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Dr.Reddy’s ‘,‘o’

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories ! tc.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, HP., 173 205, iNDIA
Tel : +91 98165 56001-0Z
www.drreddys.com

CEPTHOHUKAT AHAJIM3A

| Product: Nise® (Nimesulide) tablets 100 mg

| HIpoxyxr: Haiis® (Humecymm) Tabnetky, 100 mr
- Russia / Pocous

' Market / PLiHOK

BatchNo/ . Batch Quantity/ 2500000 tab/
‘ Cepus Ne £ V2501478 Paszmep cepun © 2500000 Tab e
| Analytical Repovrt No/ 200001823204 Date of Analysis / 26.07.2025 |
AHajiuTHdecKkHii oryer N2 Jara anaausa
. Date of Manufacture / 07/2025 Date of Expiry / 06/2028
Jara npousBoacTaa I'open g0
Mfg. License No. / | nea e
IpousBoacTBeHHAs : MNB/05/263 - Lol : JIM-Ne(006398)-(PT"-RU)
omep PY
| JTHUEH3HS Ne

| Analysis performed according ND / Anaans nposegen no HJL: J]H-N'(006398) (PF RU)-310724

' Ne | Test / HokazaTens

| Result / Pe3yibraTh

Page 1of 6/ CT]J 1 u3 6

Spec1ﬁcat10n / Hopma

[1 Appearance / Onucanne

Yellowish white round biconvex
tablets with smooth surface. /
Benble ¢ KeNTORATHIM OTTEHKOM
KpYyTJible IBOSAKOBLINYKIIbIE
TabNeTKH ¢ rnaakon
MOBEPXHOCTBEO.

Yellowish white round biconvex taplets
with smooth surface. / bBensle ¢
JKEJITOBATHIM OTTEHKOM KpyrJble
JBOSKOBBINYKJIble TaONETKH ¢ TJIafKoH
[OBEPXHOCTHE O.

2 Identification /
| ApnenTuduxanns

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 yaepkuBaHUS OCHOBHOTO
nHKa Ha XpoMaTorpamme
HCILITYEMOrO pacTBopa
COOTBETCTBYET BPEMEHH
yIep>KUBaHHs OCHOBHOTO MUKa Ha
XpoMaTorpamme pacTBOpa
CTaHIapTHOro obpa3zua
HUMeCY A,

The retention time of the main

T

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
|n1mesu11de reference standard solution
(section Assay). / Bpems ynep xuBaHuA
:IOCHOBHOFO MUKa Ha XpoMaTorpaMme
HCIIBIT yEMOT0 pacTBopa
COOTBETCTBOBATH BPEMCHH YIEPKUBAHUS
OCHOBHOI0 THKa Ha XpoMmaTorpamme
pacTBOpa CTaHOAPTHOTO obpasua
HuMecyaa (pasmen «KonuuecTBeHHOE
orpeiEJIEHAEY ).

JIOJIKHO |

3 | Average weight and
uniformity of weight /

Complies / CooTBeTCTBYET

310 mg+5.0 %

Remarks : The Product confirms to ND/
Hpumeuanne: IIpoaykt coorBerctByeT Tpeboranusm HJI

Conclusion : APPROVED/
Zaxmouenne: OJJOBPEHO

Prepared by /
IMoarorosneHo: Pravesh Rana

]

Checked by/
IIposepeno: Rama Kant

N}

Approved by: Manager/Executive /
OnobpeHo: Menemxep /
Pavan Kumar Sharma

Pygoaomn'en b
/

Date /
Jata: 26.07.2025

Date/ \
Hara: 26.07.2025

Date/
Jata: 26.07.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hil's, Hyderabad - 500034, Teiangana, India
Tel +91 40 4900 2909, Fax: +91 40 4500 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLCD04507
www.drredd ys.com




Dr.Reddy’s ‘3.‘.

