Dr.Reddy’s ‘t.’

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

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

ool T tath)

Tel : +91 98165 56001-02
www.drreddys.com

CEPTUOUKAT AHAJIM3A

[ Product: Nise® (Nimesulide) tablets 100 mg
Xpoayxr: Hait3® (numecynun) tabnerkn, 100 mr

Market / PuiHox

Russia / Poccusn

2500000 tab /

Batch No/ Batch Quantity/

Cepusn Ne WAL Pazmep cepin 2500000 a6

Analytical Report No/ 800001823231 Date of Analysis / 13.07.2025
| Ananurnuecknii oruer Ne | Mata anasmza i s -
| Date of Manufacture / 07/2025 | Date of Expiry / 06/2008
| Jlata | IPOH3BOACTBA | Togen 10

?[ﬁg. License No. / | et .

POH3BO/ICTBEHHAS : MNB/05/263 Homep PY : JI[I-Ne(006398)-(PI"-RU)

JuneH3ua Ne

Analysis performed according ND / Anasm3 npoBe/ieH 110 _H-;[:THI-M(OO_@;QS)-(PF-R[I)-310724

Page 1 of 6/Crp. 1136

Ne | Test / TTokazaTenn

Result / PeayabTaTnt

1 | Appearance / Onucanue

Yellowish white round biconvex
tablets with smooth surface. /
BeJible ¢ XKeNTOBATHIM OTTEHKOM
KpYTJible ABOSKOBBILYKIIbIE
TabNETKM C TJagKOH
MOBEPXHOCTHIO.

Specification / Hopma
TYellowish white round biconvex tablets
with smooth surface. / DBensle ¢
JKEJITOBATBIM OTTEHKOM KpyTrJible

JIBOAKOBBINYKJIbIe TabJIETKH C riaakoi
NIOBEPXHOCTBIO.

2 Identification /
NaenTudukanus

The retention time of the main
peak in the chromatogram of test
solution corresponds to
retention time of the main peak in
the chromatogram of nimesulide
reference standard
Bpems ynepxHBaHMS OCHOBHOIO

NMKa Ha XpoMaTorpamme
HCTBITY eMOT0 pacTBOpa
COOTBETCTBYET BPEMEHH
Y IAEP>KUBaHUs OCHOBHOrO MHKA Ha
XpoMaTorpamme pactBopa
CTaHAAPTHOrO obpasiia
HUMECY IHIA.

solution. /

the |

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 ynmep>KuBaHHs
OCHOBHOIO IMKa Ha XpoMaTorpamme
KCIBITYEMOr o pacTeopa TIOTDKHO
COOTBETCTBOBATL BPEMEHHU Y ICPIKHBAHHUS
OCHOBHOIO TIMKa Ha XpoMaTorpamme
pacTBOpa CTaHJAPTHOrO obpasia
HuMecynmuaa (pasgen «KomnuwuecTseHHOe
OTpeIeICHUE ).

3 Average weight and
uniformity of weight /

Complies / CooTBeTCTBYET

310 mg+5.0 %

Remarks : The Product confirms to ND/
IIpumeyanue: [Ipoaykt cooTBeTcTBYET TpeboBaHmam HJ|

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Date/
Hara: 23.07.2025

Date/
Jara: 23.07.2025

Date/
Hara: 23.07.2025

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotosneHo: Shagun 9«7 . IIposepeno: Pravesh R.aaa Opnobpeno: Menemxep / PyxosoauTens
P ,.7] Pavan Kumar Sharma _A{t,___,
,-—J':F =

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel +8140 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




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
lel : +31 95165 50001-02
www.drreddys.com

CEPTHOHMKAT AHAJIM3A

| Product : Nise® (Nimesulide) tablets 100 mg

Cpennss maceca u
0 AHOPOJHOCTH MAacCChl

- ~_Page20of 6/ Crp.2 13 6
18/20 tablets - not more than+ 5 %

2/20 tablets - not more than+ 10 %. /

310.9 mg/ 310.9 Mr

310 Mr £ 5,0%
18/20 Tabnetok — He Oostee = 5 %

2/20 tabnetok — He Oosee = 10 %.

