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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
Tel : +91 98166 56001-02

CEPTUOHKAT AHAJIM3A

www.drreddys.com

Product : Nise® (Nimesulide) tablets 100 mg
IIpoayxr: Haiis® (Humecynunn) tadnetku, 100 mr

Market / Poitvok :

Russia / Poccus

Batch No / Batch Quantity / 5000000 tab /

Cepusa Ne Mgt Pa3zmep cepuu 5000000 tab

Analytical Repovrt No/ 040002916108 Date of Analysis / 30.04.2025

AHaJIHTHYeCKHI oTyeT Ne JlaTa anajan3a

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

Jdata npousBoacTBa I'ogen a0

Mfg. License No. / MA Bersd)

IIpou3BoaCTBEHHAS MNB/05/263 H numober: : JIT-Ne(006398)-(PT-RU)
omep PY

JuueHsns Ne

Analysis performed according ND / Ananns nposexen no HJI: JITI-Ne(006398)-(PI'-RU)-310724

Page1 of 6/ Crp. 1 u3

Ne | Test/ Ilokaszarean

Result / Pe3yabTarhl

1 Appearance / Onucanue

Yellowish white round
biconvex tablets with smooth
surface. / BeJible ¢ *eaToBaATLIM
OTTEHKOM KPYTJIbIE
JIBOSIKOBBINYKJIbIE TAOJIETKH C
[1aAKOM MOBEPXHOCTBIO.

Specification / Hopma

Yellowish white round biconvex tablets
with smooth surface. / DBenbie ¢
JKENTOBATBIM OTTEHKOM Kpyriible

JIBOSIKOBBINYK/Ible TaONeTKH C TIIagKoH
MOBEPXHOCThLIO.

2 Identification /
Hpentuduxanus

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 ynepskuBaHus

OCHOBHOTO nuka Ha
XpOMaTorpaMme HCIBITYEMOro
pacTBopa COOTBETCTBYET
BPEMEHU YIAEPXKUBAHHUS
OCHOBHOTO nuka Ha
XpoMaTtorpamme pacTtBopa
CTaHOApTHOro obpazua
HUMECY/IMAA .

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 yneprxuBaHus
OCHOBHOTO [MHKa Ha XpOMAaTOTpamMme
HCTIBITYEMOrQ pacTBopa JIOMKHO
COOTBETCTBOBATH BPEMEHH YACPIKUBAHUS
OCHOBHOFO TIHKAa HAa XpOMaTorpamme
pacTBopa CTaHAAPTHOTO obpazua
HUMecynuaa (pasaen «KonuuectseHHoe
onpeaesIeHUE).

Remarks : The Product confirms to ND/
IIpumeuanmne: [Ipoayxr coorBeTcTBYeT TpeboBanusam HJJ

Conclusion : APPROVED /
3akmwouerue: OJOBPEHO

Prepared by /
IMToaroroeneno: Rama Kant

Checked by /
[Tposepeno: Pardeep Kumar

-

-

Approved by: Manager/Executive /
Ono6peHo: MeHnemkep / PykoBonurens

Amit Kumar
AL

-

Qe
Date / \

Hara: 25.07.2025

Date /
Jara: 25.07.2025

Date / ’
Jata: 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

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +21 98166 56001-02

CEPTUD®UKAT AHAJIM3A

www.drreddys.com

Product : Nise® (Nimesulide) tablets 100 mg
ITpoaykt: Haiiz® (aumecynun) tabaerkn, 100 mr

Market / PeiHOK

: Russia/ Poccust

Batch No / . | Batch Quantity / 5000000 tab /

Cepust Ne P V2500828 Pa3mep cepun 5000000 Tab

Analytical Repourt No/ - 040002916108 Date of Analysis / 30.04.2025

AHAJHTHYEeCKHH oTyeT No JlaTa anaamza

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

JlaTa npon3BoacTBa Toxen go

Mfg. License No. / MA ber: /

NpousBoAcTBEeHHAS : MNB/05/263 N P : JI1-Ne(006398)-(PT-RU)
omep PY

Junenzus Ne

Analysis performed according ND / Ananan3 nposeaes no H/{: JIII-N2(006398)-(PT-RU)-310724

Page2 of 6/ Crp.2 n3

3 Average weight and

Cpeanssn macca u

uniformity of weight /

OAHOPOAHOCTH MACChHI

Complies / CooTBeTCTBYET

309.3 mg/ 309.3 Mr

310 mg £5.0 %

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

18/20 Tabnerok — He Oonee + 5 %

2/20 Tabnetok — He 6bonee £ 10 %.

