Dr.Reddy’s €z¢

Dr. Reddy's Laboratories Ltd,
Formulation Unit-&

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTHOMKAT AHAJIM3A

| Product : Nise® (Nimesulide) tablets 100 mg

Hpoayict: Haiis® (numecynna) rabaerkn, 100 mr L - S

Market / Poinok : Russia / Poccust i

Batch No/ . V2501123 Batch Quantity/ . 5000000 tab / i

Cepns JVe : PaiMep cepin " 5000000 a6

Analytical Repourt No/ . 890001817106 Date of Analysis / . 91.06.2025

AnanurnyeckHi oTuer Ne Jara aHanH3a

Date of Manufacture / - 05/2025 Date of Expiry / 04/2028

Jara npor3BoacTBa T'oaen o - _

Mfg. License No. / MA ber: /

IponssoacTBeHHan : MNB/05/263 & o : JI[I-Ne(006398)-(PT"-RU)
omep PY

nunenzHa No

_Analysis performed according ND / Amaaus nposeien mo HJI: JIII-Ne(006398)-(PT-RU)-310724

Ne | Test / HokazaTeas

Result / Pesynm"a'ru_

Pagelof6/Crp.1 m3 6
 Specifi ication / Hopma

1 | Appearance/Onucasne

Yellowish white round biconvex
tablets with smooth surface. /
Benble ¢ enToBaTbIM OTTEHKOM
KPYIJible JBOSKOBBIMYKIIbIE
TabJNeTKH ¢ raaakoi
MOBEPXHOCTHIO.

Yellowish white round biconvex tablets
with smooth surface. / bBenple ¢
>KE/ITOBATHIM OTTEHKOM KpyIJIble
JBOSIKOBLIMYKIIbIE TabAETKM € IJIALKOH
NOBEPXHOCTLIO.

2 | Identification /
HpenTndukanns

The retention time of the main
peak in the chromatogram of test
solution corresponds to the
retention time of the main peak in
the chromatogram of nimesulide

reference standard solution. /
Bpems ymep>XuUBaHHA OCHOBHOIO
nMKa Ha XpoMarorpaMme
HCIBITYEMOro pacTeopa
COOTBETCTBYET BpEMEHH
yIOepKHBaHMA OCHOBHOTO THKA HA
XpoMaTrorpamMme pacTsopa
CTaHAPTHOTO obpasua
HHMeCYHJa .

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). / Bpemsa ynep:KuBaHHA
OCHOBHOIO MMKa Ha XpOMATOTpaMMe
HCIILITYEMOTO pacTBOpa JOTKHO
COOTBETCTBOBATH BPEMEHH YACP>KHBAHUA
OCHOBHOI'O [IMKa Ha XpOMaTOrpaMme
pacTeBopa  CTaHOAPTHOIO obpazna
Humecynuaa (pazgen «KoaHdaecTBeHHOe
onpeneneHnes).

3 | Average weight and
uniformity of weight /

Complies / CooTBeTCTRYET

310 mg+5.0 %

Remarks : The Product confirms to ND/
Tipwwesrarme: TIponykT coorsercTByeT Tpebosanuam HJI

Conclusion : APPROVED /
3axnrouenne: OJOBPEHO

Prepared by / 7 Checked by / Approved by: Manager/Executive /
HNoarororneno: Pravesh Rana  /* | Ilposepexo: Rama kant Onobpeno: Menemxkep / PykoBoauTese
“ Amit Kumar {\ o
Pty = - -
e :
Date/ Date/ ! Date/

Jata: 21.06.2025

Hata: 21.06.2025

Hara: 21.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 4C 4900 2999, Email: mail@drreddys.com

CIN: LB5135AP1984PLC004507
www.drreddys.com




Dr.Reddy’s “:‘

Dr. Reddy's Laboratories Ltd

Formulation Unit-6
Vill. Kho!l, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel ; +91 98166 56001-02

CERTIFICATE OF ANALYSIS \ww.drreddys.com

CEPTHOMKAT AHAJIH3A

| Product : Nise® (Nimesulide) tablets 100 mg
 Ilpogykr: Haiiz® (Hnmecynvm) Tabnerku, 100 Mr

