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CERTIFICATE OF ANALYSIS Te!: +91 98166 56001-02
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CEPTHUOUKAT AHAJIU3A

Product : Nise® (Nimesulide) tablets 100 mg
IIpoayxr: Haiiz® (aumecynnn) Tabnerku, 100 mr

Market / PbiHOK Russia /'Poccus L

Batch No / i Batch Quantity / 50,00,000 tab/

Cepus Ne i Pa3zmep cepum - 50;00,000 Tab

Analytical Report No / 040003177625 Diafe of Amalysis/ . st Yooty

Ananurnyecknii oryer Ne JaTa anajamsa

Date of Manufacture / 10/2025 Date of Expiry / 109/2028

Jlara npon3BoacTea I'oxen no

Mfg. License No. / MA ber: /

Ipon3BocTBEeHHAS ;- MNB/05/263 o nmoer: : JITI-Ne(006398)-(PT-RU)
omep PY

JuneH3us Ne

Analysis performed according ND / Ananus nposeaen no HJI: JIII-Ne(006398)-(PT'-RU)-240725
Artworks approved: / MakeTsl ynakoBku yTBepaaenbi: 24.07.2025
PL approved: / JIB yreepxaen: 28.01.2025
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Ne

Test / Ilokazarenn

Result / Pe3yabTarbl

Specification / Hopma

1

Appearance / Onucanne

Yellowish white round biconvex
tablets with smooth surface. / benrie
C JKEJITOBATbIM OTTEHKOM KpYIJIbie
JBOSIKOBBITYKJIbIe TAOJIETKH C
rJ1afikoH MOBEPXHOCTHIO.

Yellowish white round biconvex tablets
with smooth surface. / DBenble ¢
5KEJITOBATBIM OTTEHKOM KpyT/ible
JIBOSIKOBBINYKJIbIE TabNETKU C TIamKon
MOBEPXHOCTBIO.

Identification /
Unentudnkanus

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. / Bpemsa ynepxuBaHus
OCHOBHOT'O ITHKAa Ha XpoMarorpamMmme
UCTIBITYEMOTrO pactBopa
COOTBETCTBYET BpeMEHH
yIAep>KUBaHUsS OCHOBHOTO MNHKa Ha
XpoMaTorpamme pacTBopa
CTaHJapTHOro obpa3lia HUMECYIHA.

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). / BpeMsi yaep>kuBaHUs
OCHOBHOrO IHKa Ha XpoMaTorpamme
UCIIBITYEMOTO pacTtBopa IOJDKHO
COOTBETCTBOBATh BPEMEHH YAEPKUBaHUS
OCHOBHOIO TNHMKa Ha XpomaTorpamme
pacTBOpa  CTaHAAPTHOrO obpasua
HuMecynuaa (pasaen «KonudecTBeHHOE
OTpe/ieNIeHUEY).

Average weight and

uniformity of weight /

Complies / CooTBeTCTBYET

310.5 mg/ 310.5 Mr

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

Remarks : The Product confirms to ND/
Ipumeuanue: [Ipogykt cooTBeTCTBYET TpebOoBaHuAM HJJ

Conclusion : APPROVED /:
3axknwuyenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ |[Approved by: Quality Assurance/Authorized person
ITonrorosneno: Shagun ||[Iposepeno: Pravesh  |[{[Tposepeno (AOK): / Omobpeno: ObecneueHue kauecTBa/OTBETCTBEHHOE
Rana Amit Kumar JIULLO:
52— ;[ f\// Q}W’
Date / Date / Date / Date / IS 1~ 200
Jarta:14.11.2025 Jlara: 14.11.2025 Hara: 14.11.2025 Jara:
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Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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Vill. Khol, Nalagarh Road, Baddi,
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Product : Nise® (Nimesulide) tablets 100 mg
Ilpoaykr: Haiis® (vumecynua) tabnerku, 100 mr