4 Water / Boaa

28%/28%

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

5 | Dissolution / PacTtBopenne

He menee 75 % (Q) oT HOMMHAIBHOTO

coneprkanusa Ci3HiN>OsS (Humecynun)
yepe3 45 MUH.

Unit-1/ Tabxn.-1 94 %
Unit-2 / Tabn.-2 94 %
Unit-3 / Tabn.-3 93 %
Unit-4 / Tabn.-4 93 %
Unit-5 / Tabn.-5 93 %
Unit-6 / Ta6:1.-6 92 %

=)

Remarks : The Product confirms to ND/
IIpumeuanue: [IpoaykT cootBeTcTBYET TpeboBaHusm HJJ

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
[loaroroeneno: Rama Kant

el

Checked by /
IIpoeepeHo: Pardeep Kumar

Approved by: Manager/Executive /
Onobpero: Meuemxkep / Pykosonurens

Date / —

Hara: 25.07.2025

|
Date /

Jara: 25.07.2025

Amit Kumar N
A=l =
Date / v

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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CERTIFICATE OF ANALYSIS

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

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

www.drreddys.com

CEPTUOHKAT AHAJIM3A

Product : Nise® (Nimesulide) tablets 100 mg
IIpoaykT: Haiiz® (Humecynua) rabnerku, 100 Mr

Market / Poinok

Russia / Poccus

Batch No / Batch Quantity / 5000000 tab /

Cepus Ne MR Pa3mep cepun 5000000 Tab - |

Analytical Repovrt No / 040002916108 Date of Analysis / 30.04.2025

| AHAJINTHYECKHI oTueT Ne Jdara ananu3za

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

Jata npousBoacTBa Togen no

Mfg. License No. / e ber: /

Ipou3BoACTBEHHAS MNB/05/263 - — JITT-Ne(006398)-(PT'-RU)
omep PY

JuueHsusa Ne

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

Page3 of 6/ Crp.3 m3

6 | Related substances / PoacrBennnie npumecu

Impurity A / [Tpumecs A

Impurity B / ITpumecs B
Impurity C / [Tpumecs C
Impurity D / [Tpumecs D

Impurity E / [Tpumecs E
Impurity F / ITpumecs F

EnvmHuuHas
HeuAeHTUHULUPOBaHHAS
NpUMECH

Total impurities
npumecein

Individual unidentified impurity /

/ Cymma

0.01%

0.03 %

=0.0049 %)

0.02%

0.05%

Not detected / He 0bHapyxeHa

Below LOD (LOD = 0.0049%) /
Huxe npeaena odnapyxenus (I1O

Not detected / He 0OHapyxeHa

Not detected / He 06HapyxeHa

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

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

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

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

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

Not more than 1.5 %; / He 6onee 1,5 %;

OaHopoaHocTs
A03HPOBAHUS

7 | Uniformity of dosage units /

32

The Acceptance Value (AV) should be
less than or equal to 15.0. / [Tokazartens

=5}

Remarks : The Product confirms to ND/
IIpnmeuanue: [IpoaykT cooTBeTcTBYET TpeGopanusam HJJ

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Hara: 25.07.2025

Jara: 25.07.2025

Prepared by / Checked by / Approved by: Manager/Executive /
[MoarorosncHo: Rama Kant Ipoecpeno: Iardecp Kumar Onobpeno: MeHenxep / PykoBoom el
Amit Kumar .
vl QL—f:‘ /\f -—
Date / \ Date / 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: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507

www.drreddys.com




‘. o Dr. Reddy's Laboratories Ltd

, °® Formulation Unit-6

Dr. Reddy s °. Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tei : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

Product : Nise® (Nimesulide) tablets 100 mg
Ilpoaykr: Haiiz® (numecynun) Tabnerky, 100 mr

