Dr.Reddy’s ‘,’:‘

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 98166 56001-02
www.drreddys.com

CEPTUDUKAT AHAJIM3A

Product : Nise® (Nimesulide) tablets 100 mg
Ilpoaykr: Haiiz® (Hnmecynnn) Tabnerkn, 100 mr

Market / PblHOK : Russia / Poccua

BatchNo/ . .. . . Batch Quantity / 5000000 tab /

Cepua Ne = + V2501038 Pazmep cepun 5000000 Tab

Analytical Repovrt No/ 040002947042 Date of Analysis / 30.05.2025

AHasuTHYecKHil oTyer Ne Jarta ananuza

Date of Manufacture / 05/2025 Date of Expiry / 04/2028

Jara npon3BoacTBa I'onen xo

Mfg. License No. / itk ber: /

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

JauuneHzus Ne

Analysis performed according ND / Anaym3 nposeaen no HJ/I: JITI-Ne(006398)-(PI'-RU)-310724

Page1of 6/ Crp.1u3 6

Ne | Test/ IloxazarTein

Result / PesynbTartsi

Specification / Hopma

1 | Appearance/ Onuncanne

Yellowish white round
biconvex tablets with smooth
surface. / besble ¢ sxenToBaThIM
OTTEHKOM KpYTJIble
JBOSIKOBBITYKITbIE TAGJIETKH C
FJI2JIKOH MOBEPXHOCTHIO.

Yellowish white round biconvex tablets
with smooth surface. / bBennie ¢
JKEJITOBATBIM OTTEHKOM KpYIiblie
JBOSIKOBBIMYKJIbIE TabJIETKU C TJIaJKOoM
MOBEPXHOCTBIO.

2 Identification /
NpenTundpuxanus

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>xuBaHus
OCHOBHOTO 1Ka Ha
XpOMATOrpaMMe HCHBITYEMOTO
pacTeopa COOTBETCTBYET
BpeMeHH yIepIKUBAHMS
OCHOBHOTO IIHKa Ha
XpoMaTorpamme pacTBopa
CTaHAAapTHOrO obpasia
HUMECYJIH/IA .

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>kuBaHus
OCHOBHOTO TMHKa HAa XpoMmarorpamme
UCTIBITYEMOTO pacTBopa ZOJKHO
COOTBETCTBOBATH BPEMEHH YAEP KUBAHUSA
OCHOBHOTO THKa Ha XpoMaTorpamme
pacTtBOpa CTaHAAapPTHOTO obpasua
HuMecynuaa (pasaen «KonuyectseHHoe
OIIpesielIEHHEN).

Remarks :

The Product confirms to ND/
IMpumeuanne: [IponykT coorBercTBYeT Tpebopanusam HJJ

Conclusion : APPROVED /
3akmwuenne: OJJOBPEHO

Prepared by /
IMoarorosneno: Pravesh Rana

Checked by /
Ilpoeepeno: Pardeep Kumar

QI——:?

Approved by: Manager/Executive /
Onobpeno: Meneiep KE} KOBOJUTENb
Amit Kumar —

-—’/

Date /
Jara: 04.09.2025

Date /
Jara: 04.09.2025

Date /
Jara: 04.09.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2998, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
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 : +91 98166 56001-02

www.drreddys.com

CEPTUOHUKAT AHAJIM3A

Product : Nise® (Nimesulide) tablets 100 mg
Ipopykr: Haiiz® (Humecynun) Tabnerku, 100 mr

Market / PbiHOK : Russia/ Poccus

Batch No / LE Batch Quantity / ~ 5000000 tab /

Cepusa Ne o 2201038 Pasmep cepun " 5000000 Tab

Analytical Repovrt No / . 040002947042 Date of Analysis / 30.05.2025

AnanutTndecKHH oryer Ne Jara ananunza

Date of Manufacture / 05/2025 Date of Expiry / . 04/2028

Hara npou3BoacTBa T'onen no

Mfg. License No. / o ber: /

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

Junenzus Ne

Analysis performed according ND / Auanu3 nposenen mo HJI: JIII-Ne(006398)-(PI'-RU)-310724

Page 2 of 6 / Crp. 2 u3

3 Average weight and
uniformity of weight /
Cpeansist Macca
OIHOPOAHOCTH MACCHI

Complies / CooTBeTCTBYET

308.7 mg/ 308.7 MT

310 mg+5.0 %

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

18/20 tabneTtok — He Honee + 5 %

2/20 tabnerok — He bonee + 10 %.

