Dr.Reddy’s ‘.’:"

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Sotan, H.P., 173 205, INDIA
Tel : +91 9&81oo Sbyut-Us
www.drreddys.com

CEPTHOUKAT AHAJIH3A

" Product : Nise® (Nimesulide) tablets 100 mg

Ipoayk: Hhi's® (numecynun) Tabnetky, 100 mr = — —
| Market / Prinok Russia / Poccust i
Batch No/ : Batch Quantity / 5000000 tab /
Cepus No # V2301424 Paszmep cepun 5000000 Tab
Analytical Repovrt No / 890001823207 Date of Analysis / - 23.07.2025
AnasmTH4eckuii oTueT No JlaTa anaausza i
Date of Manufacture / - 06/2025 Date of Expiry/ - 05/2028
ara nponssojacTea I'oxen g0 _
Mfg. License No. / = ber:/ I
IlpousBoAcTBeHHAs: : MNB/05/263 - R AL : JITT-Ne(006398)-(PI"-RU)
omep PY
| innensua Ne -

i Analysis performed according ND / Ananms npoi;eueﬂ 110 H: JIENQ(7)06398)-(PF-RU)-31072_4__

=

“Test / lokazaTen

Result / PeayabTarsl

Pagelof6/Crp.1m6

Specification / Hopma

1

.' Appearance / Onucanne

Yellowish white round biconvex
tablets with smooth surface. /
Bernble ¢ enToBaTbIM OTTEHKOM
KpyIJible 1BOAKOBBIMYKIbIE
TableTKU ¢ MJIagKoi
NOBEPXHOCTHHO.

Yellowish white round biconvex tablets
with smooth surface. / bBensle ¢
JKENTOBATHIM OTTEHKOM KPYTJIbie

MOBEPXHOCTHIO.

ABOSKOBBITYKJIbIE TabneTkH C TNagKoi |

Identification /
N aenrndpukanns

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 yaepxHBaHUS OCHOBHOTO
nuka Ha Xpomarorpamme
HCITBITYEMOT'O pacTBopa
COOTBETCTBYET BpPEMEHH
YAep>KUBaHUS OCHOBHOI'O MUKa Ha
XpoMaTorpamme pacTBopa
CTaHJAPTHOr0 ob6pasua
HUMeCyJIH/a.

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>xuBanus
OCHOBHOI'O THKa Ha XpPOMAaTOrpamMme
HCIBLITYEMOT 0 pacTeopa JLOJDKHO
COOTBETCTBOBATH BPEMEHH YACPIKHBAHHS
OCHOBHOrO TMHMKa Ha XpoMaTOrpaMme
pacteopa CTaHIAPTHOIrO obpasua
Humecysmaa (paznen «KonwyecTBeHHOE
onpeeICHUEY ).

3

Average weight and
uniformity of weight /

Complies / CooTeeTCTBYET

310 mg+5.0 %

Remarks < The Product confirms to ND/
IIpumeuanne: [IpoaykT cooTBeTcTBYET TpebopanuaM HJ

Conclusion : APPROVED /
3axunouenue: OJJOBPEHO

Prepared by /

Tloarororneno: Shagun 4&/n

-
o

Checked by /
ITpoeepeno: Pravesh Rana

-

Approved by: Manager/Executive /
Ono6peno: Menemkep / Pykospaurent
y Pavan Kumar Sharma s

fo —_
|_:—,"'—'

Date/
Jara: 23.07.2025

Date/
JHara: 23.07.2025

Date/
JaTa: 23.07.2025

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

CIN: L85195AP1584PLC0O04507
www.drreddys.com




DrReddy’s Q3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTUDHKAT AHAJTM3A

