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

CEPTUDUKAT AHAJIN3A

"Product : Nise® OTI—imesulide) tablets 100 mg
IpoaykT: Haii3® (numecynun) Tabnetku, 100 mr

Market /. PriHOK

Russia / Poccus

Batch No / , Batch Quantity / 5000000 tab / .

Cepus Ne s Pasmep cepuu 5000000 Tab

Analytical Repovrt No/ 890001795592 Date of Analysis / 27.02.2025

AHaTHTHYECKHH 0TUeT No JlaTa aHAIH3A

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

Jara npousBoacTBa Togen oo

Mfg. License No. / T ber: /

Ilpon3BoacTBeHHAs : MNB/05/263 N Bt : JITI-Ne(006398)-(PT"-RU)
omep PY

Junenzusa Ne

Analysis performed according ND / Anann3s nposeaen mo HJI: JIII-Ne(006398)-(PI'-RU)-310724

i Ne | Test/IlokaszaTeanb

Result / PesyabTaThl

Pagelof6/Crip.1u36
Specification / Hopma

1 Appearance / Onucanue

Yellowish white round biconvex
tablets with smooth surface. /
Besnnle ¢ )xeJITOBaThIM OTTEHKOM
KPYIJIble ABOSIKOBBITYKJIbIE
TabIETKH C IIagKoi
MOBEPXHOCTEIO.

Yellowish white round biconvex tablets
with smooth surface. / DBensle ¢
JKEJITOBATBHIM OTTEHKOM Kpyrble
JBOSKOBBITYKJIbIE TabJIETKH C FiaaKoi
MTOBEPXHOCTHIO.

2 | Identification /
HWpesTndpuranus

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 yaep)XxMBaHUA OCHOBHOTO
IMHKAa Ha XpoMaTorpaMmme
HCIIBITYEMOTO pacTBopa
COOTBETCTBYET BpEMeEHH
yaep>KUBaHHUSL OCHOBHOTO ITHKa Ha
XpoMaTorpaMme pacTBopa
CTaHapTHOTO obpasua
HHUMECYJIHAA .

The retention time of the main peak in the
chromatogram of test solution should
correéspond to the retention time of the
main peak in the chromatogram of
nimesulide reference standard solution
(section Assay). / Bpems ygep>kupaHus
OCHOBHOT'O IMHMKa Ha XpOMAaTOrpaMMe
HCIIBITYEMOTO pacTBopa JOMKHO
COOTBETCTBOBATH BPEMEHH YIEPIKUBAHUS
OCHOBHOTO HHMKa Ha XpOMAarorpaMmme
pacTBopa CTaHIApTHOrO obpasia
HuMecynuaa (pasnaen «KonudecTBeHHOE
ompenesicHue»).

3 Average weight and

uniformity of weight /

Complies / CooTBeTCcTBYET

310 mg £5.0 %

Remarks : The Product oenfitms to ND/

TIpumeuanne: IIponykt coorsercTByer TpeboBanusm HJI

Cenclusion: APPROVED /
3axmouenne: OJOBPEHO

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

[MoarorosieHo: Rama kant [Tposepeno: Pardeep Onobpeno: Menemxep / PykoBoautens Amit
Kumar Kumar A

Date / Date / Date / '

Jara: 06.06.2025 Jara: 06.06.2025 Jara: 06.06.2025

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: 1.85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ‘;'.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Knol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CEPTUDHKAT AHAJIM3A

| Product : Nise® (Nimesulide) tablets 100 mg
IpoayxT: Haiis® (Humecynun) tabnerky, 100 mr

Market / Poinox

. Russia / Poccus

Batch No / ,  Batch Quantity / 5000000 tab /

Cepus Ne s Pl Pa3mep cepuu 5000000 Tab

Analytical Repovrt No/ . 890001795592 Date of Analysis / . 27.02.2025

AnagaTHueckuii oTyet Neo Jara ananuza

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

Jata npousBoacTsa T'onen mo

Mfg. License No. / MA ber: /

IlponsBOACTBEHHAS : MNB/05/263 N nmoer: : JII-Ne(006398)-(PI"-RU)
omep PY

JIHneH3Hs Ne

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

Page20f6/Cup.2u36

Cpennss macca o
0XHOPOAHOCTH MACCHI

309.3 mg/ 309.3 MT

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

18/20 Tabnetok — He Oonee £ 5 %

2/20 Tabnertok — He 6oinee = 10 %.

