Dr.Reddy’s €

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

CERTIFICATE OF ANALYSIS  \ww.drreddys.com

CEPTHOHUKAT AHAJIM3A

Product : Nise® (Nimesulide) tablets 100 mg
| poaykr: Haits® (uumecynun) tabnerky, 100 mr

Market / PoiHOK : Russia / Poccus

Batch No / Iy Batch Quantity / 5000000 tab /

Cepus Ne ¥2531005 Pazmep cepun 5000000 Tab

Analytical Rep03‘t No/ 040002944431 Date of Analysis / 31.05.2025
AxvanuTuueckuii oTyer No JaTta ananusa

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

Jara npon3BoAcTBa I'ogen 10

Mfg. License No. / MA ber: /

IlpousBoacTBeHHAs : MNB/05/263 HOM’e‘“';yer' : JI[I-Ne(006398)-(PT-RU)
Jnnenzug Ne P

Analysis performed according ND / Anannz npoeaes mo HJI: JIII-Ne(006398)-(PT'-RU)-310724

Hpentudurkanns

peak in the chromatogram of test
solution corresponds to the
retention time of the main peak
in the chromatogram of
nimesulide reference standard
solution. / BpeMst ynep»uBaHus

OCHOBHOTO nHKa Ha
XpomarorpamMMe HCIBITYEMOIO
pacTBopa COOTBETCTBYET
BpEMEHH yaep>KHBaHUA
OCHOBHOTO HMKa Ha
XpoMmarorpamme pacTBOpa
CTaHAapPTHOrO obpasua
HUMECYJTH/IA .

Page10of 6/ Crp.1 u3
Ne [ Test/IToka3arenan Result / PesyabTaTnl Specification / Hopma
1 | Appearance/ Onuncanne Yellowish white round Yellowish white round biconvex tablets
biconvex tablets with smooth with smooth surface. / bBexnsle ¢
surface. / Benble ¢ XKeNTOBATHIM | KENTOBATBIM OTTEHKOM Kpyrjbie
OTTEHKOM KpYIJIble JIBOSIKOBBIMYKJIbIe TabJIETKH C TIyagKoi
JIBOSIKOBBIMYKJIbIE TAONETKH C [IOBEPXHOCTBIO.
riagKkoi NOBEPXHOCTHIO.
2 | Identification / The retention time of the main | 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>kupaHus
OCHOBHOI'0O TMHMKa Ha XpoMaTrorpamme
UCTIBITYEMOIO pacTBopa JTOTDKHO
COOTBETCTBOBATH BPEMEHH YIEPXKUBAHMS
OCHOBHOIO TNHMKa Ha XpoMaTrorpamme
pacteopa CTaHIapTHOTO obpa3ua
uuMecymuaa (pasgen «KoynuecTBeHHOE
OTIpe/IeIIEHUEY).

=)

Remarks : The Product confirms to ND/
IIpumeuanne: [Ipoaykr cooTBeTcTBYeT Tpedosanusam HJI

Conclusion : APPROVED /
3axnwuenne: OJOBPEHO

Jara: 04.09.2025

JHara: 04.09.2025

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

IToarorosneHo: Pravesh Rar [MposepeHo: Pardeep Kumar Ono6peHo: Menekep / PykoBoaMTENb
/Zﬂ r Amit Kumar J\,f & __

Date / Date / Date / )

Jara: 04.09.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, 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 ":'.

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

CEPTHOUKAT AHAJIM3A

Product : Nise® (Nimesulide) tablets 100 mg
IIpoayxr: Haiiz® (Humecynun) tabnerku, 100 mr

Market / PoiHoK : Russia/ Poccus

Batch No / . V2501005 Batch Quantity / . 5000000 tab /

Cepus Ne ) Pa3mep cepun 5000000 Tab

Analytical Repovrt No/ . 040002944431 Date of Analysis / . 31.05.2025

AHanuTuueckuii oryer Ne HMata anannza

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

Jarta npousBoacTBa T'ogen no

Mfg. License No. / NI ber: /

ITponsBoacTBeHHAS : MNB/05/263 H nmoer: : JITI-Ne(006398)-(PT-RU)
omep PY

JuneH3us Ne

Analysis performed according ND / Anann3 nposeaen mo HJI: JIII-Ne(006398)-(PT'-RU)-310724