HpoaykT: Haiiz® (numecyuna) TabneTku, 100 mr = = =
 Market / Poirox Russia / Poccust -
Batch No/ Batch Quantity/ 2500000 tab/ g
Cepust Ne i Pazmep cepun " 2500000 Tab
- nalpel Keprre Nod 890001823231 Date of Analysis/ . 53479095
AHauTHyecknii oTueT Ne Jara anaauza __ 4
Date of Manufacture/ - 07/2025 Date of Expiry / . 06/2028
Jara npousBogcTBa = | T'ojen o
Mfg. License No./ Ma o
IlpousBoacTBennas : MNB/05/263 " : JIIT-Ne(006398)-(PI"-RU)
Howmep PY
amnenzin Ne =
Analysis performed according ND / Anaiu3 nposeaen nmo HJL: JITI-Ne(006398)-(PT-RU)-310724

Water / Boga 25 % Not more than 6.0%./ He Gonee 6,0 %.
Dissolution / PacTtopenue Unit-1/Ta6m.-1 99% He menee 75 % (Q) OT HOMHHANBLHOTO
Unii2/ Tabnoa 999, coaepxanugd C3HiN-OsS (Humecynun)
yepes 45 MuH.
Unit-3 / Tabn.-3 99%
Unit-4/ Tabn.-4 97%
Unit-5/Ta65a.-5 96%
Unit-6/ Tabn.-6 99%

6 | Related substances / PoacTBenHbIe npuMecH

[Not more than 0.20 %; / He Gonee

Impurity A / Tlpumecs A

[ Below LOQ (LOQ = 0.0057 %) /

Impurity B /TIpumecs B

Huxe npenena koJM4ECTBEHHOTO
ompeaenenus ([IKO = 0.0057 %)

0,20 %;

0.02% 0,20 %;

Not more than 0.20%; / He 6onee

{ Remarks : The Product confirms to ND/

IIpumeuanne: [Iponykt coorercTByeT Tpeboranusam HJJ

Conclusion : APPROVED /
3axkmouenue: OJJOGPEHO

Prepared by /

L

Checked by /
[loarotorneno: Shagun /(}{ _— IIpoeepeno: Pravesh Rana
~

Approved by: Manager/Executive /
Opnobpeno: Menemxep / Py qummrrenb
Pavan Kumar Sharma =

==

Date/ Date /

Jata: 23.07.2025

Hata: 23.07.2025

Date/
Hara: 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: mal@drreddys.com

CiN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s €3¢

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

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

/55 )

" Product : Nise® (Nimesulide) tablets 100 mg
{ IIpoaywT: Haiiz® (Himecymin) tabaerkn, 100 mr

— 1. An aaass meAnd
[Ci i +U1 0100 JvUuwU LU

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTM3A

www.drreddys.com

Market / Potrox :Russia / Poccns - =
Batch No/ _ Batch Quantity / = 2500000 tab /
| Cepun Ne e Pazmep cepitt " 2500000 Tab .
Analytical Repovrt No / . 890001823231 | Date of Analysis / 23.07.2025
AHaHTHYeCKHi oTueT Ne Jara anaqmsa
Date of Manufacture / 07/2025 Date of Expiry / . 06/2028
Jlara nponseoacrea Ioaen mo
Mfg. License No. / I
IIponssoacTBeHnas : MNB/05/263 = i : JIT-Ne(006398)-(PI"-RU)
l omep PY
| nnenszun Ne

| Analysis Pﬁflormed_according ND / Ananns uposeaen mo H/L: JIII-Ne(006398)-(PI"-R U)-310724

