Dr.Reddy’s ‘,’:‘

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 www.drreddys.com

CEPTUOHUKAT AHAJIU3A

| Product : Nise® (Nimesulide) tablets 100 mg
Ipoayxr: Haiiz® (Hnmecynpm) Tabnetky, 100 mr

Market / PoiHok

Russia / Poccus

Batch No / Batch Quantity / 5000000 tab /

Cepus Ne - | Pa3mep cepun 5000000 Tab N

MEAIyEHERS ReportaNDY 890001803981 Date:otAnalysisy . 554055

AHATHTHYECKHH oTHeT No _ Jara ananausza

Date of Manufacture / 02/2025 Date of Expiry / 01/2028

Jara npon3BoacTsa T'onen no

Mfg. License No. / MA ber: /

IlpouzBoacTBeHHast : MNB/05/263 H i : JIT-Ne(006398)-(PI'-RU)
omep PY

JHUEeH3Hs No

Analysis performed according ND / Anajau3 nposeaen mo HJL: JIIT-Ne(006398)-(PI'-RU)-310724

|

Pagelof 6/ Crp.1u3 6

Ne | Test/ Ilokazarein

Result / PesyabTaTsbl

1 Appearance / Onucanue

Yellowish white round biconvex
tablets with smooth surface. /
Benble ¢ eNTOBATEIM OTTEHKOM
KPYTJlble BOSKOBBIMYKblE
TabJIETKH C IIaKOMH
MIOBEPXHOCThIO.

Specification / Hopma

Yellowish white round biconvex tablets
with smooth surface. / Bensie ¢
JKENTOBATHIM OTTEHKOM KpYCJible

ABOSKOBBITIYKJIBIE TabJIETKH C raaaKoun
MOBEPXHOCTBIO.

2 Identification /
Uaentudukamusn

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>kHBaHHS OCHOBHOIO
nHKa Ha xpomarorpamme
UCTILITYEMOTO pacTBopa
COOTBETCTRYET BpEMEHH
yIepKUBaHUS OCHOBHOTO MUKa HA
Xpomarorpamme pacTBOpa
CTaHA2pPTHOIO obpasua
HUMECYJIH/A .

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 ynepxuBaHus
OCHOBHOIO TMHWKa Ha XpoMaTrorpamme
HCTIBITYEMOI O pacTBOpa JOJKHO
COOTBETCTBOBAThH BPEMEHH YIEPKHUBAHHS
OCHOBHOTO TMNHKa Ha XpoMarorpamme
pacTtBOpa CTaHAapPTHOrO obpazua
HuMecynuaa (pasaen «KonuuectBeHHOe
OTIpENENICHHER).

3 Average weight and
uniformity of weight /

Complies / CooTBeTcTBYET

310 mg £5.0 %

Remarks :

The Product confirms to ND/
IIpumeuanne: [IpoayxT cootBeTcTBYET TpedoBanusm HJJ

Conclusion : APPROVED /
3aknwuenne: OJOBPEHO

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

[ToarorosneHo: Ramakan [Tposepeno: Pardeep OpnobpeHo: Menemxep / PykoBoautens
&'\U’ Kumar QJ__’I Amit Kumar A A

Date / Date / Date / T

Hara: 25.07.2025 Jata: 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




‘..' Dr. Reddy's Laboratories Ltd.
’ % Formulation Unit-6
Dr. Reddy S ® Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHDOHKAT AHAJIM3A

[ Product : Nise® (Nimesulide) tablets 100 mg
| Hpoayxr: Hais® (Humecynua) tabaerku, 100 mr

Market / PoiHOK . Russia/ Poccus

Batch No / _ [ Batch Quantity/ 5000000 tab /

Cepus Ne V2500484 | Pasmep cepun " 5000000 Tab

Analytical Report No / . 890001803981 Date of Analysis / - 16.04.2025

AHaTUTHYCCKHH oTUeT No JlaTa anaau3a

Date of Manufacture / . 02/2025 Date of Expiry / . 01/2028

Jlata npon3BoacTBa I'onen no

Mfg. License No. / MA ber: /

Mpou3sBoacTBeHHAs : MNB/05/263 H R : JITT-Ne(006398)-(PT'-RU)
omep PY

Jnien3ust Ne

Analysis performed according ND / Anaau3 nposeaed no HJI: JITI-Ne(006398)-(PI'-RU)-310724

Page2 of 6/ Crp.2u3 6
Cpeausst Macca 1 311.0 mg/ 311.0 MT 18/20 tablets - not more than + 5 %

OHOPOAHOCTE MACCHI 2/20 tablets - not more than £ 10 %. /
310 Mmr+5,0 %
18/20 Tabnerok — He Oonee = 5 %

2/20 Ttabnerok — He 6onee = 10 %.

