Dr.Reddy’s ‘:‘,'0

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

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

CEPTHOUKAT AHAJIM3A

www.drreddys.com

| Product : Nise® (Nimesulide) tablets 100 mg
IIpoayxr: Haiiz® (numecynua) tabnetku, 100 mr

Market / Peinok : Russia / Poccns

Batch No / ) Batch Quantity / 5000000 tab /

Cepus Ne & V2300812 Pasmep cepuu " 5000000 Tab

Analytical ReportNo/ . 254441507391 Date of Analysis/ . 55 04 5025
AHanuTu4ecKui otuer Ne JaTa ana;au3sa

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

JaTta npou3BoacTea I'open no

Mfg. License No. / MA ber: /

IponsBoACTBEHHAS : MNB/05/263 HOML‘;’[‘,‘Y‘*“ s JI[I-Ne(006398)-(PT-RU)

JuueHsust Ne

Analysis performed according ND / Ananan3 nposeaen no H/{: JITI-Ne(006398)-(PI'-RU)-310724

biconvex tablets with smooth
surface. / Beble ¢ xKeATOBATHIM
OTTEHKOM KpYrJible
JIBOSIKOBBIMYKJIbIE TAOJIETKH ¢
IJ1aKOW [MOBEPXHOCTBEO.

Page 1 of 6/ C1p. 1 u3
Ne | Test/ IlokazaTean Result / PesyabTaTsl Specification / Hopma
1 Appearance / Onucanue Yellowish white round Yellowish white round biconvex tablets

with smooth surface. / benpie ¢
KEJITOBATBIM OTTEHKOM KPYIJIblE
JBOSKOBBITIYK/Ible TaONETKH C CIaakoH
MOBEPXHOCTHIO.

2 Identification / The retention time of the main
Unentudnkanusn 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

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»xuaHus
OCHOBHOrO TMHKa Ha Xpomarorpamme

OCHOBHOTO nvkKa Ha | HCIIBITYEMOrO pacTBopa JOJIKHO
XpomarorpamMme HCIBITYEMOrO | COOTBETCTBOBATH BPEMEHH YAECP’KUBAHUS
pacTBopa COOTBETCTBYET | OCHOBHOFO MMKa Ha XpoMaTorpamme
BpeMEHH ylepKHBaHHs | pacTBOpa  CTaHAAPTHOrO obpazua
OCHOBHOTO nuka Ha | HuMecymuaa (pazpen «KonuuectBeHHOE
Xpomarorpamme pacTBOpa | onmpeneneHue).
CTaHOApTHOrO obpazua
HUMECYIH/A .

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

IIpumeuanue: [Ipoaykr cootBeTcTBYeT TpeboBanusm HJ{ 3akawuenue: OJJOBPEHO

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

ITonrorosneno: Rama Kant Iposepeno: Pardeep Kumar Onobpeno: MeHnemxep / Pykooaurtens

@»‘X‘ U'bk/ [ Amit Kumar /\ 3
Date / \ Date / Date / '
Hara: 25.07.2025 Hara: 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
CIN: L85195AP1984PLC004507
www.drreddys.com

@drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories 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
Mpoaykr: Hait3® (Humecynun) tabaetky, 100 mr

Market / Poinok Russia / Poccus

Batch No / Batch Quantity / 5000000 tab /

Cepus Ne V200l Pasmep cepun 5000000 a6

Analytical Repog‘t No/ 890001807391 Date of Analysis/ 30.04.2025

AHaJTHTHYECKUH oTueT Ne Jlara anaauza

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

daTa npou3BoacTBa I'onen a0

Mfg. License No./ MA ber: /

Ipon3BoACTBEHHAS : MNB/05/263 8 o : JITI-Ne(006398)-(PT-RU)
omep PY

Junensnst Ne

Analysis performed according ND / Anaan3 nposeaen nmo HJI: JITI-N2(006398)-(PI'-RU)-310724

