Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +21 98166 56001-02
www.drreddys.com

CEPTHOUKAT AHAJIM3A

Product : Nise® (Nimesulide) tablets 100 mg
| IpoaykT: Haiiz® (numecynua) tabnerku, 100 mr |
Market / Poidok : Russia/ Poccus
Batch No / . V2501166 Batch Quantity / 2500000 tab /
Cepusa Ne ) Pazmep cepuu " 2500000 Tab
Analytical Repo:‘t No/ 890001817108 Date of Analysis / . 21.06.2025
AHaJIHTHYeCKH# oTueT No Harta anaqusza
Date of Manufacture / 05/2025 Date of Expiry / - 04/2028
| JlaTa mpoH3BOACTBA T'oxen xo
Mfg. License No. / N —
Ilpou3BoACTBEHHAS : MNB/05/263 1 etk : JITT-Ne(006398)-(PT"-RU)
omep PY
JIHNEH3Hs No

| Analysis performed according ND / Anaaus nposeaen mo HJI: JITI-Ne(006398)-(PT-RU)-310724

]

Pagelof 6/ Crp.1u3 6

Ne | Test/IlokasaTean

Result / Pe3yabTars!

Specification / Hopma

1 | Appearance/ Onncanue

Yellowish white round biconvex
tablets with smooth surface. /
Beiible ¢ KeJITOBATBIM OTTEHKOM
KPYIJIble ABOSKOBBIMTYKIIbIE
TabIeTKy ¢ rIagKon
IOBEPXHOCTEIO.

Yellowish white round biconvex tablets
with smooth surface. / bBennle ¢
>KEJITOBATBHIM OTTEHKOM KpYTJible
JIBOSIKOBBITNYKJIbIE TAONETKH C TNAJKOM
MOBEPXHOCTBIO.

2 Identification /
Haentudukanus

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
rliniwns shodund wlaloan
BpeMms ynep:kMBaHHS OCHOBHOTO

uKa Ha XpoMartorpamme
HCIIBITYEMOT'0 pacTBOpa
COOTBETCTBYET BPEMEHH
yIep>KUBaHHUA OCHOBHOTO ITHKA Ha
XpoMaTorpaMmme pacTBopa
CTaHAApTHOTO obpazua
HHUMeCYJIUAa .

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
(s Annng)  Bpimwe yiguninunam
OCHOBHOFO TMHMKa Ha XpOMaTorpaMme
HCTIBITYEMOro pacTBopa JIOJDKHO
COOTBETCTBOBATh BPEMEHH YACSPKHBaHHU
OCHOBHOI'O MHMKa Ha XpoMaTorpaMmme
pacTBopa CTaH/IapTHOTO obpasua
HuMecynuaa (pasnen «KonuuecTtseHHOE
OTPEIETICHUEY).

3 | Average weight and

uniformity of weight /

Complies / CooTBeTcTBYET

310 mg £5.0 %

Remarks : The Product eonfirms to ND/

Tpameuanne: I[Tponykr coorsercTByeT TpeboBanusam HJT

Conclusion : APPROVED /
3aka04YeHHe: O}IOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneno: Sarita [ [Mpoeepeno: Pravesh Rana | OnobpeHo: Menemskep / PykoBoautesb
-? Amit Kumar A — A
A / —
Date / Date / Date / !
Hara: 21.06.2025 Jara: 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: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L851S5AP1984PLCO04507
www.drreddys.com



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 28166 56001-02
www.drreddys.com

CEPTHUDUKAT AHAJIM3A

Product : Nise® (Nimesulide) tablets 100 mg
IMpoayr1: Hatiz® (rumecynn) rabnerin, 100 Mr

Market / PuiHOK : Russia/ Poccus

Batch No/ . V2501166 Batch Quantity / 2500000 tab /

Cepusn Ne ) Pa3smep cepun " 2500000 Tab

Analytical Repovrt No/ 890001817108 Date of Analysis / . 21.06.2025
AHaMTHYEeCKHH oT4eT No JlaTa anajan3za

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

Jarta npousBoacTea T'onen o

Mfg. License No. / MA ber: /

IIpouseoacTBeHHAR : MNB/05/263 HOME;I;yer' : JII-Ne(006398)-(PI"-RU)

JHuen3sus Ne

Analysis performed according ND / Anaan3s nposeaen no HJ/L: JITI-Ne(006398)-(PI'-RU)-310724

Page20of6/C1p.2 m3 6

Cpennss macea H
OJHOPOXHOCTH MACCHI

309.5 mg/ 309.5 Mr

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

18/20 Tabnetox — He Gosiee £ 5 %

2/20 tabnetok — He Oomnee £ 10 %.