4 Water / Boga 24 % Not more than 6.0 %. / He 6oee 6,0 %.
5 | Dissolution / PacTeopeHue Unit-1/ Tabn.-1 98 % He menee 75 % (Q) oT HOMUHAIBHOIO
Unita / Tabna 98 % comepxkanusa Ci3HiN2OsS (ammecynnn)
yepe3 45 MUH.
Unit-3 / Tabn.-3 96 %
Unit-4 / Tabn.-4 100 %
Unit-5 / Tabn.-5 100 %
Unit-6 / Tabn.-6 97 %
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: [Ipogykr coorBercTByeT TpeboBanusam HJL 3akaouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toaroroeneno: Ramakant . [poeepeHo: Pardeep OpnobpeHo: Menemkep / P}'!\{OBOIU/ITQJ'IB
'\ﬂiﬂ‘b&@} Kumar Q{_/ Amit Kumar ‘/\/
Date / \ Date / Date / )
Hata: 25.07.2025 Hara: 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: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ‘;‘

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khot, Nalagarh 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
Ipoayxr: Haiiz® (numecynua) Tabaetku, 100 mr
Market / PoiHok Russia / Poccus
Batch No / Batch Quantity / 5000000 tab /
Cepusi Ne Ve Pazmep cepuu 5000000 Tab
Analytical Repovrt No/ 890001803981 Date of Analysis / 16.04.2025
Ananutudyeckuii oTuet Ne Jlata anannza
Date of Manufacture / 02/2025 Date of Expiry / 01/2028
JlaTa npon3BoacTBa TI'open a0 |
Mfg. License No. / MA ber: / '.
TIpou3BoACTBeHHAS MNB/05/263 EovEoES, JITI-Ne(006398)-(PT-RU)
omep PY
| TumeH3HsT Ne

| Analysis performed according ND / Anau3 nposenen nmo HJI: JIII-Ne(006398)-(PT-RU)-310724

Page30f6/Crp.3u36

6 Related substances / PoagcTBeHHBIC IPHMECH

Impurity A / [Ipumecs A
Impurity B / Ilpumecs B

Impurity C/ pumecs C
Impurity D / TTpumecs D

Impurity E / Ilpumecs E

Impurity F / [Tpumecs F

Individual unidentified impurity /

EnnHu4yHas
HenaeHTUGUUUpOBaHHAS
NpUMEChH

Total impurities / Cymma
npumecen

Below LOQ (LOQ = 0.0057 %) /
Huxe nmpeznesna KOTHYECTBEHHOTO
onpenenenus (ITKO = 0.0057 %)

0.03 %
Not detected / He 0b6HapyxeHa

Below LOD (LOD = 0.0049 %) /
Hwxe npenena obHapyxenus (I10 =
0.0049 %)

Not detected / He o6HapyxeHa

Not detected / He oOHapyxeHa

0.02%

0.05%

Not more than 0.20 %; / He 6o1ee 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 6osnee 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 %;

Remarks : The Product confirms to ND/
Ipumeuanue: [Ipoaykt coorBeTcTBYeT TpeboBaHusM HJL

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

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

[loarorosneno: Ramakant “ [TpoBepeno: Pardeep Onobpeno: MeHemxep / PykoBoamTesb
Qw,\t}'}/ Kumar [ - Amit Kumar /\,_.H-:f

Date / - Date / Date / '

Jara: 25.07.2025 Hara: 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
Dr' Reddy S -. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHOHKAT AHAJIU3A

Product : Nise® (Nimesulide) tablets 100 mg

Ipoaykr: Haiiz® (Humecynua) tabnerku, 100 mr

Market / PoiHOK . Russia/ Poccus

Batch No / ) Batch Quantity / 5000000 tab /

Cepus Ne Ve Pasmep cepuu " 5000000 Tab

Analytical Repourt No/ . 890001803981 Date of Analysis / . 16.04.2025

| AHaauTHYeCKH# oTdeT No Jara ananm3za

Date of Manufacture / . 02/2025 Date of Expiry / . 01/2028

Jara npoun3zBoacTea I'ogen no

Mfg. License No. / MA ber: /

TIpon3BoacTBEHHAs : MNB/05/263 c numoer: : JITI-Ne(006398)-(PT-RU)
omep PY

Junenzus Ne

Analysis performed according ND / Ananu3s nposeaes mo H/I: JITI-Ne(006398)-(PT'-RU)-310724

Page40of 6/ Crp. 4 n3 6

7 | Uniformity of dosage units / The Acceptance Value (AV) should be
OpHopoaHOCTH 238 less than or equal to 15.0. / IToka3zarens
AO3HPOBAHHS ’ npremieMocTd (AV) J0/DKEH ObITH He

oosee 15,0.