Market / PeiHOK . Russia /:Pocciis

Batch No / . : Batch Quantity / ~50,00,000 tab/

Cepus Ne § NASRA0T, Pa3smep cepum - *50,00,000 TaG - -*
Analytical Repourt No/ . 040003177625 Date of Analysis / 14.11:2025
AHanuTnyeckuii oTueT Ne JlaTta ananusa X

Date of Manufacture / 10/2025 Date of Expiry / - 09/2028

JaTa npou3BoacTBa T'onen no

Mfg. License No. / MA —

IIpou3BoACTBEHHAS : MNB/05/263 HOMZ:';,‘;“ : JITI-Ne(006398)-(PT-RU)

auensus Ne

Analysis performed according ND / Ananu3 nposeaer no HJI: JITI-Ne(006398)-(PI'-RU)-240725
Artworks approved: / MakeTtsl ynakoBku yrBep:xaenbr: 24.07.2025

PL approved: / JIB yreepxnen: 28.01.2025

Page2 of 6/ C1p.2 m3 6

Cpeansist Macea u
| OXHOPOAHOCTHL MACCHI

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

2/20 Tabnerok — He Oosnee £ 10 %.

4 Dissolution / Unit-1 / Ta6n.-1 96 % Not less than 75 % (Q) of label claim of
PacTrBOpenue Unit2 / Ta6n.2 99 9% C13H12N205S (nimesulide) in 45 min. /
He menee 75 % (Q) oT HOMHHANBHOIO
Unit-3 / Ta6n.-3 98 % conepkannsa CizHixN>OsS (numecynup)
Unit-4 / Tabn.-4 TIE I LS
Unit-5 / Ta6n.-5 96 %
Unit-6 / Tabn.-6 98 %
5 Water / Bona Not more than 6.0 %. / He 6onee 6,0 %.

2.8%

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

ITpumeuanue: [poaykT cootsercTByeT Tpeboannam HJI 3akawuenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA)/  ||[Approved by: Quality Assurance/Authorized person

IMoarotoeneno: Shagun  ||[Iposepeno: Pravesh ||[Iposepero (AOK): / Ono6peHo: Obecnieuenue kayectsa/OTBETCTBEHHOE
Rana Amit Kumar -/\ JTHLO: Q‘V

Date / Date / Date / Date / -

Jlara:14.11.2025 Hara: 14.11.2025 Jlata: 14.11.2025 Hara: gl ws

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
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Knol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel ; +91 98166 56001-02
www.drreddys.com

Product : Nise® (Nimesulide) tablets 100 mg
Ipoayxr: Haiiz® (Humecynua) tabnerku, 100 Mr

| Market / PoIHOK . Russia / Poccus

Batch No / . Batch Quantity / ~50,00,000 tab /

Cepus Ne §, ¥2302099 Pasmep cepun *50,00,000 Ta6

Analytical Repourt No/ . 040003177625 Date of Analysis / 14.11.2025

AnammTnyeckuii oTuer No JaTta anaauza

Date of Manufacture / 10/2025 Date of Expiry / - 09/2028

JMara npousBoacTea T'onen no

Mfg. License No. / MA ber: /

IIpon3BoacTBeHHAs : MNB/05/263 H s : JIIT-Ne(006398)-(PT-RU)
omep PY

Junenzus Ne

Analysis performed according ND / Anann3s npoBeaen no HJI: JITI-Ne(006398)-(PI'-RU)-240725
Artworks approved: / MaxeTsl ynakoBKH yTBep:kaeHbI: 24.07.2025
PL approved: / JIB yreepxaen: 28.01.2025
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6 Related substances / PoncrBenHble IpaMecH
— 0
) Below LOQ (LOQ = 0.0057 %) / Not more than 0.20%; / He 6onee
Impurity A / Ilpumecs A Huxe npenena KOJUYECTBEHHOTO 0.20 %-
onpexnenenus (ITIKO = 0.0057 %) L0
——
i n—" 0.03 % Not orn.ore than 0.20 %; / He 6oiee
0,20 %;
0/ .
Impurity C / [Ipumecs C Not detected / ne oOHapy»xeHa IJ;B (;n brT than (Al Y, & Bler (DR
> 07
Below LOD (LOD = 0.0049%) / -
Impurity D / ITpumecs D Hioke npenena obHapyxenus (I10 = gkz)t) (;n e e BE0% & ke o
0.0049 %) e
0/ .
Impurity E / [Tpumecs E Not detected / He oOHapy»xeHa g% Or/n o than 020%s £ He ‘Gones
2 0,
0/ .
Impurity F / Ilpumecs F Not detected / He oOHapyxeHa g% (;n o Thian 93075 7 He dmee
s 0,
Individual unidentified
impurity /  EaunuuHas 0.02 % Not more than 0.20%; / He OGonee
HeuJeHTUHLIHpOBaHHas =g 0,20 %;
npyMech

