Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

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

viil. Khol, Malagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDiA
Tel s +91 98166 56001-62

www.drreddys.coim

_P_roduct : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
IMpoayxr: Haiis® AkTusreib (HUMECYIH) Ielib AT HAPYKHOTO NPUMEHEHHH, 1%,50r

Market / Plnok : Russia / Poccus

Batch No. / T Batch Quantity / _23530.000units /

Cepust Ne ) Pa3mep cepun " 23530.000 egunun
Analytical Repovrt No./ . 040002851636 Date of Analysis / . 15.03.2025
AHaluTH4yeckHii oTueT Ne JlaTa ananusa

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027

JaTta npouszBoacTea I'open go

Mfg. License No. /

IIpousBoacTBeHHAs : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
JIHUeH3Us No

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

Pagel of 6/Crp. 1136

No /

Test / Iloxa3zarenan
Ne

Result / Pe3yabtar

Specification / Hopma

1. Description / Onucanne

Homogenecous, transparent, pale-
yellow gel with characteristic odor /
OpHopoAHBIM  MpoO3pauHbId  rellb
1BeTa c

XapaKTEpHBIM 3allaxXoM

OJeTHO-KeToro

Homogeneous, transparent, colorless to
pale-yellow gel with characteristic odor /
OnHOpoAHBIA MPO3pauHbId ek OT
BecupeTHOro N0 GNETHO-XKENTOro IIBETa
C XapaKTepHEIM 3aaxoM

2. Identification / UnenTudukxanns

a) HPLC / BOXKX

Complies as prescribed /
CootBeTcTBYET TpeboBaHHAM

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 ynepxuBanus
OCHOBHOTO IMKa Ha XpoMarorpaMme

UCITBITYEMOTO pacTBopa  JOJDKHO
COOTBETCTBOBATh BpPEMEHU
yIepKUBaHHsS OCHOBHOTO IHMKa Ha
Xpomarorpamme pacTBopa
craHAapTHoro obpasua HHMeECYJIHMIa
(paznen «KonuuecTBeHHOE
orpezieneHue»)

Remarks : The Product conforms to ND/
I pumeuanne: [IponyxT cootBercTByer TpeboBanram HJI

Conclusion : APPROVED /
Saxmouenue: OJJOBPEHO

Jara: 15.03.2025

Hara: 15.03.2025

Prepared by / Checked by / Approved by: Manager/Executive /
INoarorosneno: Pravesh Rana [Iposepeno: Pardeep Kumar Onobpeno: Menemxep / Pykosoautens
o,ﬂ// Amit Kumar N "/
III' -
Reprint Date / Reprint Date / Reprint Date / '

Jara: 15.03.2025

Registered Olfica:

2-237, Road Mo. 2, Banjara Hills, Hyderabad - 500934, Telangana Ir:dia

Tol: 291 40 4200 2900, Fax: +81 40 1800 2999, Email: mail@drreddys.com

CIN: L85195AP1924PLCO04507
wwe.drreddys.com




@
Dr.Reddy’s ‘;’

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Dr. Reddy's Laboratories Ltd,
Formulaticn Unit-6

Viil, Khol, Matagari Road, Baadi,
Distt. Solan, H.P, 173 205, INDIA
Tel:+90 38166 560002

wwvsdrreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Mpoaykr: Hait3® Axrisrens (HUMECYIMA) reib A HApy#HOro npimenenns, 1 %, 50 r

Market / PolHok

: Russia / Poccns

Batch No. / . V250186 Batch Quantity / . 23530.000units /

Cepus Ne ' Pasmep cepun © 23530.000 enuHMI
Analytical Repovrt No./ - 040002851636 Date of Analysis / . 15.03.2025
AHAJHTHYECKHH oTUeT No Harta anaausa

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027

JlaTa npon3BoacTsa T'ogen g0

Mfg. License No. /

IlpousBoacTBeHHAA : MNB/05/263 MA number: / Homep PY : JITI-Ne(001336)-(PT-RU)
JnueH3un N

Analysis performed according ND / Anaau3 nposeaed no HJ: JITI-Ne(001336)-(PI'-RU)-251022

Page2of 6/ Ctp. 213 6

Ne

No/

Test / Ilokazarennb

Result / PesyabTar

Specification / Hopma

b) UV spectrophotometry / Y-
CreKTpohOTO METPHS

Complies as prescribed /
CooTBeTcTBYET TpeOOBAHMAM

UV absorption spectrum of the test
solution should have absorption
maximum at 397£5nm / Y®-crnektp
NOTJIOIIEHNS  UCTIHITYEMOrO  PacTBopa
JOJKEH HMETh MaKCHMYM IOIJIOLIEHHS
npu 39745 HMm

3. | Weight of package contents / Slg/Slr According to Rus. Ph. / B cooTBeTcTBHH
Macca cogep:KkHMOro ¢ Tpeboanusmu ['® PO
YIaKOBKH