CERTIFICATE OF ANALYSIS

Di, Reddy's Laboratories Ltd
Formuiation Unit-6

ik feol IMslzzar Road, BaddT,
Dis LP 173 205, IMDIA
e -G

wvdrred dys.com

CEPTHDHKAT AHAJTH3A

JiHnensua Ne

Product: Nise® (Nimesulide) tablets 100 mg |
Tlponykr: Haiz® (numecymn) tabdnetku, 100 mr B i ]
. Market / Ppitox Russia / Pocensa S = |

BatchNo/ : Batch Quantity / 2500000 tab /

Cepus Ne £ V2507 Pasmep cepnu " 2500000 Tab

Analytical Repo\rt No/ 890001823204 Date of Analysis / . 26.07.2025

Anajnuruueckuii oruer Ne Jlara anamnza

Date of Manufacture / . 07/2025 Date of Expiry / . 06/2028
Jara npouzBoACTBa TI'onen g0 |

Mfg. License No./ MA —

IponsBoacTBeHAS : MNB/05/263 HOML‘:';‘Y”' : JIM-Ne(006398)-(PT"-RU)

» Analysis performed according ND / Anaau3s niposeaen nmo HJI: JITI-Ne(006398)-(PT-RU)-310724 |

Page 2 of 6 /Crp. 2 u36

Cpeansna macca u |

308.0 mg/ 308.0 Mr

18/20 tablets - not more than+ 5 %

e e 2/20 tablets - not more than+ 10 %. /
310 Mr £5,0%
18/20 Tabnetok — He Honee £ 5 %
2/20 tabnerok —He Gosee = 10 %. |
4 | Water / Bona 28 % Not more than 6.0 %. / He 6onee 6,0 %.
| 5 | Dissolution / PacrBopenne Unit-1 /Ta6n.-1 96 % He menee 75 % (Q) or HOMMHaBHOrO
Unit2 /Tabnd 94% conepxannd Ci3Hi2N>OsS (vumecynnn)
| yepes 45 MHH.
" Unit-3/ Tabn-3 | 94%
Unit-4/ Ta6n.-4 95%
~ Unit-5/ Ta6n.-5 95% |
Unit-6/ Tabn.-6 95'%
6 Related substances / PoacTBembie npuMecn

Impurity A / Ilpumecs A

Impurity B / Ilpumecs B 0.03%

Below LOQ (LOQ = 0.0057 %)/
Huwxe npenena KoJiM4ecTBEHHOr O
onpenenenns (ITKO = 0.0057 %)

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

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

&exmarks < The Product confi rms to ND/
IIpumeuanne: IIpoaykT cooTBercTBYeT TpeboBanusm HJI

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Checked by/
ITpoBepeno: Rama Kant

s

Prepared by/
IMToarororaeHo: Pravesh Rana

'
J
¢

Date/ ‘
Hara: 26.07.2025

Date/
Hata: 26.07.2025

Date/

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pyk BOAHTESb
Pavan Kumar Sharma 4

CAI YA —— T

_./"/-;//

Hara: 26.07.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tot +91 40 4900 2900, Fax: +91 40 4800 2999, Email: mail@drreddy.scom
CIN: L85195AP1984PLCO04507
vww . drreddys.com



'Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

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
wwhyv.drreddys.com

CEPTUDHUKAT AHAJIH3A

| Product: Nise® (Nimesulide) tablets 100 mg

| Hpoayx: Haiis® (numecyua) Tabnetky, 100 mr
: Russia / Poccus

| Market / Prinok

Batch No/ . Batch Quantity/ 2500000 tab /

Cepusn Ne : \581478 Pasmep cepun © 2500000 tab y
Analytical Report o/ 890001823204 Dateof Analysis! o e 79095

AHaJIHTHYEeCKHH 0THeT N2 JlaTa anajau3a =

Date of Manufacture / 07/2025 Date of Expiry / - 06/2028

Hata npousBoacTBa T'ogen o

Mfg. License No. / I —

INpoussBoacTBennasn : MNB/05/263 | Homep PY : JITI-Ne(006398)-(PT"-RU)

| munenzua Ne

, Analysis performed according ND / Anauns nposegen mo HJI: JITI-Ne(006398)-(PT'-RU)-310724

Impurity C/ Ipumecs C

Not detected / He oOHapyskeHa

Page 3 of 6/Ctp.3 u3 6
Not more than 0.20 %; / He Oounee
0,20%;