Market / Peinok : Russia/ Poccus

Batch No / ) Batch Quantity / 5000000 tab /

Cepus Ne + V2500828 Pasmep cepuu "~ 5000000 Tab

Analytical Repovrt No/ . 040002916108 Date of Analysis / - 30.04.2025

AnaguTHueckuii oruer Ne Jlara anann3a

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

JaTta npousBoacTsa TI'ogen no

Mfg. License No. / TiA ber: /

Ilpon3BoxcTBenHAs : MNB/05/263 . e : JIM-Ne(006398)-(PT-RU)
omep PY

JuueH3us Ne

Analysis performed according ND / Anaju3 nposeaen mo HJ/I: JITI-Ne(006398)-(PI'-RU)-310724

Page 4 of 6 / C1p. 4 u3

=)

npuemaemMocty (AV) nosmkeH ObiTh He
6onee 15,0.
8 | Microbiological purity* / Mukpoouoioruyeckasi YucToTa* '
a) Total Aerobic Microbial NA Not more than 10* CFU/g. / |
Count / O6wee uwMcio He 6onee 10° KOE/T.
JKU3HECIIOCOOHBIX a3pOOHBIX
MHKpPOOPraHU3MOB
b) Total Combined Yeast and NA Not more than 10> CFU/g. /
moulds count / O6uiee uucno He 6onee 10? KOE/T.
JIPOAOKEBbIX W  IUIECHEBBIX
rpubos
c) Escherichia Coli NA Shall be absentin 1 g. /
OtcyrcTBUe B 1 1.
9 | Assay/ KoanuecTBeHHOE 98.4 mg/98.4 mMT 90.0 to 110.0 mg of Ci3H12N>OsS
ompejaeseHHe (nimesulide) per tablet. / Ot 90,0 go
110,0 mr Ci3H1sN2OsS (Humecynum)
B TabyeTKe. |
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [IpoayxT coorBeTcTBYeT Tpebosanusm HJI 3axkmodenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Towrorosieno: Rama Kant IIpoeepeno: Pardeep Kumar OpobpeHo: Menemxep / PykoBoaurens
. Amit Kumar \
Date / \ Date / Date / f
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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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Viil. Khol, Natagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tei: +91 98166 56001-02

CEPTUOHUKAT AHAJIM3A

www.drreddys.com

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

Market / PoiHok

: Russia / Poccus

Batch No / Batch Quantity / 5000000 tab /
| Cepus Ne V2500828 Pasmep cepun 5000000 Tab
| Analytical Repourt No / 040002916108 Date of Analysis / 30.04.2025
| AHannTHueckuii oTueT Ne JlaTta ananusa
Date of Manufacture / - 04/2025 Date of Expiry / 03/2028
Jarta npon3BojacTBa I'ogen no
Mfg. License No. / SR ber: /
IIpousBoacTBeHHAN MNB/05/263 u —— : JIHI-Ne(006398)-(PT'-RU)
omep PY
JueH3usa Ne

Analysis performed according ND / Anaju3 nposeaen mo H/L: JITI-Ne(006398)-(PT-RU)-310724

Page 5of 6/ Crp. 5us3

10 | Packaging / YnaxoBka

10 tablets in a PVC/aluminum
blister. 2 blisters and a package
leaflet in a carton. / Ilo 10
tabnetok B [IBX/antomunnesom
onucrepe. Ilo 2 6nuctepa BmMecTe
C JINCTKOM-BKJIAJBILIEM B [A4Ky

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

[To 10 tabaerox B INBX/antomunuesom
6nucrepe. [lo 1, 2, 3 nau 10 6nuctepos
BMECTE C JINCTKOM-BKJIA/IbILIEM B MAYKy

KapTOHHYIO.

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. /
* . AHQIM3 TO [I0KazaTesio «MUKpOOWONOTHYecKas 4YHMCTOTa» IPOBOAMTCH [POU3BOJUTENIEM TMPH BBIMTYCKE
NEPHOAMUECKH (C HHTEPBAIOM ORHO McTibITaHKe Ha 20 cepuii unu He MeHee 1 pasa B rox). [TokasaTtens MOXKeT ObITb He
BritoueH B CepTudukat aHanu3a GUpPMBL.

