Dr.Reddy’s €3¢

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 98165 56001-02
www.drreddys.com

CEPTHOHKAT AHAJIM3A

Product: Nise® (Nimesulide) tablets 100 mg

Hpoayxr: Haiiz® (HuMecym/m) Tabnetku, 100 mr

Market / PoiHOK

Russia / Poccus

Batch No / . Batch Quantity / 5000000 tab /
Cepust Ne wtios Pa3mep cepun 5000000 Tab
Analytlcal Report No / 040002893657 Date of Analysis / 16.04.2025
| AHAJIMTHYECKHif oTUeT No JlaTa anannza
| Date of Manufacture / 03/2025 Date of Expiry / 02/2028
Jata npousBoacTea I'open g0
Mfg. License No. / NIA ber: /
TponssoacTBeHnas : MNB/05/263 famoer: : JITI-Ne(006398)-(PT-RU)
Homep PY
Junensust Ne

Analysis performed according ND / Anaan3 nposegen no HJL: JIII-Ne(006398)-(PT-RU)-310724

Unentudurxanusn

peak in the chromatogram of test
solution corresponds to the
retention time of the main peak
in the chromatogram of
nimesulide reference standard
solution. / Bpemst yaepxusanus

OCHOBHOTO nuKa Ha
XpOMaTOTpaMMe HCTIBITYeMOTO
pacTBOpa COOTBETCTBYET
BPEMEHH YAEp)KHUBAHUSA
OCHOBHOI'O MKa Ha
XpomaTorpamme pacTBopa
CTaHAApTHOTO obpasua
HUMECYIU/A .

Page1of 6/ Ctp. 1 u3
Ne | Test/ Iloka3zarenn Result / PesynbTaTtnl Specification / Hopma
1 Appearance / Onucanue Yellowish white round Yellowish white round biconvex tablets
biconvex tablets with smooth with smooth surface. / benbie ¢
surface. / Benble ¢ :KeATOBATLIM | JKENTOBATHIM OTTEHKOM KpYTJible
OTTEHKOM KPYIJIbIe OBOSKOBBINYK/IblEe TabJETKH C INaakod
JBOSIKOBBIMYKJible TAONETKH C MOBEPXHOCTBIO.
rNMagKoH MOBEPXHOCTHIO.
2 Identification / The retention time of the main | 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 yneprkuBaHus
OCHOBHOrO IMHKa Ha XpoMaTorpamme
HCTIBITYEMOrO pacTBoOpa JOJDKHO
COOTBETCTBOBATL BPEMEHH YIEP>KUBAHHUS
OCHOBHOrO TNHKa Ha XpoMaTorpamMe
pactBopa CTaHAAPTHOrO obpasua
HuMecynuza (pazmen «KonuuecTBeHHOE
OTIPEICNCHHUEN).

=)

Remarks : The Product confirms to ND/
IIpumeuanne: [IpoaykT coorseTcTByeT TpeboBanusam HJJ

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Hoarorosneno: Rgma Kant IIpoBepeHo: Pardet,p Onobperno: Menemxep / PykoBoauresb
M \}J& Kumar = Amit Kumar A
'i;__ b4 = /\’/ —
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: L85195AP1984PLC0O04507
www.drreddys.com
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Dr. Reddy S '. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CEPTUDHKAT AHAJIM3A

Product: Nise® (Nimesulide) tablets 100 mg
IIpoaykr: Haiiz® (Humecynaun) tabnetku, 100 mr

| Market / PuiHOK : Russia/ Poccus

Batch No / ; Batch Quantity / 5000000 tab /

Cepns Ne R, Paimep cepun " 5000000 Tab

Analytical RepOft No / . 040002893657 Date of Analysis / . 16.04.2025

A”HauTHYECKRIA oTyeT No JlaTa anaausza

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2028

Jarta npousBoacTea I'oxen no

Mfg. License No. / A ber: /

Ipon3BoacTBeHHas : MNB/05/263 N o : JITT-Ne(006398)-(PT-RU)
omep PY

JuneH3usa Ne

Analysis performed according ND / Anasns nposeaen mo HJ/I: JIII-Ne(006398)-(PT-RU)-310724
Page 2 of 6 / Crp. 2 u3

