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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

CEPTUDOUKAT AHAJIM3A

Product : Nise® (Nimesulide) tablets 100 mg
| Hpopykr: Haiis® (Humecynun) Tabaetku, 100 mr

Market / PbIHOK . Russia / Poccus

Batch No / , Batch Quantity / 5000000 tab /

Cepusa Ne %, V2300351 Pasmep cepun 5000000 Tab

Analytical Repovrt No/ 040002941986 Date of Analysis / 30.05.2025

AHajuTH4YecKHUii oTyeT No JlaTra ananuza

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

Jlara npon3BojcTBa I'oneHn no

Mfg. License No. / MA ber: /

IIpou3BoACTBEHHAS : MNB/05/263 B numoer: . JII1-Ne(006398)-(PT-RU)
omep PY

aunenzus Ne

Analysis performed according ND / Ananm3 nposened mo HJI: JIOI-Ne(006398)-(PT-RU)-310724

Page 1 of 6/ Crp. 1 u3

Ne | Test/Iloka3zaTean

Result / Pe3yanTarTnl

1 | Appearance/ Onucanne

Yellowish white round
biconvex tablets with smooth
surface. / Benble ¢ sxenTOBaTHIM
OTTEHKOM KpYIJIbIe
JBOSIKOBBIIYKJIbIE TaONeTKHU C
IM1aJIKOA MOBEPXHOCTHIO.

Specification / Hopma

Yellowish white round biconvex tablets
with smooth surface. / DBenpie ¢
JKEJITOBATBIM OTTEHKOM KpYTJIbie

JIBOSKOBBINYKJIbIE TabNETKU C TCJIaAKoH
[OBEPXHOCTBIO.

2 Identification /
HaenTndpukanus

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. / Bpems ynep>xuBaHus

OCHOBHOTO nMKa Ha
XpoMaTorpamMMe HCHbITYeMOro
pacTBOpa COOTBETCTBYET
BpEeMEHU YACPKUBAHHSA
OCHOBHOI'O nyKa Ha
XpoMaTorpamme pacTBopa
CTaHJapTHOro obpasua
HHMeCY/IHAA .

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>kuBaHHs
OCHOBHOIO IIMKa Ha XpoMaTorpamme
HCNIBITYEMOT O pacTBopa JTOJDKHO
COOTBETCTBOBATh BpEMEHH YA€ KHBaHHA
OCHOBHOrO INMKAa Ha XpoMaTorpamme
pacTBOpa  CTaHIapTHOro obpasia
unmMecyauna (pasnen «KonuuecTBeHHOE
OnIpeicIIEHHEY).

Remarks : The Product confirms to ND/
IIpumeuanne: [Tpoaykr coorBeTcTBYET TpeboBanuam H/J

Conclusion : APPROVED /
3axnrouenue: OJOBPEHO

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / PykoBoguresns
Amit Kumar _/\

N

Prepared by / Checked by /
Honarorosneno: Pravesh Rana | IIpoBepeno: Pardeep Kumar

g ol

Date /
JHara: 04.09.2025

Date /
Jara: 04.09.2025

Date /
Jara: 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: L85195AP1984PLC004507
www.drreddys.com
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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

CEPTHOHUKAT AHAJIM3A

Product : Nise® (Nimesulide) tablets 100 mg
IIpoaykr: Hali3® (vumecynun) tabnerku, 100 mr

Market / PoiHOK : Russia/ Poccus

Batch No / . Batch Quantity / 5000000 tab /

Cepun Ne - { V2001 Pasmep cepun " 5000000 Tab

Analytical Repovrt No/ . 040002941986 Date of Analysis / . 30.05.2025

AHaJIuTHYECKHH 0TYeT No JlaTa aHaim3a

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

Jlara npon3BoacTBa Topen no

Mfg. License No. / - ber: /

IlpousBoACTBeHHAS : MNB/05/263 H number: . JITI-Ne(006398)-(PT-RU)
omep PY

aunenzus No

Analysis performed according ND / Ananmn3 nposeaer no HJI: JIII-Ne(006398)-(PT-RU)-310724

