Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

vilt. 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
Iponyxkr: Haitz® (numecynun) tabnerku, 100 Mr

Market / PeiHOK

Russia / Poccus

Batch No / _ Batch Quantity / 5000000 tab /

Cepus Ne - V2500216 Pazmep cepuu 5000000 tab

Analytical Report No/ 040002811215 Date of Analysis / 18.02.2025 “

AHanuTHYecKHH oT4eT No Jara anananza

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

Jarta npou3BoacTBa T'ogen go

Mfg. License No. / MA ber: /

TIpousBoaCTBeHHAst : MNB/05/263 iy pigl : JITT-Ne(006398)-(PI"-RU)
omep PY

JHUueH3usa Ne

Analysis performed according ND / AHau3 nposenen mo HJI: JITI-Ne(006398)-(PT'-RU)-310724

Page10of 6/ Crp. 1 n3

Ne | Test/IloxazaTean

Result / PesyabTarTsl

Specification / Hopma

1 | Appearance/ Onucanune

Yellowish white round biconvex
tablets with smooth surface. /
Beble ¢ )KeaTOBATEIM OTTEHKOM
KpYTJible IBOSIKOBBITYKJIIbIE
TabJIETKH C II1aJKOH
MOBEPXHOCTEIO.

Yellowish white round biconvex tablets
with smooth surface. / Benwle c
JKEJITOBATBIM OTTEHKOM Kpyiible
JIBOSIKOBBIMYKJIbIE TaOJICTKU C IJIaAKOH
[IOBEPXHOCTHIO.

2 Identification /
HnenTupukanns

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 ynep>xuBaHHS OCHOBHOTO

IMKa Ha XpoMarorpamme
HCTIBITYEMOTO pacTBOpa
COOTBETCTBYET BpPEMEHU
YZepKUBaHHA OCHOBHOTI'O ITHKA Ha
XpoMartorpamme pacTBopa
CTaHJapTHOTO obpasua
HUMeCyNIHaa .

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>kuBaHHA
OCHOBHOIO TMHKa Ha XpoMmarorpamme
HCHBITYEMOrO pacTBopa JIOJIXKHO
COOTBETCTBOBAThH BPEMEHH YAEPKUBaHUS
OCHOBHOrO TMHKa HAa XpoMmarorpamme
pacTBopa CTaHAapTHOTO obpazua
HuMecyuaa (pasnpen «KonudecTBeHHOE
OTpeieICHHEN).

3 Average weight and
uniformity of weight /

Complies / CooTBeTcTBYET

310 mg +5.0 %

=)

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

Ipumeuanue: [Ipogykt cooTBeTcTBYET Tpebopanuam H/J

3axnwuenue: OJJOBPEHO

Prepared by /
IToarorosneHo: Pravesh Rana

‘-/

Checked by /
[Iposepeno: Rama Kant

&u\_&g

Approved by: Manager/Executive /

Opobpeno: Menemkep / Pykosoautess

Amit Kumar

N\

Date/
Jata: 04.06.2025

Date /
Jara: 04.06.2025

Date /
Hata: 04.06.2025

Kegistered UMice: 8-2-337, Rudd Nu. 8, Baitjare ilills, 1lydarabaed 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com
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CEPTUOHUKAT AHAJIM3A
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Product : Nise® (Nimesulide) tablets 100 mg
IpoaykT: Haiis® (aumecynma) Tabnetku, 100 mr

Market / PoiHok . Russia / Poccus

Batch No/ _ Batch Quantity / 5000000 tab /

Cepus Ne - V2500216 Pazmep cepun ' 5000000 Tab6

Analytical Repovrt No/ . 040002811215 Date of Analysis / 18.02.2025
AnajguTHYecKui oT4yeT Ne Jarta anaansa

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

Jara npou3BoacTBa Topen mo

Mfg. License No. / Nith ber: /

TIpou3BoACTBeHHAN : MNB/05/263 HOMZ‘;“I‘,‘Y”' : JITI-Ne(006398)-(PI"-RU)

Junensusa Ne

Analysis performed according ND / AHaiau3 nposeaes no HJI: JII-No(006398)-(PT-RU)-310724

Page 2 of 6 / Cxp. 2 m3

Cpennsist Macca H
OJIHOPOXHOCTb MACChI

306.9 mg/ 306.9 Mr

18/20 tablets - not more than £ 5 %
2/20 tablets - not more than + 10 %. /
310 Mr£+5,0%

18/20 tabnerok — He Gonee + 5 %

2/20 Tabnerok — He 6onee + 10 %.

4 Water / Boaa

23%/23%

Not more than 6.0 %. / He Gonee 6,0 %.