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

4 Water / Boga 29%/29%
5 Dissolution / PacTBopenue Unit-1/ Ta6:x.-1 96 % He menee 75 % (Q) OT HOMHHANBHOIO
Unitn / Tabn2 979, coaepxarus Ci13H>2N>OsS (Humecynun)
) i yepes 45 MUH.
Unit-3 / Ta6bn.-3 97 %
Unit-4 / Tabn.-4 96 %
Unit-5 / Tabn.-5 95 %
Unit-6 / Tabn.-6 95 %

Remarks : The Product confirms to ND/
I pumeuanne: [Ipoayxr coorBercTByer TpeboBanusm HJI

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Prepared by / Checked by /

ITonrorosineHo: Pravesh Rana

4 L

ITpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno; Meuemxkep / Pykosoaurens
Amit Kumar *\_,_,-- &

/

Date /
Jara: 04.09.2025

Date /
Jara: 04.09.2025

f

/
Date / '
Jara: 04.09.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiiis, 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 ":'.

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 98166 56001-02

www.drreddys.com

CEPTHOHKAT AHAJIM3A

Product : Nise® (Nimesulide) tablets 100 mg
Hpoayxr: Haiiz® (numecynna) tabaerku, 100 mr

Market / PbIHOK

Russia / Poccus

Batch No / Batch Quantity / 5000000 tab /

Cepus Ne V201938 Pa3zmep cepun 5000000 Tab

Analytical Repourt No/ 040002947042 Date of Analysis / 30.05.2025

AHanTHYeCKHH oTueT Ne Jara aHanu3a

Date of Manufacture / 05/2025 Date of Expiry / 04/2028

Jarta nponssoacraa Tonen oo

Mfg. License No. / MA Berd]

IIpou3BoACTBeHHAS MNB/05/263 u e : JII-Ne(006398)-(PT-RU)
omep PY

JuneHsus Ne

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

Page3 of 6/ Crp.3 u3

6 | Related substances / PoacTBeHHBIC IPHMECH

Impurity A / Ilpumecs A
Impurity B / Ilpumecs B
Impurity C / ITpumecs C
Impurity D / [Tpumecs D
Impurity E / I[Ipumecs E

Impurity F / [Ipumecs F

Individual unidentified impurity /

Enunuinas
HeUJICHTH(QULIUPOBAaHHAs
IIPUMECh

Total impurities / Cymma
npumeceit

Below LOQ (LOQ = 0.0057 %) /
Humxe npenena KOTHMIECTBEHHOTO
onpepenedus (ITKO = 0.0057 %)

0.03 %
Not detected / He 06HapyxeHa

Below LOD (LOD = 0.0049%) /
Huxe npenena obHapyxenus (I1O
=(.0049 %)

Not detected / He obHapyeHa

Below LOD (LLOD = 0.0045%) /
Huxe npenena obHapyxenus (I10
=0.0045 %)

Below LOQ (LOQ =0.0143 %) /
Hinke npenerna KOJTUYECTBEHHOTO
onpenenenus ([TKO = 0.0143 %)

0.03%

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

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

Not more than 0.20 %; / He 6oxaee 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/
Ipumeuanne: [Ipogykr cooreercrByeT TpeboBanuam H/J|

Conclusion : APPROVED /
3axnouenue: OJJOBPEHO

Prepared by / Checked by /
Ioarotosneno: Pravesh Rana | IIpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /

OnobpeHo: Menemskep / PykoBoaurenb

Amit Kumar —
N

Date /
JHata: 04.09.2025

Date/
Jara: 04.09.2025

Date / v
Jara: 04.09.2025

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

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

Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A

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

Market / PerHok : Russia / Poccus

Batch No / _ Batch Quantity / 5000000 tab /

Cepns Ne % V2501038 Pa3zmep cepun 5000000 Tab -

Analytical Repourt No/ . 040002947042 Date of Analysis / 30.05.2025

AHnanuTH4ecKHil oTueT Ne Jata anaauza

Date of Manufacture / . 05/2025 Date of Expiry / 04/2028

Jara nponsBoJcTBa I'ogen no

Mfg. License No. / MA ber: /

ITpousBoaCTBEHHAS : MNB/05/263 e e : JIT1-Ne(006398)~(PT-RU)
omep PY

JHneH3us Ne

Analysis performed according ND / Ananu3 nposegen no H/I: JIIT-Ne(006398)-(PT-RU)-310724
Page4 of 6/ Crp. 4 u3

7 | Uniformity of dosage units /
OxHOPOIHOCTH 1.0
AO3HPOBAHHS '

The Acceptance Value (AV) should be
less than or equal to 15.0. / Ilokasatens
npuemsieMocTd (AV) momkeH OBITH He

domee 15,0.