' Product : Nise® (Nimesulide) tablets 100 mg

IIpoayxt: Haiiz® (Humecymm) Tabnerku, 100 mr
Market / Poinok Russia / Poccus
‘Batch No/ Batch Quantity/ 5000000 tab / m
Cepus Ne R Pasmep cepim 5000000 Ta6
Analytical RepoI't No/ 200001823207 Date of Analysis / 23.07.2025
AHaHTHYecKHi oTyeT No Jlara ananusa
Date of Manufacture / . 06/2025 Date of Expiry/ . 05/2028
JaTa npou3BoacTBa Tomen o
| Mfg. License No./ MA _—
| IIpoussoacTBennasn : MNB/05/263 - i : JI[1-Ne(006398)-(PI"-RU)
omep PY
| munenzus Ne e |

| Analysis performed according ND / Auaiaus npoeenen mo H/: .JIIIHVQ(FO6398)-(PF-RU)-3_IOE4 B

i Cpennnna macca u
OAHOPOJHOCTH Macchl

309.6 mg/ 309.6 Mr

- [ 18/20 tablets - not more than+ 5 %

Paﬂe20f6/C|:p 2m6

2/20 tablets - not more than+ 10 %. /
310 Mr £ 5,0%

18/20 Tabnetok — He 6onee £ 5 %
2/20 tabnetok — He Gonee + 10 %.

Water / Boga

| Dissolution /PacTBOpeHHe

Not more than 6.0 %. / He 6onee 6,0 %.

He menee 75 % Q) OT HOMHHANBHOrO

conepacanns Ci3sHi2N>OsS (uumecymun)
uepes 45 MHH.

1%
Unit-1/Ta6n.-1 97%

. Unit-2 /Tabn.-2 99%
Unit-3/ Ta6n.-3 99% |
Unit-4/ Tabn.-4 99%
Unit-5/ Ta61.-5 96%
Unit-6/ Tabn.-6 98 %

6 | Related substances / PoacTeBennbie npuMecH

' Impurity A / Ilpumecs A

Impurity B / ITpumecs B

Below LOQ (LOQ = 0.0057 %) /
Hwxe npenena komyeCTBEHHOTO
onpeaenenus (ITIKO = 0.0057 %)

0.02 %

Not more than 0.20 %; / He 6onee
0,20%,;

Not more than 0.20%; / He O0onee
0,20%;

Remarks : The Product confirms to ND/

Ilpumeuanue: IlpogykT cooTBeTcTBYeT TpeboBanusm HJI

Conclusion : APPROVED /
3axmiouenue; OJOBPEHO

Prepared by /
IToarorosneHo: Shagu nq\/ —

/
&
s

e

Checked by/
“Hpoeepeno: Pravesh Rana

Approved by: Manager/Executive /
Onobpeno: Menemwxep / PVK( YBOZHTEAD

Pavan Kumar Sharma ‘T’V—’f:’ i
o

Date/
Jata: 23.07.2025

Date/
Jata: 23.07.2025

—

Date/
Jata: 23.07.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 41900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ‘,’:’.

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagaih Road, Baadi,
Disti Solan, H.P., 173 205, INDIA
el +91 95 1656 96001-0z
www.drreddys.com

- CEPTUOHKAT AHAJIM3A
Product : Nise® (Nimesulide) tablets 100 mg
ﬂp_onylc_:_r:_l—laﬁ3® (numecysmn) Tabnertiu, 100 mr — = ——
| Market / Puinok : Russia / Poccus
Batch No/ : Batch Quantity / 5000000 tab /
Cepus N % V2501424 Pasmep cepun 5000000 Tab
Analytical Repovrt No / 890001823207 Date of Analysis / . 23.07.2025
AnauTHuecKkHuii oTyeT No Jata anaym3a
Date of Manufacture / . 06/2025 Date of Expiry / 05/2028
Jara npon3BoacTea E T'onen no -
Mfg. License No. / MA ber:/
| Ilpoussoncreennas : MNB/05/263 HOM:;";,‘Y”' : JIM-Ne(006398)-(PT-RU) |

| TMen3Hs Ne

[ Analysis perf ormed according ND / Anaiu3s nponeuen o HI: JII- No(006398) (PI'-RU)-310724 !

