Dr.Reddy’s Q".'°

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

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

CEPTHOUKAT AHAJIM3A

www.drreddys.com

Product : Nise® (Nimesulide) tablets 100 mg
Ipoayxr: Haiiz® (Hnmecynun) tabnerku, 100 mr

Market / PbiHoK

Russia / Poccus

Batch No / Batch Quantity / 5000000 tab /

Cepus Ne VeI Pa3zmep cepun 5000000 Tab

Analytical Repourt No/ 040002891896 Date of Analysis / 16.04.2025

AHaaaTHYeCKHIi oTyeT Ne JlaTa anannsa

Date of Manufacture / 03/2025 Date of Expiry / 02/2028

JlaTa npou3BoACTBA TI'oaeH xo

Mfg. License No. / MA ber: /

IpousBoicTBeHHAs MNB/05/263 e o : JIT1-Ne(006398)-(PI'-RU)
omep PY

Jgunenzus Ne

Analysis performed according ND / Anasiu3 nposenen nmo HJI: JIII-Ne(006398)-(PI'-RU)-310724

Page 1 0f 6 / Crp. 1 u3

Ne | Test/ IToka3zarenn

Result / PesyabTaTh!

Specification / Hopma

1 Appearance / Onncanne

Yellowish white round
biconvex tablets with smooth
surface. / benble ¢ xeNTOBaTHIM
OTTEHKOM KpYriible
JBOSKOBBIMYKJIbIe TAOJIETKH C
riaaKkod MOBEPXHOCTBIO.

Yellowish white round biconvex tablets
with smooth surface. / bBenpie ¢
’KeJITOBAThIM OTTEHKOM KpYTJIble
JBOSIKOBBINYKJIblE TabMeTKH C TNaaKkod
MOBEPXHOCTBIO.

2 Identification /
Apnentndpuxanns

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 yaepxuBaHus
OCHOBHOTO n1Ka Ha
XpomarorpamMe HCIIbITYEMOro
pacTBopa COOTBETCTBYET
BpEMEHU yAep)KUBaHUS
OCHOBHOTO nuKa Ha
XpoMarorpamme pacTBopa
CTaHAAPTHOTO obpasua
HUMECYTUA .

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). / Bpemsa ynepxuBaHus
OCHOBHOTO I[IMKA Ha XpoMaTorpamme
UCTIBITYEMOro pacTBopa JOJDKHO
COOTBETCTBOBATH BPEMEHH yAEPKUBAHHS
OCHOBHOrO [MKa Ha XpoMaTorpaMme
pacteopa CTaHOAPTHOTO obpasua
Humecyauna (pasznen «KonuyectseHHoe
ompe/ieNeHHEN).

Remarks :

The Product confirms to ND/
Ipameuanue: [Ipoaykr cooTBercTBYeT Tpebosanusam HJI

Conclusion : APPROVED /
3axouenne: OJJOBPEHO

Hara: 25.07.2025

[Hara: 25.07.2025

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

IToarorosneno: Rama Kant [TposepeHo: Pardeep Ono6peno: Menemkep / Pykooaurens
@»\@J/‘/ Kumar [ g Amit Kumar /\/:/'\

Date / ) Date / Date / )

Hata: 25.07.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +21 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
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

CEPTHUOHKAT AHAJIM3A

www.drreddys.com

Product : Nise® (Nimesulide) tablets 100 mg
IIpoaykr: Haiz® (Humecynua) tabsnetku, 100 mr

| Market / PeiHok : Russia/ Poccus

' Batch No / . V2500666 Batch Quantity/ 5000000 tab /

Cepusa Ne N ) Pa3mep cepun 5000000 Tab

Analytical Report No/ 040002891896 Date of Analysis / - 16.04.2025

Anajutuyecknii oruer Ne Jlata anannza |

Date of Manufacture / 03/2025 Date of Expiry / 02/2028

Jata npouzBoacTBa I'ogen no

Mfg. License No. / R ber: /

Ipou3BoacTBEeHHAs : MNB/05/263 N s : JITT-Ne(006398)-(PT-RU)
omep PY

JauueH3us Ne

Analysis performed according ND / Anaaus nposeaen no H/L: JIII-Ne(006398)-(PT'-RU)-310724