Market / Prinok . Russia / Poccus

‘Batch No / . V2501123 Batch Quantity / 5000000 tab /
| Cepus JNe ) Pazmep cepun ‘5000000 Ta6 L
Analytical Report No / . 890001817106 Date of Analysis / . 21.06.2025
Ananurnyeckui oTyer No JlaTa ananu3za
Date of Manufacture / . 05/2025 Date of Expiry / . 04/2028
JlaTa npon3soacTBa Togen oo
Mfg. License No. / MA nusmber: /
IlponsBogcTBeHHAN : MNB/05/263 H el : JIII-Ne(006398)-(PT"-RU)
omep PY
JauneH3na Ne

Analysis performed according ND / Ananus nposenen no HJI: JITI-Ne(006398)-(PI'-RU)-310724

Page20f6/Cip.2 3 6

Cpeansia Macea K 306.0 mg/ 306.0 Mr 18/20 tablets - not more than £+ 5 %
i e LM ACCR 2/20 tablets - not more than £+ 10 %. /
310 Mr £+ 5,0 %
18/20 Tabnetok — He 6onee £ 5 %
2/20 Tabnerok — ve 6onee + 10 Y.
Water / Bona 35% Not more than 6.0 %. / He 6onee 6,0 %,
Dissolution / PacTBopeHue Unit-1 / Taban.-1 101 % He menee 75 % (Q) OT HOMMHALHOTO
Unit2 / Tabna 101 % copepxanus CaH12N2OsS (Humecyma)
yepes 45 MUH.
Unit-3 / Tabn.-3 102 %
Unit-4 / Tabn.-4 101 %
Unit-5 / Tabn.-5 102 %
Unit-6 / Tabn.-6 100 %

6 | Related substances / PoacTeennbie npumMecs

Below LOQ (LOQ = 0.0057 %) /

Not more than 0.20 %; / He 6oinee

Tipmmeaawne: TIpoxykT coorBercTByeT Tpebosanuam HJI

Lisfpiieldy o L tes s Hwxe npenena konuaecteenHoro | 0,20 %;
onpezenenus (ITKO = 0.0057 %) N o/ .
: ot more than 0.20 %; / He 6onee
Impurity B / [Tpumecs B 0.02 % 0,20 %:
Remarks : The Product confirms to ND/ Conclusion : APPROVED /

3akawuecane: OJOBPEHO

Prepared by /
IMoarotosneno: Pravesh Rana

{

Checked by /
[Tposepeno: Rama kant

dufet

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykoBoautesib

Amit Kumar A
/‘\.’/ o

Date / Date/

Hara: 21.06.2025

Harta: 21.06.2025

Date / !
Harta: 21.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2500, Fax: +31 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drraddys.com




Dr.Reddy’s “:'.

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

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS  www.drreddys.com

CEPTUOMKAT AHAJIM3A

?ro_dﬁt_:_Niseg(ﬁimesulide) tablets 100 mg

Mposyscr: Haita® (numecynnn) Tabnerku, 100 mr

Market / PbiHok : Russia / Poccun

Batch No / . V2501123 Batch Quantity / : 5000000 tab /

Cepus Ne Pazmep cepunB 5000000 Tab

Analytical Repourt No/ . 890001817106 Date of Analysis / . 21.06.2025

AHasuTRaecknii oTyeT No Jata aHanH3a

Date of Manufacture / . 05/2025 Date of Expiry / . 04/2028

Jara npon3BoacTBa " Iopen po o

Mfg. License No. / MA number: /

Ilpou3B oACTBEHHAS : MNB/05/263 - e : JITI-Ne(006398)-(PI"-RU)
omep PY

Jiunen3msa Ne

Analysis performed according ND / Ananns nposeaen no HJL: JITI-Ne(006398)-(PT'-RU)-310724