Water / Boga

21%/21%

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

5 | Dissolution / PacTrBopenue

Unit-1 / Ta6un.-1 96 %
Unit-2 / Tabn.-2 97 %
Unit-3 / Ta6n.-3 98 %
Unit-4 / Tabn.-4 97 %
Unit-5 / Ta6n.-5 101 %
Unit-6 / Tabn.-6 97 %

He menee 75 % (Q) ot HOMHHaNLHOroO
conepxannsa CiaHN>OsS (Humecynnn)
gyepe3 45 MUH.

6 | Related substances / PoacTBenHbIe mpHMecH

Impurity A / IIpumecs A

Impurity B / Ilpumecs B

Below LOQ (LOQ = 0.0057 %) /
Hike npemena KoIU4ecTBEHHOTO
onpenenenus (ITKO = 0.0057 %)

0.03 %

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

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

Remarks : The Product confisns 0 ND/
Tpumeuanne: TIpoaykrt coorBercTBYeT TpeboBanuam HJI

{ Conclusion : APPROVED /

3akmouenne; OJIOBPEHO

Checked by /
[TpoBepeno: Pardeep

Prepared by /
ITozarorosnedo: Rama kant

e

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykosoautens Amit

Kumar A—
N —

Kumar ﬁ
Date /

Hara: 06.06.2025

Date /
Jata: 06.06.2025

Date / L
JHara: 06.06.2025

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 ":‘

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
| HpoxyxT: Hai3® (numecynun) Tabnerku, 100 Mr

Market / Poivox

: Russia / Poccus

Batch No / i Batch Quantity / 5000000 tab /

Cepna Ne D Pazmep cepum " 5000000 Tab

Analytical Repovrt No/ 890001795592 Date of Analysis / . 97.02.2025

AHannTHYecKHI oT4YeT No Jara aHajan3za

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

Hara npou3BoacTsa I'oxen 1o

Mfg. License No. / MA ber: /

IpousBocTBeHHAs : MNB/05/263 N g : JITI-Ne(006398)-(PI"-RU)
omep PY

Janenzus Ne

Analysis performed according ND / Anasm3z nposeaen mo H/L: JITT-Ne(006398)-(PT'-RU)-310724

Page3 of 6/ Ctp.3 u3 6

0/ .
TRRREIC / TITMEEsE Not detected / He 06HapyxeHa Not 0more than 0.20 %; / He 6onee
0,20 %;
0/ .
Impurity D / [pumecs D Below LOD (LOD = 0.0049 %) / y% o fhan 0 20ws, ¥ S sgance
Hwxke npenena obHapysxenus (IT0 | <7 7
=0.0049 %)
Impurity E / Ilpumecs E Not detected / He oGHapyeHa Not more than 0.20 %; / He 6omnee
0,20 %;
o/ .
Tmpurity F / Tpamecs F Below LOD (LOD = 0.0045 %) / I(;I% e than (0:20%%; 1 kel Gonee
Huxke npenena obuapyxkenns (II0 |77 7
=0.0045 %)
Individual unidentified 0.02% Not more than 0.20 %; / He 6onee
impurity / Enunnynas 0,20 %:;
HeUIeHTUDUIUPOBAHHAS
IPHMECH
. . 049
E;:Iﬂecg;puntles A (Cypna e Not more than 1.5 %; / He 6osee 1,5 %,;
7 | Uniformity of dosage units / The Acceptance Value (AV) should be
OnHOpOAHOCTE 23 less than or equal to 15.0. / [Toxa3artens
J03HUPOBAHHS ' npuemiaeMocTd (AV) nomxeH OBITH He
6osee 15,0.