4 Water / Bona 3.1%

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

5 | Dissolution / PactBopenune Unit-1 / Ta6u.-1

Unit-2 / Tab:n.-2

Unit-3 / Tabn.-3

Unit-4 / Tabn.-4

Unit-5 / Ta6in.-5

Unit-6 / Ta6n.-6

101 % He menee 75 % (Q) oT HOMMHaNbHOIO

101 % copepxkanmnst CizHN20sS (Humecynun)
| uepes 45 mMuH.

99 %

102 %

103 %

102 %

6 | Related substances / PoancrBesnble npuMecn

Impurity A / ITpumecs A

Below LOQ (LOQ =0.0057 %) /
Huxe npenena KoIM4eCTBEHHOTO
onpenenenus (ITKO = 0.0057 %)

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

Not more than 0.20 %; / He O6onee

Impurity B / IIpumecs B 0.04 %

0,20 %,;

JRemarks : The Product confirms to ND/
TIpumeuanme: [IpoaykT cootsercTByeT Tpeboranusam HJT

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by /

[NoarorosneHo: Sarita y [IposepeHo: PraveslzRana

s

Approved by: Manager/Executive /
OnobpeHo: Menemkep / Pykopoautens
Amit Kumar L

[

Date /
Jlata: 21.06.2025

Date /
Hara: 21.06.2025

Date /
Jara: 21.06.2025

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: L85195AP1984PLC0O04507
www.drreddys.com
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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

CEPTHOHUKAT AHAJIM3A

Product : Nise® (Nimesulide) tablets 100 mg
Hpoayk7: Haiiz® (numecynun) tabnerku, 100 mr

Market / Poinok

. Russia / Poccust

Batch No/ _ Batch Quantity / 2500000 tab /

Cepus Nt § HEEo Pasmep cepun "~ 2500000 Tab

Analytical Repovrt No/ 290001817108 Date of Analysis / . 21.06.2025

AnanaTHyecknii oTyeT Ne JaTta ananu3a

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

JaTta npou3BoacTBa TI'ogen no

Mfg, License No. / MA ber: /

IIpon3BOACTBeHHAs . MNB/05/263 Hoven b e : JIII-Ne(006398)-(PI"-RU)
omep PY

JIHueH3us Ne

Analysis performed according ND / Anaan3 nposenen no HJI: JII-Ne(006398)-(PI'-RU)-310724

Page3 of 6/ Ctp.3 m3 6

o/ .
Tmpurity C / TTpumecs C Not detected / ne o6Hapyxena | Not m.ore than 0.20 %; / He 6onee
0,20 %; ,
0/
Impurity D / Tipumecs D Below LOD (LOD = 0.0049 %)/ | N9 fmore than 0:20%; / He Gonee
Hwxe npenena obHapyxeHuUs D
(1O = 0.0049 %)
Impurity E / ITpumece B Not detected / He obHapyxena |Not more than 0.20 %; / He 6omnee
0,20 %;
0/ .
Impurity F / Tpuvecs F Below LOD (LOD = 0.0045 %)/ | Yot more than 0:20%; / He Gonee
Hixe npenena obHapyxeHus y °’
(T1O = 0.0045 %)
Individual unidentified 0.02% Not more than U.2U%; / He Gonee
impurity / Enuanunas 0,20 %;
HEeHIeHTHHLUpOBaHHAS
PUMECH 0.06%
||
. p urities / Cymma Not more than 1.5 %; / He 6onee 1,5 %; !
npuMeceii
7 | Uniformity of dosage units / The Acceptance Value (AV) should be
OpgnaopoanocTs 21 less than or equal to 15.0. / IToka3arens
JO3HPOBAHHS ' npuemineMoctd (AV) nojokeH OBITH He
6oiee 15,0.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /

TIpumeyarne: IIponykr coorBercTBYeT TpeOGoBaHusaM HI

3aknwuenne: OJOBPEHO

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

ITogrororneno: Sarita ITpoBepeno: Pravesh,Rana | Onobpeno: Menemxkep / Pykopoautens
5 '/f Amit Kumar A .,.\—

Date / Date / Date / '

Hara: 21.06.2025

Hara: 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: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85155AP1984PLC004507
www.drreddys.com
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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