Page 2 of 6 / Crp. 2 u3

3 | Average weight and Complies / CooTBeTCTBYET 310 mg+5.0 %
oK MIEYIOF wieghty 311.8 mg/311.8 Mr 18/20 tablets - not more than £ 5 %
Cpeaunsis macca n
OJHOPOAHOCTH MACCHI 2/20 tablets - not more than+ 10 %. /
310 Mr £ 5,0 %
18/20 tabneTok — He 6onee £ 5 %
2/20 tabnerok — He 6onee = 10 %.
4 Water / Boga 30%/3.0% Not more than 6.0 %. / He 6onee 6,0 %.
5 | Dissolution / PacTBopenne Unit-1 / Tabn.-1 96 % He menee 75 % (Q) oT HOMUHaNLHOrO
Uit/ Tabn.2 97 % comepxatinst C1aHj2N2OsS (Humecynun)
' yepes 45 MUH.
Unit-3 / Ta6xa.-3 93 %
Unit-4 / Tabn.-4 94 %
Unit-5 / Tabn.-5 95 %
Unit-6 / Tabn.-6 95 %

Remarks : The Product confirms to ND/
Ipumeuanue: [Ipoaykr coorBeTcTBYeT Tpebopanuam HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Checked by /
[TpoeepeHo: Pardeep Kumar

Prepared by /
IToarorosneno: Pravesh Rana

]

—

Approved by: Manager/Executive /
Onobpeno: Menemwkep / PykoBoauTtenn
.'k-—.

Amit Kumar . S
/
I

Date /
Jara: 04.09.2025

Date /
Jlata: 04.09.2025

Date /
Jara: 04.09.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, 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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CERTIFICATE OF

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,

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

Tel : +91 98166 56001-02
ANALYSIS www.drreddys.com

CEPTHD®HKAT A

HAJIM3A

Product : Nise® (Nimesulide) tablets 100 mg
Ilpopykr: Haiiz® (anmecynun) tabnerku, 100 mr

Market / PoIHOK : Russia/ Poccus

Batch No / Batch Quantity / 5000000 tab /

Cepus Ne V2501005 Pa3mep cepuu 5000000 Tab

Analytical Repovrt No/ 040002944431 Date of Analysis / 31.05.2025

AHanuTHyecKHi oTyeT Ne JlaTa ananau3sa

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

Hdara npon3BoacTsa I'ogen oo

Mfg. License No. / il ber: /

Ipou3BoacTBeHHAS MNB/05/263 e numuer: : JITI-Ne(006398)-(PI'-RU)
omep PY

Junenzusi Ne

Analysis performed according ND / Anasmms nposeaen mo H/I: JITI-Ne(006398)-(PI'-RU)-310724

Page3 of 6/ Crp. 3 us3

[6

Related substances / PogcTBennble npuMecu

Impurity A / Tlpumecs A

Impurity B / [Tpumecs B
Impurity C / IIpumecs C
Impurity D / IIpumecs D

Below LOQ (LOQ = 0.0057 %) /
Huxe npenena KoMM4eCTBEHHOIO
onpenenenus (ITKO = 0.0057 %)

0.03 %
Not detected / He oOHapyxeHa

Below LOD (LOD = 0.0049%) /
Hinke nipenena obnapyxenus (I10
=0.0049 %)

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 0.20 %; / He 6onee 0,20 %;

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

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

Impurity E / I[Ipumecs E
Not detected / He o6HapyxeHa
) Below LOD (LOD = 0.0045%) /
Impurity F / ITpumecs F Hwxe nipesiena o6Hapyxenus (1O
=0.0045 %)
Individual unidentified impurity /
Enynuynas 0.03%
HeUJeHTUPHIUPOBAHHAS
[PUMECH
Total impurities / Cymma
npuMecen 0.06%

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

Not more than 1.5 %; / He 6onee 1,5 %;

Remarks : The Product confirms to ND/
Ipameuanue: IIpoaykr coorsercTByeT Tpebosanusm HJI

Conclusion : APPROVED /
3aknrwuenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Pravesh R?la [TpoeepeHo: Pardeep Kumar Opnobpeno: Menemxep / PykoBoaurens
7 Amit Kumar /\
- M~
Date / Date / Date / !
Jara: 04.09.2025 Hara: 04.09.2025 JHata: 04.09.2025

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




Dr.Reddy’s “:‘.