3 Average weight and Complies / CooTBeTcTBYET 310 mg +5.0 %
uniformity of weight / 310.1 mg/ 310.1 Mr 18/20 tablets - not more than + 5 %
Cpeanss macca
OHOPOJTHOCTH MACChI 2/20 tablets - not more than £+ 10 %. /
310 Mr£+ 5,0 %
18/20 Tabnerok — He Oonee £ 5 %
2/20 Tabnetox — He 6onee = 10 %.
4 Water / Boga 25%/25% Not more than 6.0 %. / He 6onee 6,0 %. |
5 Dissolution / Pacreopenne Unit-1 / Tabn.-1 98 % He menee 75 % (Q) oT HOMMHAJIBHOTO
Unii2 / Ta6n.2 98 % conepxanus C3Hi2N2OsS (Humecynun)
gyepes3 45 MuUH.
Unit-3 / Ta6n.-3 96 %
Unit-4 / Ta6n.-4 98 %
Unit-5/ Tabn.-5 98 %
Unit-6 / Tabn.-6 98 %
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IHpumeuanue: [Ipoaykr coorBeTcTByeT TpeboBanusm H/L 3akaoyenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: Rama I{antt_ ITpoeepeHo: Pardeep OnobpeHo: Menemxep / PykoBoauresns
- . ) Kumar : Amit Kumar
Ay - N
Date / ) Date / Date / .
Hara: 25.07.2025 Hata: 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: L85195AP1984PLC004507
www.drreddys.com
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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

CERTIFICATE OF ANALYSIS " o dys.com
CEPTUDOUKAT AHAJIM3A '
Product: Nise® (Nimesulide) tablets 100 mg
Hpoaykr: Haiiz® (Humecynua) tabnerku, 100 mr
Market / Puinok Russia / Poccus
Batch No / Batch Quantity / 5000000 tab /
Cepus Ne ¥250006% Pa3mep cepun 5000000 Tab |
Analytical Repourt No/ . 040002893657 Date of Analysis / 16.04.2025
AHa/IMTHYECKHH oTyeT No JlaTa ananu3za |
Date of Manufacture / 03/2025 Date of Expiry/ 02/2028
| /lara npouszBoacTBa TI'ogen oo
Mfg, License No. / ST ber: /
Ilpon3BoacTBeHHAs MNB/05/263 N numober: JITT-Ne(006398)-(PT-RU)
omep PY
Junen3ua Ne
Analysis performed according ND / Ananu3 nposeaen mo HJ/{: JITI-Ne(006398)-(PT'-RU)-310724

Page3 of 6/ Crp. 3 u3

=)

6 Related substances / PoacTBeHHBIe IpHMeCH
Impurity A / Ilpumecs A Below LOQ (LOQ = 0.0057 %) /
Huxe npenena konuuectsennoro | Not more than 0.20 %; / He 6oaee 0,20 %;
onpeaenenus (ITKO = 0.0057%)
Impurity B / [Tpumecs B 0.04 % Not more than 0.20 %; / He 6onee 0,20 %,
Impurity C / [Ipumecs C Not detected / He obHapysxkena Not more than 0.20 %; / He 6onee 0,20 %;
Impurity D / [Tpumecs D - o
P P Eelomil. 09 (POQ= COL Y 0 Not more than 0.20 %; / He 6onee 0,20 %;
Hike npezesna KONUYeCTBEHHOTO
onpeaenenus (ITKO = 0.0147%)
Impurity E / Ilpumecs E Not more than 0.20 %; / He 6onee 0,20 %;
Not detected / He oGHapyxeHa
Impurity F / [Tpumecs F Not more than 0.20 %; / He 6onee 0,20 %;
Not detected / He obrapyxkeHa
Individual unidentified impurity /
EauHMYHas 0.02% Not more than 0.20 %; / He 6onee 0,20 %;
HenAeHTH(UIUPOBaHHAS
IpUMech
ligtal 1I£1pur1t1es | Cypaa 0.06% Not more than 1.5 %; / He 6onee 1,5 %;
npumMecei
7 Uniformity of dosage units / The Acceptance Value (AV) should be
OnHopoaHOCTD 25 less than or equal to 15.0. / Iloka3arens
A03HPOBAHHUS '
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanne: [Ipogykr coorsercTByer TpeboBaHusm HJJ 3akauenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toaroroeneno: Rama Kant [IposepeHo: Pardeep Opnobpeno: Meueep / Pykopoaurenn
%A‘”j‘ Kumar m[ Amit Kumar N
/ =" A_! _
Date / : Date / Date / N
Hara: 25.07.2025 Hara: 25.07.2025 Hara: 25.07.2025

Registered Office: 8-2-337, Road No. 3,

Tel: +91 40 4900 2900, Fax: +9
CIN: L85

Banjara Hills, Hyderabad - 500034, Telangana, India
1 40 4900 2999, Email: mail@drreddys.com