0/.
Impurity D /Tipuvecs D Below LOD (LOD = 0.0049 %)/ 1(;1% o than 02046 | He, Genee]
Huxe npenena o6HapyxeHHs Lo
(ITO= 0.0049 %)
- Impurity E / Ilpumecs E Not detected / He obHapyxkena |Not more than 0.20 %; / He ©Oonee
' 020 %6
o/ .
Impurity F / [pumecs F Not detected / He obHapyxeHa _EEI% ;n arg iian: %) s ol Soazee
b 0,
| |
.. ! . Below LOQ / Hwxe npepena
?ndmfl“al unidentified KOJIMUECTBEHHOIO OIpe e ICHHS Not more than 0.20 %; / He 6osnee
impurity / Envnuunas 0,20 %:
HEWEHTHOHULUPOBAHHANA
npumech
Tatal Hflp utities), J Sy 0.03% Not more than 1.5 %; /He 6onee 1,5 %;
npumMeceit
7 Uniformity of dosage units / The Acceptaﬁ'ce Value (AV) should be |
OaHopoaHocTs 18 less than or equal to 15.0. / IlokasaTens
NO3UPOBAHMA i npuemnieMoctd (AV) momxeH ObITe He

oosiee 15,0.

Remarks 1 The Product confirms to ND/

IIpumeuanue: [Iponyxr coorsercTByeT TpeboBanusm HJ|

Conclusion : APPROVED /
3akmouenue; OJOBPEHO

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

Iloarorosneno: Pravesh Rana IIposepeno: Rama Kim OnobpeHo: Menemxep / Pykopoautens
7, Pavan Kumar Sharma e

Date/ Date/ Date/ ]

Hara: 26.07.2025 Hara: 26.07.2025 Jara: 26.07.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507

www drreddys.com



: S Dr. Red dyv's Laboratories Lta,
! o Fomrn dado n Unic-6
Dr'Reddys ‘o.. gy . t‘J 1, Baddi
05, INDIA
CERTIFICATE OF ANALYSIS e J-h Qn
— CEPTHOMKAT AHAJIM3A
Product : Nise® (Nimesulide) tablets 100 mg |
IpoaykT: Haits® (mumecynun) Tabnetku, 100 mr - |
Market / Poimox : Russia / Poccus X - i = '
BatchNo/ ; | Batch Quantity/ 2500000 tab /
Cepua Ne = V2501478 Pa3mep cepun © 2500000 Tab
| Analytical Repourt No/ 890001823204 Date of Analysis / . 26.07.2025
 AHaJINTHYECKHH oTyeT No HaTa ananuza
Date of Manufacture / - 07/2025 Date of Expiry / - 06/2028
Jara npou3BoacTBa I'open o =
Mfg. License No./ o ey
Ipou3BoacTBeHHAs : MNB/05/263 i i : JITT-Ne(006398)-(PT"-RU)
omep PY
Jiunensus Ne

_;I_Anz-ll_ysis performed according ND / Anaau3 nposexen no HJI: JII-Ne(006398)-(PT-RU)-310724

Page 4 of6/CT_P_. 4u3 6

8 Microbiological_purity* / MukpoOHoJIoraueckas YucTora*®

a) Total Aerobic Microbial
Count / Obfmee yucio
JKHU3HECTTOCOOHBIX  a3pOOHBIX
MHKPOOPraHU3MOB

NA Not more than 10° CFU/g. /
He Gonee 10° KOE/r.

b) Total Combined Yeast and
moulds count / O6Luee uucno
IPONOKEBLIX W TIIECHEBLIX
| rpu6os

| ¢) Escherichia Coli

NA Not more than 10> CFU/g. /
He 6onee 102 KOE/T.

NA Shall be absentin 1 g, /
OtcyrcTBre B 1 T.

9 | Assay/KoumecTBeHHO®E
oIlpe JeJieHHE

98.1 mg/98.1 Mr 90.0 to 110.0 mg of CpHpN> OsS
(nimesulide) per tablet. / Ot 90,0 mo
110,0 mr Ci3H2NoOsS  (mumecynn)
B TableTKe.