4. | pH 334 2.5t04.5/012,5004,5

5. | Viscosity / Bazkocrb 946.6 centipoise / 400 to 1,200 centipoise /

946.6 canTunyas Ot 400 go 1200 cantumnyas

6. | Impurities / Ilpumecn

i. | Impurity C/ Not detected / He oGHapyxeHa Not more than 0.50 % /
Ipumecs C He 6onee 0,50 %

ii. | Impurity D/ Not detected / He oOHapy>xeHa Not more than 0.50 % /
ITpumecs D He 6onee 0,50 %

Remarks : The Product conforms to ND/
Ipumeuanne: [Ipoaykt coorBeTcTBYeT TpeboBanusam HJI

Conclusion : APPROVED /
3axawuenne: OJJOBPEHO

Prepared by /
[Moarorosnexo: Pravesh Rana

Checked by /
Ipoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / PykoBoauTensb
Amit Kumar Az

L - —
g _ N~
o — j\ sl
Reprint Date / Reprint Date / Reprint Date / \
Jara: 15.03.2025 Jarta: 15.03.2025 Jara: 15.03.2025
Registered Office: 8-2-257, Road No. 2, Banjara Hiliz, Hyderabad - 500034, Telangara, India
‘ Tol: 591 40 4200 2900, Fax: 481 40 1200 2999, Email: maif@drreddys.com

CIN: L85195AP1984PLLO04507
www.drreddys.com




Dr.Reddy’s €3¢

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

Viil. Khot, Malagerh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDiaA

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A

Tl el |
CLL. T2

wwiw.drreddys.com
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Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
ITpoayxt: Haiizs® Axrusrens (HUMecynj) refib 1l HAPYKHOTO NpuMeHeHHs, 1 %, 50 ¢

Market / Poliok

: Russia / Poccus

Batch No. / . V250186 Batch Quantity / . 23530.000units /

Cepusa Ne ) Pazmep cepumn © 23530.000 enunun
Analytical Repovrt No./ - 040002851636 Date of Analysis / . 15.03.2025
AHanutTHyecknii oryer Ne JlaTa anaausa

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027

JaTa npou3BoacTBa I'open oo

Mfg. License No. /

IlpouszBoacTBeHHAS : MNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI-RU)
JuneH3ust No

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

Page3 of 6/ Crp.3u3 6

.I:.f / Test / Ilokazarenn Result / PesyabTar Specification / Hopma
iii. | Any other impurity / 0.08% Not more than 0.50 % /
JIrobas npyras npumech He 6onee 0,50 %
' iv. | Total impurities / 0.1% Not more than 1.50 % /

CymmMa npumeceit

He 6onee 1,50 %

7. | Microbial purity* / Mukpo6uo/oruyeckast 4acrora*

i. |Total Aerobic Microbial Count /
Obutee urco a’poOHBIX MHKPO-
OpPraHU3MOB

NA Not more than 100 CFU/g /

He 6onee 100 KOE/r

ii. | Total Combined Yeast and
mould count / Obiee yucno
JIPOMOKEBBIX M TUTECHEBBIX
rpuboB

iii. | Pseudomonas aeruginosa

iv. | Staphylococcus aureus

NA Not

NA

NA

than

more 10 CFU/g

He 6onee 10 KOE/r

Should absentin 1 g/
OtcyrctBue B 1 1

Should absentin 1 g/
OtcytcTBHE B I T

8. | Assay/KounuecTBeHHOe onpeesicHHe

Remarks : The Product conforms to ND/

Mpumeuanne: ponykr coorBercTByeT Tpeboanusm HJ

Conclusion : APPROVED /
3aknwuenne: OJJOBPEHO

Prepared by /
IMonrorosneHo: Pravesh Rana

-

Checked by /
IMpoepeno: Pardeep Kumar

=

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / PyxoBoautens
0 Amit Kumar

N

Reprint Date /
Hara: 15.03.2025

Reprint Date /
Jata: 15.03.2025

Reprint Date /
Hara: 15.03.2025

Registered Office: 8-2-337, Road No. 2, Banjara Hitls, Hyderabad - 500034, Telangana, Irdia
Tel: 431 40 4900 2900, Fay: +97 40 2909 2599, Email: mail@drreddys.com

CIN: L85195AP1984PLCOV4507
www, drraddys.com




‘.' Dr. Reddy's Laboratories Ltd.
! °® Formulation Unit-6
Dr. Reddy S ® Vill. Khol, Nalagarh Road, Baddi,

istt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS °" >0 10 /- T
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CEPTUDPHUKAT AHAJIU3A \‘vav,drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoayxr: Haits® Akrusrens (HUMECYIH) renb Ans HAPY#HOTO npumMeHenus, 1%, 50 r