EE———

Impurity C/ Ipumecs C

Impurity D / [Ipumecs D
Impurity E / [1pumecs E

]Impurity F /Tlpumecs F

Not detected / He oGHapyxeHa

Below LOD (LOD = 0.0049 %)/
Hwxke npenena oGHapykKeHusI
(ITO= 0.0049 %)

Not detected / He o6Hapy>xeHa

Not detected / He oGHapy>kena

Below LOQ / Hwxke npenena

Page 3 0of 6/CTp.3 13 6
| Not more than 020 %; / He 6onee
0,20 %;

Not more than 020 %; / He 6onee
0,20 %;

Not more than 020 %; / He 6onee

0,20 %,

Not more than 0.20 %; / He Oonee |
0,20 %;

IIpumedanne: [IpoaykT cooTBeTcTBYET TpeboBauusm HJJ

¥nd1v1f1ual ugidentified KOJIMYeCTBEHHOTO onpegenenns | Not more than 0.20 %; / He Gonee
impurity i Ennmm  as 0,20 %:
HEeHAEeHTHOHIIHPOBAHHAS
NpUMech
Tots] = pktics), § Eyris 0.02% Not more than 1.5 %,; / He 6onee 1,5 %;
npuMecei

7 | Uniformity of dosage units / The Aeceptance Value (AV) should be |
OnHopoanocTb 18 less than or equal to 15.0./ Ilokasatens
JNO3HPOBAHHA i npuemyieMocTd (AV) nomkeH ObITh He

6onee 15,0.
Remarks : The Product confirms to ND/ Conclusion : APPROVED/

3axawuenne: OJJOBPEHO

Prepared by / Checked by/ Approved by: Manager/Executtve /

Iloarotorneno: Shagun ITpoBepeHo: Pravesh Rana Onobpeno: Menemxep / Py /Iﬁmﬂlﬂ‘eﬂb
. Pavan Kumar Sharma

Date/ Date/ . Date/

Jara: 23.07.2025 Jara: 23.07.2025 Jara: 23.07.2025

Registered Office: 8-2-3

37, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel +01 404300 2900, Fax: +91 40 4200 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS

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

Vill Khol, Nalagarth Road, Baddi,
Distt Solan, H.P, 173 205, INDIA
Tel 1 +91 9816t 50U0UL-UL
www.drreddys.com

CEPTHOUKAT AHAJIM3A

Product : Nise® (Nimesulide) tablets 100 mg

 Ipoayx¥: Haiiz® (HHMecynn,u) Tabnetku, 100 mr - = _

Market / Puirok : Russia / Poccus

‘Batch No/ - Batch Quantity/ 5000000 tab /

Cepnst Nt V2501424 Pasmep cepun 5000000 Ta6

Analytical Report No /000000277 Date of Amalysis /. 3 595095

| AnaauTHYeckwit oTaer No Mara anajusa

Date of Manufacture / 06/2025 Date of Expiry / 05/2028

laTta npouszsoncTea T'ogen no ]

Mfg. License No./ | via ber:/

TIpon3BOACTBeHHAs : MNB/05/263 Lt o . JII-Ne(006398)-(PT"-RU) |
Homep PY |

JiHuen3u s Ne 1

Analysis performed according ND / Ananus nposeaen no HJI: JITT-Ne(006398)-(PT'-RU)- 310724

Page40f6/C1p. 4 u36

8 | ﬁél_ic_r()_biological purity* / MEKpoOHoJIOrHueckas yucrora*

a) Total Aerobic Microbial NA Not more than 10° CFU/g. /
Count / OGuiee uucio He 6onee 10° KOE/r.
»KH3HECTIOCOOHBIX  a9POOHBIX

| MHKpPOOPraHH3MOB

| b) Total Combined Yeast and NA l Not more than 10> CFU/g. /
moulds count / O6inee 4ucIo He 6onee 102 KOE/T.
JPO}OKEBBIX M [UIECHEBBIX
rpubos
¢) Escherichia Coli NA Shall be absent in 1 g. /

OtcytcTBHe B 1 T.

9 Assay / KonnyecTBeHHOE
onpejejieHHe

98.0 mg/98.0 Mr

90.0 to 110.0 mg of Ci;3Hi2N2OsS
(nimesulide) per tablet. / Or 90,0 no
110,0 mr CzH2N2OsS (numecynun)
B TabeTKe.