10 | Packaging / YnakoBka

leaflet in a carton. / Ilo 10 |acarton./

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

Tabnerok B [IBX/amomuuuesom |[lo 10 tabnerox B IIBX/amomuHueBoM
6mucrepe. Io 3 6imctepa Bmecte ¢ | 6auctepe. Ilo 1, 2, 3 win 10 6aucrepos
JIMCTKOM-BKJIAZIBIIIEM B [Aa4yKy | BMECTE C JIMCTKOM-BKJIA[bIIEM B MAYKy

KApTOHHYIO. KapTOHHYIO.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [Iponykt coorBeTcTByeT TpeGoBaHusM HII 3akmouenue: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroTtoBneno: Pravesh Rana / IIpoeepeno: Rama Kant Onobpeno: Menemxep / Pyxo spanrens
Pavan Kumar Sharma . AR

b 2 e
Date/ Date/ : Date/ ==
Jara: 26.07.2025 Jara: 26.07.2025 Jara: 26.07.2025

Registered Offtlica :S-2-337, Road Me. 3,

Banjara Hills, Hydera bad - 30i 22, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4000 2999, Email: mail@drraddy.scom

CIN: L85195+P198.1PLCO0 4507
wradrreddys,com



Dr.Reddy’s ‘_’:’.

Dr. Reddy's Laboratories Ltd
Forimulation U nit-6

Vil ¥iol, Malagarh R oad, Baadi,

Di H.P, 173 205, INDIA

CERTIFICATE OF ANALYSIS . cecdocon
o " N CEPTHOUKAT AHAJIM3A
| Product: Nise® (Nimesulide) tablets 100 mg = |
HpoayxT: Haiiz® (aumecyinn) tabnetku, 100 mr S
Market / Peinok . Russia / Poccus 3 > Sl
Batch No/ Batch Quantity/ ~ 2500000 tab /
Cepus No W2S0N0e Pasmep cepun © 2500000 Tab
[ AmalyficalBepoxtiio/ 890001823204 Date of Analysis/ o 54079095
AHaJHTHYeCKHii oTHeT No o Jata anayn3a
Date of Manufacture / 07/2025 Date of Expiry / 06/2028
Jlara npou3BoacTBa I'onen xo -
Mfg. License No./ MA e
IIpoM3BoACTBeHHAS : MNB/05/263 i gl : JITT-Ne(006398)-(PI"-RU)
omep PY
Junensmsa Ne - e -
Analysis performed according ND / Ananus nposeaen mo H/I: JITT-Ne(006398)-(PT-R U)-310724

Page Sof 6/ CTp.5m3 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./

* - AHamu3 no nokasatemo «MUKpPOOHOJIOrHYECKass 4YMCTOTa» TPOBOAUTCS MPOMU3BOAMTENIEM TIIPU  BHITyCKe
MEePHOJMYECKH (C HHTEPBAJIOM OAHO McTibITaHWe Ha 20 cepHii Wik He MeHee 1 pasa B ron). [lokazaTens MOxeT GbITH He

BitoueH B CepTndukaTt aHanm3a GHPMBI.

API name (INN) / HaumenoBaune A®C (MHH):

Nimesulige_/mm_ecynnn

API manufacturer batch number /

Homep cepuu nponspogurtenn ADC:

| FP Manufacturer API Batch number /

| Homep cepun cyGeTaHmm NPOM3BOAMTEJISA
TJ®:

NMS/125030240

FESA00193

API Manufactured by & country /
IIponssogutesir APC, cTpana:

Aarti Drugs Limeted / Aaptu [parc Jlumuren

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HaumenopaHHe, agpec, JHIEH3HS NS
IIponspoacTBenHas maomaaka / Ilnomaaka
KOHTpoJ#a KadecTsa / Ilnomaaka Beimycka

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

H-p Penmn’c Jlabopatopuc JIta, Hunus, IpoussoncTeenHoe
noapasaenenue-6, Bunn. Kxom, Hanarapx Poyn, banay,
Huctpukt Conan, X.I1,, 173205, Huaus (uteHzus Ne
MNB/05/263)

Remarks : The Product confirms to ND/

IIpumeuanne: IIpoaykT cooTBeTcTBYET Tpebopanusam HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by/

IToarorosneno: Pravesh Rana

,I [Iposepeno: Rama Kant

-y

Approved by: Manager/Executive/

Onobpeno: Menenxep / Pyko gionuren
Pavan Kumar Sharma ///lr«-;’/”

-

t

Date/ Date/

Hata: 26.07.2025

Jara: 26.07.2025

Date/
Jarta: 26.07.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +01 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com



Di. Reddy's Laboratories {.td.