Remarks : The Product confiauas t0 ND/
IIpumeuanne: [Iponykt coorseTcTBYeT TpeboBanmam HJL

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

Checked by /
ITposepeno: Pardeep

Prepared by /
IToaroroeneno: Rama kant

el

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBoautens Amit

Kumar ‘ /\ /;

Kumar f
Date/

Jlara: 06.06.2025

Date /
Jara: 06.06.2025

Date / "
Jara: 06.06.2025

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: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s Q¢

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

CEPTHOHKAT AHAJIM3A

Product : Nise® (Nimesulide) tablets 100 mg
IIpoayxT: Haiiz® (aumecynun) tabnerku, 100 Mr

Market / Peinok

© Russia / Poccus

Batch No/ ) Batch Quantity / ~ 5000000 tab /

Cepus Ne s V2500800 Pasmep cepun " 5000000 Tab

Analytical Repog't No/ 890001795592 Date of Analysis / . 27.02.2025

Ananntnyeckuii oruer Ne Jlara anann3za

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

JlaTa mpon3BoACTBA T'open g0

Mfg. License No. / MA ber: /

Il pon3BOACTBEHHAS : MNB/05/263 N O : JITT-Ne(006398)-(PI"-RU)
omep PY

Jxnen3usa Ne

| Analysis performed according ND / Anaan3 nposeaen mo HJ/I: JITI-Ne(006398)-(PT-RU)-310724

Paged4of 6/ Crp.4u36

8 | Microbiological purity* / Mukpo6uonoradeckas 4HcTora*

a) Total Aerobic Microbial NA Not more than 10° CFU/g. /
Count / O6mee uwucio He 6onee 103 KOE/T.
JKH3HECIIOCOOHBIX  adpPOOHBIX

MHKPOOPTaHU3MOB

b) Total Combined Yeast and NA Not more than 10* CFU/g. /
moulds count / O6Liee uucio He 6onee 102 KOE/r.
JIPOJOKEBBIX M IUIECHEBBIX

rpuboB

¢) Escherichia Coli NA Shall be absentin 1 g. /

OtcyrctBue B 1 T.

9 | Assay/KonnyecrBeHHoe
onpejaeieHHe

100.6 mg/ 100.6 Mr

90.0 to 110.0 mg of Ci3HpN>OsS
(nimesulide) per tablet. / Ot 90,0 no
110,0 mr Ci3sH;2N>OsS (auMecynum)
B Tabnerke.

10 | Packaging / YnakoBka

10 tablets in a PVC/aluminum
hlister 3 hlisters and a package
leaflet in a carton. / Ilo 10
tabnetok B IIBX/amomuHHEBOM
6nucrepe. I1o 3 6muctepa BMecTe ¢
JUCTKOM-BKJIAZIBIIIEM B  MAYKy
KapTOHHYIO.

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

ITo 10 Tabnerox B IIBX/anroMuHHEBOM
6muctepe. ITo 1, 2, 3 wiu 10 6aucrepos
BMECTE C JIMCTKOM-BKJIQJBIIIEM B MaYKy
KapTOHHYIO.

Remarks : The Product canfiras $0:ND/
TIpumeuanne: TIpoaykr coorBercTBYeT Tpeboanuam HJI

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Rama kant TIporepeno: Pardeep Onobpeno: Menemxkep / PykoBoautens Amit
. \._
%u\\d Jj/‘ ¥ Kumar Qj’__j’ Kumar \\ o
Date / ' Date / Date / !
Jara: 06.06.2025 Jlara: 06.06.2025 Jarta: 06.06.2025

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
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

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

Product : Nise® (Nimesulide) tablets 100 mg
HpoaykT: Haiis® (HI/IMechII/ILl) tabnerky, 100 mr

Market / PriHoKk : Russia / Poccus

Batch No / . Batch Quantity / 5000000 tab /

Cepus Ne e Pazmep cepuu " 5000000 Tab

Analytical Repourt No/ 890001795592 Date of Analysis / . 27.02.2025

ARaguTHYecKHi oTueT Ne JlaTa anaausza

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

Jara npon3soacTsa Topen o

Mfg. License No. / MA ber: /

IIpoH3BOACTBEHHAS : MNB/05/263 5 e : JITI-Ne(006398)-(PT-RU)
omep PY

Jaunensus Ne

“Analysis performed according ND / Ananns nposenen o HJI: JIIT-Ne(006398)-(PT™-RU)-310724

PageSof 6/ Ctp.5 u3 6

* _ 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 no mnokasateqio «MHKpOOHONIOrHYecKass YHCTOTa» MPOBOAUTCS MPOU3BOJHMTENIEM [IPHU  BEIILYCKE
neproanUecky (¢ UHTEPBATIOM OJHO HcIbITaHue Ha 20 cepHil win He MeHee 1 pasa B rox). [Tokasatens MOXeT 6GBITE He

BiuroueH B Ceprudukar aHanu3a GupMsl.