5 | Dissolution / PacTBopenne Unit-1 / Tabmn.-1

Unit-2 / Tabn.-2

Unit-3 / Tabn.-3

Unit-4 / Tabn.-4

Unit-5 / Tabn.-5

Unit-6 / Tabn.-6

97 % He menee 75 % (Q) oTr HOMHHAJILHOrO

96 % conepxanust Ci13aH12N205S (Humecynun)
° yepes 45 MHH.

97 %

96 %

98 %

95 %

6 | Related substances / PogcTBeHHBIC IPHMECH

Below LOD (LOD = 0.0019 %) /

Not more than 0.20%; / He O6onee

Impurity A / IIpumecs A Hiwxe npenena obHapyxenus | 0,20 %;
— o
(I10 = 0.0019 %) Not more than 0.20 %; / He 6onee
Impurity B / TTpumecs B 0.02 % 0,20 %;

=)

Remarks : The Product confirms to ND/
Npumeuanue: [IpoxykT cooTBeTcTBYET TpeboBanuam HJJ

Conclusion : APPROVED /
3axmogenune: ONOBPEHO

Jata: 04.06.2025 Jara: 04.06.2025

Prepared by / A Checked by / Approved by: Manager/Executive /
[Monrorosneno: Pravesh Rana [IporepeHo: Rama Kant Onobpeno: Menemiep / Pyxosoautes
M \}kl\ Amit Kumar N—
z v IS
Date / Date / Date / '

Hara: 04.06.2025

Regisleied Office, 8-2-337, Noad No. 3, Banjara Hills, Hydarabad - 500034, Talangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com
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CEPTHOHUKAT AHAJIM3A

www.drreddys.com

Product : Nise® (Nimesulide) tablets 100 mg

IpoayxT: Haiiz® (Humecynun) tabaerku, 100 mr

Market / Poinok . Russia / Poccus

Batch No/ : Batch Quantity / 5000000 tab /

Cepus Ne e Pa3mep cepun 5000000 Tab ]

Analytical Repo‘}'t No/ - 040002811215 Date of Analysis / 18.02.2025

AHanuTHYecKuii oTyeT Ne Jara anaausa

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

Jdara npon3BoacTBa T'onen go

Mfg. License No. / MA ber: /

IIpou3BoACTBeHHAs : MNB/05/263 s g : JII-Ne(006398)-(PT"-RU)
omep PY

_JIanenzus Ne

Analysis performed according_ ND / Anaaus npoBeaer mo HJL: JITI-Ne(006398)-(PT'-RU)-310724

=)

Page3 of 6/ Ctp. 3 u3
) Not more than 0.20 %; / He 6oinee
Impurity C / [Ipumecs C Not detected / He obnapyxena | 20 o, ’
o/ .
Impurity D / TTpumecs D Not detected / He oOHapyxeHa })\Ig:) ;n ore than 0.20%; / He Gonee
» 0,
Tmpurity E / ITpumecs E Not detected / ne o6Hapy»xeHa glgt) (;nore than 0.20 %; / He Gonee
> o,
o/ .
Impurity F / [Tpumecs F Not detected / He obHapyxeHa 1(;1(2)2) 01/21 pEet (han O20p7 T EIS souhsk
Individual unidentified 0.02% Not more than 0.20%; / He Gonee
impurity /  EnunHuynas ez 0,20 %:
HEUJIEHTU(QUIIUPOBAHHAS
MpUMech
Leal 1n}'punt1es { Copz 0.04% Not more than 1.5 %; / He 6onee 1,5 %;
MpUMeECeH
7 Uniformity of dosage units The Acceptance Value (AV) should be
/ OaHOpoaHOCTD 20 less than or equal to 15.0. / Iloka3zaTens
J03HPOBAHHS ’ npuemsieMoctd (AV) mopkeH OBITE He
6onee 15,0.
8 | Microbiological purity* / Muxpo6uoJiornyecKkasi YACTOTA*
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Iponykt coorsercTBYeT TpeboBanuam HJI 3aximouenue: OJIOBPEHO
Prepared by / ) Checked by / Approved by: Manager/Executive /
IMoarororneno: Pravesh Rana / IIporepeno: Rama Kant Onobpeno: Menenzkep / P}EOBOJIPITGHL
4 % ne Amit Kumar A
o !
Date / Date / ' Date / !
Iara: 04.06.2025 Hara: 04.06.2025 Hara: 04.06.2025

Registered Office: 8-2-337, Noad No. 3, Banjara Hills, Hydarabad ~ 500034, Telangana, India
Tel: +91 40 4900 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
vili. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02