- G
- p/ ‘." Formulation Unit-6
Dr'Reddy s -. vill ¥hol, ralagarh Road, Baad],
Diste. Solan, HP., 173 205, INDIA
CERTIFICATE OF ANALYSIS - v.driedcns cor
CEPTMCDI’H\AT AHAHH3A

| Product: Nise® (Nimesulide) tablets 100 mg ]
HpOJIVKT Haiis® (HHMCC)’HI/IL[) Tabnetku, 100 mr —
Market / PblHOK‘ - Russia / Poccus
‘Batch No/ . V2501478 Batch Quantity/ : 2500000 tab /
Cepun Ne Pasmep cepn 2500000 Tab
Analytical Repourt No/ 890001823204 Date of Analysis / . 26.07.2025
AHa/IMTHYeCKHH 0T4eT Ne Jlata ananmsa ’
Date of Manufacture / - 07/2025 Date of Expiry/ . 06/2028
JlaTa nponsBoacTBa TomeHn go e
| Mfg. License No. / = T
IponssoacTBenHas : MNB/05/263 - e : JIIT-Ne(006398)-(PT"-RU)
omep PY
| JIHUeH3HsA Ne
|Analvsns perf ormed according ND / Ananus nposejen mo HI[ JII- Ne(006398)- (PF RU)- 310724

Page 6 of 6/ CTp. 6 M3 6

Declaration of certification: «l hereby certify that the above infiormation 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».

3ak/moyenne 0 coorBeTcTBHM: «HacTosfluM s MoATBepXKAalo, YTO MpHBEAEHHAs Bbllle HHGOPMAaLUs SABIACTCA
JIOCTOBEPHOM M TOUHOH. JTa cepHs MPOLyKLIHH MTpoU3BeieHa (BKJIIOYas ynakoBKY (MapKHpPOBKY) M KOHTpOdb Ka4ecTBa)
Ha BBILICYKA3aHHOM NPOM3BOJACTBEHHOMN IUlomaake (IUIomankax) B MOJHOM COOTBETCTBUH ¢ TpeboaHusMH [lpaBun
HajAnexatle npousBoACTBeHHON npakTukn EBpazuiickoro skoHomuueckoro corwsza (Noe GMP/EAEU/RU/00554-2022
or 23 wonsa 2022) v TpeGOBaHHSAMH KOHTpOJS KauyecTBa JIEKAPCTBEHHBIX CPEACTB, 4 TAKXKE B COOTBETCTBUM CO
cneurUKauMAMHE, COJEPXKALUMMHCS B PErHCTPALIMOHHOM [O0ChE CTpaHbI-UMIIOpTEpa. 3amucu MO IPOHU3BOACTRY,
YNaKOBKE M aHaJM3y TPOBEPEHBI, M YCTAaHOBJEHO MX COOTBeTCTBHe Tpebosanmsam [lpaBun Hamsexaiei
HpPOM3BOACTBEHHOM NpakTHUKK EBpasuii CKOro 3KOHOMHYECKOro COI03ay.

Renvarks : The Product confirms to ND/ Conclusion : APPROVED /

IIpumeuanne: IIponykt coorBeTcTRYeT Tpeboranusam HJT 3akmawogenue: OJOBPEHO

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

IloxrororneHo: Pravesh Ranaf ITpoBepeno: Rama Kant Onobpeno: MeHemxkep / Pyhoaomrre b
U Pavan Kumar Sharma =
Tt

Date/ Date/ | Date/

Hara: 26.07.2025 Hara: 26.07.2025 Jara: 26.07.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad -500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +41 4U 490U 2999, Emai: ntailwdneddys.conn
CIN: L85195AP1984pPLCO0AS07
www.drreddys.com



