Dr.Reddy’s ‘f:‘

CERTIFICATE OF ANALYSIS

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

Viil. Kho!, Nalagerh 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

Ilpoaykr: Haiz® (uumecynun) tabnetku, 100 mr

Market / Poinok :

Russia / Poccus

Batch No / Batch Quantity / 5000000 tab /

Cepns Ne VRN - Pasmep cepun 5000000 Tab

Analytical Repourt No/ 040002914244 Date of Analysis / 30.04.2025

_AHajguMTHUYECKHH oTHeT No JlaTa anaau3za

Date of Manufacture / - 04/2025 Date of Expiry / 03/2028

Jarta npou3BoacTea Fonen po

Mfg. License No. / MA Bered

IIpon3BoACTBEHHAsE MNB/05/263 Homeo oy JITT-Ne(006398)-(PI'-RU)
omep PY

JuneH3ust Ne

Analysis performed according ND / Ananau3 npoBeaen mo H/I: JITI-Ne(006398)-(PT-RU)-310724

Page 1 of 6/ Crp. 1 n3
! Ne | Test/ IloxazaTens Result / Pesynbrarsi Specification / Hopma

1 | Appearance/ Onucanue Yellowish white round Yellowish white round biconvex tablets
biconvex tablets with smooth with smooth surface. / benbie ¢
surface. / besble ¢ )enTOBATHIM | KEATOBATBIM OTTEHKOM KpYrJible
OTTEHKOM KpYTJibie JIBOSIKOBBITIYKJIbIE TaOJIETKU C [IaJKOH
JBOSIKOBBIMYKJIIble TabJIETKH C MOBEPXHOCTBIO.
[J1aJKOH ITOBEPXHOCTHIO.

2 | Identification / The retention time of the main | The retention time of the main peak in the

NnenTudnxauus

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>xuBanus

OCHOBHOTO nuKa Ha
XpOMAaTOrpaMMe  UCIIBITYEMOroO
pacteopa COOTBETCTBYET
BPEMEHH yIep>KUBaHHUS
OCHOBHOT'O nMKa Ha
xpomarorpamme pacTBOpa
CTaHAAPTHOrO obpasua
HUMECYNIU/A .

chromatogram of test solution should
correspond to the retention time of the
main peak in the chromatogram of
nimesulide reference standard solution
(section Assay). / Bpemsi yaep>kuBaHus
OCHOBHOTO [HKa Ha XpOMaTorpaMmme
UCTIBITYEMOTO pacTeopa JOTHKHO
COOTBETCTBOBATH BPEMEHH yIEPYKUBAHUS
OCHOBHOrO [MHKAa Ha XpOMATOrpamMme
pacTBopa CTaHAPTHOTO obpasua
Humecynuaa (pazaen «KoanuectBeHHoe
orpejeNicHHE»).

=)

Remarks : The Product confirms to ND/
IIpumeuanue: [Iponykt coorreTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
Zakmouenne: OJOBPEHO

Prepared by /
IMToarorosneno: Rama Kant

e

Checked by /
[Iposepeno: Pardeep Kumar

of —

Approved by: Manager/Executive /
Opnob6peno: Menemxep / Pykopoagurels
Amit Kumar

/\/\

e

Date /
Jara: 25.07.2025

Date /
Jara: 25.07.2025

Date /
Hara: 25.07.2025

¥

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telarigana, 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

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

www.drreddys.com

CEPTHUOUKAT AHAJIM3A

Product : Nise® (Nimesulide) tablets 100 mg

ITpoaykt: Hahs® (Humecynun) tabnerku, 100 mr

Market / Peivok . Russia/ Poccus

Batch No / . Batch Quantity / 5000000 tab /

Cepus Ne - M Pa3mep cepun 5000000 Tab

Analytical Repourt No/ . 040002914244 Date of Analysis / 30.04.2025

AHAJIHTHYECKHI oT4YeT No JlaTta ananusa

Date of Manufacture / 04/2025 Date of Expiry / 03/2028

Jara nponsBoacTea I'oxen no a

Mfg. License No. / MA ber: /

IIpou3zBoacTBennas : MNB/05/263 u number: : JITI-Ne(006398)-(PT'-RU)
omep PY

Junensus Ne

Analysis performed according ND / Anann3 nposeaen no H/1: JITI-Ne(006398)-(PI'-RU)-310724