Market / Pultiok : Russia / Poccus

Batch No. / . V250186 Batch Quantity / _ 23530.000units /

Cepus Ne ) Pazmep cepuu * 23530.000 envHuL
Analytical RepOft No./ . 040002851636 Date of Analysis / . 15.03.2025
AHannTnuyeckunii oruer No Jara anajamsa

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027

JlaTa npouszBoACTBa T'ogen oo

Mfg. License No. /

IlpoussoacTBeHHAs : MNNB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PT-RU)
Juuenzusa Ne

Analysis performed according ND / Ananus npoeenes mo HJL: JIII-Ne(001336)-(PI-RU)-251022

Paged4 of 6/ Crp. 4u3 6

.1:.(? / Test / IlokazaTenan Result / PesyabsTaT Specification / Hopma
B Nimesulide / 9.92mg/9.92 mr 9.0 mg to 11.0 mg of C13H12N205S
Humecynun (99.2 %) (nimesulide) (90.0% to 110.0% of label
claim)in 1 gofgel /
O71 9,0 v o 11,0 vr Ci3H12N2GsS
(Humecynmun) (ot 90,0 % no 110,0 % ot
HOMHHAJILHOT'O COACPKaHHs) B 1 r rens
9. | Dimethyl sulfoxide / 99.5 % 90% to 110% of CoH¢OS (dimethyl
Jdnmernicyabpoxenn sulfoxide) of label claim /
Ot 90 % no 110 % C>2HsOS
(mumeTHicynshoKreHI) oT
HOMHHAJILHOTO COJepIKaHHsA
10. |Package/ Ynakoska 50 g in a laminated aluminum tube equipped with tamper-evident membrane.
Each tube and a patient information leaflet in a carton. / [lo 50 r B TYOy u3
JIAMUHMPOBAHHOTO &IOMHHMS, CHAaOXXEHHYIHO MeMOpaHOM Jjid KOHTpOJIS
nepsoro BekpeiTHa. Kaxnyro Tyby BMecTe ¢ MHHCTPYKLHEH 10 MEAMLIMHCKOMY
IPUMEHEHHUIO TIOMELIAIOT B Na4Ky 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.
*TIokazaTe/lb MOJKET OTCYTCTBOBATL B cepTH(HKAaTe aHAIN3a npoussoanTes. llpoussoanTens
rapaHTHPyeT Ka4ecTBO Npernapara 1o 3THM N0Ka3aTeIsMm.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipameuanne: [Tpoaykt cootBercTByeT Tpebosanuam HJI 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneno: Pravesh Rana : INpoepeno: Pardeep Kumar Omo6peno: Menemkep / PykoBonurens
# , Amit Kumar A
Reprint Date / Reprint Date / Reprint Date / U
Jata: 15.03.2025 Jara: 15.03.2025 Jarta: 15.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Rills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s ‘{‘

CERTIFICATE OF ANALYSIS

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

vill. Khol, Natagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

el : +51 98166 56001-02

CEPTU®UKAT AHAJIM3A

www.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Ipoaykr: Hait3® AktuBress (HUIMecyaua) refb Ajis HAPYXKHOTO npumMereHnd, 1%, 50 r -

Market / Ppltok : Russia / Poccus

Batch No. /

Batch Quantity / . 23530.000units /

Cepust Ne : V250186 Pasmep cepuu * 23530.000 enunuin
Analytical Report No. / . 040002851636 Date of Analysis/ . 15.03.2025
AHanuTHuyeckHii oTueT Ne JlaTa ananuza

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2027

JaTa npouszBoacTea T'oaen go

Mfg. License No. /

[IpounspoacTBeHHas : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI'-RU)

JMLEH3Ha Ne

Analysis performed according ND / Ananus nposeaen no HJ: JITI-Ne(001336)-(PT-RU)-251022

PageS5of6/Crp. Su3 6

API name (INN) / HaumenoBanue ADPC

Nimesulide / Humecynun

Homep cepnu cy6cTaHUHE
npounspoauteas I'JI1dD:

(MHH):
API manufacturer batch number / NMS/14120876
Homep cepnu npousBogutens APC:
FP Manufacturer API Batch number /
FERAO00751

API Manufactured by & country /
Hpouzsoaurean A®C, crpana:

Aarti Drugs Ltd., India /
Aaptu [Iparc JIta., Uaans

Release site /

HanmMeHoBaHHe, a/ipec H HOMED
JIHIEeH3HH TUIOIAAKH,
oCylIeCTBJIAIIECH
HPOU3BOACTBO/KOHTPOJIb
kavyecTBa/Boinyck I'JID /

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

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan (HP) 173205, India (License No MNB/05/263) /
H-p Pemau’c Jlabopatopuc JIta., Mnaus,
IMpousBoacTBeHHOE Mopa3nenenue-6, Bumnamk Kxous,
Hanarapx Poyn, Bannu, Conan Juctpukr, X.I1. 173205,
Hunusa (Jlunensus Ne MNB/05/263)