195AP1984PLC004507

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 : 491 98165 56001-02

www.drreddys.com

CEPTH®HUKAT AHAJIM3A

| Product: Nise® (Nimesulide) tablets 100 mg
| Hponyxr: Hait3® (numecynua) Tabnetks, 100 Mr

| Market / PoiHoK . Russia/ Poccus

| Batch No / . Batch Quantity / _ 5000000 tab /

‘ Cepus Ne | W2s0ion | Pasmep cepun " 5000000 Tab
Analytical Repourt No/ . 040002893657 Date of Analysis / . 16.04.2025
AHaanTHYeckHii oryer No JlaTa anaanza
Date of Manufacture / . 03/2025 Date of Expiry / - 02/2028
JaTa npon3BoacTBa I'onen no
Mfg. License No. / MA ber: /

IIpouszBoacTBEeHHAN : MNB/05/263 H — : JI[T-Ne(006398)-(PT-RU)
omep PY

aunen3us Ne

Analysis performed according ND / Ana;iu3 nposeaen mo H/L: JII-Ne(006398)-(PT-RU)-310724

Page4 of 6/ C1p. 4 u3

6onee 15,0.

npuemieMoctd (AV) J0o/DKeH ObITh He

8 Microbiological purity* / Mukpo6uoiorndeckas yucrora*

a) Total Aerobic Microbial NA
Count / OOfwee uMcIO
JKHU3HECTIOCOOHBIX  a3pOOHBIX
MHKpPOOPraHW3MOB

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

b) Total Combined Yeast and NA
moulds count / OOLuee yncnio
JPOMOKEBBIX W TIECHEBBIX

Not more than 10?> CFU/g. /
He 6onee 10> KOE/T.

rpubos
¢) Escherichia Coli NA Shall be absentin 1 g. /
OrcyrcTBue B 1 r.
9 | Assay/ KouanuecTBenHoe 99.5 mg/99.5 Mr 90.0 to 110.0 mg of Ci3Hi2N20sS
onpejeeHHE (nimesulide) per tablet. / Ot 90,0 no

110,0 mr Ci3H12N2OsS (Humecynum)
B TabjIeTKe.

N

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: [Tponykr coorsercTByeT TpeboBanuam HJJ 3axmwouenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toaroroeneno: Rama Kant [Tposepeno: Pardeep Ono6peno: Menemxep / Pykosoaurens
' Kumar ’ Amit Kumar L

Qulsd =t— —
Date / Date / Date / v
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: L85195AP1984PLC0O04507

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 98165 56001-02
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

Product: Nise® (Nimesulide) tablets 100 mg
IMpoayxr: Haiiz® (Humecynun) tabnetku, 100 mr

Market / PoiHOK : Russia/ Poccus

Batch No / | Batch Quantity/ . 5000000 tab /

Cepus Ne V2300664 Pazmep cepun 5000000 Tab

Analytical Repovrt No/ 040002893657 Date of Analysis / 16.04.2025

AHaanTHyeckuii oTuer No JlaTa ananu3za

Date of Manufacture / 03/2025 Date of Expiry / 02/2028

JlaTa npou3zBoacTea I'ogen no

Mfg. License No. / MA BEr

TpousBoACTBeHHASs : MNB/05/263 s numoer: : JITT-Ne(006398)-(PT-RU)
omep PY

JuneH3ust Ne

Analysis performed according ND / Anaan3s nposegen no HJI: JIII-Ne(006398)-(PI'-RU)-310724

PageSof 6/ Crp.5u3 6

10 | Packaging / YnmakoBka

10 tablets in a PVC/aluminum
blister. 2 blisters and a package
leaflet in a carton. / Ilo 10
tabnerok B [IBX/antomunuesom
6mucrepe. [lo 2 GnucTepa BMecTe
C JIMCTKOM-BKJIaJIbILIEM B TayKy
KapTOHHYIO.

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

ITo 10 Tabnerox B INBX/amomMununesom
onucrepe. o 1, 2, 3 wim 10 6nucrepos
BMECTE C JIUCTKOM-BKJIAJBILIEM B MauKy
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 nokaszarteno «MuKpoOHOIOrHYeckass UYMCTOTa» MPOBOAMTCS MPOM3BOAMTENEM IIPU  BhIITYCKE
nepuoaHUeckH (C UHTEepBaIOM OLHO McnbiTaHne Ha 20 cepuil unu He MeHee 1 pasa B ron). [Toka3zarens MOXKeT ObITb He
BriroueH B CepTudrkar aHanuza GUpMBbIL.