Page2 of 6/ C1p. 2 u3
|' 3 Average weight and Complies / CooTBeTcTBYET 310 mg £5.0 %
ENIOnmity DffwelZhe 307.8 mg/ 307.8 mr 18/20 tablets - not more than+ S %
Cpennss macca u
OJHOPOAHOCTH MACCHI 2/20 tablets - not more than + 10 %. /
310 Mr = 5,0 %
18/20 Tabnerok — He 6onee + 5 %
2/20 tabnetok — He 6osiee £ 10 %.
4 Water / Bona 35%/3.5% Not more than 6.0 %. / He 6osee 6,0 %.
5 Dissolution / PacTBopenue Unit-1/ Tabn.-1 91 % He menee 75 % (Q) oT HOMHHANBHOrO
Uniia I Tabn.2 93 %, coaepxanus Ci3Hi2N>OsS (vumecynnn)
) 0 yepes 45 MUH.
Unit-3 / Tabn.-3 93 %
Unit-4 / Tabn.-4 93 %
Unit-5/ Tabn.-5 94 %
Unit-6 / Tabn.-6 94 %

=)

Remarks : The Product confirms to ND/

IIpnmeuanue: [Iponykr cooTeeTcTBYeT Tpebosanusam HJJ

Conclusion : APPROVED /
3akaouenune: OJOBPEHO

Prepared by /
IMoarorosneHo: Rama Kant

r

Checked by /
[posepeno: Pardeep Kumar

QL——:'

Approved by: Manager/Executive /
Onobpeno: Meunemxep / Pykosoauresb

Amit Kumar
/\/_/k

Date / Date /

Jara: 25.07.2025

Hara: 25.07.2025

Date / !
Jara: 25.07.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4800 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

CEPTHOHKAT AHAJIM3A

www.drreddys.com

Product : Nise® (Nimesulide) tablets 100 mg
IIpoaykr: Hait3® (Humecynun) tabnetku, 100 Mr

Market / Peitiok

Russia / Poccust

Batch No / Batch Quantity / 5000000 tab /
| Cepusi Ne V2500792 Pa3mep cepun 5000000 Tab |

Analytical Repourt No / 040002914244 Date of Analysis / 30.04.2025

AHanuTHYeCKHIf oTyeT No Jara anaausza

Date of Manufacture / 04/2025 Date of Expiry / 03/2028

Jara npon3BoacTea I'oxen no

Mfg. License No. / MA ber: /

IpousBoacTBenHAs MNB/05/263 H g : JIT-Ne(006398)-(PT-RU)
omep PY

Junenzus Ne

Analysis performed according ND / Anaju3 nposeaes nmo H/I: JIIT-Ne(006398)-(PI'-RU)-310724

Page3 of 6/ Crp. 3 u3

Related substances / PoacTBenHbIe npuMecu

Impurity A / Ilpumecs A
Impurity B / ITpumecs B
Impurity C/ Ilpumecs C

Impurity D / [Ipumecs D

Impurity E / IIpumecs E
Impurity F / [Tpumecs F

Individual unidentified impurity /

Below LOQ (LOQ = 0.0057 %) /
Huxe npezaena KOJIMYECTBEHHOTO
onpeneneHus (ITKO = 0.0057 %)

0.03 %
Not detected / He 0OHapyxeHa

Below LOD (LOD = 0.0049%) /
Hwxe npenena obHapyxenus (I1O
=0.0049 %)

Not detected / He oOHapyxeHa

Not detected / He 0OHapyXeHa

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

EQuHnIHAas 0.02% Not more than 0.20 %; / He 6onee 0,20 %;
HEMIEHTHQUUMPOBAHHASL
NIPUMECH
Total 1r£1pur1tles /- Cymma 0.06% Not more than 1.5 %; / He 6onee 1,5 %;
npumMeceii

7 | Uniformity of dosage units / The Acceptance Value (AV) should be
Oanopoanocts 53 less than or equal to 15.0. / [lokasarens
AO03HPOBAHHS '

Remarks : The Product confirms to ND/
IMpumeuanue: [IpoaykT cooTBeTcTBYET TpebGoBaHusm HJJ

Conclusion : APPROVED /
3akaouenne: OJOBPEHO

Prepared by /
[Toaroroeneno: Rama Kant

Rubid

Checked by /
Ilporepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / P{\:‘KOBOHHT&-’IL

Qx{f?,'
Date /

Hata: 25.07.2025

Date/ i
Hara: 25.07.2025

Amit Kumar s
N—
]

Date /

=)}

Hara: 25.07.2025

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.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Labaratories Ltd.