Page2 of 6/ Crp. 2 u3

3 Average weight and Complies / CooTBeTcTBYET 310 mg £5.0 %
uniformity of weight / 311.2 mg/ 311.2 mT 18/20 tablets - not more than £ 5 %
Cpeanss macca u
OJHOPOXHOCTH MacChl 2/20 tablets - not more than+ 10 %. /
310 mr£5,0%
18/20 Tabnerok — He bojiee £ 5 %
2/20 TabieTok — He bonee = 10 %.
4 Water / Boxa 2.7%/2.7% Not more than 6.0 %. / He 6onee 6,0 %.
5 Dissolution / PacTBopenue Unit-1/ Ta6n.-1 92 % He menee 75 % (Q) oT HOMHHaNBHOIO
Unit2 / Tabn.2 949, conepxanus Ci3H2N>OsS (Humecynun)
’ ¢ yepe3 45 MUH.
Unit-3 / Ta6i.-3 94 %
Unit-4 / Tabn.-4 94 %
Unit-5 / Tabu.-5 94 %
Unit-6 / Tabn.-6 91 %

Remarks : The Product confirms to ND/
IIpumeuanune: [IpoaykT cooTBeTcTBYET TpeboBanusm HJJ

Conclusion : APPROVED /
3axiarwuenue: OJJOBPEHO

Checked by /
I[Tposepeno: Pardeep Kumar

QL—/:

Prepared by /
[Toarorosneno: Rama Kant

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

Lot
Date / i

Hara: 25.07.2025

Date /
Hara: 25.07.2025

Amit K
umar u /\ /-\/
Date / g

JHata: 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 2959, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF

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

ANALYSIS

CEPTUDHKAT AHAJIM3A

Product : Nise® (Nimesulide) tablets 100 mg
Mpoaykr: Halz® (Humecynun) tabnetku, 100 mr

Market / Poinok

Russia / Poccust

Batch No / Batch Quantity / 5000000 tab /

Cepus Ne V2500812 Pazmep cepun 5000000 tab

Analytical Repourt No / 890001807391 Date of Analysis / 30.04.2025

' AHaJAUTHYECKHIT oTUeT Ne JlaTa aHaan3a

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

Jarta npousBojcTBa I'onen 1o

Mfg. License No. / MA ber: /

IpousBoacTBEeHHAs MNB/05/263 N A JIN-Ne(006398)-(PI-RU)
omep PY

JHnen3ns Ne

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

(=)

Page3of 6/ Crp.3 u3
6 | Related substances / PoacTBeHHble npumecu
Impurity A / [Tpumecs A Below LOQ (LOQ = 0.0057 %) /
Hunke npenena konudectsennoro | Not more than 0.20 %; / He 6onee 0,20 %;
onpenenenus (ITKO = 0.0057 %)
Impurity B / [Tpimecs B 0.03 % Not more than 0.20 %; / He 6onee 0,20 %,
Impurity C / [Tpumecs C Not detected / He oGHapyseHa Not more than 0.20 %; / He 6osiee 0,20 %;
Impurity D / [Tpumecs D - 0
Below EODI(EODIS (0.004956)1 Not more than 0.20 %; / He 6onee 0,20 %;
Hixe npenena obuapyxenus (ITO
=0.0049 %)
Impurity E / Ilpumecs E Not more than 0.20 %; / He 6onee 0,20 %;
Not detected / He oOHapyxeHa
Impurity F / I[Ipumecs F Not more than 0.20 %; / He 6omee 0,20 %;
Not detected / He 0OHapyxkeHa
Individual unidentified impurity /
EAMHMYHas 0.02% Not more than 0.20 %; / He 6onee 0,20 %;
HEMIEHTU(DULUPOBAHHAS
TpHUMech
Total i iti
ota 1r£1pur1 ies, o [GgmNia 0.05% Not more than 1.5 %; / He 6onee 1,5 %;
npumeceit
7 Uniformity of dosage units / The Acceptance Value (AV) should be
OgnopoanocTs 26 less than or equal to 15.0. / [Toka3arens
| JA03HPOBAHHSA )
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [lponykr coorBeTcTyeT TpeboBanusam HJJ 3akmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
TTopgrotorneno: Rama Kant IIpoBepeno: Pardeep Kumar OpnobpeHo: Menemxep / Pyxosoautess
Amit Kumar et
Date / \ Date / Date /
Jlara: 25.07.2025 Hara: 25.07.2025 Jara: 25.07.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +971 40 4900 2900, Fax; +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Labaoratories Ltd.

Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : 491 98166 56001-02

www.drreddys.com

CEPTHOUKAT AHAJIM3A

Product : Nise® (Nimesulide) tablets 100 mg

IpoayxT: Haii3® (Humecynua) tabnerku, 100 mMr

Market / Puinok

. Russia / Poccus

Batch No / Batch Quantity / 5000000 tab /

Cepusn Ne Mot Pa3mep cepun 5000000 tab

Analytical Repovrt No/ 800001807391 Date of Analysis / 30.04.2025

AHanaTHdecKui oTyer Ne JlaTa anaiau3za

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

JaTta npousBoacTBa T'open o

Mfg. License No. / MA ber: /

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

JuneHsus No

Analysis performed according ND / Ananu3s nposenen mo H: JITI-Ne(006398)-(PI'-RU)-310724

Page4 of 6 / Crp. 4 u3

Gonee 15,0.

npuemnemoctd (AV) gomkeH ObiTh He

8 | Microbiological purity* / Mukpo6Guoaoruueckas uncrora*

a) Total Aerobic Microbial

Count / O6wee uwucno
JKU3HECTIOCOOHBIX  a3pO0HBIX
MHKPOOPraHU3MOB

NA Not more than 10° CFU/g. /
He 6onee 10° KOE/T.

b) Total Combined Yeast and
moulds count / O01uee yucio
JPOMOKEBBIX W IUIECHEBLIX
rpuboB

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

¢) Escherichia Coli

NA Shall be absentin 1 g. /
OtcyrcTBHE B 1 T

Assay / KoanuecTBennoe 100.7 mg / 100.7 mr

ompeaeaeHue

90.0 to 110.0 mg of Ci3HipN-O58
(nimesulide) per tablet. / Ot 90,0 o
110,0 mr Ci13H1sN>OsS (Humecynun)
B TabneTke.

N

Remarks : The Product confirms to ND/
Ipumeyanue: [Iponyxr cootBeTcTBYET TpeboBanusm HJJ

Conclusion : APPROVED /
3akmwuenne: OJOBPEHO

Prepared by /
IMoaroroeneHo: Rama Kant

Checked by /
IIposepeno: Pardeep Kumar

——

Approved by: Manager/Executive /
OnobpeHo: Menepkep / PykoBoaureb
| g

Amit Kumar
/\"".._.-f

Rulo
Date / =

Hara: 25.07.2025

Date/
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 4900 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

Viil. Khol, Natagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +81 98166 56001-02

CEPTUOHUKAT AHAJIM3A

www.drreddys.com

Product : Nise® (Nimesulide) tablets 100 mg
Ipoaykr: Halis® (Humecysina) Tadnerku, 100 mr
Market / Poiok : Russia / Poccust
Batch No / . V2500812 Batch Quantity / ; 5000000 tab /
Cepus Ne Pa3mep cepun 5000000 Tab
Analytical Report No/ 890001807391 Date of Analysis / - 30.04.2025
AHaJHTHYECKHHA oTueT Ne JlaTa anaaum3a
Date of Manufacture / 04/2025 Date of Expiry / - 03/2028
| Jlata npou3BoacTBa Ionen no
Mfg. License No. / MA ber: /
Npon3BoacTBenHAast : MNB/05/263 N e : JIT-Ne(006398)-(PT-RU)
omep PY
JuneH3us Ne
Analysis performed according ND / Anaau3 nposenen mo H/I: JITI-Ne(006398)-(PT'-RU)-310724 }

PageS5of 6/ Crp.5u3 6

10 | Packaging / Ynakoska

10 tablets in a PVC/aluminum
blister. 2 blisters and a package
leaflet in a carton. / Ilo 10
tabnetok B [IBX/antomuuaresom
onuctepe. 1o 2 Gnuctepa BMecTe
C JIMCTKOM-BKNAJbILIEM 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/amomMunuesom
6muctepe. Ilo 1, 2, 3 unu 10 6nuctepos
BMECTE C JIMCTKOM-BKJIAABILIEM B Mayky
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 mnokazatento «MHKpoOHOOrMYECcKas YWUCTOTa» MPOBOAMTCS MPOM3BOAMTEIEM TIPH BbIMYCKE
TIEpUOJHYECKH (C MHTEPBAJIOM OAHO ucnbiTaHue Ha 20 cepuii uu He MeHee 1 pasza B roa). [lokazaTtens MOXKET ObITh HE

BisiroueH B Ceprudukar aHamu3a GUpMbl.