8 | Microbiological purity* / Mukpo6nosioruieckas H1HcToTa*

moulds count / Ob1iee yuciio
JOPOAOKEBBIX U IUIECHEBBIX
rpuboB

a) Total Aerobic Microbial NA Not more than 10* CFU/g. /
Count / O6wmee uHCIO He 6onee 10° KOE/r.
JKU3HECTIOCOOHBIX  a3pOOHBIX

MHKpPOOPraHU3MOB

b) Total Combined Yeast and NA Not more than 10° CFU/g. /

He 6onee 10?2 KOE/Tr.

¢) Escherichia Coli NA

Shall be absentin 1 g, /
OtcyrcrBre B 1 T

9 | Assay/KoanuecTBeHHOE 99.0 mg/ 99.0 MI

onpeneIcHHEe

90.0 to 110.0 mg of Ci3H;2N-OsS
(nimesulide) per tablet. / Ot 90,0 no
110,0 mr Ci3H12N>OsS (Humecynua)
B Ta0JeTke.

Remarks : The Product confirms to ND/
IIpumeuanne: [Iponykr coorBercTByeT Tpeboranusim HIL

Conclusion : APPROVED /
3akmiouenne: OJJOBPEHO

Checked by /
IIporepeno: Pardeep Kumar

Prepared by /
IMoaroroeneHo: Pravesh Rana

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoroauTens
Amit K
umar [\_J‘/
[

Oﬁ/,"
Date /

Jata: 04.09.2025

Date /
Hara: 04.09.2025

Date /
Jara: 04.09.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, 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 Laboratories Ltd.
D dd ’ ‘... Formulation Unit-6
i ddi
@ Vill. Khol, Nalagarh Road, Baddi,
.Re ys ’ Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHOHUKAT AHAJIM3A

Product : Nise® (Nimesulide) tablets 100 mg
IIpoayxkr: Haiiz® (HnMecynym) tabnerku, 100 mr

| Market / Peinok : Russia / Poccus -

Batch No / _ Batch Quantity / 5000000 tab /

Cepust Ne i Pa3smep cepun " 5000000 Tab

Analytical Repo:‘t No/ . 040002947042 Date of Analysis / . 30.05.2025

AnajquTHYecKuil oTueT No Hara ananmnza

Date of Manufacture / - 05/2025 Date of Expiry / - 04/2028

JdaTa npousBoacTsa ToneH oo

Mfg. License No. / MA ber: /

I pousBoAcTBeHHAS : MNB/05/263 pe e : JII-Ne(006398)-(PT'-RU)
omep PY

Junen3us No

Analysis performed according ND / Ananu3 nposenen mo HJI: JITI-N2(006398)-(PI"-RU)-310724

PageSof 6/ Crp.5u36

m Packaging / YnaxoBka 10 tablets in a PVC/aluminum |10 tablets in a PVC/aluminum blister. 1,

blister. 2 blisters and a package |2, 3 or 10 blisters and a package leaflet in
leaflet in a carton. / Ilo 10 |a carton./
tabnerok B [IBX/amomunuesom |IJo 10 Tabnetox B IIBX/amomuuneBom
6mucrepe. [1o 2 6iucrepa BMecte | 6nucrepe. Ilo 1, 2, 3 unu 10 6aucrepos
C JIMCTKOM-BKJIaJIbIIIIEM B IMAYKy | BMECTE C JIMCTKOM-BKJIQBIIIEM B MA4Ky
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. /
* - AnpamM3 Do mnokxazarenmo «MuKpobGHoNorHYeckas YUCTOTa» TPOBOAMUTCS IIPOWU3BOAMTENEM TNPHU BBIMTYCKe
NepUOANYECKH (C HHTEPBAIOM OTHO HcIbITaHHe Ha 20 cepuii unu He MeHee 1 pa3a B ron). [lokasarens MOXKeT ObITh HE
BkJroueH B Ceprudukat aHanuza GupMel.