Impurity C/ ITpumecs C

Impurity D /ITpumecs D

Not detected / He oOHapyxeHa

Below LOD (LOD = 0.0049 %)/

Hwxe npenena oOHapyxenus
(J10 = 0.0049 %)

L LN

Page 3of 6/CTp.3 13 6
Not more than 0.20 %; / He 6onee
0,20 %;

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

Impurity E / [pumecs E Not detected / He oGHapyxeHa |Not more than 0.20 %; / He 6onee
0,20 %;
{ 0/ .
, Impurity F / lpumecs F | Not detected / He obHapyxena !ON(;O O}n ore than 020 %; 4 'Ha Ganee
3 0,
» : ! Below L.OQ / Hwxke npenena
‘Ind1v1<‘:1ual unigniiticy KONMYECTBEHHOro onpeaenenus | Not more than 0.20 %; / He Gonee
impurity / E nuHu4Has 0,20 %:
| HengeHTUUIIMPOBaHHAS
MpUMech
Fatal 1ag msies  Cypmie 0.02% Not more than 1.5 %; / He 6onee 1,5 %;
npumecei
7 | Uniformity of dosage units / The Acceptance Value (AV) should be
OnxHopoaHoCTH 17 less than or equal to 15.0./ Iloka3atens
AO3HPOBAHHA ' npuemiemoctt (AV) nomkeH ObITh He

6onee 15,0.

Remarks : The Product confirms to ND/
I pumeuanmne: [poayxt coorBercTBYeT TpeboBanusam HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by/ - Checked by/
o

IToarorosneno: Shagun /

==

TIposepeno: Pravesh Rana

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykopoantens

Pavan Kumar Sharma o

Date/
Hata: 23.07.2025

Date/
Hara: 23.07.2025

Date/
Hara: 23.07.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +9140 4300 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



DrReddy's €

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tei : +91 $5165 56001-6<
www.drreddys.com

CEPTHUOUKAT AHAJIM3A

_Market / PbIHOK

Product : Nise® (Nimesulide) tablets 100 mg
 XpoayxT: Haiis® (numecynun) Tabnetku, 100 mr
Russia / Poccun

Batch No/ Batch Quantity/ 2500000 tab /
Cepusa Ne V25014_26 Paimep cepun " 2500000 Tab
Analytical Repovrt No/ 890001823231 Date of Analysis / . 23072 005
AHaJHTHYECKHIi 0TYeT No Jara anaauza
Date of Manufacture/ 07/2025 Date of Expiry/ . 06/2028
| JlaTa mpoH3BOACTBA ) I'ogen g0
Mfg. License No. / o ber:/
IlpousBoaCTBeHHAS : MNB/05/263 i e : JII-Ne(006398)-(PI-RU)
omep PY
Jaumenzusa Ne

| Analysis performed according ND / Ananu3 _III)OBeIleH mo HJI: JITI-Ni»(006398)-(PI'-RU)-310724

Page40f 6/Ctp. 4 m3 6

8 | Microbiological purity* / MukpoGuoaorudeckast 1ucrora™
a) Total Aerobic Microbial - NA " Not more than 10> CFU/g. /
Count / O6wee H4uciIO He 6onee 10° KOE/T.
JKU3HECIIOCOOHBIX  a3POOHBIX
MUKPOOPraHH3MOB
| b) Total Combined Yeast and NA Not more than 10> CFU/g./
moulds count / Obiee uucsno He 6onee 10> KOE/r.
OpPOMOKEBBIX U [UJIECHEBbBIX
rpuboB |
¢) Escherichia Coli | NA Shall be absent in 1 g. /
OrcyrcTBHEB 1 T.
| 9 | Assay /KonmecTpennoe 99.0 mg/ 99.0 Mr 90.0 to 110.0 mg of Ci;HiaN>OsS
omnpejeJieHHe (nimesulide) per tablet. / Or 90,0 no
110,0 mr CizHpN2OsS  (HuMecynin)
B TAOJETKE.