Remarks.: The Product confirms to ND/
[Ipumeuanune: IIpoaykT cooTBeTCTBYET TpeboBanmaM HJI

Conclusion : APPROVED /
3aknwuenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ ||[Approved by: Quality Assurance/Authorized person
IToaroroeneno: Shagun  ||[Iposepeno: Pravesh  |[[Iposepeno (AOK): / OnobpeHo: Obecperenne kayecTBa/OTBETCTBEHHOE
Rana Amit Kumar NHLO:
Sy d N |
Date / Date / Date / Date / ps 1~ voys
Harta:14.11.2025 Hara: 14.11.2025 Jata: 14.11.2025 Mara:

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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@
L/ o@® 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
CEPTUDOHUKAT AHAJIM3A

Product : Nise® (Nimesulide) tablets 100 mg
Hpoaykr: Haiis® (numecynun) tabnerku, 100 mr

Market / PbiHOK - ¢ Russia / Poccus R TR

Batch No /"% e 0 - Batch Quantity/. * 50,00,000 tab/

Cepusg No - o+ yzi- ~ it Pasmep cepuru- ~~  ~ 50,00,000 tab

Analytical Repovrt No/ . 040003177625 Date of Analysis / 14.11.2025

AnannTnyecknii oruer Ne JaTa ananuza

Datg of Manufacture / 10/2025 Date of Expiry / - 09/2028

JaTta npou3BoacTBa Iopen 10

Mfg. License No. / MA ber: /

Tlpou3BoCTBeHHAst : MNB/05/263 onon DY : JIII-Ne(006398)-(PT"-RU)
omep PY

JuneH3usa Ne

Analysis performed according ND / Ananu3z mposenen no H/I: JITI-Ne(006398)-(PI'-RU)-240725
Artworks approved: / MakeTb! ynakoBKH yrBepxaenbl: 24.07.2025
PL approved: / JIB yreepxnaen: 28.01.2025

Page4 of 6/ C1p. 4 m3 6
Totdl impurifies / Cyvma 0.05 % Not more than 1.5 %; / He 6onee 1,5 %;
npuMecei
7 Uniformity of dosage units The Acceptance Value (AV) should be
/ OnHopoaHocTh 21 less than or equal to 15.0. / ITokasarens
J03HPOBAHHS ’ npuemsieMoctd (AV) nomxeH ObITh He
6onee 15,0.
8 Microbiological purity* / MukpoGuoJiornueckas 4YucToTa*
Total Aerobic Microbial NA Not more than 10° CFU/g. /
Count / OGuee uucIo He 6onee 10° KOE/T.
JKU3HECIIOCOOHBIX
a’poOHBIX
MHKPOOPTraHU3MOB
Total Combined Yeast and NA Not more than 10* CFU/g. /
moulds count / OG6uee He 6onee 10 KOE/r.
YHCTIO  JPOMOKEBBIX U
NUIECHEBBIX IpuboB
Escherichia Coli NA Shall be absentin 1 g. /
OtcyrcTBue B 1 T
9 Assay / KoinuecrseHHoe 99.5 mg/ 99.5 Mr 90.0 to 110.0 mg of CisHi2N>OsS
onpeaesieHHe (nimesulide) per tablet. / Ot 90,0 mo
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Mpumeuanue: [poaykr coorsercTByeT TpedoBanuam HJJ 3axknouenne: OJOBPEHO
Prepared by / + Checked by / Checked by (AQA) /  [|Approved by: Quality Assurance/Authorized person
[ToarotoeneHo: Shagun  ||IIpoepeHo: Pravesh ||[Tposepeno (AOK): / Onobpeno: Obecnguenne kauectsa/OTBETCTBEHHOE
Rana Amit Kumarr//\ SIMLO:
Date / Date / Date / Date / 151~ Yo
Hara:14.11.2025 Jlata: 14.11.2025 Hara: 14.11.2025 Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4200 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