Formulation Unit-6

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

CEPTUOHUKAT AHAJIM3A

Product : Nise® (Nimesulide) tablets 100 mg
Ilpoayxr: Haiia® (numecynua) tabnetku, 100 mr

Market / Poinok

Russia / Poccust

Batch No / _ | Batch Quantity/ . 5000000 tab /

Cepua Ne B WEsIOIEE Paszmep cepun " 5000000 Tab

Analytical Repourt No / - 040002914244 Date of Analysis / . 30.04.2025

AHanuTHYeCKNi oTueT Ne Jdara ananuza

Date of Manufacture / 04/2025 Date of Expiry / 03/2028

JlaTa npou3BoacTBa I'open 1o

Mfg. License No. / MA ber: /

IlpousBoacTBeHHAR : MNB/05/263 . fmoer: : JIII-Ne(006398)-(PT-RU)
omep PY

JuneHzns Ne

Analysis performed according ND / Ananu3 nposeaen mo HJI: JITI-Ne(006398)-(PT-RU)-310724

Page40of 6/ Ctp. 4 u3

npuemieMoctTd (AV) AomkeH ObITh He
bonee 15,0.

Microbiological purity* / Mukpo6uonorayeckas 4HcTOTA*

moulds count / Ob1uee yucio
JPOXOKEBBIX M IUIECHEBBIX
rpubos

a) Total Aerobic Microbial NA Not more than 10° CFU/g. /
Count / O6mee wumciIO He 6onee 10° KOE/T.
JKU3HECNOCOOHBIX a3pOOHBIX

MHKPOOPraHU3MOB

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

He 6onee 10> KOE/r.

c) Escherichia Coli NA

Shall be absentin 1 g. /
OrtcyrcTBue B 1 T

9 | Assay/ KonnuecTBeHHOE
onpejeeHHe

99.8 mg/99.8 Mmr

90.0 to 110.0 mg of Ci3Hi2N>OsS
(nimesulide) per tablet. / Ot 90,0 no
110,0 mr Ci3Hi12N20sS (Humecynun)
B TalOJIETKE.

Remarks : The Product confirms to ND/
IIpnmeuanne: [Ipoaykr coorBeTcTBYeT Tpeboparuam HJJ

Conclusion : APPROVED /
3akmouenune: OJJOBPEHO

Checked by /
[TposepeHo: Pardeep Kumar

Prepared by /
[MTogrorosneno: Rama Kant

Qulud

Approved by: Manager/Executive /
Onobpeno: Menemxep / P){KOBO;‘II-WEHB

Amit Kumar =
e
i

B«f——f:"
Date /

Hara: 25.07.2025

Date/ \
Jara: 25.07.2025

Date /
Jlara: 25.07.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: 21 40 4800 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s €%¢

CERTIFICATE OF

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

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

ANALYSIS

CEPTHDOHKAT A

HAJIU3A

Product : Nise® (Nimesulide) tablets 100 mg
IlpoaykT: Haiiz® (numecynun) radnerku, 100 mr

Market / Poinok . Russia/ Poccus

Batch No / . | Batch Quantity / 5000000 tab /

Cepus Ne V25_0_0792 Pasmep cepun 5000000 tab

Analytical Repourt No/ 040002914244 Date of Analysis/ . 30.04.2025

AHaJIUTHYeCKHH oTyeT No Jara anaamza

Date of Manufacture / 04/2025 Date of Expiry / . 03/2028

JlaTa npou3BoacTBA T'ogen no

Mfg. License No. / MA ber: /

Tlpon3BoiCTBEHHAS : MNB/05/263 fumoer: : JITI-Ne(006398)-(PT-RU)
Homep PY

aunenzua Ne

Analysis performed according ND / Ananaus nposeaen mo HJ{: JITI-Ne(006398)-(PI'-RU)-310724

Page 5 of 6 / Crp. 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/antoMuHHEBOM
6nuctepe. Ilo 2 6nuctepa BMecTe
C JINCTKOM-BK/IAJbILIEM B MayKy
KaApPTOHHYIO.

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

ITo 10 tabnerok 8 [IBX/anromunnesom
onucrepe. Ilo 1, 2, 3 win 10 6mucrepos
BMECTE C JIMCTKOM-BK/IAABIILIEM 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. /

* - AHanu3 no nokasaremo «MHKpOOMONOrHYeckass 4YMCTOTa» MPOBOAWTCS NPOU3BOAMTENEM IPH BBIMYCKE
HEepUOJHYECKH (C MHTEPBATIOM OAHO HchbITaHue Ha 20 cepuii uau He menee 1 pasa B roa). [TokazaTens MOXKeT ObITH He

BroueH B Ceprudukar aHannza bUpMBI.

