecyIuIa
(paznen «KonuyecTBeHHOE
OTpe/eIIeHUE»)
Remarks : The Product conforms to ND/ Conclusion : APPROVED / ]
Mpumeuanue: [Tponykr coorBeTcTBYeT Tpebopanusam HJI 3akmouenue: OJIOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Iloproroeneno: Nitin Sharma LlpoBepeHo: Santosh Kumar UmobpeHo! lylenemxep / PYKoBOAUTENb
-\_3\ Maurya (E ’ 4 Abhishek Chjuhan
el -
Reprint Date / Reprint Date / Reprint Date /
Jara: 28.03.2024 Jara: 28.03.2024 Jlarta: 28.03.2024
Begistered Office: 8-2-837

Tel; +21 20 4600 2200,

www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Hponyxr: Hait3® AkTHBresis (HUMECYMH) refib /Uis Hapy#kHOro npumenenus, 1 %, 50

Market / PoiHok : Russia / Poccus

Batch No. / . V240126 Batch Quantity / . 23353.00 units /

Cepus Ne ) Pa3mep cepuu © 23353.00 epuHuy,
Analytical Repovrt No./ . 040002462873 Date of Analysis/ . 28.03.2024
AHaanrTudeckuit otuer Ne JlaTa aHanu3za

Date of Manufacture / s 03/2024 Date of Expiry / . 02/2026

Hara npousBoacTBa T'onen no

Mifg. License No. /

IIpousBoacTBeHHAst : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI™-RU)
JHUEH3Us Ne

JII-Ne(001336)-(PT"-RU) ot 25.10.2022

Analysis performed according ND / Ananus nposeaen no H/I: JIIT-Ne(001336)-(PI'-RU) dt. 25.10.2022 /

Page2 of 6 / CTp. 2 u3 6

b) UV spectrophotometry / YO-
cnekTpodoTo MeTpus

Complies as prescribed
CooTBeTcTBYET TpeOOBaHUAM

/

UV absorption spectrum of the test
solution should have absorption
maximum at 397+5 nm / YV®-cnektp
NOMJIOLIEHHA HCIBITYEMOro  pacTBopa
JOJDKEH UMETh MAKCHMMYM TMOTJIOLICHUSA
npu 397+5 um

3. | Weight of package contents / Slg/Slr According to Rus. Ph. / B cooTBeTcTBUHH
Macca cogep:KkHMOro ¢ TpebopanusaMu 'O PO
YHAKOBKH

4. | pH 3.33 2.5t04.5/012,5004,5

5. | Viscosity / Bazkocts

951.3 centipoise /
951.3 canTunyas

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

6. | Impurities / lHpumecu

i. | Impurity C/
ITpumecs C

ii. | Impurity D/
[Tpumecs D

Not detected / nHe oOHapyxeHa

Not detected / ne obHapy»xeHa

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

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

Remarks : The Product conforms to ND/
ITpumeuanue: [IpogyxT cooTBeTcTBYET TpeOoBaHusM HJ

Conclusion : APPROVED /
3akmouenue: QJIOGPEHO

Prepared by /
TTonrorosneno: Nitin Sharma

o

Checked by /
Iporepeno: Santosh Kumar

Maurya {:?

—

Approved by:
Ono6peno: M
Abhishek Chauhan

anager/Executive /
ekep / PykosoauTens

Reprint Date /
Jara: 28.03.2024

Reprint Date /
Jara: 28.03.2024

Reprint Date /
Jata: 28.03.2024

o
~*

felongana, Indi
v .Com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUPHUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoaykr: Haiis® AxTyBres (HUMeCYNIHA) refb AJis HApYKHOTO NpuMeHenHs, 1 %, 50 r

Market / Poinok

: Russia / Poccus

Batch No. /
Cepusi No

1 V240126

Batch Quantity /
Pasmep cepuu

. 23353.00 units /
" 23353.00 equHHUL

Analytical Report No. /
AHanntHuyeckHii oryet Ne

: 040002462873

Date of Analysis /
Jarta ananusa

: 28.03.2024

Date of Manufacture /
JlaTa npon3BoAcTBa

: 03/2024

Date of Expiry /
I'oaex no

: 02/2026

Mfg. License No. /
IIpousBoacTeeHHast
JavueH3ust Ne

: MINB/05/263

MA number: / Homep PY : JIII-Ne(001336)-(PI-RU)