Page 2 of 6 / Crp. 2 u3

3 | Average weight and Complies / CooTBeTcTBYET 310 mg+5.0 %
uniformityrofimeishty 309.7 mg/ 309.7 Mr 18/20 tablets - not more than + 5 %
Cpennsis Macca u
OJHOPOAHOCTH MACCHI 2/20 tablets - not more than £ 10 %. /
310 Mr £ 5,0 %
18/20 Tabnerok — He Gonee £ 5 %
2/20 tabnerok — He bonee = 10 %.
4 Water / Boaa 28%/2.8% Not more than 6.0 %. / He 6onee 6,0 %.
5 Dissolution / PacTBopenue Unit-1 / Ta6x.-1 95 % He menee 75 % (Q) OT HOMMHANLHOIO
Unii2 / Tabn.2 7% copepanus Ci3Hi2N20sS (numecynnn)
) yepes 45 MUH.
Unit-3 / Tabn.-3 97 %
Unit-4 / Tabn.-4 96 %
Unit-5 / Ta6n.-5 97 %
Unit-6 / Tabn.-6 102 %

Remarks : The Product confirms to ND/
IIpumeuanne: [Ipogyxt cooTBeTcTBYET TpeboBanuam H/I

Conclusion : APPROVED /
3akmwouenne: OJJOBPEHO

Checked by /
Iposepeno: Pardeep Kumar

Prepared by /

IToarotosneno: Pravesh Rana
v

Approved by: Manager/Executive /
Onobpeno: Meuemkep / Pykosoguresnsb
Amit Kumar - \

N

Qﬁ——-ﬂ,/
Date /

Hara: 04.09.2025

Date /
Jara: 04.09.2025

Date / g

Jara: 04.09.2025

Registered Office: 8-2-337, Road No. 3, Benjara 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 ":‘

CERTIFICATE OF

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
ANALYSIS  www.drreddys.com

CEPTHUDUKAT A

HAJIM3A

Product : Nise® (Nimesulide) tablets 100 mg

Market / PoiHoK

| IlpoayxT: Haiis® (Humecynup) tabaetku, 100 mr

Russia / Poccus

Batch No / V2500991 Batch Quantity / 5000000 tab /

Cepus Ne Pa3mep cepun- - 5000000 Tab

Analytical Repourt No/ 040002941986 Date of Analysis / 30.05.2025

AnanuTudecknii oTyer Ne JlaTa anannza

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

JaTta npou3BoJacTBa I'onen g0

Mfg. License No. / MA Serll

IIpou3BoACTBEHHAS : MNB/05/263 H - . JIT-Ne(006398)-(PI"-RU)
omep PY

JuneH3us Ne

Analysis performed according ND / Anayns nposenes mo HJL: JITI-Ne(006398)-(PT-RU)-310724

Page 3 0f 6/ Crp.3 u3

6 | Related substances / PogcrBenHbie nparMecH

Impurity A / ITpumecs A Below LOQ (LOQ = 0.0057 %) /
Huxe mpefiesia KOTHYECTBEHHOTO
onpegenenus ([TIKO = 0.0057 %)

Impurity B / Ilpumecs B 0.02 %

Impurity C/ ITpumecs C Not detected / He o6HapyxeHa

Impurity D / Tlpumecs D Below LOD (LOD = 0.0049%) /

Hwmxe npezaena obHapyxenus (I10
=0.0049 %)

Impurity E / [Tpumecs E

Not detected / He 0OHapyxeHa
) Below LOD (LOD = 0.0045%) /

Impurity F / llpumecs F Hwxe npenena obHapyxenus (I10

=0.0045 %)

Individual unidentified impurity /

Enunnunas 0.02%

HeUeHTU(GHUIMpOBaHHAS

MpUMech

Total impurities / Cymma

npumecen 0.04%

Not more than 0.20 %; / He 6oxee 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 %;

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

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

Remarks : The Product confirms to ND/
IIpumeuanue: IIpoaykT cooTBeTcTBYeT Tpebosanuam HJI

Conclusion : APPROVED /
3akmouenune: OJJOBPEHO

Checked by /
IIpoeepeHo: Pardeep Kumar

Prepared by /
IMoarotoeneno: Pravesh Rana

=l —

Approved by: Manager/Executive /
OnobpeHo: Meneukep / Pyklcosonmenb
Amit Kumar gt

e

1

Date /
Jlata: 04.09.2025

Date /
Jata: 04.09.2025

Date/
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: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ‘,’:‘.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Natagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUDHKAT AHAJIM3A

Product : Nise® (Nimesulide) tablets 100 mg
Ipoayxr: Haiis® (numecynun) tabaerku, 100 mr