Page2 of 6/ Ctp. 2 3

3 | Average weight and Complies / CooTBeTcTBYET 310 mg+5.0 %
T IONINIHOR [Et ity 309.7 mg/ 309.7 mr 18/20 tablets - not more than+ 5 %
Cpeansas macca u
OTHOPOJHOCTH MACChI 2/20 tablets - not more than+ 10 %. /
310 Mr+5,0%
18/20 Tabnetok — He 6onee £ 5 %
2/20 tabnetok — He Honee = 10 %.
|
4 | Water / Boaa 2.7%/2.7% Not more than 6.0 %. / He 6onee 6,0 %. |
5 Dissolution / PacTBopenne Unit-1 / Tabn.-1 98 % He menee 75 % (Q) oT HOMHHaILHOTO
Umiid ] Tabn.2 99 %% conepxanus Ci13Hi12N2OsS (Humecynun)
) ° yepes 45 MUH.
Unit-3 / Tabn.-3 99 %
Unit-4 / Tabn.-4 98 %
Unit-5 / Ta6n.-5 98 %
Unit-6 / Tabn.-6 99 %

Remarks : The Product confirms to ND/
IMpumeuanne: [Iponyxt cooreercTByeT TpedoBannsm HJJ

Conclusion : APPROVED /
3axnwuenue: OJJOBPEHO

Hara: 25.07.2025 Hara: 25.07.2025

Prepared by / Checked by / Approved by: Manager/Executive /
TToproroieno. Raug Kanl [Tpugepeno. Pardeep OuuGpenu. Meneukep / Pykosoanieis
Kumar Amit Kumar
Rl = A
Date / ' Date / Date / )

JHara: 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: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s €3¢

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 drreddys.com
CEPTUOUKAT AHAJIM3A "W Ve

Product : Nise® (Nimesulide) tablets 100 mg
Hpoayxkr: Haiis® (Humecynun) tabnerxu, 100 mr
Market / PoIHOK Russia / Poccus
Batch No / Batch Quantity / 5000000 tab /
Cepus Ne ¥2500666 Pa3mep cepun 5000000 Tab
Analytical Repovrt No/ 040002891896 Date of Analysis / 16.04.2025
AHanmuTHYIeCKHHA oTUeT Ne JlaTa anaamn3a
Date of Manufacture / 03/2025 Date of Expiry / 02/2028
Jarta npousBoacTa I'ogen no
Mfg. License No. / N ber: /
IIpouzBoacTBeHHAn MNB/05/263 Homleml;yer. : JIIT-Ne(006398)-(PI'-RU)
JuieH3usa Ne :

Analysis performed according ND / Anains nposenen no H/I: JITI-Ne(006398)-(PT-RU)-310724 }

Page3of 6/ Crp.3u36

6 | Related substances / PoncTrBeHHbIe NpHMecH

Impurity A / [TpumMecs A

Impurity B / Tlpumecs B
Impurity C/ ITpumecs C
Impurity D / [Ipumecs D

Impurity E / [Tpumecs E
Impurity F / IIpumecs F

Individual unidentified impurity /
Eannuunas
HENIEHTU(ULIUPOBaHHAS
npuUMech

Total impurities / Cymma
npumecei

0.01%

0.04 %
Not detected / He 0OHapyxeHa

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

Not detected / He o6Hapy»eHa

Not detected / He 06HapyxeHa

Below LOQ (LOQ = 0.0143 %) /
Huxe npenena KonuuecTBEHHOTO
onpeaenenus (ITKO = 0.0143 %)

0.07%

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

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

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

Remarks : The Product confirms to ND/

IIpumeuanue: [Iponykr cootBercTBYeT TpeboBanusam HJJ

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosaeno: Rama Kant [Tposepeno: Pardeep Onobpeno: Menemxep / PykoBonurens
' _ Kumar Amit Kumar N
P Qr———r ‘/\ .z
Date / \ Date / Date /
Hara: 25.07.2025 Jara: 25.07.2025 Jlara: 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 Qf‘

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

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

Product : Nise® (Nimesulide) tablets 100 mg

IIpoaykr: Haiiz® (Humecynun) tabnerku, 100 mr

Market / PuiHok Russia / Poccus

Batch No / . Batch Quantity / ~ 5000000 tab /

Cepus Ne + V2500666 Pa3mep cepumn 5000000 Tab

Analytical Repovrt No/ 040002891896 Date of Analysis / 16.04.2025

AHaJuTHYECKHH oTyeT No JlaTa anaaniza

Date of Manufacture / 03/2025 Date of Expiry / . 02/2028

Jara nponzBoacTea I'open no

Mfg. License No. / MA ber: /

Ipou3BoaACTBeHHAs : MNB/05/263 B : JITT-Ne(006398)-(PT-RU)
omep PY

Junen3us Ne

‘ Analysis performed according ND / Ana;iu3 nposeaen no H/L: JITI-Ne(006398)-(PT-RU)-310724

]

Page 4 0f 6/ Crp. 4 u3

Uniformity of dosage units /
OaHopoaHocTh
AO3HPOBAHHSA

25

The Acceptance Value (AV) should be
less than or equal to 15.0. / Ilokasarens
npuemnemoctd (AV) gomkeH ObiTh He

6onee 15,0.

