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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, INDIA
Tei : +91 98166 56001-02

CEPTHDHUKAT AHAJIM3A

www.drreddys.com

| Product : Nise® (Nimesulide) tablets 100 mg
ITpoayrTr: Haiiz® (Humecynun) Tabaetky, 100 mr

Market / Poinok

Russia / Poccus

Batch No / | Batch Quantity / 5000000 tab /

Cepus Ne et Paszmep cepun 5000000 Tab

Analytical Repovrt No/ 040002923883 Date of Analysis / 09.05.2025

Ananutudecknii oruer Ne Hara anaausa |

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

Jara nponsBoacrTea I'ogen go

Mfg. License No. / MA ber: /

IpoussoacTBenHAast : MNB/05/263 H number: : JITT-Ne(006398)-(PT-RU)
omep PY

JuuaeH3ua Ne

| Analysis performed according ND / Ananus nposenen mo HJI: JITI-Ne(006398)-(PI'-RU)-310724

Page 1 of 6/ C1p. 1 u3

Ne | Test/ Iloka3zarean

Result / PesyabTatbl

Specification / Hopma

1 Appearance / Onncanue

Yellowish white round
biconvex tablets with smooth
surface. / Benble ¢ xKenTOBATHIM
OTTEHKOM KPYTJIbIE
JIBOSIKOBBIMYKJIblE€ TAOJETKH C
rIaaKkoH MOBEPXHOCTHIO.

Yellowish white round biconvex tablets
with smooth surface. / benbie ¢
>KEJITOBATBIM OTTEHKOM KpyTible
JIBOSIKOBBIMYK/IbIE TabNeTKH ¢ TIaaKoi
MOBEPXHOCTBIO.

2 Identification /
Hnenruduxamus

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 ynepxusauus

OCHOBHOIO nMKa Ha
XpoMarorpamMMme HUCIBITYEMOro
pacTBopa COOTBETCTBYET
BpPEMEHHU yaepKUBaHUS
OCHOBHOT'O nHKa Ha
XpoMarorpamme pacTBopa
CTaHJapTHOTO obpazua
HUMECYJIHAA .

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 yaeprkviBaHus
OCHOBHOIO IMHKa Ha Xpomarorpamme
UCITIBITYEMOTO pacTBopa JOJDKHO
COOTBETCTBOBATh BPEMEHH YAECPXKUBAHHS
OCHOBHOrO NMKa Ha XpoMaTorpamme
pacTBopa  CTaHOApTHOrO obpasua
HuMmecynuaa (pazaen «KonundectBeHHoe
onpeesicHHe»).

Remarks : The Product confirms to ND/
IIpumeuanne: [IponykT cooTBeTcTBYET Tpeboranusam HJJ

Conclusion : APPROVED /
3akaouenne: OJOBPEHO

Prepared by /
[ToarororneHo: Ramakani

b

Checked by /
TIposepeno: Pardeep Kumar

S

d Amit Kumar

Approved by: Manager/Executive /
Onobpeno: Menemkep / Py KOBOJHMTEJb

\/\ﬁ

Date /
Hara: 25.07.2025

Date /
Jara: 25.07.2025

Date /
Jara: 25.07.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500934, Tetangana, India

CIN: L85195AP1984PLC004507
www.drreddys.com

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@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

CEPTHDHMKAT AHAJIM3A

www.drreddys.com

Product : Nise® (Nimesulide) tablets 100 mg
Ilpoaykr: Haiis® (numecysun) tabaerku, 100 mr

Market / PriHok : Russia/ Poccus

Batch No / Batch Quantity / 5000000 tab /

Cepus Ne V200550 Pa3smep cepun 5000000 Tab

Analytical Repo:‘t No / 040002923883 Date of Analysis / 09.05.2025

AHAJIMTHYECKHI oTyeT No | Jara ananu3za

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

Jara npon3BoacTBa I'onen g0

Mfg. License No. / MA ber: /

IponsBoacTBEHHAs : MNB/05/263 N s : JI[1-Ne(006398)-(PT-RU)
omep PY

aunensus Ne

Analysis performed according ND / Anaaus nposeaen no HJL: JITI-Ne(006398)-(PI'-RU)-310724