Market / PoiHoKk

. Russia/ Poccus

Batch No / : Batch Quantity / . 5000000 tab /

Cepus Ne Y0991 Pazmep cepun © 5000000 Tab

Analytical Repourt No/ 040002941986 Date of Analysis / . 30.05.2025

AHajinrTuyeckuii oTuer Ne Jara anannza

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

Hara npousBoacTBa Togen a0

Mifg. License No. / MA ber: /

IIpousBoacTBeHHAN : MNB/05/263 N g o : JITI-Ne(006398)-(PT-RU)
omep PY

JIHneH3us Ne

Analysis performed according ND / Ananau3 nposeaen no H/I: JIII-Ne(006398)-(PI'-RU)-310724

Page4of 6/ Ctp. 4 u3

Uniformity of dosage units /
OnHOpOJHOCTH 36
JA03MPOBAHUS )

The Acceptance Value (AV) should be
less than or equal to 15.0. / Ilokazaresns
npuemieMocTd (AV) nomxkeH ObITh He
oomnee 15,0.

Microbiological purity* / Mukpo6Hoorudeckas yucrora*

a) Total Aerobic Microbial NA Not more than 10° CFU/g. /
Count / O6uee umcio He 6onee 10° KOE/T.
YKU3HECTIOCOOHBIX a3pOOHBIX

MUKPOOPTaHU3MOB

b) Total Combined Yeast and NA Not more than 10° CFU/g. /

moulds count / Of1uee ynciio
JIPOMOKEBBIX W TIECHEBBIX
rprooB

He 6onee 10° KOE/T.

c) Escherichia Coli NA

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

Assay / KosuuecTBeHHOE 98.5 mg/ 98.5 Mr

onpeaejieHne

90.0 to 110.0 mg of CiiHiNLOsS
(nimesulide) per tablet. / Ot 90,0 no
110,0 mr Ci13Hi2N-OsS (Humecynun)
B Tabnerke.

Remarks : The Product confirms to ND/

ITpumeuanue: [IponykT cooTBeTcTBYeET Tpeboanusam HJJ

Conclusion : APPROVED /
3akaruenne: OJJOBPEHO

Prepared by /
IToaroroeneno: Pravesh Rana

Checked by /
[Ipoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / PykoBoauTeb
N

Date /
Jara: 04.09.2025

B-L’;
Date /

Jara: 04.09.2025

Amit Kumar 5
i
Date / g

JHara: 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 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

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

CEPTHOUKAT AHAJIM3A

Product : Nise® (Nimesulide) tablets 100 mg
| popyxr: Haiiz® (aumecynna) Tabnetku, 100 Mr

Market / PbIHOK : Russia / Poccus

Batch No / . Batch Quantity / 5000000 tab /

Cepua Ne § V20091 Pazmep cepuu " 5000000 Tab -

Analytical Repovrt No / . 040002941986 Date of Analysis / . 30.05.2025

Ananmurundecknii otuer Ne Jara aHaJn3a

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

JlaTa npon3BoACTBa Topen no

Mfg. License No. / MA ber: /

Ilpon3BoACTBEHHAS : MNB/05/263 e e : JITI-Ne(006398)-(PT-RU)
omep PY

aunenzust Ne

Analysis performed according ND / Anamm3 nposezaen o HJL: JITI-Ne(006398)-(PI'-RU)-310724

Page Sof 6/ Ctp. 5 u3

10 | Packaging / YnakoBka

10 tablets in a PVC/aluminum
blister. 2 blisters and a package
leaflet in a carton. / Ilo 10
tabnerok B [IBX/amomunuesom
6nucrepe. [o 2 6nuctepa BMecTe
C JIMCTKOM-BKJIAJIBILIIEM B NAYKy
KapTOHHYIO.

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

[To 10 Tabnerok B INBX/amomMunueBoM
6aucrepe. Ilo 1, 2, 3 unu 10 6nucrepon
BMECTE C JIMCTKOM-BKJIA/IBIIIEM B NMA4Ky
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. /

* . AHaiu3 1Mo mokasareo «MHKpOGHOMOrHYecKas YMCTOTa» NPOBOAMTCA TPOM3BOAMTENICM I[P BBIILYCKE
neprouuecky (C MHTEPBATIOM OJIHO McnibiTanue Ha 20 cepuit MM He Menee 1 pasa B ron). [lokasaresb MOXKeT ObITh He

BrroueH B CepTudukat aHanuza GpupMsl.