CEPTHOHKAT AHAJIM3A

www.drreddys.com

Product : Nise® (Nimesulide) tablets 100 mg

IMpoayxr: Haiiz® (numecynnn) rabierky, 100 mr

Market / Poinox . Russia/ Poccus

Batch No / . V2501166 Batch Quantity / ; 2500000 tab /

Cepus Ne Paszmep cepunu 2500000 Tab6

pnalyfical,Report Nol 890001817108 Date of Amalysis/ . ) o6 7095

AHaguTHuecKkuii oTyeT Ne JlaTa aHa/u3a

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

Jlara npoH3BoJCcTBa I'onen go

Mfg, License No. / A ber: /

ITponsBoacTBeHHAs : MNB/05/263 - papteash : JITI-Ne(006398)-(PI"-RU)
omep PY

auneH3us Ne

Analysis performed according ND / Anajn3 npoBeaes mo HJL: JIII-N2(006398)-(PI'-RU)-310724

Page4of 6/ Crp. 4136

8 Microbiological purity* / Mukpo6Honorn4eckast uncTOTA*

a) Total Aerobic Microbial

Count / OO6mmee uywucio
JKH3HECTIOCOOHBIX a3pOOHBIX
MHKPOOPraHU3MOB

b) Total Combined Yeast and
moulds count / Ob1mee yucio
JPOMOKEBBIX M IJIECHEBBIX
rpuboB

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

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

Less than 10 CFU/g. /
Meuee 10 KOE/T.

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

¢) Escherichia Coli

Absentinl g./
OtcyrerByer B 1 T

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

9 Assay / Koanuccernceinoce
ompeneJjieHHe

98.1 mg/ 98.1 MT

90.0 to 110.0 mg of Ci3H12M0O5S
(nimesulide) per tablet. / Ot 90,0 no
110,0 mr Ci3H12N>OsS (Humecynnn)
B Tabnerke.

10 | Packaging / YnakoBka

10 tablets in a PVC/aluminum
blister. 3 blisters and a package
leaflet in a carton. / ITlo 10
Tabnerok B IIBX/amoMuHueBoM
6mucrepe. 1o 3 6nucrepa BMecTe ¢
JIMCTKOM-BKJIAABIIIEM B
KapTOHHYIO.

navky

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

ITo 10 tabnerok B IIBX/aioMHUHHEROM
6mucrepe. ITo 1, 2, 3 wiu 10 6aucrepos
BMECTE C JIMCTKOM-BKJIQABIINIEM B TAYKy
KapTOHHYIO.

Remarks.: The Product confirms to ND/

TIpameuanne: [Iponykr cooTeeTcTBYeT TpeboBanmam HJI

Conclusion : APPROVED /
3akmwuenue: OJJOBPEHO

Prepared by /
IMonrorosiaeHo: Sarita

Checked by /
TIpoeepeno: Pravesh Rana

)

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykopoawresb
Amit Kumar L

A

Date /
Jlarta: 21.06.2025

Date/
Jara: 21.06.2025

Date / '
Jara: 21.06.2025

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: L85155AP1884PLCO04507
www.drreddys.com




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 28166 56001-02
www.drreddys.com

CEPTHOHUKAT AHAJIM3A

Product : Nise® (Nimesulide) tablets 100 mg
ITponyxT: Haiiz® (Hnmecynpm) tabnerky, 100 mr

Market / Poinox i Russm/Poccm{

Batch No/ . V2501166 Batch Quantity / 2500000 tab /

Cepus Ne ' Pa3mep cepun " 2500000 Tab

Analytical Repo:‘t No/ . 890001817108 Date of Analysis / . 91.06.2025

AxanuTHYecKdi oTyeT No JlaTa ananm3a

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

JaTa mpou3zBoacTBa T'onen mo

Mfg. License No. / MA ber: /

TponsBOACTBeHHAS : MNB/05/263 5 el : JITI-Ne(006398)-(PL-RU)
omep PY

JumeH3Hs Ne

Analysis performed according ND / Anasu3 npoBefed mo HJI: JITI-Ne(006398)-(PT-RU)-310724

PageSof 6/ CTp.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. /

* _ AHanus 10 TIoKazaTeno «Mukpobuonornayeckas UYHCTOTa» IPOBOJUTCA IPOM3BOAMTENEM IIPH  BBHIIIYCKE
neproAryecKH (C UHTEPBAIOM OJHO KcIibiTanke Ha 20 cepuit unu He meHee 1 pasa B ron). [lokasarens MOXeT ObITh He

Bitto4eH B CepTUdUKaT aHaNH3a QUPMEIL.