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

Nimesulide / Humecynun

API manufacturer batch number /
Homep cepun npouspoaurtens ADC:

NMS/14120873, NMS/14120880, NMS/14120882,

NMS/14120883, NMS/14120885

FP Manufacturer API Batch

Homep cepun cybcTanuun npoussoantensa I'JID:

number /

FERA00750, FERA00753, FERA00754, FERA00755,

FERAO00756

API Manufactured by & country /
IIpouspoantean A®C, crpana:

Aarti Drugs Limeted / Aaptu [parc Jlumuten

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/
IIpumeuanue: [Ipoaykr coorBeTcTBYeT Tpebosanuam HJL

Conclusion : APPROVED /
3akaouenue: OJJOBPEHO

Hata: 25.07.2025

Hara: 25.07.2025

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

[Toarorosneno: Rama Kant [MpoeepeHo: Pardeep Kumar Opobpeno: Menemkep / P{KOBOI{I/ITeﬂb
Amit Kumar =

Date / ! Date / Date / '

Jara: 25.07.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +971 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr. Reddy's Laboratories Ltd.

@e
L/ ". Formulation Unit-6
DI’. Reddy S - Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tei : +91 68166 56001-02

CERTIFICATE OF ANALYSIS
drreddys.com
CEPTU®UKAT AHAJIM3A  “eredayseon
Product : Nise® (Nimesulide) tablets 100 mg
| Hpoaykt: Hals® (numecynua) Tabnerku, 100 mr
Market / Poinok : Russia / Poccus
Batch No / _ Batch Quantity / 5000000 tab /
Cepus Ne ¥ V2500525 Pazmep cepuu " 5000000 Tab
Analytical Repourt No / - 040002916108 Date of Analysis / 30.04.2025
Anajnurnyecknii oruer Ne Hara ananuza
Date of Manufacture / C 04/2025 Date of Expiry / - 03/2028
JaTa npou3BoacTea I'oaen go
Mfg. License No. / MA ber: / .
IIpousBoaCTBeHHAN : MNB/05/263 N il : JI[1-Ne(006398)-(PI'-RU)
omep PY
JuneH3ns Ne
Analysis performed according ND / Anann3 nposenen no H/I: JIII-Ne(006398)-(PT-RU)-310724

Page 6 0of 6/ C1p. 6 u3 6

HanmeHnoBaHue, aapec, JUIEH3UH 115 H-p Pennu’c Jlaboparopuc Jlta., Unans,

IIpousBoacTBeHHas muomaaka / [Lnomanka IlpouzBoacTeeHHOE nmoapazaenenue-6, Bunn. Kxonn,

KOHTpo s KadecTBa / [Inomanka Beimycka Hanarapx Poyn, banou, Quctpukt Conax, X.I1., 173205,
Unaus (nuuensns 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».

3akiarouenue 0 coorBercTBHH: «HacTosium s noAaTBepKIar0, 4TO NpPUBEAEHHAS Bbilie MHPOpMALMSA SBASAETCS
JAOCTOBEPHOM M TOYHOH. DTa cepus NPOAYKLHH MPOU3BeeHa (BKIIOYas yIIakOBKY (MAPKHPOBKY) H KOHTPOJIb KAa4eCTsa)
Ha BbIIIIEYKa3aHHOW NMPOU3BOACTBEHHOM IUIOlaAKe (TUIOAAKaX) B MOJHOM COOTBETCTBUH ¢ TpeboBaHUsMHU [IpaBun
Haaexallei nNpou3BoACTBEHHON MpakTuku EBpazuiickoro akoHoMuveckoro coro3a (Ne GMP/EAEU/RU/00554-2022
dt. 23 July 2022) u TpeGoBaHHAMHM KOHTpPOJIS Ka4yecTBa JIEKAPCTBEHHBLIX CPEACTB, a TAKXKE B COOTBETCTBUU CO
CEUMPUKALMAMH, COACPHKAIIUMHUCSH B PErMCTPALMOHHOM [0Che CTPAHBI-MMIIOPTEpA. 3aMUCH MO TPOM3BOICTBY,
YNaKoBKE M aHalM3y MOpPOBEPEHBI, M YCTAHOBIEHO MX COOTBETCTBUE TpeboBaHusm [IpaBun Haanmexatiei
NpOU3BOACTBEHHOH NpPakTHKHA EBpa3suiickoro 3KOHOMUYECKOTO COt03a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [Ipogyxr coorBercTBYeT Tpeboanuam HJJ 3akawuenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneiio: Rama Kant ITponcpeno: Pardeep Kumar Opnobpcno: Mcucmikep / P}Q(OBO;U-[TCJ‘[I:
Amit Kumar

R o e
Date / \ Date / Date / '
Harta: 25.07.2025 Jara: 25.07.2025 Jara: 25.07.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telargana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