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

Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS
CEPTHDHKAT AHAJIU3A

Product : Nise® (Nimesulide) tablets 100 mg
Ilpoaykr: Haiis® (mumecynun) tabnerku, 100 mr

Market / PoiHOK — : Russia/ Poccus 1 : '

Batch No / Uk Batch Quantity/:  .:50;00,000 tab /

Cepust Ne : . Y2502099 Pasmep cepun - - -50,00,000 Tab

Analytical Repourt No/ 040003177625 Date of Analys1s;/ 14.11.2025

AnaaHTHYecKHii oTyeT No JaTa ananmnza

Date of Manufacture / 10/2025 Date of Expiry./ 09/2028

Jara npou3BoacTBa B T'open go

Mfg. License No. / MA oy

IIpon3BoacTBEHAAN : MNB/05/263 H IS : JIII-Ne(006398)-(PT"-RU)
omep PY

JuneHsus No

Analysis performed according ND / Ananus nposeaen no HJI: JITI-Ne(006398)-(PI'-RU)-240725
Artworks approved: / Maxkertsl ynakoBku yrBep:xaennr: 24.07.2025
PL approved: / JIB yrBep:xaen: 28.01.2025

Page 50of 6/ Crp.5u3 6

110,0 mr CiaHi2N2OsS (Humecynum)
B TabneTke.

10 | Packaging / YnakoBka

10 tablets in a PVC/aluminum blister.
2 blisters and a package leaflet in a
carton. / Ilo 10 Tabnerok B
[IBX/anmoMunuesom onuctepe. [lo 2
|OncTepa BMecTeé € JIMCTKOM-
BKJTaJBILIEM B NaYKy KAPTOHHYIO.

10 tablets in a PVC/aluminum blister. 1,
2, 3 or 10 blisters and a package leaflet in
a carton. / Ilo 10 Tabnerok B
[BX/antomunuerom 6nuctepe. [lo 1, 2,
3 unu 10 GnUCTEpOR BMeCTe C JIMCTKOM-
BKJIAIbIILEM B NaYKy 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. /

* - AHamm3 no nokasatemo «MuHKpoOHONOrM4eckas HHUCTOTa» TPOBOAMTCS NPOU3BOAMTEIEM IPH BBIIYCKE
nepHoMUecKy (C MHTEpBATIOM OJHO HcIbiTaHUe Ha 20 cepuil unu He MeHee 1 pasa B ron). [TokaszaTens MoxkeT OBITh He

srmoueH B Ceprudmkar aHammiza GUpMBI.

API name (INN) / HaumenoBaune ADC (MHH):

Nimesulide / Humecymnug

API manufacturer batch number /
Homep cepun nponspoautens ADC:

NMS/125050459

FP Manufacturer API Batch number /
Homep cepun cyocranmuu npoussogurens I'JIP:

FESA00314

API Manufactured by & country /
ITpouszeogurens A®C, cTpaHa:

Aarti Drugs Limeted / Aaptu parc Jlumuren

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeuanne: [Iponykt cooreercTyeT Tpebosanuam HJT 3akmoyenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized person
[Toarotosneno: Shagun  |[[IposepeHo: Pravesh ||TIposepero (AOK): / OpobpeHo: Obecneygrne kauecTBa/OTBETCTBEHHOE

% Rana f Amilt Kumar/ A JIMLO: va/

/ /\ e

Date / Date / Date / T Date / )= s
Hara:14.11.2025 Hara: 14.11.2025 Hara: 14.11.2025 Jlara: |§\ !