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

Nimesulide / Humecynun

' API manufacturer batch number /
Howmep cepun npoussognTens APC:

NMS/125020168

FP Manufacturer API Batch number /
Homep cepun cyGcTaHIMH NPOU3BOAMTEIS
TP

FESA00131

API Manufactured by & country /
IIpousBoaurens APC, crpana:

Aarti Drugs Limeted / Aaptu [parc Jlumuren

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HaumeHOBaHHE, apeC, JHNEH3HA AN
IIpousBoacreenHas miomanka / Iltomanka
KOHTpo.Js KayecTBa / Ilnomaaka BbImycka

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 Pennw’c Jlabopatopuc Jita., Maausa, IIpoussoacTBeHHOE
noapasaenenne-6, Bunn. Kxons, Hanarapx Poya, baaay,
Juctpukt Conan, X.I1., 173205, Maaus (muuensus Ne
MNB/05/263)

Remarks : The Product confirms to ND/

TIpumeuanne: [Iponykr coorBercTBYeT TpeboBanmsam HJJ

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

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

INoarotopnexo: Sarita / S/ ' IIposepeHo: Pravesh Rana | Omo6peno: Menemxkep / Pykosonutesns
. Amit Kumar

Date / Date / Date /

Jara: 21.06.2025 Jarta: 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: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85155AP1984PLC004507
www.drreddys.com




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

[ XJ
DI’. Red dy,S ‘_... Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
Tel : +21 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIHM3A
Product : Nise® (Nimesulide) tablets 100 mg
| Hpoaykr: Haiis® (Humecynun) Tabaerku, 100 mr
‘Market / PriHok . Russia / Poccus

Batch No / o T — Batch Quantity/ 2500000 tab /

Cepus Ne ' Pazmep cepun 2500000 Tab

Analytical Repovrt No/ . 890001817108 Date of Analysis / - 21.06.2025

AnaJluTHYECKHI oTUueT No JlaTa ananu3za

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

Jara npon3BojcTBa T'onen oo

Mfg. License No. / A ber: /

IIpon3BOACTBEHHAN : MNB/05/263 = . = . JIT1-Ne(006398)-(PT"-RU)
omep PY

Junen3us Ne

Analysis performed according ND / Ananu3 nposeaen mo HJ/I: JIII-Ne(006398)-(PT-RU)-310724
Page 6 of 6/ Ctp. 6 3 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».

3akaouenue 0 coorBercTBHM: «HacTodmmMm s moaTBepxIar0, 4TO INpHBEAEHHAs BBIIE MHGOPMALUs SBISETCS
JOCTOBEPHOH M TOYHOM. JTa cepus NPOIYKLHH IPOoU3BeaeHa (BIIIOYas YIIAKOBKY (MapKHPOBKY) M KOHTPOJIb Ka4eCTBa)
Ha BBILICYKA3aHHOM NPOU3BOJICTBEHHOM IUTOLIaAKe (IUIOIAAKaX) B MOJHOM COOTBETCTBUH ¢ Tpeboanuamu Ilpasun
Hazijiexanieil MpoU3BOICTBEHHOMN MpakTHku EBpasuiickoro sxoHomuueckoro corosa (Ne GMP/EAEU/RU/00554-2022
or 23 wmronst 2022) u TpeOOBAHMUAMHU KOHTPOJS KadecTBa JIEKAPCTBEHHBIX CPEACTB, a Talkokeé B COOTBETCTBHHM CO
CrelHOHKALMAMH, CONSPXKALUIMMHUCA B PErMCTPALIMOHHOM [XOChE CTPAHBI-UMIIOpTEpa. 3allMCH IO INPOH3BOACTBY,
yIIaKOBKE M - aHAJM3y TPOBEPEHBI, H - YCTAHOBJIEHO HWX cooTBeTcTBHE TpeboBaHusAM Ilpapun Hamnexaien
NpPOU3BOACTBEHHOH MpaKTHKH EBpa3sHiicKOro 3KOHOMHYECKOTO COI03a».

Remarks : The Product coenfirms to ND/ Conclusion : APPROVED /
TIpameuanune: TIpoaykt cooTBeTcTBYeT TpeboBanusam HJI 3akauenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
ITonroroenexo: Sarita / - | Ilpoepeno: Pravesh Rana | OgobpeHo: Menemxep / PykosoauTens
ﬁ/ g / Amit Kumar /\ //\

~— /
Date / Date / Date / L
Hara: 21.06.2025 Jara: 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: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85155AP1984PLC004507
www.drreddys.com