JIII-Ne(001336)-(PI'-RU) ot 25.10.2022

Analysis performed according ND / Auanu3 nposexen mo HI: JIII-Ne(001336)-(PI'-RU) dt. 25.10.2022 /

Page3 of 6/ Crp. 3u3 6

iii. | Any other impurity /

Jlrobas npyras npumech

Below LOQ (LOQ = 0.03%) / Huxe
npenesna Konu4ecTBEHHOTO
onpeaenenus (ITKO = 0.03%)

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

Not more than 1.50 % /

iv. | Total impurities / Below LOQ / Huxe npenena
CyMmMa nipumeceit KOJIMHECTBEHHOTO ONPEAENCHUS He 6onee 1,50 %
7. | Microbial purity* / Mukpoouosoruueckast 4ucTora*

i. |Total Aerobic Microbial Count /
O611ee YuCIo a9poOHBIX MHKPO-
OpraHu3MOB

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

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

Total Combined Yeast and
mould count / OO1ee yuco
JPOMOKEBBIX U TIECHEBBIX
rpuboB

ii.

iii. | Pseudomonas aeruginosa

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

Absentin 1 g/
OtcyterByerB 1T

Not more than
He 6onee 10 KOE/r

10 CFU/g

Should absentin 1 g/
OtcyrctRueB 1 1

Remarks : The Product conforms to ND/
Ipumeuanne: [IpoaykT coorBeTcTBYeT TpeboBanHusM HJI

Conclusion : APPROVED /

3akmouenune: OJJOBPEHO

Prepared by /
Hoarorosieno: Nilin Sharma

,{_y

Checked by /
TMporepeHo: Sanlosh Kuinar

Maurya
Q%

Approved by: Manager/Executive /
Ouubpenu. MeNewep / Pykusopmieis
Abhishek Chauhgn \

Reprint Date /
Jara: 28.03.2024

Reprint Date /

Reprint Date /

Hara: 28.03.2024

Jara: 28.03.2024




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for

external use, 1 %, 50 g

Npoaykr: Haii3® AkTHBrens (HUMeCYIUA) refib 118 HApYKHOTO NpuMeHeHHus, 1 %, 50 r

Market / Puinok : Russia / Poccus

Batch No. / . V240126 Batch Quantity / . 23353.00 units /

Cepusi Ne ) Paszmep cepuu * 23353.00 egunuL
Analytical Repourt No./ . 040002462873 Date of Analysis / . 28.03.2024
AHaauTHYecKHii oTueT Ne JlaTa ananusza

Date of Manufacture / . 03/2024 Date of Expiry / . 02/2026

Jarta npoussoacTsa TI'open g0

Mfg. License No. /

IIpoussoacTeBeHHas : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI™-RU)
JnueH3us Ne

JITI-Ne(001336)-(PI'-RU) ot 25.10.2022

Analysis performed according ND / Ananus npoBeaex no H/I: JITI-Ne(001336)-(PT-RU) dt. 25.10.2022 /

Page 4 of 6/ Ctp. 4 u3 6

iv. | Staphylococcus aureus Absentinl g/ Should absentin 1 g/
OtcyrctByeTB 1T OtcytcrBue B 1 1
8. | Assay/KoandecTBeHHOE OnpeesieHHE
Nimesulide / 9.94 mg/ 9.94 mr 9.0 mg to 11.0 mg of C13H12N20sS
Humecynun (99.4 %) (nimesulide) (90.0% to 110.0% of label
claim) in 1 g of gel /
Or 9,0 MI" OO 11,0 Mr C]3H12N205$
(aumecymun) (ot 90,0 % 10 110,0 % ot
HOMHMHAJIBHOTO COiep>kaHus) B 1 I ress
9. | Dimethyl sulfoxide / 99.7 % 90% to 110% of C:HsOS (dimethyl
JAnmernicynbdporcHa sulfoxide) of label claim /
Ot 90 % mo 110 % C,HesOS
(aumeTHncynehoKcHa) OT
HOMHHAJIBHOTO COACPIKAHMA
10. | Package/ YmakoBka 50 g in a laminated aluminum tube equipped with tamper-evident membrane.
Each tube and a patient information leaflet in a carton. / I[To 50 r B TyOy u3
JIAMHHAPOBAHHOTO AIOMHHHMSA, CHaOXEHHYI0O MeMOpaHOH Ui KOHTPOJIA
fiepBoro BCKpeITHsA. Kaxayio TyOy BMeCTe ¢ MHCTPYKUMEH M0 MEAULIMHCKOMY
NPUMEHECHHIO MOMEILAIOT B MaUKy KAPTOHHYIO.