Page 2 of 6/ C1p. 2 u3

3 | Average weight and Complies / CooTBeTCcTBYET 310 mg£5.0 %
uniformity of weight / 309.9 mg/ 309.9 Mr 18/20 tablets - not more than + 5 %
Cpeansasa macca u
OXHOPOJHOCTH MACChI 2/20 tablets - not more than £ 10 %. /
310 Mr+ 5,0 %
18/20 Ttabnetok — He bosee £ 5 %
2/20 Ttadnetok — He Dojiee £ 10 %.
4 Water / Boaa 28%/2.8% Not more than 6.0 %. / He 6onee 6,0 %.
5 Dissolution / PacTBopenue Unit-1 / Ta6a.-1 96 % He menee 75 % (Q) oT HOMHHaJIBHOTO
Uniid / Tabn.2 979, conepkanus CisHi2NoOsS (Humecynun)
) 0 yepe3 45 MUH.
Unit-3 / Tabn.-3 97 %
Unit-4 / Tabn.-4 96 %
Unit-5/ Tabn.-5 95 %
Unit-6 / Tabn.-6 99 %

Remarks : The Product confirms to ND/
ITpumeuanne: [Ipoaykr cooTBeTcTRYeT TpeboBaHusim HJJ

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toaroroeneno: Ramakant [Iposepeno: Pardeep Kumar Opnobpeno: Menemxkep / PykoBogurens
Amit Kumar
o) L N
Date / \ Date / Date / ’
Hara: 25.07.2025 Hata: 25.07.2025 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
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Dr. Reddy's Laboratories Ltd

Formulation Unit-6

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

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHOUKAT AHAJIM3A
Product : Nise® (Nimesulide) tablets 100 mg
Ipoaykr: Haiis® (numecynna) tabnerku, 100 mr
Market / Pboinok Russia / Poccus
Batch No / Batch Quantity / 5000000 tab /
Cepus Ne hEablts Pasmep cepun 5000000 Tab
Analytical Repourt No/ 040002923883 Date of Analysis / 09.05.2025
AHajuTH4YecKHH oTUeT Ne Jara ananuza
Date of Manufacture / 04/2025 Date of Expiry / 03/2028
JaTta npousBoacTBa I'oxen no
Mfg. License No. / MA o
IIponzBoacTBeHHasn MNB/05/263 H fumber: JITT-Ne(006398)-(PI'-RU)
omep PY
Janen3us Ne

| Analysis performed according ND / Anaan3 nposenen mo HJI: JITI-Ne(006398)-(PT'-RU)-310724

Page3 of 6/ Crp.3 m3 6

6 | Related substances / PoacTBenHble mpumMecu

Impurity A / [Tpumecs A

Impurity B / [Ipumecs B
Impurity C / [Ipumecs C
Impurity D / [Tpumecs D

Below LOQ (LOQ = 0.0057 %) /
Hmxe npenena Konu4ecTBEHHOTO
onpeaenenus (ITKO = 0.0057 %)

0.03 %
Not detected / He oOHapyxeHa

Below LOD (LOD = 0.0049%) /
Huxe npenena obnapyxenus (I10

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

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

Not more than 0.20 %; / He 6o1ee 0,20 %;

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

=(0.0049 %)
Impurity E / ITpumecs E

Impurity F / TTpumecs F

Individual unidentified impurity /

Not detected / He 06HapyxeHa

Not detected / He 0OHapyxeHa

Not more than 0.20 %; / He 6o1ee 0,20 %;
Not more than 0.20 %; / He 6onee 0,20 %;

B 0.02% Not more than 0.20 %; / He 6onee 0,20 %;
Hel/lﬂeHTl/I(p[/IU,I/lpOBaHHaﬂ
NpHUMECH
Total i iti
e 1r£1pur1t1es i Epa 0.05% Not more than 1.5 %; / He 6osaee 1,5 %,;

npumeceit

7 | Uniformity of dosage units / The Acceptance Value (AV) should be
OnuopoaHocTh 15 less than or equal to 15.0. / ITokazarens
A03HPOBAHHS ’

Remarks : The Product confirms to ND/
IIpumeuanne: [Ipoaykr cooTBercTBYeT TpeboBanusam HJJ

Conclusion : APPROVED /
3akmwouenue: OJJOBPEHO

Checked by /
[Iposepeno: Pardeep Kumar

N

Prepared by /
IMoarorosneno: Ramakant

Approved hy: Manager/FExecutive /
Onobpeno: Menemxep / P_\;“KOBO,:'_IHTB}H:

Amit Kumar ‘/\_,,,—
/

Rl
Date / \

Hara: 25.07.2025

Date /
Hara: 25.07.2025

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: +21 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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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