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

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

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUDHKAT AHAJIM3A

Product : Nise® (Nimesulide) tablets 100 mg
Hpoayxr: Haiiz® (Humecynun) tabnetku, 100 mr

Market / PoiHok . Russia / Poccus

Batch No / ] Batch Quantity / 5000000 tab /

Cepus Ne = 8 V2301005 Paszmep cepun 5000000 Tab

Analytical Repourt No/ . 040002944431 Date of Analysis / . 31.05.2025

AdanuTuvyeckuii oTuet Ne JlaTa ananu3za

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

Jlara npousBoicTBa I'oaen 1o

Mfg. License No. / MA ber: /

IIpou3BoACTBEHHASN : MNB/05/263 H et : JIII-Ne(006398)-(PT-RU)
omep PY

aunenzusa Ne

Analysis performed according ND / Anaym3 nposeaen mo HJI: JIII-Ne(006398)-(PT'-RU)-310724

Page4 of 6 / Crp. 4 u3

7 | Uniformity of dosage units /
OxHOpOaHOCTH 35
AO3HPOBAHUS '

The Acceptance Value (AV) should be
less than or equal to 15.0. / Ilokasatens
npuemnemMocTH (AV) nomxeH ObITh He
6onee 15,0.

8 Microbiological purity* / Mukpo6uosorayeckasi yucrora*

a) Total Aerobic Microbial NA
Count / Ob6mee uucno
>KH3HECIIOCOOHBIX a3pOOHBIX
MHKpPOOPraHU3MOB

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

b) Total Combined Yeast and NA
moulds count / Ob1uee yuciio
JIPOJMOKEBBIX M TUIECHEBBIX

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

=2

rpuboB
¢) Escherichia Coli NA Shall be absent in 1 g. /
OtcyrcTBUE B 1 T.
9 Assay / KosimyecTBeHHOE 101.2 mg/101.2 mr 90.0 to 110.0 mg of Ci3H;2N»OsS
onpenesieHue (nimesulide) per tablet. / Ot 90,0 no
110,0 mr Ci13Hi2N2OsS (Humecynua)
B TabneTke.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeyanue: [IpogykTt cooTBeTcTBYET TpeboBanusiM HJL 3akmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneHo: Pravesh Rana | IIposepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBoauTens
{ f Amit Kumar ,,ﬁ--"\-
= ‘% /
Date / Date / Date / ’
Jata: 04.09.2025 Jata: 04.09.2025 Jlara: 04.09.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad -
Tel: +91 40 4900 2900, Fax: +91 40 49C0 2999, Email: mai
CIN: L85195AP1984PLCO04507
www.drreddys.com

500034, Telangana, India
|@drreddys.com



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
CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHDOHMKAT AHAJIM3A

Product : Nise® (Nimesulide) tablets 100 mg
| HOpoayxr: Haiis® (numecynun) tabnerku, 100 Mr

Dr.Reddy’s ":'

Market / PbIHOK : Russia / Poccus

Batch No / ; Batch Quantity / 5000000 tab /

Cepns Ne 2 V2501005 Pazmep cepun 5000000 tab

Analytical Repovrt No/ . 040002944431 Date of Analysis / 31.05.2025

An”aguTHyecKHii oTuer Ne JlaTa ananu3a

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

Jara npousBoacTBa T'open fo

Mfg. License No. / i ber: /

IIpousBoacTBeHHAs : MNB/05/263 o e € : JIII-Ne(006398)-(PI'-RU)
omep PY

JnueH3us Ne

Analysis performed according ND / Anaaun3s nposenen mo HJI: JITI-Ne(006398)-(PT-RU)-310724
PageSof 6/ Crp. S5 m3

10 | Packaging / YnakoBka

10 tablets in a PVC/aluminum
blister. 2 blisters and a package
leaflet in a carton. / Ilo 10
Tabnetok B [1BX/anioMHHHEBOM
6nucrepe. [To 2 6mucrepa BMecTe
C JIMCTKOM-BKJIaJbIIEM B MUKy
KapTOHHYIO.

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

Ilo 10 Tabnerok B TIBX/amomMuuuesom
6nucrepe. Ilo 1, 2, 3 unu 10 6nucrepor
BMECTE C JINCTKOM-BKJIAJIBIIIIEM B Ma4Ky
KapTOHHYIO.

* _ 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. /

* _ A”amu3 nmo nokasatemo «MuKpoOHONiorHYecKas HHCTOTa» MPOBOJAMTCA ITPOM3BOJMTENEM IPH BBIITYCKE
TepHOANYeckH (C MHTEPBAJIOM OIHO UCTIBITaHWE Ha 20 cepuil ik He MeHee | pasa B ron). [TokasaTens MOXKeT ObITh He

BiitoueH B CepTudHkar aHanu3a GUpMBL.