10 | Packaging / YnakoBka

10 tablets in a PVC/aluminum
blister. 3 blisters and a package
leaflet in a carton. / Ilo 10
Tabnetok B [IBX/amoMuHUeBOM
6muctepe. [To 3 6muctepa BMecTE ©

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

Ilo 10 Tabnerox B IBX/amomuHueBOM
6nuctepe. Ilo 1, 2, 3 wm 10 6aucrepos

JMCTKOM-BKJIAJbILIEM B
KAPTOHHYO.

NauKy

BMECTE C JINCTKOM-BKJIIQAbILUEM B MavKy

KapTOHHYIO.

Remarks : The Product confirms to ND/

IIpumedanne: [Ipogykt cootBeTcTBYeT Tpeboranusm HJI

Comuclusion : APPROVED /
3aknouenune: OJOBPEHO

Prepared by / Checked

by/

Approved by: Manager/Executive /

INoxrotopneno: Shagun - |- TIpoBepeno: Pravesh Rma Onobpeno: Menemxep / Pyrpsozmteis
’ L Pavan Kumar Sharma -"le —
) /‘;:::’/’l’—‘-‘—'-
Date/ Date/ Date/
Hata: 23.07.2025 Jara: 23.07.2025 Jata: 23.07.2025

Registered Oftlice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tot 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys com
CIN: L85195AP1984PLCO04507

www.drreddys.com




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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDIA
Tel: +91 931656 56015102
www.drreddys.com

Dr.Reddy’s ":..

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHA JTHM3A

"Product : Nise® (Nimesulide) tablets 100 mg
Hponvk’r Haiiz® (Hl/lMech'll/m) Tabnetky, 100 Mr e
| Market /. Pb|HOK Russia / Poccua " |
| Batch No/ _ Batch Quantity/ 5000000 tab /
. V2501424 :
 Cepus Ne | Pazmep cepun 5000000 Tab =S
Analytical Repourt No / 890001823207 Date of Analysis / 23.07.2025
AHamHTHYECKHI oTYeT No Jara anam3za
Date of Manufacture/ 06/2025 Date of Expiry / 05/2028
Jata npouzBoacTBa T'onen 10
Mfg. License No. / MA ber:/
| TIpousBoAcTBenHas : MNB/05/263 HOMZ“;‘Y”' : JII-Ne(006398)-(PT-RU) |
| JIMnen3ma Ne b |

Analvs1_perf ormed according ND / AnaJyu3 HpOBe)leH o H/1: JIII-Ne(006398)- (PF RU)-310724 l

Page Sof 6/ Ctp. S u3 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./
* - AdHam3 no nokasatemo «MukpoOHonorudeckas 4YHCTOTa» MPOBOJUTCA [POM3BOAMTENEM MpPH  BBITYCKE
NEPUOAMYECKH (C UHTEpPBAIOM OIHO HcnbiTaHHe Ha 20 cepuii in He Medee 1 pa3a B rox). [Tokazarent MoxeT ObITh He
BiuttoueH B CepTudukar aHann3a GUpMbl.

Nimesulide / Humecynmn

NMS/125030236, NMS/125030238 |

API name (INN) / Haumenoanue A®C (MHH):
API manufacturer batch number /

Homep cepnu nponspoaurens APC:
' FP Manufacturer API Batch number/
| Homep cepun cyGeTaHiu i NPOM3BOIUTEIS
T'JIP:
API Manufactured'by & country /
IIpoussoanrens A®C, cTpana:

j FESA00191,

Aarti Drugs Limeted / Aaptu [dparc Jlumuren

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6,
Vill. Khol, Nalagarh Road, Baddi, Distt. Solan (HP) 173205,
India (license No MNB/05/263) /

J-p Peanu’c JTaGoparopuc JIta., Unous, [TpouseoacTeenHoe
nofpasaenenne-6, Bumn. Kxons, Hanarapx Poyn, bagnu,
Huctpukt Conan, X.I1., 173205, Unana (uuen3us Ne
MNB/(05/263)

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
Haumenosanue, aapec, THUEH3Us 11