CEPTHOUKAT AHAJIM3A

| Product : Nise® (Nimesulide) tablets 100 mg
Mpoayxkr: Haiizs® (Humecynua) tadbnerku, 100 mr

Market / Poinok

: Russia/ Poccus

Batch No / ‘ | Batch Quantity / 5000000 tab /

Cepnsa Ne 5 V2500838 Paszmep cepun 5000000 Tab :
Analytical Repovrt No/ . 040002923883 Date of Analysis / 09.05.2025
AHaauTydeckHii oTyer Ne Jara anananza

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

Jata npou3BoacTBa TI'ogen g0

Mfg. License No. / A —

IIpousBoacTBeHHAsI : MNB/05/263 HOML‘;’I‘,‘YH' : JI1-Ne(006398)-(PT-RU)

auuenzusa Ne

Analysis performed according ND / Anaan3 nposeaes mo HJI: JITI-Ne(006398)-(PT'-RU)-310724

Page 4 of 6/ C1p. 4 u3

| npuemsnemMoctd (AV) nomkeH ObiTh He
bosee 15,0.
8 | Microbiological purity* / Mukpo6Hooruyeckast 4ncrora*
a) Total Aerobic Microbial NA Not more than 10* CFU/g. /
Count / O6wmee umcno He 6onee 10° KOE/r.
JKU3HECTIOCOOHBIX  adPOOHBIX
MHKPOOPTaHU3MOB
b) Total Combined Yeast and NA Not more than 10? CFU/g. /
moulds count / Obuiee uncso He 6onee 10? KOE/r.
JPOMOKEBBIX W TJIECHEBBIX
rpuboB
c) Escherichia Coli NA Shall be absent in 1 g. /
OtcyrcTBUE B 1 T
9 | Assay/KonunuecTtBeHHOE 99.2 mg/99.2 Mr 90.0 to 110.0 mg of Ci3H12N20sS
ompenaejieHHe (nimesulide) per tablet. / Ot 90,0 no
110,0 mr Ci3H12N2OsS (Humecynun)
| B TabJIeTKE.

Remarks : The Product confirms to ND/

IIpumeuanue: [poaykr cooTseTcTBYeT Tpeboranuam HJI

Conclusion : APPROVED /
3akmwouenne: OJJOBPEHO

Prepared by /
IToaroroeneHo: Ramakant

Checked by /
Iposepeno: Pardeep Kumar

=l

Approved by: Manager/Executive /
OnobpeHo: Menemxep / PykoBoaurens
Amit Kumar /\ L

/ e

@t
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 4500 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, IND:A
Tel : +91 98166 56001-02

CEPTHOUKAT AHAJIM3A

www.drreddys.com

Product : Nise® (Nimesulide) tablets 100 mg

poaykr: Haiiz® (nvmecynua) tabnetiu, 100 mr

Market / PbiHok Russia / Poccus

Batch No / . Batch Quantity / . 5000000 tab /

Cepusn Ne § V2500838 Pa3zmep cepuu " 5000000 Tab

Analytical Repovrt No/ 040002923883 Date of Analysis/ 09.05.2025

AHamuTH4YecKni otyer No JlaTa ana;au3za

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

Jata npou3BoacTea T'oaen no |

Mfg. License No. / MA ber: / |

IIpousBoaCTBEHHAS : MNB/05/263 e oy : JIT-Ne(006398)-(PT-RU)
omep PY

JuneHsust Ne

Analysis performed according ND / Ananns nposeaen mo H/: JIIT-Ne(006398)-(PI'-RU)-310724

Page5of 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
Ttabnerok B [IBX/amoMuHHEBOM
oauctepe. [lo 2 6nuctepa Bmecte
C JIMCTKOM-BKJIQ/IbIILIEM B Ta4Ky

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

[To 10 Tabnerok B [1BX/amomunuesom
6aucrepe. Ilo 1, 2, 3 unu 10 6nucrepos
BMECTE C JIACTKOM-BKJIQJIBILIEM B MAYKy

KapTOHHYIO.

KapTOHHYIO.

N

* - 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. /
* - AHanmu3 no mnokazarento «MHKpOOHONOrH4YecKas YHUCTOTa» MPOBOAMTCS [POU3BOAMTENEM MPU BBIyCKE
MEPUOJUUYECKH (C MHTEPBAIOM OJHO UcnbiTaHHe Ha 20 cepuit uik He MeHee 1 pasa B rof). [Tokasarens MOXKeT ObITh He

BrmodeH B Ceprudukar aHanusa Gupmbl.

