Dr.Reddy’s “:‘

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

CEPTHDHUKAT AHAJIM3A

www.drreddys.com

"Product : Nise® (Nimesulide) tablets 100 mg
TIpoayxT: Haii3® (numecynun) Tabnerku, 100 mr

 Market / Poinok

. Russia/ Poccusa

Batch No/ : Batch Quantity / 5000000 tab /

Cepusn Ne REUal Pazmep cepun 5000000 Tab

Analytical Repourt No / 040002809624 Date of Analysis / 18.02.2025

AHasuTHYeCKHH oTueT No Hata ananusa

Date of Manufacture / 01/2025 Date of Expiry / 12/2027

Jarta npousBoacTBa Togen oo

Mfg. License No. / MA ber: /

IponsBoACTBeHHAS : MNB/05/263 oo e : JII1-Ne(006398)-(PI"-RU)
omep PY

JHuen3ua Ne

Analysis performed according ND / Anaaus nposenen mo HJI: JITT-Ne(006398)-(PT-RU)-310724

Page 1 of 6/ Crp.1 u3

Ne | Test/ IokasaTens

Result / Pe3yabTaThl

Specification / Hopma

1 Appearance / Onncanue

Yellowish white round biconvex
tablets with smooth surface. /
Benble ¢ xeITOBaTBIM OTTEHKOM
KpYIJ1ble ABOSKOBBITYKIIbIE
TabJIETKH ¢ IJ1aJKOH
MOBEPXHOCTBIO.

Yellowish white round biconvex tablets
with smooth surface. / benwse ¢
SKEJITOBATBIM OTTEHKOM Kpyribie
JBOSIKOBBIMYKJIble TabJIETKU C TIJIafKoi
MOBEPXHOCTHIO.

2 | Identification /
HWnenrnduxanus

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. /
BpeMms ynep>kHBaHUS OCHOBHOTO
[THKa Ha XpOMaTorpamMme
HCIIBITYEMOI0 pacTtBopa
COOTBETCTBYET BpeEMeHH
yaep>KUBaHHs OCHOBHOI'O ITHKa Ha
XpoMaTorpaMmme pacTBopa
CTaHAAPTHOTO obpasiia
HHMECYJTH]IA .

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 ynepKHBaHHUsA
OCHOBHOTO IHMKa Ha XpOMaTorpaMMe
UCTMBITYEMOTO pacTBopa JOJDKHO
COOTBETCTBOBATH BPEMEHH yIepKHBaHHs
OCHOBHOIO IIMKa Ha XpoMaTorpamMe
pacTBopa CTaHJAPTHOTO obpasua
HuMmecynuaa (paszgen «KonumdecTseHHoe
OmpeeneHHe»).

3 | Average weight and
uniformity of weight /

Complics / COOTBCTCTBYCT

310 mg +5.0 %

Remarks : The Product confirms to ND/
Npumeuanne: [Ipoaykr coorBeTcTBYeT TpeboBanuam H/I

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by /

IMTonroroeneno: Pravesh Rana i

Checked by /
IIposepeno: Rama Kant
.‘ML[ g

Approved by: Manager/Executive /
OnobpeHo: Menemxep / Pykosoaurens
. ik
Amit Kumar —
[\ _—

Date /
Hara: 04.06.2025

Date /
Jarta: 04.06.2025

Date / !
Jlarta: 04.06.2025

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: L85195AP1984PLCO04507
www.drreddys.com
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Formulation Unit-6
Vili. Khol, Nalagarh Road, Baddi,
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Product : Nise® (Nimesulide) tablets 100 mg
HpoaykT: Haiiz® (aumecymun) Tabnerky, 100 Mr

Market / PoiHok : Russia / Poccus

Batch No/ 1 Batch Quantity / 5000000 tab /
Cepus Ne e O Pazmep cepun " 5000000 Tab
Analytical Repourt No/ . 040002809624 Date of Analysis / 18.02.2025
AHanuTHYecKHi oTueT No JlaTa aHa/m3a
Date of Manufacture / . 01/2025 Date of Expiry / 12/2027
' lata npon3BoACTBA I'ogen o
Mfg. License No. / e ber: /
IIpon3BoCTBEHHAS : MNB/05/263 HOM{C‘I‘)“;}Y"“ : JITI-Ne(006398)-(PI"-RU)

JuneHsus Ne

| Analysis performed according ND / Anaju3s nposeaes no HJL: JITI-Ne(006398)-(PT-RU)-310724

Page2 of 6/ Crp.2 u3

Cpennsia Macca H
OHOPOXHOCTH MACCHI

311.0 mg/ 311.0 Mr

[ 18/20 tablets - not more than £ 5 %
2/20 tablets - not more than + 10 %. /
310 Mmr£ 5,0 %

18/20 Tabnetok — He H6oree £ 5 %

2/20 Tabnetok — He 6oiee + 10 %.