10 | Packaging / YnakoBka 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
leaflet in a carton. / Tlo 10 |a carton./
tabnerok B I1BX/amomunuesom |Ilo 10 tabnerox B IIBX/amomuHueBOM
6micrepe. [To 3 6nmuctepa Bmecte ¢ | 6muctepe. Io 1, 2, 3 unu 10 6nuctepos
JMCTKOM-BKJIafiplllieM B [ayKy |BMECTE C JIICTKOM-BKJIAJbIlIeM B MauKy
KapTOHHYIO. KapTOHHYIO.

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

IIpumeuanne: [Tpoaykt cooTBeTcTRYET Tpebosanusm HJJ 3axmogenne: OJOBPEHO

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

IloaroToBneHo: Shagun); HpOBepeHo:Praves?,-Rana OnobpeHo: Menemkep / Py opoaurens

= ‘ Pavan Kumar Sharma -
CL//}
Date/ Date/ Date/ -
Hara: 23.07.2025 Hara: 23.07.2025 Hara: 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: L85195AP1984PLC004507

www.drreddys.com




Dr.Réddy’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 98165 56001-02

www.drreddys.com

CEPTHOHKAT AHAJIW3A

' Product : Nise® (Nimesulide) tablets 100 mg
| Mpoayk7: Han3® (HHMCC}’HHII) Tabnetku, 100 mr

Market / PhiHOK & Russia/ Poccus — — .-
‘BatchNo/ 7 Batch Quantity/ 2500000 tab /

Cepusa Ne 2 V2501426 Pa3mep cepun 2500000 Tab

Analytical Repovrt No/ . 890001823231 Date of Analysis / 23.07.2025
AnanHTHuYecKHi oT4yer Ne Jdara anammsza

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

Jara npousBoacTBa I'ogen go =,
Mfg. License No./ MA number:/

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

JIMIEH3N A Ne

| Analvs1s perf ormed accordlng ND / Asaau3 NpOoBeieH 1o HJI: JIIT-Ne(006398)-(PT-RU)- 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. /

* - AHaM3 o nokazaTemo «MuKpoOHONOrHUecKas YHCTOTa» NPOBOAMTCS TNPOM3BOAUTENEM IIPU  BbHITYCKE
MEPHOANYECKH (C MHTEpBAJIOM OfHO McnbITaHue Ha 20 cepuii UM He MeHee 1 paza B ron). [lokasaTens MOXET ObITH He

Bro4eH B Ceprudukar aHanuza GUpMBL

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

Nimesulide / Humecynmua

API manufacturer batch number /
Homep cepnu npouzBoautens ADC:

NMS/125030240

FP Manufacturer API Batch number/
Homep cepun cyOGcTaBUM it IPOH3BOUTEIS
I'Jid:

FESA00193

API Manufactured by & country /
IIpoussoantenr ADC, cTpana:

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HaumeHoBauue, aapec, JMIEH3Us 1S
IIpousBoacTBennast miomwaaka / Ilnomanka
KOHTPOJIsi KadecTBa / Il1omaaka Beiycka

Aarti Drugs Limeted / Aaptu Hdparc Jlumuten

" Dr. Red@s Léboratofies_Ltd., India, Formulation Unit-6,
Vill. Khol, Nalagarh Road, Baddi, Distt. Solan (HP) 173205,
India (license No MNB/05/263) /

H-p Pennw’c JlabopaTtopuc JIta., Uuaus, IlponssoacTreHHOE
noapasaenenne-6, Bunn. Kxons, Hanarapx Poyn, banan,
Huctpukt Conan, X.I1., 173205, Unaus (muuen3us Ne
MNB/05/263)