Remarks : The Product conforms to ND/

Ipumeuanne: Ilpoaykr cootsercTByet TpeboBanuam HJL

Conclusion : APPROVED /
3akmwouenne: OJJIOBPEHO

Prepared by /
IToui vusienu: NWitin Sliatia

r

—vy Maurya

Checked by /

IMpusepenu. 3autusli Kuiar

Approved by: Manager/Executive /
OuuGpenu. Mendluwep / Pyrusuanicis
Abhishek Chauh;

——\

Reprint Date / Reprint Date / Reprint Date /
Jara: 28.03.2024 Jlarta: 28.03.2024 JlaTta: 28.03.2024
Reaistored Office: 8-2-337, Road No, 2. Banjoia Hille, Hyderabad - 563034, Telangana, ind
Tel: +#91 40 4500 2900, ¢ 31 40 4500 2688, Emails mathBdrreddyicom

CIN: LES1G5APIORAPLCE

www, drieddys.com
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Dr.Reddy’s “:’

ton nit-t

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIM3A

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Mpoaykr: Haii3® Akrusress (HUMecyaua) reb Ais HApYKHOro npuMeHenus, 1 %, 50 r

Ady’s Lahoratorie

Market / PoiHok : Russia / Poccus

Batch No. / . V240126 Batch Quantity / . 23353.00 units /

Cepus No ) Pasmep cepuu " 23353.00 exuHUL
. No / -

Analytical Repovrt No. . 040002462873 Date of Analysis / . 28.03.2024

A”anntTnyeckmii oTuet No JlaTa aHaiM3a

Date of Manufacture / . 03/2024 Date of Expiry / . 02/2026

JlaTa npousBoacTBa Iopex g0

Mfg. License No. /

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

anuensus Ne

Analysis performed according ND / Ananus nposeaen no HJ: JIIT-Ne(001336)-(PT-RU) dt. 25.10.2022 /

JITI-Ne(001336)-(PI'-RU) ot 25.10.2022

PageS5of 6/ Crp. Su3 6

*The parameter may not be included in the manufacturer's Certificate of Analysis. The
manufacturer guarantees the quality of the product for these parameters.
*Tloxa3aTeb MOKeT OTCYTCTBOBATH B cepTHduUKATe aHATH3a npousBoanTens. [IpousBoanTens

rapasHTHpYeT Ka4ecTBO Npenapara 1o 3THM NOKA3aTeJlsaM.

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

Nimesulide / Humecynun

API manufacturer batch number /

IIpoussogntenp APC, crpana:

Homep cepun npousopurtens ADC: NMS/13080776

FP Manufacturer API Batch number /

Homep cepuu cybcTaHIHH FERA00080

npouspoautens I'JID:

API Manufactured by & country / Aarti Drugs Ltd., India /
Aaptu [lparc JItn., Maaus

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

HaunmenoBaHHe, azpec H HOMep
JIMIEH3UH MUIOIATKH,
ocylIecTBIAIOLICH

N POU3BOACTBO/KOHTPOJIb
kayecra/Bpimyck I'JI® /

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan (HP) 173205, India (License No MNB/05/263) /
H-p Penawn’c Jlabopatopuc Jlta., Unaus,
I[MpousBoacTBeHHOE noapaszenenue-6, Bumnamk Kxos,
Hanarapx Poya, bagnun, Conan Juctpukt, X.I1. 173205,
Hnunusa (Junensus Ne MNB/05/263)