4 Water / Boga

24%12.4%

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

5 | Dissolution / PacTBopenue Unit-1 / Tabn.-1

Unit-2 / Tabn.-2

Unit-3 / Tabn.-3

Unit-4 / Tabn.-4

Unit-5 / Ta6n.-5

Unit-6 / Ta6x.-6

98 % He menee 75 % (Q) OT HOMHUHAJILHOTO

98 % conepxkanusi Ci1aH12N20sS (Humecynun)
yepe3s 45 MUH.

98 %

97 %

97 %

96 %

6 | Related substances / PoacTBeHnble HpHMecH

Impurity A / I[Tpumecs A

Tmpurity B / Tipumeck B 0.03 %

Below LOQ (LOQ = 0.0057 %) /
Hwxe npenena KOIMYECTBEHHOTO
onpenenenus (ITKO = 0.0057 %)

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

Not more than 0.20 %; / He O6onee
0,20 %;

Remarks : The Product confirms to ND/
Ipumeuanne: [Tpoaykr coorBeTcTByeT TpeboBanuam HJI

Conclusion : APPROVED /
3axuouenne;: OJJOBPEHO

Prepared by / . Checked by / Approved by: Manager/Executive /
[loarotosneHo: Pravesh Rana / Iporepeno: Rama Kant Ono6peno: Menemxep / \I?yxoson‘mens
¢ Amit Kumar '
y. W/ N
Date / Date / Date / '
Hara: 04.06.2025 Hara: 04.06.2025 Hara: 04.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, indla
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: LB5195AP1984PLC004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS Tel:+91 98166 56001-02

CEPTHOHUKAT AHAJIU3A

www.drreddys.com

Product : Nise® (Nimesulide) tablets 100 mg
IMpoayxT: Haiis® (numecynua) tabnerku, 100 mr

Junenzus Ne

Market / Poinok : Russia/ Poccus

Batch No/ ) Batch Quantity / 5000000 tab /

Cepus Ne o VRN Pa3mep cepun " 5000000 Tab

Analytical Repourt No/ . 040002809624 Date of Analysis / . 18.02.2025
AHannTHYecKHi oTdeT Ne JaTa aHasusa

Date of Manufacture / . 01/2025 Date of Expiry / - 12/2027

Jara npon3BoacTea T'onen go

Mfg. License No. / MA ber: /

Ipou3BOACTBeHHAS . MNB/05/263 HOM'e‘;"P}yer' : JITT-Ne(006398)-(PT"-RU)

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

Impurity D / [Tpumecs D

Individual unidentified
impurity /  EauHauHas 0.02%
HEMIEeHTHDUIHPOBAHHAS
TIPUMECh

Total impurities / Cymma
npuMecei 0.05%

Impurity C/ ITpumeck C Not detected / ne o6HapyxeHa

Not detected / He o6HapykeHa

Impurity E / [Tpuamecs E Not detected / He o6HapykeHa

Impurity F / JIpumecs F Not detected / He oGHapyxeHa

Page3 of 6/ Ctp. 3 m3
Not more than 0.20%; / He 6onee
0,20 %;

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

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

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

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

Not more than 1.5 %; / He Gonee 1,5 %;

7 | Uniformity of dosage units
/ OnHopoAHOCTH 26
H03HPOBaHHS ’

The Acceptance Value (AV) should be
less than or equal to 15.0. / Iloka3aTens
npuemiiemoctt (AV) momkeH OBITh He
bonee 15,0.

8 | Microbiological purity* / Mukpo6uosoruyeckas 4ucTora*

=)

Remarks : The Product confirms to ND/
Ipumeuanue: [Ipogykt cooTBeTcTBYeT TpebGoBanuam HJI

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno: Pravesh Rana [Tposepeno: Rama Kant Onobpeno: Menemkep / PykoBonuresnb
u“lul‘j— Amit Kumar N
pd s =
Date / Date / " Date / )
Hara: 04.06.2025 Hara: 04.06.2025 Hara: 04.06.2025

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: L85195AP1984PLC004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.

