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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

CEPTHOUKAT AHAJIU3A

www.drreddys.com

"Product : Nise® (Nimesulide) tablets 100 mg
| IIpopykT: Haii3® (numecynun) tabnerku, 100 mr

Market / Poinok

Russia / Poccus

Batch No/ Batch Quantity / 5000000 tab /

Cepnasa Ne i Pa3zmep cepun 5000000 tab

Analytical Repovrt No/ 040002812905 Date of Analysis / 18.02.2025

AnanurHyecknii oTyer Ne HaTa anajansa

Date of Manufacture / 01/2025 Date of Expiry / 12/2027

Jarta npon3BoacTea Tonen xo

Mfg. License No. / MA ber: /

IIpoH3BOACTEEHHAST : MNB/05/263 H fumer: : JITI-Ne(006398)-(PI"-RU)
omep PY

annenzHa Ne

_Analysis performed according ND / Anajus nposenen mo H/I: JITI-Ne(006398)-(PT-RU)-310724

Pagelof 6/ Crp.1 u3

Ne Test / [lokasaTenn

Result / PesyabTaTsl

Specification / Hopma

1 Appearance / Onucanne

Yellowish white round biconvex
tablets with smooth surface. /
Benble ¢ KeATOBATEIM OTTEHKOM
KPYIJIbIe IBOSKOBBIMYKIIBIE
TabJIETKH C [NIagKOH
MOBEPXHOCTBIO.

Yellowish white round biconvex tablets
with smooth surface. / bBemple ¢
5KEJITOBATRIM OTTEHKOM Kpyribie
JIBOSIKOBBIMYKJIbIE TabJIETKU C TJIafKOM
[TOBEPXHOCTHIO.

2 Identification /
HaenTndpukanns

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 ynepkxuBaHus
OCHOBHOTO MHKa Ha
Xpomarorpamme HCIIBITYEMOTO
pacTBopa COOTBETCTBYET BPEMEHH
yIepXKUBaHHUS OCHOBHOIO NMHMKa Ha

XpomaTorpamme pacTBOpa
CTaHIapTHOTO obpasua
HUMECYJIUA .

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 ynepxkuBaHus
OCHOBHOI'0 TMHKa Ha XpOMaTOrpamme
HCIIBITYEMOTO pacTBopa JIOJDKHO
COOTBETCTBOBATh BPEMEHH YACP)KUBaHUS
OCHOBHOTO TMHKa Ha XpoMaTorpaMmme
pacTBopa CTaHAAPTHOTO obpasua
uuMecyiuaa (pasnen «KonuuecTBeHHOE
OTIpEeICTICHUEN).

3 Average weight and
uniformity of weight /

Complies / CooTBeTcTBYeET

310.0 mg/ 310.0 Mr

310 mg+5.0 %
18/20 tablets - not more than + 5 %

(=)

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

Ipumeuanne: [Tpoxykr coorBercTByeT TpeboBanuam HJI

3aksogenune: OJOBPEHO

Jara: 04.06.2025

Jara: 04.06.2025

Jara: 04.06.2025

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneno: Pravesh Rana ITposepeno: Rama Kant OnobpeHo: Menemkep / PykoBoauress
oLdF Amit Kumar —
@“‘\. o N
Date / Date / Date / !

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49C0 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

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

CEPTH®UKAT AHAJIM3A

www.drreddys.com

Product : Nise® (Nimesulide) tablets 100 mg
Tpoayxr: Haiiz® (Humecynun) tabnetku, 100 Mr

Market / PoIHOK : Russia / Poccus

Batch No / . Batch Quantity / 5000000 tab /

Cepus Ne e Pasmep cepun " 5000000 Tab

Analytical Repo:‘t No/ . 040002812905 Date of Analysis / 18.02.2025

AnanuTnyecknii oTyeT No Jata anaanza

Date of Manufacture / . 01/2025 Date of Expiry / 12/2027

JlaTa npou3BOACTBA I'open no

Mfg. License No. / o ber: /

Ilpou3BoacTBeHHAS : MNB/05/263 = e~ ol : JIT-Ne(006398)-(PT"-RU)
omep PY

JauneHsua Ne

' Analysis performed according ND / Anam3 nposeaen mo HJI: JITI-Ne(006398)-(PI'-RU)-310724