Remarks : The Product conforms to ND/
M pumeuanue: [Ipoaykr cooTBeTcTBYET TpeOoBaHusIM HJ

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by /
L loarorosneHo: Nitin Sharma

‘Ty Maurya &_

Ipoeepeno: Santosh Kumar

Approved by;, Manager/Executive /
OnobGpeno: Megnewkep / Pykosouunieis
Abhishek Chatjhan

Reprint Date /
Jara: 28.03.2024

Reprint Date /
Jara: 28.03.2024

Reprint Date /
Hara: 28.03.2024

a4 mn

Romsterad Office: §-2-237, Road Mo, 2, Banj

Tele+21 gD 4300 IS0

jitls, Hyderabad - 50003

i, Teiangaing, India

Sl

Emaily mall@drrady

4507




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIM3A
Product ; Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Mpoaykr: Haii3® Akrusrens (HHMECYITHL) Tenb Ui HAPYAHOTO NpUMeHeHnNs, 1 %. 501 |
Market / Poinok : Russia / Poccus
Batch No. / . V240126 Batch Quantity / . 23353.00 units /
Cepus No ) Pazmep cepunt  23353.00 equHML
- No/ s
Analytical RepOf't No. / . 040002462873 Date of Analysis / . 28.03.2024
AHANNTHYECKMiT 0TYeT Ne JaTa ananu3a
Date of Manufacture / . 03/2024 Date of Expiry / . 02/2026
Jara npou3BoAcTBA T'onen x0
Mfg. License No. /
I[IpouspoacTBeHHast : MNB/05/263 MA number: / Homep PY : JIIT-Ne(001336)-(PI'-RU)
Jinuensust Ne
Analysis performed according ND / Auann3 nposeaen no HJL: JIII-Ne(001336)-(PT-RU) dt. 25.10.2022 /
JITI-Ne(001336)-(PT-RU) ot 25.10.2022

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».

3aK/I0UeHHE 0 cO0TBeTcTBHM: «HacTOAIMM 5 TIOATBEPXX/IAl0, YTO NIPHBEICHHAS BIIIE HHPOPMAIHS SBISETCS
JOCTOBEPHOM M TOYHOM. DTa ceprs MPOIYKIHH IPOU3BE/CHA (BKIIOYAs yNAKOBKY (MApKHPOBKY) M KOHTPOINb
KauecTBa) HA BBINICYKA3aHHOHW IYIPOM3BOACTBEHHOM IUTOmIajKe (IUIOIIAJKax) B IOJIHOM COOTBETCTBHHM C
Tpe6GoBanuaMHU IIpaBuil HajeXKallel NPOM3BOACTBEHHOH NPAaKTUKU EBpasuiCKOro 5SKOHOMUYECKOTO CO03a (Neo
GMP/EAEU/RU/00554-2022 ot 02 cenrsdps 2022) u TpeOGOBaHMAMH KOHTPOJS KadecTBa JIEKAPCTBEHHBIX
CPEICTB, a TAKXKE B COOTBETCTBHH CO CNENUPUKANUAMH, COAECPKAIMMUCS B PETHCTPALMOHHOM J0CHE CTPAHBI-
HMITOpTepa. 3alliCH [0 NIPOM3BOACTBY, YNAKOBKE M aHANM3y NPOBEPEHEI, W YCTAHOBJIECHO HX COOTBETCTBHC
Tpe6GoBanuaM [Ipasu HajuiexkaIel IPOM3BOICTBEHHOM IPakTUKA EBPasHACKOro S3KOHOMHYECKOTO COKO3a.

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

Ipumeyanne: [IpoaykTt coorBeTcTBYeT TpeboanusM HJL 3axmouenue: OJIOBPEHO

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

Lloarorosneno: Nitin Sharma TMposepeHo: Santosh Kumar Ouo6penu: MeHgikep / Pyrusuanienb
. y Maurya Y. Abhishek Chau &/\

Reprint Date / Reprint Date / Reprint Date /

Hara: 28.03.2024 Harta: 28.03.2024 Jara: 28.03.2024

Huderabad - 50COAE, Telangana, india

gl rrg deiis

v oy g
/

Road No. 3, Banjara Hills
.