1 IIponzeoacTeeHHas maomaaka / Ilnomangka
KOHTpoJs kadectsa / [lnomanaka Bpimycka

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Remasiks : The Product confirms to ND/
IIpumeuanne: [Ipoaykt cooTBeTcTBYeT TpeboBanuam HI

Hara: 23.07.2025

JHara: 23.07.2025

Prepared by / Checked by/ Approved by: Manager/Executive /
IToaroroBneHo: Shagun ITposepeno: Pravesh Rana Onob6peno: Menemxkep / Py xosoauTens
9/ { Pavan Kumar Sharma 1!;;; S
; e
Date/ Date/ Date/ o

Jata: 23.07.2025

Re.cistered Office: 8-2-337, Road No. 3, Banjara Hills, 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 €6

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Badd,
Disti. Sctan, H.P., 173 205, INDIA
(el +9195165 56001-02
www.drreddys.com

"Product : Nise® (Nimesulide) tablets 100 mg
 IMpoayxx: Halis® (nimecyna) tadserxy, 100 mr

CEPTHDHEAT AHAJIM3A

Market / Poinok - Russia / Poccus

Batch No/ . Batch Quantity / 5000000 tab /
Cepus Nt o | N2sgLaa Pazmep cepuu_ 5000000 Tab
Analytical Repovrt No/ . 890001823207 Date of Analysis / 23.07.2025
| AnasuTHueckuii oTyer Ne JarTa anaan3a o
Date of Manufacture/ 06/2025 Date of Expiry / 05/2028
| [lata npou3BoacTBa o | T'oaen no i
Mfg. License No. / MA ber:/
IIpouzBoacTBennasn : MNB/05/263 H e : JIII-Ne(006398)-(PI"-RU)
. oMep PY
JpensHA Ne

' Analysis performed according ND / AHamH3 npoBeaen no HJI: JIlI—Ng(_OO6398)-(PF-RU)-3iOEl _
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. 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».

3akiI04edse o cooTBeTcTBHM: «HacTOAUMM 5 MOATBEpXKIAo, 4TO NpHBEACHHAs BhILE HWHGOpMauus sBISETCA
JNOCTOBEPHON M TOUHOH. DTa cepus MPOAYKUMH NPOM3BeieHa (BKIIIOHAs YIaKOBKY (MapKHPOBKY) ¥ KOHTPOJIb Ka4decTBa)
Ha BBILICYKA3aHHOH NMPOM3BOACTBEHHOH IUlollaake (Inowjaakax) B NMOJHOM COOTBETCTBMH ¢ Tpeboeanusmu Ilpapui
HaAllexalled npou3BOACTBEHHON NpakTHkU Eppasuil ‘ckoro skoHomuueckoro cowosa (Ne GMP/EAEU/RU/00554-2022
or 23 wona 2022) u TpeOGOoBaHUAMH KOHTPOJIA KauyecTBa JICKAPCTBEHHBIX CPEACTB, a TAIOKEe B COOTBETCTBHHM CO
crieLMHUKALMAMH, COACPXKAIMMUCS B PErHCTPALHOHHOM [OChe CTPAHBI-UMIIOPTepa. 3amucd Mo MPOH3BOJACTBY,
YMaKOBKE M aHaIW3y TPOBEPEHbl, W YCTAHOBJEHO MX CcooTBeTCTBUe TpeboBanusam Ilpasun HaanexaweH
MPOU3BOACTBEHHOMH MPaKTHKU EBpasHilckoro 3KOHOMHHECKOTO COHO3ay.

Remarks : The Product confirms to ND/
IIpumeudanne: Ipoaykt coorBeTcTBYET Tpebopanusam HJT

Conclusion : APPROVED /
3aximouenue: OJJOBPEHO

Approved by: Manager/Executive /

Prepared by / Checked by/
IToarotorneno: Shagun L ITposepeHo: Pravesh fana

Date/
Hata: 23.07.2025

Onob6peno: Menemxep / Pylfq)somnenb

Pavan Kumar Sharma i% —

Date/
Jata: 23.07.2025

Date/
Jara: 23.07.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderahad - 500034, Telangana, India
Tel +01 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