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

Nimesulide / Humecynua

API manufacturer batch number /
Howmep cepun npouszpoaurens ADC:

NMS/14120880, NMS/14120878

FP Manufacturer API Batch number /
Homep cepun cyoctanuuu mpouspoantens I'J1D:

FERAQ0753, FERA00752

API Manufactured by & country /
Ilponseoantenp ADC, 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/
IIpumeuanue: [IpoayxT cooTBeTcTBYET TpeboBanusm HJJ

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Checked by /
[Ipoeepeno: Pardeep Kumar

o

Prepared by /
INoaroroeneno: Rama Kant

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

Amit Kumar /\ _/-\/

A
Date / l'

Hara: 25.07.2025

Date /
Jlara: 25.07.2025

Date /
Jara: 25.07.2025

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: L85195AP1984PL
www.drreddys.c

004507
om




‘. o Dr. Reddy's Laboratories Ltd.

! °® Formulation Unit-6

Dr. Reddy s ". Viil. Khol, Natagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDiA

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

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A
;_Product : Nise® (Nimesulide) tablets 100 mg
Ipoaykr: Haiiz® (numecymua) tabnerku, 100 mr
Market / PoiHok : Russia / Poccus
Batch No / ) Batch Quantity / 5000000 tab /
| Cepns Ne B V2500732 Pasmep cepun " 5000000 Tab -
Analytical Repovrt No/ - 040002914244 Date of Analysis / - 30.04.2025
| AHAITMTHYECKHH 0TUeT No | laTa ananusa
Date of Manufacture / - 04/2025 Date of Expiry / - 03/2028
JlaTa npou3BoacTBa I'ogen go
Mfg. License No. / MA ber: /
IIpouszBoacTBennas : MNB/05/263 u number: : JIIT-Ne(006398)-(PT"-RU)
omep PY
aunenzust Ne
| Analysis performed according ND / Ananauns nposegen mo HJI: JITI-Ne(006398)-(PI'-RU)-310724

Page 6 of 6/ Crp. 6 u3 6

HanmenoBaHue, aapec, JTHIEH3As 151 H-p Pennu’c Jlaboparopuc JIta., UHaus,

IIponssoacTeenHas niiomaaka / [nomagka IlpouzBoacTeeHHoe noapasaenenue-6, Buna. Kxons,

KOHTpoJis KadecTBa / Ilnomanka Buimycka Hanarapx Poyn, banau, Qucrpukr Conan, X.I1., 173205,
Wupus (muuenszus 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».

3akiniouenue 0 coOTBeTcTBHH: «HacTosuium s nOATBEpIIaro, YTO MpUBEAEHHAs BbIlle UHQOPMALMS SBISETCS
JOCTOBEPHOM M TOYHOH. DTa cepurst NPOAYKLIMH IpoU3BeeHa (BKIIOYas yakoBKy (MapKMPOBKY) H KOHTPOJIb KA4eCTBa)
Ha BBIWICYKA3aHHOHN MPOU3BOACTBEHHOH IUIoLIaAKe (IJIOLIaAKax) B [IOJIHOM COOTBETCTBUM ¢ TpeboBaHusAMH [IpaBun
HaJjIexallell Mpou3BOACTBEHHON npakTuku EBpazuiickoro sxonomuueckoro cotoza (Ne GMP/EAEU/RU/00554-2022
dt. 23 July 2022) u TpebOBaHHSMH KOHTpOJS KAauecTBa JIEKAPCTBEHHBIX CPEOCTB, a TAKKe B COOTBETCTBUM CO
cneuMPUKALMAMH, COJACPIKALIMMHCS B PEruCTPALIMOHHOM [0Che CTPaHbI-UMIOpTepa. 3amucu Mo IMPOU3BO/CTRY,
YNAaKOBKE M aHaliM3y INpOBEPEHbl, M YCTAHOBJEHO HX cooTBeTcTBue Tpebopanusm [lpaBun Haanexainen
NPOU3BOJCTBEHHOM NpakTHkU EBpa3zuicKkoro 5SKkOHOMHUYECKOrO COK3a».

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

Ilpumeuanue: [Iponyxr cootBeTcTBYeT Tpebopanusm HJJ 3akaouenue: OJOBPEHO

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

[Toaroroeneno: Rama Kant ITposepeno: Pardeep Kumar OnobpeHo: Menemxep / PykoBogurens
Amit Kumar

Date / \ Date / Date / i

JHara: 25.07.2025 Jara: 25.07.2025 Jara: 25.07.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +21 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