CEPTHOUKAT AHAJIM3A

www.drreddys.com

"Product : Nise® (Nimesulide) tablets 100 mg

HpoaykT: Haliz® (HHMecyan) Ttabnerku, 100 mr

Market / PoiHok

: Russia/ Poccus

Batch No/ ) Batch Quantity / 5000000 tab /

Cepus Ne + V2500216 Pa3smep cepun 5000000 Tab

Analytical Repo‘}'t No/ . 040002811215 Date of Analysis / 18.02.2025

AnaguTHYecKnii oTyeT No Hdara aHaausa

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

Jara npou3BoacTBa I'onen 1o

Mfg. License No. / MA ber: /

Ipon3BoacTBeHHAsT : MNB/05/263 H e : JI1-Ne(006398)-(PI"-RU)
omep PY

_JIHNEeH3Hs Ne

Analysis performed according ND / Ananus l'lpOBeIIeH mo HJI: JII-Ne(006398)-(PT-RU)-310724

Page4 of 6/ Ctp. 4 u3

a) Total Aerobic Microbial NA Not more than 10° CFU/g. /
Count / OOmee uucno He 6onee 10° KOE/Tr.
JKHU3HECTTOCOOHBIX

aspoOHBIX

MHKPOOPTaHH3MOB

b) Total Combined Yeast NA Not more than 10? CFU/g. /
and moulds count / Obuiee He 6onee 10 KOE/T.
YHCJIO  OPOXMOKEBBIX U

TUIECHEBBIX IPUOOB

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

OrtcyrcrBre B 1 T.

9 Assay / KonmdecTBeHHOE
ompegeieHHe

98.3 mg/98.3 Mr

90.0 to 110.0 mg of Ci3H2N20sS
(nimesulide) per tablet. / Ot 90,0 no
110,0 mr C13H12N20sS (Humecynun)
B TabJeTKe.

10 | Packaging / Ynakoska

10 tablets in a PVC/aluminum
blister. 2 blisters and a package
leaflet in a carton. / Ilo 10
tabnerok B [IBX/anmoMuHHEBOM
omucrepe. [lo 2 Gnucrepa BMeCTe ¢
JIMCTKOM-BKJIQJIBIIIEM B HayKy
KapTOHHYIO,

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

ITo 10 Tabnetox B IIBX/amoMuHueBoM
6muctepe. Io 1, 2, 3 wnu 10 6aucrepos
BMECTE C JIMCTKOM-BKJIaJBIIIEM B Ma4Ky
KapTOHHYIO.

Remarks : The Product confirms to ND/

Ipumeuanue: [Iponykr cooTBeTcTBYET TpeboBanuam H/J

Conclusion : APPROVED /
3aknwuyenne: OJOBPEHO

Prepared by /
IToarorosneno: Pravesh Rana /

Checked by /
ITposepeno: Rama Kant

M\,LJ_

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosonuresn
Amit Kumar {\/ T

Date/ Date /

Jara: 04.06.2025

JHara: 04.06.2025

Date /
Jara: 04.06.2025

Reglstered Offive: 8-2-337, Road No. 3, Banjara Hills, Hydarabad - 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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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

"Product : Nise® (Nimesulide) tablets 100 mg N
IIpoayxT: Haits® (HnMecynm[) tabnetku, 100 mr
Market / PeiHok Russia / Poccus
Batch No/ . Batch Quantity / 5000000 tab /
Cepus Ne + V2500216 Pa3zmep cepun 5000000 Tab
Analytical Report No/ . 45007811215 Date of Analysis/ . 4 95 5025
AHanuTHYeCKHH oTyeT No JlaTa ananu3a
Date of Manufacture / . 01/2025 Date of Expiry / 12/2027
Jara npon3BoacTBa I'onen go
Mfg. License No. / MA ber: /
IIponsBOACTBeHHAs! : MNB/05/263 e i : JITI-Ne(006398)-(PI"-RU)
omep PY
 nnensus Ne
_Analysis performed according ND / Anaamz nposegen mo H/L: JITT-Ne(006398)-(PT-RU)-310724

Page S of 6/ CTp. 5 u3 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. /
* _ Apanu3 no nokasarefiro «MukpoOHoNIornueckas YHCTOTa» [POBOAMTCS MPOM3BOMUTENEM IPH  BBIMYCKe
nepuoanYecky (C MHTEPBAIOM OJHO UcTibiTanue Ha 20 cepuil niau He MeHee 1 pasa B roa). ITokasaresb MOXeT GBITE He
BntodeH B CepTHdHKaT aHATH3a PHPMBL.