Remarks < The Product confirms to ND/

IIpumeuanue: [Iponykt coorBeTcTBYeT Tpebopanuam HJ|

Conclusion : APPROVED /
3axnrwuenne; OJJOBPEHO

Prepared by / Checked by/

IToarororneHo: Sha gun}\/

4

IIpoBepeHo: Prave: ?11 Rana

b
_—

Approved by: Manager/Executive /
Onobpeno: Mexemkep / Pykosoaurenb
[

Pavan Kumar Sharma ’{7//

e e

Date/ Date/

Hara: 23.07.2025

Hara: 23.07.2025

Date/
Hara: 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: L85195AP1984PLC004507
www.drreddys.com



2 ‘.0 Dr. Reddy's Laboratories Ltd.
, *Q Formulation Unit-6
Dr.Reddy S " Vill. 1thol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA

Tei: +81 58165 56061-02
CERTIFICATE OF ANALYSIS  www.drreddys.com
CEPTHOHKAT AHAJIM3A
| Product: Nise® (Nimesulide) tablets 100 mg

 Hpoayxr: Hait3® (uumecymn) Tabnetky, 100 mr

h — T 1

Market /PpHok  : Russia/ Poccus

' Batch No/ . Batch Quantity / 2500000 tab /

Cepua Ne f V2501426 Pasmep cepun © 2500000 Tab

Analytical Rep({‘rt No/ 890001823231 Date of Analysis / 23.07.2025

AnajquTHYecKHH oTueT No Jara ananmnsa

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

JaTta npoH3BoacTBa T'onen o T
Mfg. License No./ MA ber: /

HpoussoacTBenHas : MNB/05/263 | DT : JII1-Ne(006398)-(PT"-RU)

Homep PY
| auneHs3Ha Ne p

| Analysis performed according ND / Ananus HPOBC[(CH mo HJI: JITI-Ne(006398)-(PT"-RU)-31072 |
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,. Produ ction, packaging and testing records are verified and their compliance with Good
Manufacturing Practice of the Eurasian Economic Union is established».

3akmoyenne o cooTBeTcTBHH: «HacTosimum s moAaTBep)kaaro, 4To MNPHBEACHHAs Bbllie WHPOpMALUA SABJAETCA
JIOCTOBEPHOH M TOUHOM. OTa cepusi NPOAYKUHM H POU3BeIeHa (BKJIIOHAs YNaKoBKY (MapKHpPOBKY) H KOHTPOJIb KayecTBa)
Ha BbILIEYKa3aHHOH NMPOM3BOACTBEHHOH IIOAAKe (MUIomaakax) B MOJIHOM COOTBETCTBHUHM ¢ TpeboBaHusMmU llpaBun
HaIexaulel Mpou3BOACTBeHHON NpakTHkU EBpasuiickoro sxonomudueckoro cotoza (Ne GMP/EAEU/RU/00554-2022
ot 23 utona 2022) m TpebopaHMSIMM KOHTPONsS KadeCTBa JIEKAPCTBEHHBIX CPEJCTB, a TAKOKe B COOTBETCTBHH CO
crneuuUKaLUAMH, COAEpXKallMMUCA B PErMCTPALIMOHHOM JAOCBE CTPaHbI-UMIIOPTEpa. 3alMCH 10 TPOM3BOACTBY,
yIIaKOBK€ W aHaIW3y TIpOBEpPEeHBI, W YCTAHOBJIEHO HX coOTBeTcTBUEe Tpebopanusam [IpaBun HamiexaueH
MPOH3BOACTBEHHOM NMPaKTHKU EBpasuiickoro 3KOHOMHUYECKOTIO COHO3a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: Ilpongykt cooreeTcTBYeT TpedoaHusM HJ{ 3akmouenune: OJJOGPEHO
Prepared by / Checked by/ Approved by: Manager/Executive /

ITonrororneHo: Shagun ;\’f “TIposepeHo: Prave sh Rana Onobpero: Menemxep / Py Womﬂenb

3 11'{ Pavan Kumar Sharma %’;

Date/ Date/ Date/
Jlara: 23.07.2025 Jarta: 23.07.2025 JHara: 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@drreddyscom
CIN: L85185AP1984PLCO04507
www.drreddys.com