8 Microbiological purity* / Mukpo6uosoruieckas Yucrora®

a) Total Aerobic Microbial NA Not more than 10° CFU/g. /
Count / O6umee uucno He 6onee 10° KOE/r.
JKU3HECTIOCOOHBIX a3pOOHBIX

MHUKPOOPraHU3MOB

b) Total Combined Yeast and NA Not more than 10> CFU/g. /
moulds count / O6uee unciio He 6onee 10> KOE/r.
JIPOAOKEBBIX W TJIECHEBBIX

rpuboB

¢) Escherichia Coli NA Shall be absent in 1 g. /

OrcytcTBue B 1 T

9 Assay / KosimuecTBeHHOE
onpeejeHue

99.5 mg/ 99.5 mMr

90.0 to 110.0 mg of Ci3sHizN2OsS
(nimesulide) per tablet. / Ot 90,0 go
110,0 mr Ci3Hi;2N>OsS (HuMecynun)
B TableTKe.

=)

Remarks : The Product confirms to ND/
IIpumeuanue: [IpoaykTt coorBercTBYeT Tpebosanusm HJJ

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Rama Kant IIposepeno: Pardeep Onobpeno: Menemxkep / PyxoBoaurens
Kumar Amit Kumar
Q)‘\‘”}; ~— ——
Date / ' Date / Date / !
Hara: 25.07.2025 Jara: 25.07.2025 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
CIN: L85195AP1984PLC0O04507
www.drreddys.com

: mail@drreddys.com




Dr. Reddy's Laboratories Ltd.

QOQ

! °® Formulation Unit-6

Dr. Reddy S '. 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
IIpoayxr: Haiiz® (numecynun) Tabnerku, 100 mr

Market / PoiHOK : Russia/ Poccus

Batch No / . Batch Quantity / ~ 5000000 tab /

Cepns Ne 2200000 ] Pazmep cepun * 5000000 Tab

Analytical Repourt No/ . 040002891896 Date of Analysis / . 16.04.2025

AHanuTHYeCKHIi oTdyeT No JlaTa anaiamnsa

Date of Manufacture / . 03/2025 Date of Expiry / - 02/2028

Jara nponsBoacTaa I'ogen no

| Mfg. License No. / MA ber: /

TIpou3BoACTBeHHAS : MNB/05/263 i : JII-Ne(006398)-(PT'-RU)
omep PY

JuueH3nst Ne

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

PageSof 6/ Cip.5u3 6
10 | Packaging / Ynakoexka 10 tablets in a PVC/aluminum | 10 tablets in a PVC/aluminum blister. 1,
blister. 2 blisters and a package |2, 3 or 10 blisters and a package leaflet in
leaflet in a carton. / Ilo 10 |acarton./
tabnerok B [IBX/amomunueBom |Ilo 10 tabnerok B [IBX/amomuHueBom
6nuctepe. [o 2 6auctepa Bmecte | bictepe. [o 1, 2, 3 unu 10 6aucrepos
C JINCTKOM-BKJIaJIBILIEM B MAUYKy | BMECTe C JHMCTKOM-BKJIAAbIILIEM B Ma4Ky
KapTOHHYIO. 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. /
* - Ananu3 no nokazateno «MUKPOOUONOTHUYECKass YHCTOTa» TPOBOJUTCS IPOM3BOAWTENIEM IIPH BBIMYCKE
nepHoau4ecKH (C MHTEPBaIOM OJHO UcnbiTaHue Ha 20 cepuii Uiy He MeHee 1 pasa B ron). IlokasaTenb MOXeT ObITh HE
BkJroueH B Ceprudukar ananuza GUPMBI.

API name (INN) / Haumenosauune A®C (MHH): Nimesulide / Humecyaua

API manufacturer batch number / NMS/14120876

Homep cepnn nponssoanteas APC:

FP Manufacturer API Batch number / FERAO0751

Homep cepuu cy6crannun npounssoaures ['JI0:

API Manufactured by & country / . .