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

Nimesulide / Humecynun

API manufacturer batch number /
Homep cepun npoussoauresa APC:

NMS/14120885, NMS/14120881

FP Manufacturer API Batch number /
Homep cepuu cy6cTannuu npouzsoaurtens I'JI®:

FERAO00756, FERA00757

API Manufactured by & country/
IIpousBoantens A®C, crpaHa:

Aarti Drugs Limeted / Aaptu [dparc JInmuren

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/
Ilpumeuanne: [IponykT coorBercTByeT TpebGoBanuam HJI

Conclusion : APPROVED /
3axmouenune: ONOBPEHO

Prepared by / Checked by /

IMoarorosneHo: Pravesh Rana

Iporepeno: Pardeep Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemxep / PQ’KOBOA[-!TCHI;

Date /
Jata: 04.09.2025

Date /
Jara: 04.09.2025

Amit Kumar -
N——
]

Date /
Jata: 04.09.2025

Registered Office: 8-2-337, Road No. 3, Bznjara Hiils, 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

@
DI‘. ReddY,S ‘_... Vill. Khol, Nalagarh Road, Baddi,

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

Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS yw.drreddys.com

CEPTHOHUKAT AHAJIM3A

Product : Nise® (Nimesulide) tablets 100 mg

Ilpoaykr: Haiis® (Humecynn,u) tabnetku, 100 mr

Market / PoIHOK : Russia/ Poccus

Batch No / . Batch Quantity / 5000000 tab /

Cepus Ne- F U Pasmep cepnu * 5000000 tab

Analytical Repourt No/ . 040002941986 Date of Analysis / - 30.05.2025

Ananurndyecknif oruyer Ne Jlara anaanza

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

Hara npon3Boacrea TI'ogen 10

Mfg. License No. / 1A ber: /

IlpousBoacTBeHHAs : MNB/05/263 R i—tal : JIT-Ne(006398)-(PT-RU)
omep PY

JuneH3nst Ne

Analysis performed according ND / Anayms nposeaen mo H/I: JII-Ne(006398)-(PI"-RU)-310724

Page 6of 6/ Ctp. 6 13 6

HaumenoBaHue, agpec, THNeH3HA A5 J-p Pennn’c Jlaboparopuc Jlta., Uuaus,
IlpoussoacTBennas miomaaka / Ilnomaaka IMpousBoacTBeHHOE NMoApaszaencHue-6, Bumn. Kxons,
KOHTpoJs KadecTBa / Ilnomaaka BeIrycKa Hanarapx Poyn, banmm, /Tuctpukt Conan, X.I1., 173205,

Hupaua (munensus 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».

3aki04eHHe 0 cOOTBeTcTBHH: «HacTosmuM s MOATBEPAAlo, YTO MPHUBEJCHHAS BbIlle WHGOPMALUA SABJIAETCH
JIOCTOBEPHOM 1 TOYHOM. DTa cepus NPOAYKUMH NPOU3BEACHA (BIUTIOYas YTIAKOBKY (MapKHMPOBKY) M KOHTPOJIb KauecTBa)
Ha BBILIEYKa3aHHOMN MPOM3BOJCTBEHHOM Miomake (Iollajkax) B MOJHOM COOTBETCTBHH ¢ TpeGoBanusamu [Ipasun
HaJTexXalei MpOM3BOACTBEHHOM NpakTkh EBpasuiickoro skoHomuueckoro cotosa (Ne GMP/EAEU/RU/00554-2022
dt. 23 July 2022) u TpeGOBaHHAMH KOHTpPOJIS KayecTBa JIEKAPCTBEHHBIX CPEJCTB, a TAkke B COOTBETCTBUHM CO
crieuuPUKALMAMY, COAEPHAIMMUCS B PETMCTPALMOHHOM J0ChE CTPAHBI-MMITOpTEpa. 3alHCH MO MPOH3BOACTBY,
VIaKOBKE M aHanu3y T[pPOBEPeHbl, M YCTaHOBIEHO HMX COOTBETCTBME TpeboBanusaM IlpaBun Haanexaiuen
MIPOU3BOJCTBEHHOM NpakTUKK EBpa3HiCcKOro 3KOHOMHYECKOTO COK03ay.

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

IIpumeuanne: [Tponykr coorBercTByeT Tpebosanuam H/J 3akiawuenue: OJJOBPEHO

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

IMoarorosneno: Pravesh Rana | Ilposepeno: Pardeep Kumar OpobpeHo: Menemxkep / RyKoBoOAHTE
{ f » Amit Kumar j\ /

Date / Date / Date /

Jara: 04.09.2025 Jlara: 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: L85195AP1984PLC0O04507
www.drreddys.com