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

Nimesulide / Humecynung

API manufacturer batch number /
Howmep cepnn npounssoaurens A®C:

NMS/14120883, NMS/14120885

FP Manufacturer API Batch number /
Homep cepnu cy6cranuun npouspogurensa I'JID:

FERAO00755, FERA00756

API Manufactured by & country /
Hpouspoautesnr ADPC, 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/
Ipumeuanue: [Ipoayxr coorBercTByet TpeboBanuam HJ

Conclusion : APPROVED /
3axmouenune: OJJOBPEHO

Prepared by / Checked by /

IToarorosneno: Ramakant

s

ITposepeno: Pardeep Kumar

S

Approved by: Manager/Executive /
OpnobpeHo: Menemkep / PykoBoaurens
Amit Kumar X\__/ A
w,.-—’
L]

Date /
Jara: 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 29399, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

‘.o

! @ Formulation Unit-6

Dr. Reddy s -. Viil. Khol, Naiagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INCIA
Tei : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHOUKAT AHAJTHU3A
Product : Nise® (Nimesulide) tablets 100 mg T
HpoayxT: Haiiz® (Humecynua) tabnetku, 100 mr
Market / PeiHoK : Russia/ Poccus
Batch No / ) Batch Quantity / _ 5000000 tab /
| Cepust Ne + V2500838 | Pazmep cepun " 5000000 Tab
Analytical Report No / . 040002923883 Date of Analysis / 09.05.2025
AnajuTHyecKnii oruer Ne JlaTa aHaan3a
Date of Manufacture / - 04/2025 Date of Expiry / . 03/2028 '
[arta npousBoacTBa I'oxen go
| Mfg. License No. / MA number: /
| IpouzBoacTBeHHAS : MNB/05/263 Howmep PY ’ : JIII-Ne(006398)-(PI'-RU)
Junensus No
Analysis performed according ND / Ananu3 nposeaen mo HJL: JITI-Ne(006398)-(PI'-RU)-310724

Page 6 of 6 / Crp. 6 m3 6

HaumeHoBanmne, aapec, JHNeH3HA Qa5 H-p Peanwn’c Jlabopatopuc JIta., Unaus,

IIponsBoacTBennas niomanka / Ilnomaaka IlpousBoacteenHoe nogpazaenenue-6, Bunn. Kxons,

KOHTpOoJIst kKadecTBa / [lnomaaka Beimycka Hanarapx Poyn, banan, Auctpuxt Conan, X.I1., 173205,
HUnaus (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».

3akaouenue o coorBeTcTBHHM: «HacTosmum s moaTBepxaalo, YTO MpUBEACHHAs Bbillle HHGOPMALUS ABAAETCA
AOCTOBEPHOM M TOYHOM. DTa cepUst MPOAYKLIMH NPOH3BeAcHa (BKIFOYAs YITaKOBKY (MapKHPOBKY) ¥ KOHTPOJIb Ka4ecTBa)
Ha BbIUWIEYKA3aHHOW NPOU3BOACTBEHHON MUIOLIAJKe (TUIOIAAKaX) B MOJHOM COOTBETCTBHH ¢ TpeboBaHusaMu [IpaBun
HaAnexallei Nporu3BoACTBEHHOH npakThkH EBpasuiickoro sxonomuueckoro corosza (Ne GMP/EAEU/RU/00554-2022
dt. 23 July 2022) u TpeboBaHMAMU KOHTPONS KAa4decTBa JeKAPCTBEHHBIX CPEACTB, a TAKKE B COOTBETCTBHH CO
crneuMpUKANUIMY, COAEPHKAILUMUCA B PErUCTPALMOHHOM [0ChE CTPAHBI-UMIOpPTEpA. 3alMCH MO NPOU3BOICTBY,
YNAaKOBKE M aHalKU3y MOpPOBEPEHbl, M YCTAHOBIACHO MX COOTBeTcTBUEe TpeboBanusaM [lpaBun Haanexaulei
NPOH3BOACTBEHHOH NMpaxkTUky EBpazuiickoro 3KOHOMUYECKOTO COI03ax.

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

Ilpumeuanue: [Iponykr cooTBeTcTRYET TpeboBanusm HJJ 3akmouenue: OJOBPEHO

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

IToaroroeneno: Ramakant ITpoeepeno: Pardeep Kumar OnobpeHo: Menemxep / P)’[{OEOHHTGHB
%Auﬂ; / _ Amit Kumar /\ff

Date / A Date / Date / '

Hara: 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