Page2 of 6/ Crp. 2 u3
Cpeanss Macca n 2/20 tablets - not more than + 10 %. /
OHOPOJAHOCTH MACCHI 310 Mr + 5,0 %
18/20 Tabnerok — He Gonee = 5 %
2/20 tabnetok — He 6onee + 10 %.
4 Water / Boga 22%/22% Not more than 6.0 %. / He 6onee 6,0 %.
5 Dissolution / Unit-1/ Ta6n.-1 98 % He metee 75 % (Q) oT HOMUHAJIBHOTO
PacTBOpeHue Unit2 / Tabn.2 98 % coaepaxanns Ci3H2N2OsS (Humecynun)
yepes 45 MuH.
Unit-3 / Tabn.-3 97 %
Unit-4 / Tabn.-4 98 %
Unit-5 / Tabn.-5 99 %
Unit-6 / Tabmn.-6 98 %
6 | Related substances / PoacTBeHHbIC NPHMeECH

Impurity A / Ilpumecs A

Impurity B / IIpumecs B
RIS S SR 0.03 %

Below LOD (LOD = 0.0019 %) /
Huxe npenena obHapyxeHUs
(I1I0 =0.0019 %)

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

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

=2

Remarks : The Product confirms to ND/
Ipumeuanue: [Iponykr coorercTByeT TpebosaHusam HJ{

Conclusion : APPROVED /
3axmiouenne: OJJOBPEHO

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

onrorosieno: Pravesh Rana / IIposepeno: Rama Kant Ono6peHo: Menemkep / PykoBonutesns
. A Jud” Amit Kumar -

Date / Date / Date / {

Hara: 04.06.2025 Hata: 04.06.2025 Hara: 04.06.2025

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.
Formulation Unit-6

@
Dr. Reddy’s ‘.0. Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel:+91 58166 56001-02
CEPTUOUKAT AHAJIM3A www.drreddys.com
Product : Nise® (Nimesulide) tablets 100 mg
IpoayxT: Haiis® (numecynun) Tabnerku, 100 Mr

Market / Prinok . Russia / Poccus
Batch No / ) Batch Quantity / 5000000 tab /
Cepus Ne § e Pa3zmep cepun " 5000000 Tab
Analytical Repo“rt No/ . 040002812905 Date of Analysis / . 18.02.2025
AnanuTHYecKHiH oTyeT N2 JlaTa aHaM3a
Date of Manufacture / . 01/2025 Date of Expiry / . 12/2027
JlaTa npou3BoacTBa I'onen no
Mfg. License No. / MA ber: /
Ilpon3BoACTBeHHAs : MNB/05/263 - R . JITI-Ne(006398)-(PI"-RU)

omep PY
| THIeH3HA Ne

Analysis performed according ND / Anauun3 nposenen mo HJI: JII-Ne(006398)-(PT'-RU)-310724

Page 3 of 6 / CTp. 3 u3
I v C /I C Not more than 0.20%; / He 6onee
mpurity pumech Not detected / He oGHapyxeHa | (0,20 %;
Impurity D / [Ipumecs D Not detected / He o6HapyeHa gkz)t) (ym'ore than 0.20 %; / He Gonee
B 0,
. Not detected / e obuapyxkena | Not more than 0.20 %; / He 6onee
Impurity E / TIpumecs E pYyx 0.20 %;
Impurity F / TTpumecs F Not detected / He oOHapykeHa 31(2"(:) O/m.ore than 0.20 %; / He Gonee
b 0,
1ndivif1ual unidentified 0.02% Not more than 0.20%; / He 6onee
impurity / EpguHuuHas 0,20 %;
HeuAeHTH)UIMPOBaHHAS
NpUMECH
Total 1P uities, [| Cymia 0.05% Not more than 1.5 %; / He 6onee 1,5 %;
npuMecei
7 | Uniformity of dosage The Acceptance Value (AV) should be
units / OagHOpoAHOCTH 23 less than or equal to 15.0. / [TokazaTens
JTO3HPOBAHHS ' npuemineMocT (AV) nomkeH ObITh HE
6osee 15,0.
8 | Microbiological purity* / Mukpo6Hnosoruueckas 4acrora*
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [IpoayxT coorBercTBYeT TpebosaHuaM HJI 3axmouenne: OJJOBPEHO
Prepared by / = Checked by / Approved by: Manager/Executive /
IToarororneno: Pravesh Rana 1 IIposepeHo: mjr:a Kant Ono6peno: Menemxkep / PykoBonurens
; Pl Amit Kumar '
) W N~
Date / Date / Date / S
Jara: 04.06.2025 Jlata: 04.06.2025 Harta: 04.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad ~ 500034, Telangana, India
Tel: +91 40 49C0 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Viit. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tei:+91 98166 56001-02

CEPTHO®HUKAT AHAJIU3A

www.drreddys.com

Product : Nise® (Nimesulide) tablets 100 mg
HpoaykT: Haiiz® (Humecynnn) Tabnerky, 100

mr

Market / PriHok : Russia / Poccus

Batch No / N Batch Quantity / 5000000 tab /

Cepus Ne 5 V2500227 Pazmep cepun 5000000 Tab

Analytical Repourt No/ . 040002812905 Date of Analysis / 18.02.2025
AuanurHdyecknii oTuyeT Ne Jarta ananusa