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

Homep cepnu nponspoauresasa ADPC:

FP Manufacturer API Batch number /

Homep cepun cyGecrannuu npoussoaurens I'JID:
API Manufactured by & country /

| [IponsBoputreas ADC, crpana:

Nimesulide / HuMecynua

NMS/14100709, NMS/14100710

FERA00670, FERA00671

Aarti Drugs Limeted / Aaptu Jparc JInmuten

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6,
Vill. Khol, Nalagarh Road, Baddi, Distt. Solan (HP)

Name, address, authorization No for FP 173205, India (license No MNB/05/263) /

manufacturing site / Control site / Release site /
HaumeHoBaHHe, agpec, JHIEH3H AJA
IIpousBoacTBedHas miaomaaka / Ilnomanka
KOHTpoJs kavecTBa / Ilomanka BeimycKa

I-p Pennu’c Jlabopatopuc JIta., Unaus,
IIpouseoacTBeHHOe monpasaenenue-6, Bumi. Kxons,
Hanarapx Poyn, bannu, Auctpuxr Conan, X.I1., 173205,
Hupus (iuuensus Ne MNB/05/263)

Remarks : The Product confirms to NI)/
Ipumeaanue: [Iponykr coorBeTcTBYeT TpeboBanusam HJI

Counclusion : APPROVED /
3axmouenne: OJJOBPEHO

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

IMoaroroeneno: Pravesh Rana |}/ TTpoepeno: Rama Kant Opobpeno: Menemxkep / Pyhosonmenb
/ %}}’\ \)vd\ Amit Kumar ks

Date / Date / Date / h

Hara: 04.06.2025 Jara: 04.06.2025 Hata: 04.06.2025

Registered Office: 8-2-327, Road No. 3, Ranjara Hills, Hyderabad - 300034, Telangana. India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

@ = k i
Formulation Unit-6
Dr. Reddy,s q... Vili. Khol, Nalagarh Road, Baddi,
’ Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHDOUKAT AHAJIU3A www.drreddys.com

| Product : Nise® (Nimesulide) tablets 100 mg -
| IIpoayxt: Haiis® (Humecynun) Tabnetkm, 100 Mr
Market / PoiHok . Russia / Poccus
Batch No/ . Batch Quantity / 5000000 tab /
Cepus Ne aiees Paimep cepun " 5000000 Tab
Analytical Repo“rt No/ . 040002811215 Date of Analysis / 18.02.2025
AHasmmTHYEeCKHI oTyeT No Jata anann3za
Date of Manufacture / . 01/2025 Date of Expiry / 12/2027
Mara npon3soacTBa I'oxen 1o
Mfg. License No. / MA ber: /
Ipou3BOACTBEHHAS : MNB/05/263 e number: : JITI-Ne(006398)-(PI"-RU)
omep PY
JHueH3us Ne
 Analysis performed according ND / Ananu3s nposenen mo HJI: JITI-N2(006398)-(PT-RU)-310724

Page 6 0of 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».

3aKJII0YeHHe 0 COOTBeTCTBHH: «HacToslMM s MOATBEPXKAAIO, YTO NPUBENEHHAs Bhllle WHOOPMALIMA SBIACTCS
JIOCTOBEPHOM ¥ TOUHOH. DTa CepHs NPOAYKLMH IPOK3BeAeHa (BKIIOYast YTIaKOBKY (MApKHPOBKY) M KOHTPOJIb KayecTBa)
Ha BBIIIEYKA3aHHOM MPOU3BOACTBEHHOM MuTomanke (IWIOLaKkax) B IIOJHOM COOTBETCTBHMH ¢ TpeboBaHusMU [IpaBun
HaJTexallei MpoM3BOACTBeHHOM npakTHkK EBpasuiickoro skoHoMudeckoro cotoza (Ne GMP/EAEU/RU/00554-2022
dt. 23 July 2022) u TpeGOBaHHAMH KOHTPOJS Ka4ecTBa JIEKAPCTBEHHBIX CPEACTB, a TaKKe B COOTBETCTBHM CO
crieluHUKAIHAME, CONEPXKAIIMMUCS B PETMCTPALIMOHHOM [OChE CTPaHbI-UMIIOpTepa. 3alucd MO MpPOU3BOACTBY,
VIAKOBKE M aHAJIW3y TpPOBEPEHBl, M YCTAHOBJIEGHO MX COOTBeTCTBHE Tpebopanmam IlpaBun HajulexalueH
MPOU3BOICTBEHHOMN NPakTHKH EBpa3sHiACKOro SKOHOMHYECKOTO COK03a».

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

Hpameganne: [Tponykt coorBeTcTBYET TpeboBanuam HJJ 3axmouenne: OJJOBPEHO

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

IMoaroroeneno: Pravesh Rana [Ipoeepeno: Rama Kant Oxobpeno: Menemxep / Pykosoautens
&W\m Amit Kumar - \

A\ N
Date / Date / i Date / !
Jara: 04.06.2025 Jara: 04.06.2025 Jara: 04.06.2025

Registered Office: 8-2 337, Road Mo. 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