Nimesulide / Humecynua

NMS/14120876, NMS/14120878

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

Homep cepnu nponssoautenas ADPC:

FP Manufacturer API Batch number /

Homep cepnu cybcrannnu nponssoaures I'JI®:
API Manufactured by & country /
Ipoussoaurenn A®C, crpana:

FERAOQ0751, FERA(00752

Aarti Drugs Limeted / Aaptu [Hparc JIumuren

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

Name, address, authorization No for FP
manufacturing site / Control site / Release site /

Conclusion : APPROVED /
3aknawuenue: OJJOBPEHO

Remarks : The Product confirms to ND/
IIpumeuanmne: [IpoayxT coorBeTcTBYeT TpedoBaHusiM H/J

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

[Moarorosnexo: Rama Ke::;r [Tpoeepeno: Pardeep OnobpeHo: Meunemxep / PykoBoaurens
) Kumar Amit Kumar ,

Date / \ Date / Date / ¢

JHara: 25.07.2025 JHara: 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: L85195AP1984PLCO04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd,

‘.0

y °® Formulation Unit-6

Dr' Reddy S ‘. Viil. Khol, Naiagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS .
: drreddys.com
CEPTUO®UKAT AHAJIM3A ' Wworreddyscom
Product: Nise® (Nimesulide) tablets 100 mg
Ipoayxr: Haiiz® (Hnumecynun) tadbaerku, 100 mr
Market / Puitok : Russia/ Poccus
Batch No / . Batch Quantity / 5000000 tab /
Cepus Ne & VESoooY Pazmep cepun © 5000000 Tab [
. - —
Analytical Repo:‘t No/ . 040002893657 Date of Analysis / . 16.04.2025
AnaauTHdyecKuii oryer Ne JaTa anaauza
Date of Manufacture / - 03/2025 Date of Expiry / . 02/2028
Jara npoun3BoacTra T'oaen g0
Mfg. License No. / - Berd]
TpousBoacTBeHHAs : MNB/05/263 Homen By : JITT-Ne(006398)-(PT-RU)
omep PY
JuueH3us Ne
Analysis performed according ND / Anaan3 nposegen no HJI: JIII-Ne(006398)-(PT'-RU)-310724

Page 6 of 6/ Ctp. 6 u3 6

HaumeHoBaHue, aqpec, JIHIEH3Us IS H-p Penau’c JlaGoparopuc JIta., Unaus,
I[Ipoussoacreennas miomaaka / Ilnomanka IMpouzBoacTBeHHoe noapasaenenue-6, Buwi. Kxone,
KOHTpoJ s kKadecTa / [l1omaaka Beimycka Hanarapx Poyn, banau, Juctpuxt Conan, X.I1., 173205,

Hunusa (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».

3akn0yeHne 0 COOTBeTCTBHH: «HacTosium s noaTBep»Kmar0, YTO MpHUBENEHHAas BhIllle MHGOpPMALUS SABJISETCS
NOCTOBEPHOM ¥ TOUHOH. DTa cepus NPOAYKUHH MPoU3Be/ieHa (BKIIoUas YIakoBKY (MapKUPOBKY) U KOHTPOJIb Ka4eCTBa)
Ha BblllleyKa3aHHOM MPOM3BOJICTBEHHOM Miowaake (MIoWaakax) B MOJTHOM COOTBETCTBUM ¢ TpeboBaHusimu IlpaBun
HaJyIeXallei Npor3BOACTBEHHOM npakTUKU EBpasuiickoro skoHomuueckoro cotosza (Ne GMP/EAEU/RU/00554-2022
dt. 23 July 2022) u Tpe6oBaHHAMH KOHTPOJIS KadecTBa JIEKAPCTBEHHBIX CPEICTB, 4 TAKXKE B COOTBETCTBUM CO
cnieuMpUKaLUMIMY, COAEPKALIMMUCA B PErMCTPALMOHHOM [IOCBE CTPaHbI-UMIOpTEpa. 3alucH MO MPOM3BOACTBY,
yIakoBKE M aHaNM3y [pOBEPEHbI, H YCTAaHOBJEHO MX COOTBeTCTBHME TpebopaHuaMm [lpasun Hapiexalnei
POW3BOACTBEHHON MPaKTHUKU EBpa3sHiickOro 5SKOHOMHYECKOrO COK3a».

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

I pumeuanne: Ilponykr coorsercTByeT TpeboBanusm HJ| 3axmouenne: OJJOBPEHO

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

[Toarorosneno: Rama Kant IpoeepeHo: Pardeep OnobpeHo: Menemkep .( PykoBoaureinb
Kumar Amit Kumar

Date/ ) Date / Date / '

Hara: 25.07.2025 Mara: 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: L85195AP1984PLCO04507
www.drreddys.com