Date of Manufacture / 01/2025 Date of Expiry / 12/2027

Jara mpon3BsoacTaa T'onen g0

Mfg. License No. / MA ber: /

IIpoH3BOCTBEHHAS : MNB/05/263 ¢ e . JITI-Ne(006398)-(PI"-RU)

omep PY

_Iunensus Ne

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

Page 4 of 6/ Ctp. 4 u3

a) Total Aerobic Microbial NA Not more than 10° CFU/g. /
Count / O6wmee 4MciO He 6onee 10° KOE/r.
JKM3HECTIOCOOHBIX

a3poOHBIX

MHKPOOPraHH3MOB

b) Total Combined Yeast NA Not more than 10> CFU/g. /
and moulds count / O6mee He 6onee 10? KOE/T.
YHCIO  APOMOKEBBIX U

IUIECHEBBIX IPUOOB

¢) Escherichia Coli NA Shall be absentin 1 g./

OrtcyrcTBUE B 1 T.

9 Assay / KosqmmuecTBeHHOE
onpeJesieHHe

99.0 mg/99.0 mr

90.0 to 110.0 mg of Ci;3H2N-OsS
(nimesulide) per tablet. / Ot 90,0 mo
110,0 mr C13H12N2OsS (Humecynua)
B TaDJeTKE.

10 | Packaging / YnmakoBka

10 tablets

in a PVC/aluminum

10 tablets in a PVC/aluminum blister. 1,

blister. 2 blisters and a package
leaflet in a carton. / ITo 10 Tabnetok
B [IBX/amomunuesom OGnucrepe.
Ilo 2 6nucrepa BMeCTe C JTUCTKOM-
BKJIQ/IBILIEM B [1A4YKY KApPTOHHYIO.

2, 3 or 10 blisters and a package leaflet in
a carton. /

ITo 10 tabnetox 8 IIBX/amomuHueBOM
6aucrepe. Ilo 1, 2, 3 unu 10 6nucrepos
BMECTE C JINCTKOM-BKJIQ/bILUEM B TaUKy
KapTOHHYIO.

‘Remaiks . The Product conflirms to ND/
Ipumeuanne: [IponykT COOTBETCTBYET Tped

oBanusM HJI

Conclusion : ATTROVED /
3axmouenne: OJJOBPEHO

Prepared by / (
[Moaroroeneno: Pravesh Rana i

Checked by /
Ilporepeno: Rama Kant

e

Approved by: Manager/Executive /
Ono6peno: Menemxkep / Pykosoautesnn
Amit Kumar ~

N

Date /
Jata: 04.06.2025

Date/
JaTa: 04.06.2025

Date / ¥
Jarta: 04.06.2025

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.corm
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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 68166 56001-02

CEPTHUOHKAT AHAJIM3A

www.drreddys.com

"Product : Nise® (Nimesulide) tablets 100 mg =
IIpoaykr: Haiis® (numecynun) Tabnetky, 100 Mr
Market / PuiHok . Russia / Poccus
Batch No / . Batch Quantity / 5000000 tab /
Cepus Ne § e Pa3mep cepun 5000000 Tab
Analytical Repo:‘t No / . 040002812905 Date of Analysis / 18.02.2025
AHauTHYecKHi oTyeT Ne JAaTta ananuza
Date of Manufacture / - 01/2025 D_ate of Expiry / 12/2027
Jara npou3BoacTBa I'open o
Mfg. License No. / MA ber: /
IIponsBoACTBeHHAsI : MNB/05/263 i ek : JII1-Ne(006398)-(PT"-RU)
omep PY
IHNeH3Ha Ne
| Analysis performed according ND / Anann3s nposenen mo HJI: JITT-Ne(006398)-(PT-RU)-310724

PageSof 6/ CTp. 513 6
* _ 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. /
* _ Agamus mo nokasatemo «Mmukpobuonorndeckas 4MCTOTa» MPOBOJMTCSA IPOH3BOAMTENEM IIPU  BBHIITYCKe
TepHoMuecky (C MHTEpBAJIOM OJIHO MCTibiTaHHe Ha 20 cepwii win He MeHee 1 pasa B roj). [lokazatens MOXeT GBITE He
BKJIFOYeH B Ceprudukar aHanusa GpupMsl.
API name (INN) / Haumenopanue AOC (MHH):
API manufacturer batch number /
Homep cepuu npounzsogutesa APC:
FP Manufacturer API Batch number /
Howmep cepun cy6ctannnn nponspogutens I'JID:
API Manufactured by & country /
IIponssoautenn ADC, crpana:

Nimesulide / Humecymun

NMS/14100711

FERA00673

Aarti Drugs Limeted / Aaptu lparc Jlumuren

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6,
Vill. Khol, Nalagarh Road, Baddi, Distt. Solan (HP)
173205, India (license No MNB/05/263) /

J-p Pennu’c Jlabopatopuc JIta., Mnaus,
IMpouseoacTBeHHOE moApa3aenenue-6, Bumn. Kxonb,
Hanarapx Poyn, bamau, Juctpukr Conan, X.I1., 173205,
Hunna (;munensus Ne MNB/05/263)

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HaunmeHoBaHHe, agpec, JHUEH3HS 1
IIpousBoacreennas miomanka / [lnomanka
KOHTpoJf KadecTBa / Ilnomaaka BeImycKa

Conclusion : APPROVED /
3akawuenune: OJOBPEHO

Remarks : The Product confirms to ND/
IIpumeuanue: [Ipoaykr coorseTcTBYeT TpebopaHuam HJJ

Prepared by / Checked by / Approved by: Manager/Executive /
Tloarotosneno: Pravesh Rana IIpoBepeno: Rama Kant Ono6peno: Menemxkep / Pykosoaurtens
Z @W_‘uﬂ— Amit Kumar A
ol N
Date / Date / Date / \

Jara: 04.06.2025

Hara: 04.06.2025 Hara: 04.06.2025

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 Laboratories Ltd.
? .... Formulation Unit-6
Dr. Reddy S & Vili. Khol, Nalagarh Road, Baddi,
’ Distt. Solan, H.P,, 173 205, INDIA

CERTIFICATE OF ANALYSIS  Tel: +91 98166 56001-02
CEPTUDUKAT AHAJIU3A www.drreddys.com

Product : Nise® (Nimesulide) tablets 100 mg

IlpoaykT: Haiiz® (Humecynun) Tabnerku, 100 mr N L

Market / Prinox . Russia / Poccus

Batch No / _ Batch Quantity / 5000000 tab /

Cepus Ne i PN2o00827 Pasmep cepuu " 5000000 Tab

Analytical Repo‘}‘t No/ - 040002812905 Date of Analysis / 18.02.2025

AHasiuTHYecKHi oT4eT No JlaTa ananu3za

Date of Manufacture / . 01/2025 Date of Expiry / - 12/2027

Jara npoun3BoacTea T'oxen mo

Mfg. License No. / MA ber: /

Ilpon3BoACTBeHHAS : MNB/05/263 e fumoer: : JITI-Ne(006398)-(PT"-RU)
omep PY

JuneHsus Ne

Analysis performed according ND / Anaan3 nposeaex mo HJI: JITT-Ne(006398)-(PI'-RU)-310724

Page 6 of 6/ CTp. 6 M3 6
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».

3armouenne 0 cooTBeTcTBHH: «HacTosumm s MOATBEPXIAlO, YTO NMpHBeJEHHas Bhlle MHPOpPMALMA SBISETCA
JIOCTOBEPHOM M TOUHOM. DTa cepus INPOLYKLHH Npou3BeeHa (BKIIOHYas YIIaKOBKY (MAPKMPOBKY) M KOHTPO/b KayecTBa)
Ha BBIIIEYKA3aHHOM MPOM3BOACTBEHHOM UIOLaKe (TUIOMAfKaX) B IIOJHOM COOTBETCTBHU ¢ TpeGoBaHuaMM IIpasui
HaJUIeXalleil IpOU3BOICTBEHHOM NpakTHKK EBpasuiickoro skoHoMutdeckoro cowosa (Ne GMP/EAEU/RU/00554-2022
dt. 23 July 2022) u TpeOGoBaHMSIMH KOHTpOJII KayecTBa JIEKADCTBEHHBIX CPEJACTB, & TaKXKE B COOTBCTCTBHM CO
crieurHKALMAME, COAEPXKAWMMUCS B PETMCTPALMOHHOM AOChE CTPaHbI-MMIIOpTepa. 3alMCH MO TNPOH3BOACTBY,
YHOAKOBKE M aHalIW3y [POBEpPeHbl, W YCTAHOBIEHO HMX COOTBETCTBHE TpebosanuaM IlpaBun HazuiexalneH
MPOU3BOACTBEHHOM NMpakTHKU EBpa3uiickoro 3kKOHOMHYECKOIO CO03a».

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

Ipumeyanue: [Ipoaykt cootBeTcTByeT TpeboBanuam HJJ 3aknwuyenne: OJJOBPEHO

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

IMoarorosaeHo: Pravesh Rana [ IporepeHo: Rama Kant Onobpeno: Menemxkep / PykoBoaurens
(A | Amit Kumar -

Date / Date / Date / \

Hara: 04.06.2025 Jlara: 04.06.2025 Jarta: 04.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49C0 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