Tpoussomnreas A®C, cTpana: Aarti Drugs Limeted / Aaptu [lparc Jlumuten

Name, address, authorization No for FP Dr. Reddy s Laboratories Ltd., Indla}, qumulatlon Unit-6,

manufacturing site / Control site / Rel ite / Vill. Khol, Nalagarh Road, Baddi, Distt. Solan (HP)

antiactiring site /7 ontrof site / Refease site 173205, India (license No MNB/05/263) /

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

Hpumeuanue: [Ipoaykr cooTBeTcTBYET Tpeboranusm HJJ 3akmwuenue: OJJOBPEHO

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

Iloprorosneno: Rama Kant IIposepeno: Pardeep OnobpeHo: Menemxep / PE‘KOBO[MTCJ‘[L
Kumar Amit Kumar —

Date / L Date / Date /

Jara: 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: +91 40 4900 2999, Email: mail@drreddys.com
' CIN: L85195AP1984PLC0O04507
www.drreddys.com




‘." Dr. Reddy's Laboratories Ltd.
? @ i )

Formulation Unit-6
Dr. Reddy s '. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

Product : Nise® (Nimesulide) tablets 100 mg

IMpoaykt: Haiiz® (HHMech‘[H}.‘l) tabnetku, 100 mr

Market / Pbinox . Russia/ Poccus

Batch No / . Batch Quantity / ~ 5000000 tab /

Cepus Ne | VEises Pazmep cepun "~ 5000000 Tab

Analytical Repourt No/ . 040002891896 Date of Analysis / 16.04.2025

AHauTHYeCKHI oTyeT No Jlara ananusza

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2028

Jara nponsBoacTea I'onen go

Mfg. License No. / SR ber: /

IpousBoacTBEHHAS : MNB/05/263 N ok : JITI-Ne(006398)-(PT'-RU)
omep PY

Juuenzua Ne

Analysis performed according ND / Anaaus nposenen nmo H/I: JITI-Ne(006398)-(PT'-RU)-310724

Page 60of 6/ C1p. 6 u3 6

HaumenoBanmne, aapec, THNEH3HA 115 I-p Peanwn’c Jladopartopuc Jita., UHaus,
[ pouszpoacTeennas niomaaka / Illnomagka [TpoussoacTBeHHOE NoApasienenue-6, Buun. Kxons,
KOHTpoJIs kayecTBa / [Lnomaaka Bbinycka Hanarapx Poyn, bagau, Jluctpukr Conan, X.I1., 173205,

Wuaus (nuuensus 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».

3akiaouenne o0 coorBercTBUM: «HacToslmm s MOATBEpXkIar0, 4TO MpUBEJEHHAs Bblle MHGOPMALMUsA ABISETCH
JIOCTOBEPHO# U TOUHO. DTa cepus MPOAYKLIMH NPOH3BeeHa (BKIIOYAs YIaKOBKY (MAPKHUPOBKY) M KOHTPOJIb KA4€CTBa)
Ha BblIIEYKa3aHHOHM MPOM3BOJACTBEHHO! IUToMaKe (TUI0MaAKax) B MOJHOM COOTBETCTBUM ¢ Tpebosanuamu IlpaBun
HajyIexallei npou3BoAcTBeHHON npakTuku Espasuiickoro skoHoMuueckoro corosa (Ne GMP/EAEU/RU/00554-2022
dt. 23 July 2022) u TpeGoBaHHAMH KOHTpPOJIS KadyecTBa JIEKAPCTBEHHBIX CPEACTB, a TAKXKE B COOTBETCTBUH CO
crieUMpUKAUUIMH, COACPXKALIMMHUCSH B PErHCTPALIMOHHOM JOChE CTPaHbI-UMIIOPTEpA. 3anMCH MO TNPOM3BOACTBY,
YIaKOBKE W aHalM3y IpOBepeHbl, M YCTaHOBJIEHO HX cooTBeTcTBUe Tpebosannsm [lpaBun Haanexaieh
[IPOM3BOACTBEHHOH MpakTUKU EBpa3zuiickoro 3KOHOMHYECKOro CO3a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [IpoaykT coorBeTcTBYET TpeboBanusm HJJ 3axawuenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarotosneno: Rama Kai;t [Tpoeepero: Pardeep OnobpeHo: Menemxkep / PykoBonutesnn
- Kumar Amit Kumar A

Rl — A
Date / \ Date / Date / ¥
Hara: 25.07.2025 Hara: 25.07.2025 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