8 | Microbiological purity* / Mukpo6uosoraieckas 4yucrora*

a) Total Aerobic Microbial NA Not more than 10° CFU/g. /
Count / O6ee uucio He 6onee 10° KOE/r.
YKHU3HECTIOCOOHBIX a’pOOHBIX
MHKPOOPraHU3MOB
b) Total Combined Yeast and NA Not more than 10> CFU/g. /
moulds count / Obiee uucno He 6osee 107 KOE/T.
JPOMOKEBBIX W TUIECHEBBIX
rpu6osB
¢) Escherichia Coli NA Shall be absentin 1 g. /
. OtcyrcTBHE B 1 T.
9 | Assay/KoaunuecTtBennoe 100.6 mg/ 100.6 mMr 90.0 to 110.0 mg of Ci3Hi2N20sS
onpeaejeHue (nimesulide) per tablet. / Ot 90,0 no
110,0 mr C;3H12N2OsS (Humecynum)
B TabJIETKE.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
pumeuanne: [Ipogykrt coorBeTcTBYeT TpeOoBanuaM HJI 3axmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IHoarorosneno: Ramak.&wﬂT [TpoBepeno: Pardeep Ono6peno: Menempkep / Pyxkosonurenb
( . A
(_LL/J-, Kumar t;.L_/ - | Amit Kumar /\ -
Date / \ Date / Date / '
Hara: 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: 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 www.drreddys.com

CEPTHOUKAT AHAJIM3A

Product : Nise® (Nimesulide) tablets 100 mg
| Hpoayxr: Haiis® (n1umecynna) Tabnetku, 100 mr

Market / Poinok : Russia/ Poccus )

Batch No / Batch Quantity / 5000000 tab /

Cepus Ne el Paszmep cepun 5000000 Tab |

Analytical Repourt No / 890001803981 Date of Analysis / 16.04.2025

Anaanrayeckuii otuet Ne JlaTa aHaJIM3a

Date of Manufacture / 02/2025 Date of Expiry / . 01/2028

JaTta nponzBojcTBa I'oxen no

Mfg. License No. / MA ber: /

Ipon3BoACTBEHHAs : MNB/05/263 i . : JIT-Ne(006398)-(PT-RU)
omep PY

JIHIeH3Hs1 Ne

Analysis performed according ND / Anann3 nposegex no HJI: JIII-Ne(006398)-(PT-RU)-310724

PageSof 6/ Ctp.5u3 6

10 | Packaging / Ynakoska

10 tablets in a PVC(C/aluminum
blister. 3 blisters and a package
leaflet in a carton. / [lo 10
Tabnerok B [IBX/amomuHueBOM
6nuctepe. Ilo 3 6nrcTepa BmecTe ¢

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

[To 10 Tabnerox B [IBX/antomunuerom
6aucrepe. Ilo 1, 2, 3 unu 10 6aucrepos

JIMCTKOM-BKJIAZIBILLIEM
KapTOHHYIO.

BMECTE C JIMCTKOM-BKJIAJBILLUEM B MAYKy
KapTOHHYIO.

B MayKy

* _ 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. /

* _ AHamu3 Mo nokasarteno «MHUKpoOHoMOrHYecKkass YHCTOTa» MPOBOAMTCA IIPOM3BOAMTENEM IMPH BBIMYCKe
NMepHOAMYECKH (C MHTEPBATIOM OfHO MCIbITaHWe Ha 20 cepuil Wik He MeHee 1 pasa B roa1). [lokasarens MOXeT GbITE HE

sritoder B CepTudukar aHain3a GUpPMBL

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

Nimesulide / Humecynun

API manufacturer batch number /
Homep cepun npouspoauteas A®C:

NMS/14100716, NMS/14120873

FP Manufacturer API Batch number /
Homep cepun cyGcTaHIHH NPOH3BOJNTENA
IJ1P:

FERAQ00677, FERA00750

API Manufactured by & country /
Mpouspoauresr APC, crpana:

Aarti Drugs Limeted / Aaptu parc Jlumuren

Remarks : The Product confirms to ND/
IIpumeuanne: [Ipoaykt coorsercrByet Tpebosanuam HJI

Conclusion : APPROVED /
3akmwuenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloaroroBneHo: Rama@lt‘}l&f [Tpoepeno: Pardeep OnobpeHo: Meunemxep / Pykosogurens
Kumar e Amit Kumar A
h\ il i s
Date / \ Date / Date /
Hara: 25.07.2025 Hara: 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




; ‘...' Dr. Reddy's Laboratories Ltd
Formulation Unit-6
Dr. Reddy S '. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDIA
Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTH®HUKAT AHAJIM3A

Product : Nise® (Nimesulide) tablets 100 mg

Ipoaykr: Haiiz® (Hnmecynml) tabsetky, 100 mr

Market / PoiHok . Russia/ Poccus

Batch No / . Batch Quantity / ~ 5000000 tab /

| Cepus Ne ' V2500484_ - Pazmep cepuu 5000000 Tab

Analytical Repovrt No/ . 890001803981 Date of Analysis / . 16.04.2025

AHaaIuTHYECKHH oTueT Ne JlaTa anaanza

Date of Manufacture / - 02/2025 Date of Expiry / - 01/2028

Jara npoH3BoacTBa I'onen no

Mfg. License No. / S ber: /

IIpon3BoACTBeHHASE : MNB/05/263 o : JITT-Ne(006398)-(PT-RU)
omep PY

auneH3us Ne

| Analysis performed according ND / Auaan3 nposeaen no HJ{: JIII-Ne(006398)-(PT'-RU)-310724
Page 6 of 6/ C1p. 6 u3 6

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6,
Name, address, authorization No for FP Vill. Khol, Nalagarh Road, Baddi, Distt. Solan (HP) 173205,
manufacturing site / Control site / Release site / India (license No MNB/05/263) /
HanmeHoBaHHe, aapec, THIEH3HSA MJIA J1-p Peann’c JlaGopartopuc JIta., Mnnus, IlponssoacteenHoe
IIpouzBoacTBenHan miomaaka / Illnomanka noapazaenerue-6, Bunn. Kxone, Hanarapx Poyn, bagau,
KOHTpo.JIfA KadecTBa / [lnomagka BeInycka Nuctpukr Conan, X.I1., 173205, Unans (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».

3ak0ueHne 0 coOTBeTCcTBHM: «HacTosluMm s MOATBEpKAar0, YTO NpHBEAEHHAs Bbllle WHQOpPMAaUMs SBISETCA
JIOCTOBEPHOH W TOYHOH. DTa cepus NPOAYKLUUH NpousBeeHa (BKIOUAs YNakoBKY (MApKUPOBKY) H KOHTPOJIb KA4ecTBa)
Ha BbillIEyKa3aHHOW MPOM3BOACTBEHHOH moulanke (Mioliagkax) B MOJHOM COOTBETCTBUM ¢ TpeboBaHuAMHU [IpaBun
Haqnexallei npousBoACTBEHHOM npakTuku EBpasuiickoro skoHomudeckoro corosa (Ne GMP/EAEU/RU/00554-2022
ot 23 wrons 2022) U TpeOOBaHUAMM KOHTPOJISI KAuyecTBa JICKAPCTBEHHBIX CPEACTB, a4 TAKXKE B COOTBETCTBHM CO
crielMbUKalMIMH, COASPNALIUMHUCA B PETUCTPALIMOHHOM [JOCbE CTpaHbI-UMIOpPTEpa. 3anucu MO MPOU3BOACTBY,
YNaKkoBKE€ W aHaJIM3y [POBEPEHbl, W YCTAHOBIEHO WX cooTBeTcTBUe Tpebosanuam [lpaBun Haanexained
MPOUW3BOICTBEHHON NMpPaKkTUKH EBpaznicKOro 3KOHOMHYECKOro COH3ay.

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

IIpnmeuanne: [Iponykr coorBercTByeT Tpeboranusm HJJ 3akawuenue: OJJOBPEHO

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

IToaroroneno: Ramgkant (‘,\ [TpoBepeHo: Pardeep OnobpeHo: Menemxep / PVI(OBO}JHT‘CJ‘Ib
M L Kumar QL/ Amit Kumar ‘/\,_,f :

Date / \ Date / Date /

Hara: 25.07.2025 Hara: 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: L85195AP1984PLC004507
www.drreddys.com