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangang, India

Tel: +91 40 4800 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHUOUKAT AHAJIU3A
Product : Nise® (Nimesulide) tablets 100 mg
Ipoayxr: Haiiz® (numecynua) tabnerky, 100 mr

| Market / PoiHOK . Russia/ Poccus

Batch No / ! ; Batch Quantity / 50,00,000 tab /

Cepus Ne V250200 Pasmep cepun - 50,00,000 Tab

Analytical Repo“rt No/ 040003177625 Date of Analysis / . 14.11.2025

AnajnTH4ecKHii oTuer Ne Jara anannza :

Date of Manufacture / 10/2025 Date of Expiry / 09/2028

Jara npousBoacTBa T'ogen no

Mfg. License No. / Nk ber: /

IIpon3BoACTBEHHAS : MNB/05/263 H = : JIT-Ne(006398)-(PT-RU)
omep PY

Jnnenzus Ne

Analysis performed according ND /' Auann3 nposeaen no HJ/I: JIII-Ne(006398)-(PT-RU)-240725
Artworks approved: / MakeTs! ynakoBku yreepaxiaenbl: 24.07.2025
PL approved: / JIB yreepxnen: 28.01.2025

Page 6 of 6 / Crp. 6 u3 6

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6,

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HaumeHnoBaHue, aapec, JHNEH3Us JJIsl
ITponsBoacTBenHas miaomanka / Ilnomaaka
KOHTpoas kadecTsa / [lmomanka BeImycka

Vill. Khol, Nalagarh Road, Baddi, Distt. Solan (HP)
173205, India (license No MNB/05/263) /
H-p Peanu’c JlaGoparopuc JIta., Unnus,
[Mpoun3BoacTBeHHOE oApasesenue-6, Bumi. Kxoss,
Hanarapx Poyn, banau, Quctpuxr Conas, X.I1., 173205,

HUummsa (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 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».

3akmoyenue o coorBercTBHH: «HacToslMM s TOATBEpXKOato, YTO NpHBEdEeHHas Bbllle WHGOpMALMs SBIAETCS
JIOCTOBEPHOM 1 TOYHOMN. DTa cepus MPOAYKUMH Npou3BeieHa (BKIIFOUas yakoBKY (MapKUPOBKY) U KOHTPOJIb Ka4eCTBa)
Ha BbllIEyKa3aHHON MPOM3BOACTBEHHOH miomanke (IWIoaakax) B MOJHOM COOTBETCTBHMHU ¢ TpebGoBanusamu [Ipasun
HaJUTeXaIleil MPOU3BOJACTBEHHOH MpakTUkU EBpa3suMiCKOro 5KOHOMHYECKOro CO03a W TpeOOBaHUAMM KOHTPOJIS
KAa4eCTBa JIEKAPCTBEHHBIX CPEACTB;, a TAaKKe B COOTBETCTBMU €O CHELM(PUKALMIMY, COAEp)KallUMHCA B
PErMCTPAllMOHHOM JIOChE CTpPaHBI-MMIIOpTepa. 3alMucu MO TNPOM3BOACTBY, YNAKOBKE M aHAIM3Y IpPOBEPEHbI, U
YCTaHOBJICHO MX COOTBETCTBHe TpebGoBanusam [lpaBun Hamnexarueil mpouM3BOACTBEHHOM npakTHku Eppasuiickoro
SKOHOMHYECKOT0 COI03a».

Remarks : The Product conﬁn;xs to ND/

IIpumeuanne: [Mpoaykr coorsercreyer Tpedosannam HJJ

Conclusion : APPROVED / o
3axkmiouenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized person
[Tonroroeneno: Shagun  ||[IpoBepeHo: Pravesh ||{[Iposepeno (AOK): / Opo6peHo: ObecneugHue kayectea/OTBETCTBEHHOE
Rana Amit Kumar \ [jHuo: \ v’
/ ( J
7 N
Date / Date / Date/ Date/
Ilata:14.11.2025 Jlata: 14.11.2025 Tlata: 14.11.2025 Jlara: S~ w v

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
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