API name (INN) / Hanmenopanue A®C (MHH): Nimesulide / Humecynun

API manufacturer batch number / NMS/125020162, NMS/125020164
Homep cepun npouszsoauntessa ADC:

FP Manufacturer API Batch number / FESA00126, FESA00127

Homep cepun cy6crannun npoussoantens I'JID:
API Manufactured by & country /
IIponseoaurens A®C, crpana:

Aarti Drugs Limeted / Aaptu [parc Jlumuren

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

N’;‘;‘e;:c‘:ﬂ:f’ss’ sai;‘“/“g‘zit“’l“ §° /f‘l’{ fP w Vill. Khol, Nalagarh Road, Baddi, Distt. Solan (HP)

manutacturing site / ©-ontrol site / Refease site 173205, India (license No MNB/05/263) /

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

IIpameqanne: [IpoaykT coorBeTcTBYeT TpeboBanusam HJ{ 3aknwuenue: OJJOBPEHO

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

[ToarotosneHo: Pravesh Rana | [Tposepeno: Pardeep Kumar Onobpeno: Menemxkep / P) KOBOANTEb
Qﬁ/’ Amit Kumar /\ .’-f’

Date / Date / Date /

Jara: 04.09.2025 Hata: 04.09.2025 Hara: 04.09.2025

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 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHUOUKAT AHAJIM3A

Dr.Reddy’s €3¢

Product : Nise® (Nimesulide) tablets 100 mg

Npoaykr: Haii3® (aumecynun) tabaerku, 100 mr

Market / Pbinok Russia / Poccus

Batch No / : Batch Quantity / 5000000 tab /

Cepust Ne Vesil0se Pasmep cepun 5000000 Tab

Analytical Repovrt No/ 040002947042 Date of Analysis / 30.05.2025

AHanuTH4YecKHii oTueT No Hara ananusa

Date of Manufacture / 05/2025 Date of Expiry / 04/2028

JaTta npon3BOACTBA T'ogen no

Mfg. License No. / MA ber: /

IIpou3BoxcTBeHHAsE : MNB/05/263 H fumber: : JI[1-Ne(006398)-(PT-RU)
omep PY

Juuenzus Ne

Analysis performed according ND / Ananu3 nposesen no H/L: JITI-Ne(006398)-(PI'-RU)-310724

Page 6 of 6/ Ctp. 6 u3 6

Hanmenosanmue, agpec, THIEH3UsA 1Is1
IlpoussoacTeenHas nomaaka / Ilnomagka
KouTpoas kadecTsa / Hlomagka Beimycka

J-p Pennu’c Jlaboparopuc Jlta., Muaus,
[TpousBoacTBeHHOE Noapa3secHne-6, Buni. Kxons,
Hanarapx Poyn, Banau, uctpuxt Conan, X.I1., 173205,

Hupus (mauensus 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».

3akodenne o coorBercrBum: «HacTosmyM s MOATBEpKAAIO, YTO MPHBENEHHAS BbIlle MH(OPMALMS SBIAETCA
JOCTOBEpHO# M TOUHO#M. DTa cepys MPOAYKLMHU [Ipou3BeieHa (BK0YAs YIIAKOBKY (MapKHPOBKY) M KOHTPOJTb KayecTBa)
HA BBILIEYKA3AHHOM MPOM3BOACTBEHHON MiomanKe (IIOWakax) B MOJIHOM COOTBETCTBMH ¢ TpeOoBaHuaMu [Tpasui
Hanexaleil IPOU3BONCTBEHHOMN mpakTHKH EBpasuiickoro skoHoMuueckoro coroza (Ne GMP/EAEU/RU/00554-2022
dt. 23 July 2022) u TpeGOBaHMSIMH KOHTPOJISI KayecTBa JIEKAPCTBEHHBIX CPEACTB, a TAKXKE B COOTBETCTBMH CO
crepHKALMAMH, CONEKAIIMMHUC B PETHCTPALMOHHOM JIOChE CTPAHBI-UMIIOpTepa. 3afUCH 1O NPOU3BOACTBY,
YIaKOBKE M aHAIM3y TpOBEPEHbl, M YCTAHOBNEHO HX COOTBETCTBHe TpeOoBanuaM IIpaBunt HammexateH
MpOU3BOACTBEHHOM NMpPaKkTHKH EBpa3suiicKOro 5kKOHOMHUYECKOTr0 COI03ay.

Conclusion : APPROVED /
3axmogenne: OJIOBPEHO

Remarks : The Product confirms to ND/
Ipumeuanne: [Ipoaykr cootBeTcTBYeT TpeboBanuam HJJ

Checked by /
ITposepeHo: Pardeep Kumar

=)
Date /

Jara: 04.09.2025

Approved by: Manager/Executive /
Onobpeno: Menezkep / Pygopoantens

Amit K
umar s

Prepared by /
IToarorosieno: Pravesh Rana

1

Date /
JHara: 04.09.2025

Date /
Jara: 04.09.2025

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