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

Tei : +91 95166 56001-02

CEPTHOHKAT AHAJIM3A

www.drreddys.com

| Product : Nise® (Nimesulide) tablets 100 mg
Jlpoaykr: Hais® (numecynun) Tabnetiu, 100 mr

Market / PbIHOK Russia / Poccus

Batch No / ) Batch Quantity / 5000000 tab /

Cepus Ne B i Pa3zmep cepun 5000000 Tab

Analytical Repourt No/ 040002809624 Date of Analysis / 18.02.2025

Ananurnuecknii oryer Ne JlaTa anajaun3a

Date of Manufacture / - 01/2025 Date of Expiry / 12/2027

JaTta npoussoacTsa I'onen 1o

Mfg. License No. / MA oy

IIpom3BoACTBeHHAs : MNB/05/263 H it : JITT-Ne(006398)-(PI"-RU)
omep PY

Junensus Ne

_Analys_is performed according ND / Anayns up(;lseneu mo HJI: JII-Ne(006398)-(PI'-RU)-310724

Page40of 6/ Crp. 4 u3

a) Total Aerobic Microbial
Count / OOwee 4ucno
JKU3HECTIOCOOHBIX
a3poOHBIX
MHKpPOOPTaHH3MOB

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

Not more than 10° CFU/g. /
He 6onee 10* KOE/r.

b) Total Combined Yeast
and moulds count / Obuiee
YMCNO  JIPOXOKEBBIX U
TJIECHEBBIX [PHOOB

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

Not more than 10?> CFU/g. /
He 6onee 10° KOE/T.

¢) Escherichia Coli Absentin1 g./

OtcyrcTByer B 1 T

Shall be absentin 1 g. /
OrcyrcTBUE B 1 T.

blister. 2 blisters and a package
leaflet in a carton. / Ilo 10
tabnetok B ITIBX/amomunneBoM
onucrepe. [1o 2 6uctepa BMecTe ©
JIUCTKOM-BKJIQABIIEM B  HadKy

KapTOHHYIO.

9 Assay / KoanuecTBeHHOE 99.4mg / 99.4 mT 90.0 to 110.0 mg of Ci3Hi2N-OsS
ompeaejieHHe (nimesulide) per tablet. / Ot 90,0 no
110,0 mr Ci3Hi2N>OsS (rumecyum)
B TabJeTKe.
10 | Packaging / YnakoBka 10 tablets in a PVC/aluminum |10 tablets in a PVC/aluminum blister. 1,

2, 3 or 10 blisters and a package leaflet in
a carton. /

ITo 10 Tabnerox B IIBX/anioMuHHEBOM
6aucrepe. ITo 1, 2, 3 unu 10 6nucrepos
BMECTE C JIMCTKOM-BKJIA/bILIEM B HA4Ky
KapTOHHYIO.

Remarks : The Product confirms to ND/
Ipumeuanue: [Ipoaykr coorBeTcTByeT TpeboBaHusam HJL

Conclusion : APPROVED /
3akmwouenune: OJJOBPEHO

Prepared by / Checked by /

IMonrorosneno: Pravesh Rana

{

(e

IIpoeepeno: Rama Kant

Approved by: Manager/Executive /
Onobpeno: Menexep / Pykosoaurtens

Amit Kumar /\ . ;

Date /
Jara: 04.06.2025

Date /
Jara: 04.06.2025

]

Date /
Hara: 04.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 5000234, Telangana, India
Tel: +91 40 49C0 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.

corm




Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 88166 56001-02
www.drreddys.com

Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product : Nise® (Nimesulide) tablets 100 mg ]
| Hpoaykr: Haiiz® (HI/IMGC)’J‘[I/II{) tabnerku, 100 mr
| Market / Puinok . Russia/ Poccus
Batch No / ) Batch Quantity / 5000000 tab /
Cepus Ne + V2500187 Pazmep cepun " 5000000 Tab
Analytical Repovrt No/ . 040002809624 Date of Analysis / 18.02.2025
AnanuTH4YecKHH oTuyer No JlaTa aHaJau3a
Date of Manufacture / . 01/2025 Date of Expiry / 12/2027
JaTa npou3BoAcTBa I'ogen g0
Mfg. License No. / S ber: /
IponsBoaCTBeHHAS : MNB/05/263 pe o . JITI-Ne(006398)-(PT"-RU)
omep PY
| Tunensus Ne -
Analysis performed according ND / Anaan3 nposenen nmo H/L: JITI-Ne(006398)-(PT-RU)-310724

PageS5of 6/ Crp.5u3 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 no nmnokasateno «MwukpoGHoMorMyeckass YHCTOTa» [IPOBOAMTCA NPOM3BOJUTENIEM TMpPU  BBHITYCKe
nieprUOaMYECKH (C MHTEPBATIOM OJHO MCIBITaHue Ha 20 cepHit WK He MeHee 1 pasa B ron). [lokasatens MOXeT GBITE He
BkirodeH B CepTrdukar aHanmuza pHpMbL.
API name (INN) / Haumenosanue A®C (MHH):
API manufacturer batch number /
Homep cepuu npoussoautess ADPC:
FP Manufacturer API Batch number /
Homep cepnu cyGcTannnn nponssogutens I'JID:
API Manufactured by & country /
IIponspoautenn ADC, crpana:

Nimesulide / Humecyaun

NMS/14100707, NMS/14100709

FERA00636, FERA00670

Aarti Drugs Limeted / Aaptu [parc Jlumuren

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6,
Vill. Khol, Nalagarh Road, Baddi, Distt. Solan (HP)

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HaumeHoBaHHE, aapec, JHUEH3U 1JIs
IIpousBoacTBenHas miomanka / Ilnomanka
KOHTpoJis1 KadecTBa / Ilnomanka Beinycka

173205, India (license No MNB/05/263) /
I-p Pennu’c Jlaboparopuc JIta., Uaaus,

IMpown3BoacTBeHHOE monpa3aeneHue-6, Bumn. Kxons,
Hanarapx Poyn, bagnu, {uctpukt Conan, X.I1., 173205,

Hupus (muuensus Ne MNB/05/263)

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Remarks : The Product confirms to ND/
Ipumeuanne: [Ipogykr cooTBeTcTBYeT TpedoBanuam HJJ

Checked by /
IIpoepeno: Rama Kant

\ij’

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykosonurens

Amit Kumar A
N—
Date / '

Jara: 04.06.2025

Prepared by / .
IToarotoeneHo: Pravesh Rana /

Date /
JHata: 04.06.2025

Date /
Jarta: 04.06.2025

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: L85195AP1984PLC004507
www.drreddys.com




® Dr. Reddy's Laboratories Ltd.

. . .

) ® Formulation Unit-6

Dr' Red dy s ‘... Vili. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS  Tel:+91 98166 56001-02
CEPTUDUKAT AHAJIM3A www.drreddys.com

Product : Nise® (Nimesulide) tablets 100 mg
IIponykT: Haiiz® (HHMecynym) Tabnetku, 100 mr
Market / PoiHOK . Russia / Poccus
Batch No / " Batch Quantity / ~ 5000000 tab /
Cepnsa Ne e Pa3zmep cepun " 5000000 Tab
Analytical Repovrt No/ . 040002809624 Date of Analysis / 18.02.2025
AnanuTHYEeCKHH oTueT N2 HJata ananan3a
Date of Manufacture / . 01/2025 Date of Expiry / . 12/2027
Jarta npon3BoacTea Topen go
Mfg. License No. / MA ber: /
Ilpon3BoACTBeHHAS : MNB/05/263 H i : JII-Ne(006398)-(PI"-RU)
omep PY
| THneH3Hs Ne
'Analysis performed according ND / Anauns nposeaed mo H/L: JITI-Ne(006398)-(PT'-RU)-310724

Page 6 of 6/ CTp. 6 13 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».

3aka0duenne o cooTeBercTBuM: «HacTosimmm s noaTBepKOaro, 4TO MpPUBEICHHAs BbILe MHOOpMALHA ABIAsSETCA
JIOCTOBEPHOM M TOYHOM. DTa cepus IPOLYKLUHH MPOU3Be/IeHA (BKJIFOYAs YIIaKOBKY (MApKHPOBKY) H KOHTPOJIb Ka4€CTBA)
Ha BBIIICYKA3aHHOM MPOU3BOICTBEHHON IUToaake (IUI0IaaKax) B MOJIHOM COOTBETCTBHU ¢ TpeboBaHuamH Ilpasun
HajJIexKallel IpOU3BOACTBEHHOMN npakTHku EBpasuiickoro sxkoHoMuyeckoro corosa (Ne GMP/EAEU/RU/00554-2022
dt. 23 July 2022) u TpeGoBaHHAMHM KOHTPOJS KayeCTBa JIEKADCTBEHHBIX CPEACTB, a TAKKE B COOTBETCTBHH CO
crienMUKALUSIMH, COAEPKAIUMHUCA B PETHCTPALIHOHHOM JOChE CTPaHBI-UMIOpTEpa. 3amucH M0 TPOM3BOJCTBY,
yIIAKOBKE W aHAIM3Y [POBEPEHbl, U YCTAHOBJIEHO MX COOTBeTCTBHe TpeboBanuam Ilpapun Haanexaiuen
MPOM3BOACTBEHHOHN NMPaKTUKH EBpa3suiickoro 5KOHOMHUYECKOTrO COI03a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: IIponyxr coorBercTByeT TpeboBanusaM HJI 3axmouenne: OJJOBPEHO
Prepared by / - Checked by / Approved by: Manager/Executive /
[Moarorosneno: Pravesh Rana |/ IIpoBepeno: Rama Kant Onobpeno: Menemxep / PyKOBo,uHTenL

; L m L& Amit Kumar »

Audull N —

Date / Date / Date / '
Hara: 04.06.2025 Hata: 04.06.2025 Hara: 04.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49C0 2900, Fax: +91 40 49C0 2999, Email: mail@drreddys.com
CIN: .85195AP1984PLCO04507
www.drreddys.com