Page3 of 6/Ctp.3 M3 6

Typwwmeaatine: IIpoaykt cootsercTyet Tpebobanusm HJJ

3axmovenne: OJOBPEHO

o/ -
Impurity C / Tprvecs C Not detected / He o6Hapyxena gIgE) 0/111.ore than 0.20 %; / He 6onee
0/ :
Tmpurity D / TTpumecs D Below LOD (LOD = 00049 %) / | Nop more fhan 0.20°%; / HeliGoass
Hwxe npenena obHapyxeHHs ey e
(TIO = 0.0049 %)
Impurity E / ITpumecs E Not detected / He o6Hapyxena |Not more than 0.20 %; / He 6omee
0,20 %;
o/ 3
Empurity F / Tpumecs F Below LOD (LOD =0.0045 %)/ | oy Jaore than 020% /RHEboges
Hike npenena obHapyxeHus .
(TIO = 0.0045 %)
Individual unidentified | Below LOQ (LOQ =0.0143 %)/ |Not more than 0.20%; / He G6omee
impurity =/  Enunu4Hasg | Huxe mpegerna KOJIHYECTBEHHOTO | () 20 %;
HeMIEHTHYHUUMPOBaHHAs onpenesnenna ([TKO = 0.0143 %)
npuMech
el gl SR 0.02% Not wore ian 1.5 %, / He Gonee 1,5 %,
mpuMecei
7 | Uniformity of dosage units / The Acceptance Value (AV) should be
OnrnopogHOCTh 23 less than or equal to 15.0. / [Tokasarens
A03HPOBAHHS ) npuemiemoctd (AV) pomked ObTh He
6onee 15,0. [
Remarks : The Product confirms to ND/ Conclusion : APPROVED /

A

L

Prepared by /
TloaroTosnero: Pravesh Rana

Checked by /
[TpoBepeHo: Rama kant

-d

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pyxosoauresb
Amit Kumar - =

j\/’;/‘, o°

Date /
Hara: 21.06.2025

Date/
Hara: 21.06.2025

Date / X
Hara: 21.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +91 40 4900 2800, Fax: +31 4C 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s €3¢

Dr. Reddy's Laboratories Ltd.

Farmulation Unit-6
vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel ; +91 98166 56001-02

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIH3A

www.drreddys.com

[ Product : Nise® (Nimesulide) tablets 100 mg
 TIpoayicr: Haiis® (numecysnin) tabnerku, 100 mr

Market / PoiHoOK : Russia / Poccus ) »

Batch No / . V2501123 Batch Quantity / ~ 5000000 tab /

Cepnsa I ' Pasmep cepnn " 5000000 Tab

Analytical Report No/ . 890001817106 Date of Analysis / . 21.06.2025

AnajnTHuecKHi oTder Ne Jata anajinsa

Date of Manufacture / . 05/2025 Date of Expiry / . 04/2028

Jara npoH3BOACTBA | Topen o

Mfg. License No. / MA number: /

TIpoH3BOACTBEHHAS : MNB/05/263 e AU er: . JIII-Ne(006398)-(PI"-RU)
omep PY

Jupenszsa Ne

Analysis performed according ND / AHaJIH3 NPOBeE/IeH 10 HIIL: JII-Ne(006398)-(PI-RU)-310724

8 | Microbiological purity* / MukpoGuoxoruieckas 4ucrora*

_ Pagedof6/Cip.4m36

9 | Assay/ KoanuecTBennoe
onpeneseHne

98.4 mg/ 98.4 Mr

-a) Total Aerobic Microbial NA Not more than 10* CFU/g. /
Count / Q6uice vHCIO He Ganes 10° KOF/r
JKU3HECTTOCOOHBIX a3po6HbIX

MHKPOOPraHU3MOB

b) Total Combined Yeast and | =A== Not more than 10 CFU/g. /
moulds count / Ob1wee uncno He 6onee 102 KOE/T.
JAPOXOKEBBIX M IUIECHEBHIX

rpuboB

c) Escherichia Coli NA Shall be absentin 1 g. /

OrcyreTBHE B 1 T

"190.0 to 110.0 mg of C13H12N205S

(nimesulide) per tablet. / Ot 90,0 no
110,0 mr Ci1aH12N>OsS (Humecynun)
B TabneTKe.

10 | Packaging / YnakoBka

10 tablets in a PVC/aluminum
blister. 3 blisters and a package
leaflet in a carton. / Ilo 10
Tabnerok B IIBX/amroMHHNEBOM
6auctepe. [To 3 61ucTepa BMECTE €
JIUCTKOM-BKJIaAbIlIeM B  IauKy
KAPTOHHYIO.