API name (INN) / Haumenopanue A®PC (MHH):

Nimesulide / Humecynnn

API manufacturer batch number /
Homep cepun npouspoaurens ADC:

NMS/14120880, NMS/14120882

FP Manufacturer API Batch number /
Homep cepuu cyocTannun npouspoaures I'JID:

FERAQ0753, FERA00754

API Manufactured by & country /
IIpoussoantens A®C, crpana:

Aarti Drugs Limeted / Aaptu J{parc JIumuren

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: HponykT coorBercTBYeT Tpedosanusm HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
IToarorosneno: Rama Kant

Checked by /
IIpoeepeno: Pardeep Kumar

-

Approved by: Manager/Executive /
Onotpeno: Menemxep / PyxoBoaurens
Amit Kumar

\
=
v/\ B

Qoo
Date / S

Jara: 25.07.2025

Date /
Hara: 25.07.2025

Date /
Jlarta: 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

q. ®

. 9 Formulation Unit-6

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

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHUOHKAT AHAJIU3A
Product : Nise® (Nimesulide) tablets 100 mg
IIpoaykr: Haiis® (Humecynann) tabnerku, 100 mr
Market / PoiHoK : Russia/ Poccus
Batch No / . Batch Quantity / ~ 5000000 tab /
Cepus Ne 2 V200512 Pa3zmep cepun " 5000000 Tab
Analytical Repourt No/ . 890001807391 Date of Analysis / 30.04.2025
AnaJTHTHYeCKHii oTueT Ne Jara anaau3za
| Date of Manufacture / - 04/2025 Date of Expiry / . 03/2028
JaTa npou3BoacTBa T'ogen no
Mfg. License No. / NTA —
IlpouzBoacTBennasi : MNB/05/263 H number: : JITT-Ne(006398)-(PT-RU)
omep PY
JIHIEeH3us1 No
Analysis performed according ND / Anaiu3 nposeaex no HJI: JITI-Ne(006398)-(PI'-RU)-310724

Page 6 of 6 / C1p. 6 u3 6

HaumeHoBaHue, aapec, NHUEH3HA 15 H-p Pennu’c Jlaboparopuc Jlta., Uuaus,

IIponsBoncreennan miiomaaka / [iiomaaka [IpouszBoacTBeHHOE noapaszaeneuue-6, Buna. Kxone,

KOHTpOJIs1 kavecTBa / Ilnomaaka peimycka Hanarapx Poyn, bannu, uctpuxr Conan, X.I1., 173205,
Wupusa (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».

3aka0ueHse 0 COOTBeTcTBHM: «HacTosMM s moaTBepXkIai0, 4TO NpHUBEACHHas Bbille HHPOpMALUs SBISETCS
JAOCTOBEPHOM M TOYHOH. DTa Cepus MPOAYKLMH [TPOH3BEAEHA (BITIOUAs YIAKOBKY (MAPKMPOBKY) U KOHTPOJIb KA4ECTBA)
Ha BBILICYKA3aHHOW MPOM3BOJACTBEHHON Miollaake (IUI0ILAAKAX) B IIOJIHOM COOTBETCTBUM ¢ TpebosaHusaMu [lpasun
HajJuiexaliell Ipon3BOJCTBEHHON NpakTHKU EBpasulickoro skoHomuueckoro cowosa (Ne GMP/EAEU/RU/00554-2022
dt. 23 July 2022) u TpeboBaHMAMHM KOHTPONS KadecTBa JICKAPCTBEHHBIX CPEACTB, a TaKkKe B COOTBETCTBHU CO
crneunpHuKalUMsaIMH, COAEPXKALUMMUCE B PECMCTPALMOHHOM [0OChe CTPaHbI-MMIOpTepa. 3amucH MO MPOM3BOJACTRY,
YINAaKOBKE W aHalM3y TpPOBEPEHbl, M YCTAHOBJAGHO HX COOTBeTCTBUE TpeboBanusaM [lpaBun Haanexawei
NPOHU3BOACTBEHHOH MpakTUKU EBpasHiickoro 3KOHOMMU4ECKOro cor3ay.

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

IIpumeuanne: [Iponykr coorBercTByeT Tpebopanusm HJJ 3akaouenue: OJJOBPEHO

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

IToprorosneno: Rama Kant IIpoBepeno: Pardeep Kumar OnobpeHo: Menemkep / Pykosoauresns
‘%)\ daf/ ( , Amit Kumar /\_/‘/\

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: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