Declaration of certification: «l 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

Remarks ; The Product conforms to ND/

Conclusion : APPROVED /
3axmouenne: O/IOBPEHO

IIpumeuanue: [Ipogykr cootBeTcTBYeT Tpebopanuam H/I

Prepared Ly /
IToarorosneHo: Pravesh Rana

Cliccked by /
[TporepeHo: Pardeep Kumar

o |

—

Approved by: Manager/Exceutive /
Ono6peHo: Menemxkep / PykoBonurenb

Amit Kumar !\ /‘_//

Reprint Date /
Harta: 15.03.2025

Reprint Date /
JlaTta: 15.03.2025

Reprint Date / !

Jara: 15.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 29C0, Fax: +81 40 4900 2999, Email: mail@drreddys com

CIM: L85195AP1984PLC0O04507
www.drreddys.com




Dr. Reddy's Laboratories Ltq.

@
DI‘ Reddy,s q:‘ Formulation Unit-&
‘ 2 vill. Khol, Naiagerh Road, Baddi,
Distt. Solan, H.F., 173 205, INDIiA

CERTIFICATE OF ANALYSIS .. o1 20150 5000102
CEPTU®HKAT AHAJM3A . w.drreddys.com

Product : Nise Activgel (nimesulide) gel for external use, 1 %, 50 g
Mpoayxr: Haiiz® AxTuprens (HUMeECYIN) Tefb U HAPYXKHOTO NpuMeHenns, 1 %, 50 r

Market / Puinox : Russia / Poccus

Batch No. / . V250186 Batch Quantity / _23530.000units /

Cepus Ne ’ Pasmep cepun © 23530.000 egunnL
Analytical Repovrt No./ . 040002851636 Date of Analysis / . 15.03.2025
AHanuTnyecknii oryet Ne Jata ananuza

Date of Manufacture / . 03/2025 Date of Expiry / . 022027

JlaTa npousBoacTea I'oaen po

Mfg. License No. /

IMpousBoacTBeHHAs : MINB/05/263 MA number: / Homep PY : JIII-Ne(001336)-(PI-RU)
JnueHsns Ne

Analysis performed according ND / Ananus nposeaed no HA: JITI-Ne(001336)-(PI'-RU)-251022
Page 6 of 6/ CTp. 6 13 6

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».

3akiIr0ueHHe 0 cOOTBeTCTBHH: «HacTosIUM s OATBEPXK A0, YTO MPHBEICHHAs BBIIE HHPOPMaIMs ABJISETCS
TOCTOBEPHOM ¥ TOYHOM. DTa cepus NPOAYKINM NPOM3RENEHA (RKNIOUAA YNAKOBKY (MApKMPOBKY) M KOHTPOJH
KayecTBa) Ha BBINIEYKA3aHHOW IPOM3BOACTBEHHOH IUTOINaAKe (MIIOIAa[Kax) B IIOJIHOM COOTBETCTBHH C
TpeboBanusamu IIpaBui Haiexaeil TpOr3BOACTBEHHOM MpakTHKH EBpasHiicKoro 5KOHOMHYECKOro coto3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centssopst 2022) u TpeOOBaHUAMM KOHTPOJIA KAayeCTBa JIEKAPCTBEHHBIX
CPENICTB, @ TAK)KE B COOTBETCTBHH CO CIEIMGUKAIUAMY, COJIEPIKAIUMHUCI B PETUCTPAIIHOHHOM JI0ChE CTpaHBbI-
MMITOPTEPA. 3allMCH II0 POU3BOJCTBY, YIIAKOBKE M aHAJIN3y IIPOBEPEHBI, U YCTAHOBJICHO HMX COOTBETCTBUE

TpeGoBanusaM [IpaBuit HaexKaeld Npou3BOACTBEHHOH IPaKTHKH EBPasHiCKOro 3KOHOMHYECKOTO COFO3a».

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

ITpumeuanne: IIpoaykr coorseTcTByeT Tpeboanuam HJI 3axnwuenue: OJOBPEHO

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

IMoaroroenexo: Pravesh Rana Iporepeno: Pardeep Kumar Omo6peHo: Menemxep / PykoBoaurens
4 Amit Kumar (S

Reprint Date / Reprint Date / Reprint Date / \

MHara: 15.03.2025 Hara: 15.03.2025 Hara: 15.03.2025

Registerad Offico: 8-2-357, Road No. 2, Banjora Hills, Hyderabad - 500034, Telangana, India
‘ Tel: 497 40 4200 2900, Fax: +91 40 3900 2999, Emiail: mail@drreddvs.com
CIM: L85195AP1984PLCO04507
wwwydrreddys.com