10 tablets in a PVC/aluminum hlister. 1,
2, 3 or 10 blisters and a package leaflet in
a carton. /

Ilo 10 Tabnerok B [IBX/antoMHUHHEBOM
6muctepe. Ilo 1, 2, 3 nnu 10 6ancrepos
BMECTE C JIHCTKOM-BKJIZJIBIIEM B MAYKy
KapTOHHYIO.

Remarks : The Product confirms to ND/

Tiprmewanne: [IpoayKT COOTBETCTBYET TPeGOBAHHUAM HI

Conclusion : APPROVED /
Baxmouenne: OJOBPEHO

Prepared by /
[Tonrotosneno: Pravesh Rana

T
i

|/

=

Checked by /
Ipoeepeno: Rama kant

-

Approved by: Manager/Executive /
Ono6peHo; Menemiep / PyKOBOAHTEb
Amit Kumar - e

Date / Date /

Iara: 21.06.2025

Hara: 21.06.2025

Date/ 3
Jara: 21.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 4C 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLLCO04507

www.drreddys.com




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

[ T)
Dr. ReddY’S ‘.... Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
Tel : +91 58166 56001 02
CERTIFICATE OF ANALYSIS \www.drreddys.com
CEPTUDHEAT AHAJIH3A o . N
Product : Nise® (Nimesulide) tablets 100 mg =
Mpoaywr: Haiis® (numecynua) tabnerky, 100 mr | e om0 = -

Market / Poinok : Russia / Poccus i
Batch No/ . V2501123 Batch Quantity / . 5000000 tab /
Cepus Ne Pa3mep cepHH 5000000 Tab

Analytical Repo:‘t No/ . 890001817106 Date of Analysis/ | 21.06.2025
AnannTuyecknii oruer Ne JlaTa aHaIH3a

Date of Manufacture / . 05/2025 Date of Expiry / - 04/2028

JiaTa npou3BOACTEA T'onen a0

Mfg. License No. / MA _—

IIpoussoacTBEHHAs : MNB/05/263 o o . JITI-Ne(006398)-(PT"-RU)

omep PY
JINIeH3Ha Ne

Analysis performed according ND / Anasns nposeaen mo HJL: JITL-Ne(006398)-(PT-RU)-310724

Page 50f 6/ Crp.5S m3 6
* _ The test for Microbiological Purity is periodically performed by the manufacturer at release (with an interval of one
test per 20 batches or at least once per year). The test may be absent from the Company's certificate of analysis. /
* _ AHaiu3 10 nokasarenmo «Mukpobuonornueckas 4YHCTOT2» IPOBORMTCA MPOW3BOAMTENEM [pH  BLIIyCKe
nepuouyeckH (¢ HHTEPBANOM O/IHO HCTIbITaHNe Ha 20 cepuit WK He Menee 1 pasa B ron). [Tokasarenb MOXKET ObITH He

BisroueH B CepTidukar aHanmu3a GHpMBI.

API name (INN) / Haumenopanne A®C (MHH): Nimesulide / Humecynun - )
UG T T P05 3 NMS/125010028,NMS/125020160
Homep cepun npoussogurenst AQC: B = ¥
FP Manufacturer API Batch number /
Homep cepus cybeTaHIIMH IPOH3BOAMTE/IA FESA00123, FESA00124
riad:
API Manufactured by & country/ . ]
Tponssonurens ADC, crpana: Aarti Drugs Limeted / Aaptu [lparc Jlumuten
Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6,
Name, address, authorization No for I'T’ Vill. Xhol, Nalagfarh Road, Baddi, Distt. Solan (HP) 173205,
= . . India (license No MNB/05/263) /
manufacturing site / Control site / Release site / N
JI-p Pennw’c JlaGopatopuc JIta., MHpus, I1pon3soncTeeHHOe
Hanmenopanue, aapec, JHIEH3HS NS
e T T I T L = nogpasgenenue-6, Buni. Kxons, Hanarapx Poyn, banan,
K (:)H'l‘ (mf: e T lI.r:l; na ian i Juctpuxt Conan, X.I1., 173205, Huaus (uueHsus Ne
P LRl MNB/05/263)
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Tipumesrawme: Tiponyxt cootsetcTayet Tpebosarmsam HJI 3axmouenne: OJJOBPEHO
Prepared by / . | Checked by / Approved by: Manager/Executive /
Tlomrotosseno: Pravesh Rana /* | ITposepeno; Rama kant Onobpeno: Menenxep / PykoBoauTesnb
; ] -
{ dd_- Amit Kumar K o
. ~ 5 /
Date / Date / : Date / :
Hara: 21.06.2025 Hara: 21.06.2025 Jlata: 21.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