API name (INN) / Haumenopanue A©®C (MHH):

Nimesulide / Humecynun

API manufacturer batch number /
Homep cepun npoussoaures APC:

NMS/14120881

FP Manufacturer API Batch number /
Homep cepuu cyocTanunu npoussoauress I'JID:

FERAO00757

API Manufactured by & country/
Ipoussopntenr APC, crpana:

Aarti Drugs Limeted / Aaptu [parc Jlumuren

Name, address, authorization No for FP
manufacturing site / Control site / Release site /

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

173205, India (license No MNB/05/263) /

Remarks : The Product confirms to ND/
Ipumeuanne: [Ipoayxr coorBeTcTBYET TpeboBanusaM H/J

Conclusion : APPROVED /
3akawyenune: OJJOBPEHO

Checked by /
IIposepeno: Pardeep Kumar

Prepared by /
TToarorosneno: Pravesh Rana

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykoponurens
Amit Kumar _

N

L]

-
Date /

Jara: 04.09.2025

Date /
Jara: 04.09.2025

Date /
Jara: 04.09.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India

Tel: +91 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

. Q%%
DI". Reddy S _. Vill. Khol, Nalagarh Road, Baddji,

Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOUKAT AHAJIM3A

Product : Nise® (Nimesulide) tablets 100 mg

Ipoayxr: Hais® (sumecynun) tabnerku, 100 mr

Market / PolHOK . Russia/ Poccus

Batch No / r ; Batch Quantity / 5000000 tab /

Cepus Ne i V2200002 Pasmep cepun " 5000000 Tab

Analytical Repovrt No/ . 040002944431 Date of Analysis / . 31.05.2025

AHanuTudyeckHuii oTueT Ne JlaTa ananusa

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

JlaTta npousBoacTBa T'open o

Mfg. License No. / i .

ITpou3BoxCTBEHHAS : MNB/05/263 m jpeereal : JITI-Ne(006398)-(PT-RU)
omep PY

aunensus Ne

Analysis performed according ND / Anann3 nposenen mo H/I: JIII-Ne(006398)-(PT-RU)-310724

Page 6 of 6/ C1p. 6 u3 6

HanmeHnopaHnune, aapec, JHUEH3HA NI I-p Pennu’c JlJaboparopuc JIta., Uuaus,
IlpousBoacTBenHas miomanaka / Iltomanka IMpousBoacTBEHHOE MoApasaesieHre-6, Buii. Kxons,
KOHTpoJIs1 KadecTBa / Ilnomagka Beimycka Hanarapx Poyn, banau, Juctpuxt Conan, X.I1., 173205,

Hnpua (mauensus Ne MNB/05/263)

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».

3akaI0YeHHe 0 coOTBeTCTBHH: «HacTosuwMM s MOATBEPXKIAK0, YTO NMPHUBEJESHHAs Bbllle HMHGOPMALMA SABJISETCS
JIOCTOBEPHOM M TOUHOM. DTa cepus POAYKLUMH NIPou3BeieHa (BKIIOYas yNaKkoBKy (MapKUPOBKY) M KOHTPOJIb Ka4eCTBa)
Ha BBILIEYKA3aHHOM MPOW3BOJCTBEHHOM MIowanke (IUIOWA/Kax) B IOJTHOM COOTBETCTBHM C TpebGoBaHuAMH [Ipasuin
HaUIeKallell IPOU3BOACTBEHHOM NpakTHKH EBpasuiickoro skoHomuueckoro coroza (Ne GMP/EAEU/RU/00554-2022
dt. 23 July 2022) u TpeboBaHHMSMH KOHTpPOJII KayecTBa JIEKAPCTBEHHBIX CPEACTB, a TaKKe B COOTBETCTBHUU CO
crieLMDUKALMAMY, COAEPKAIMMHUCS B PETHCTPALMOHHOM JAOChE CTPaHbI-MMMOpPTEpa. 3alNMCH IO MNPOW3BOJACTBY,
YIAaKOBKE M aHaIM3y IIPOBEPEHbl, W YCTaHOBJIEHO MX COOTBETCTBUE TpeOoBanusam IlpaBun HalexalleH
NPOM3BOJCTBEHHOM NPaKkTUKH EBpasuiicKOro 3kOHOMHUYECKOrO COI3a».

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

IIpumeuanue: [Ipoaykt cooTsercTByeT TpeboBanram HJI 3axmouenue: OJOBPEHO

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

INoarorosneno: Pravesh Rana | I[Iposepeno: Pardeep Kumar OnobpeHo: Menemxkep / Pykopoaurens
Amit Kumar

Date / Date / Date / {

Jara: 04.09.2025 Jara: 04.09.2025 Jara: 04.09.2025

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