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

&
DI'. Red dY,S Q;. Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
Tel : +91 33166 56001 02
CERTIFICATE OF ANALYSIS  www.drieddys.com
— CEPTHOHEKAT AHATIM3A ) B
Product : Nise® (Nimesulide) tablets 100 mg
IMponyser: Hait3® (Humecynun) rabnerkn, 100 mr i s

Market / Poinok : Russia/ Poccus p |l
Batch No / . V2501123 Batch Quantity/ . 5000000 tab/

| Cepus Ne i Pasmep cepnn " 5000000 Tab
Analytical Repourt No/ . 890001817106 Date of Analysis/ . 5y 65025
AnannTHdeckHii oTyeT Ne JlaTa anaaH3a A
Date of Manufacture / . 05/2025 Date of Expiry / . 04/2028
JlaTa npon3BOJCTRA Togen o N
Mfg. License No. / MaA ber: /
Ilpon3BoacTBeHHAS : MNB/05/263 & JIMIRDEL: . JITI-Ne(006398)-(PT-RU)

omep PY

JiHuen3pa Ne —

_Analysis performed according ND / Anaaus nposeaen mo H/L: JIT-Na(006398)-(PT-RU)-310724
Page 6 of 6 / CTp. 6 M2 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. 23
July 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».

3akmoueHHe 0 COOTBETCTBHH: «HacTOAmMM 5 MOATBEPXNAKO, YTO MPHBEJEHHas Bble WHPOPMALHs ABIACTCH
IOCTOBEPHOM M TOYHOH. ITa CepHs NPOIyKIIMH MPOU3BeAeHa (BKI0Yas YaKoBKy (MapKHPOBKY) U KOHTPOIL Ka4yecTBa)
Ha BBHIIEYKA3aHHOH MPOM3BOACTBEHHOH MIOLaaAKe (IUIOLIANKAX) B MOJIHOM COOTBETCTBHH C TpebosaHuamu [IpaBun
HaJUTeXKALlCH NPOHIBOICTBEHHOM MPAKTHKK EBPasHiicKoro 3KOHOMHIECKOTo coro3a (Ne GMP/EAEU/RU/00554-2022
oT 23 wiona 2022) u TpeCOBAHMAMM KOHTPOJNS KadecTBAa JIEKAPCTBEHHbIX CPEACTB, a TAKXKEe B COOTBETCTBHH CO
creni(UKALMAMH, COAEPKAIMAMHUCS B PETHCTPALIMOHHOM MOChe CTPaHBI-MMIOPTEpa. 3alMCH MO IIPOM3BOACTRY,
YIAKOBKE M aHANM3y [POBEPEHBl, M YCTAHORNEHO MX COOTBETCTBMe TpeGoBanuaM [lpapui HaJu1exalue
NPOH3BOACTBEHHOM NMPaKTHKH EBpasuitckoro 3KOHOMHYECKOr0 COH03a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Tiprmesrawwne: Tiponyxr cootsercTByeT TpeGoaHuam HJI 3akmoyenne: OJOBPEHO
Prepared by / ; Checked by / Approved by: Manager/Executive /
Hoaroroenedo: Pravesh Rana / TIpoBepeno: Rama kant Ono6peno: MeHemiep / PykoBoauTeIb
/ @J{ d/d" Amit Kumar oo Y
e / Jf - —
Date/ Date / : Date / )
IMara: 21.06.2025 Iara: 21.06.2025 Jara: 21.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 260024, Teiangana, India
Tel: +51 40 4900 2900, Fax: +31 4C 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