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

Nimesulide / Humecynun

API manufacturer batch number /
Homep cepun npoussoauteas APC:

NMS/14100713, NMS/14100715

FP Manufacturer API Batch number /
Homep cepuu cyOCTAaHIHH NPOH3BOIHTE/INA
I'Jid:

FERA00675, FERA00676

API Manufactured by & country /
IIpoussoautens APC, crpana:

Aarti Drugs Limeted / Aaptu Jparc Jlumuren

Name, address, authorization No for FP
manufacturing sitc / Control sitc / Relcase site /
HaumeHoBaHHe, aJpec, IHIEH3H NI
IpousBoacTBeHHasn miomanka / Ilomanka
KOHTpoJIA kadecTBa / Iltomanka BhIMycKa

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

JI-p Pennu’c Jlaboparopuc JItn., Unpus, IIponssoacTeeHHOE
noapasnaenenue-6, Bun. Kxons, Hanarapx Poyn, banam,
Huctpukt Conan, X.I1., 173205, Uagus (nuuensus Ne
MNB/05/263)

Remarks : The Product canfitms 40 INI3/

Conclusion : APPROVED /

TIpumeuanne: [IpoayKT COOTBETCTBYET TpeOOBaHUIM HI[

3axkmouenne: OJJOBPEHO

Prepared by /
TTonrotomneHo: Rama kant

Checked by /

[IposepeHo: Pardeep
Kumar QJL——/

Approved by: Manager/Executive /
Onobpeno: Meremkep / Pykopoautens Amit

'Mf- -
A 1 /
Date /

Hara: 06.06.2025

Date /
Jara: 06.06.2025

Kumar /\ o L
Date / T

Jlarta: 06.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




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

Bo
DI’. Reddy,s ‘.... vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02

CEPTHOHUKAT AHAJIM3A

Product : Nise® (Nimesulide) tablets 100 mg
IpoayxT: Haiiz® (numecynun) tabnetku, 100 mr

Market / PriHok . Russia / Poccus

Batch No/ . Batch Quantity / 5000000 tab /

Cepus Ne. - o Paszmep cepuu " 5000000 Tab

Analytical Repovrt No/ . 890001795592 Date of Analysis / . 97022025

AHanuTHYecKkHii oTyer No Jata ananuza

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

Jara npou3BoacTsa I'onen oo

Mfg. License No. / MA ber: /

IIpon3BOACTBeHHAs : MNB/05/263 H e : JITI-Ne(006398)-(PT"-RU)
omep PY

JHneH3us Ne

Analysis performed according ND / Anaym3 nposeaer mo HJI: JIII-Ne(006398)-(PT-RU)-310724

Page 6 of 6/ CTp. 6 M3 6

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».

3akiroueHue 0 coorseTcTBHH: «HacTofiuM s MOATBEp)KAAI0, YTO MpHBEIeHHAs Bhille WHQOpPMalUA ABAIETCA
JIOCTOBEPHOM ¥ TOUHOM. DTa ceprst POAYKLIMK NPOU3BeIeHa (BKIIFOYAs YIIaKOBKY (MApKMPOBKY) H KOHTPOJIb KaueCTBA)
HA BBILIEYKA3aHHOM IPOM3BOACTBEHHOM IUToImanke (II0IagKax) B OJHOM COOTBETCTBHU ¢ TpeboBaHUAMHM [IpaBun
HaJIeKallel TPOU3BOJACTBEHHOM NpakTHkK EBpasuiickoro skonomudeckoro cotoza (Ne GMP/EAEU/RU/00554-2022
oT 23 wrona 2022) W TpeOOBAHHAMH KOHTPOJISI KAdeCTBa JIEKApPCTBEHHBIX CPEICTB, a TAKKE B COOTBETCTBHH CO
CreLU(UKALMAMH, CONCPKAIUMKC B PETHCTPALHOHHOM JOChe CTPaHBI-MMIIOpTepa. 3amucu IO NPOU3BOACTBY,
yIAKOBKE M aHAIW3y HPOBCPEHB], M YCTAaHOBIEHO HX cOOTBeTCTBHE Tpebopanmam [lpasun Hapnexamen
[POM3BOACTBEHHOM NpPakTHKH EBpa3niickoro 5kOHOMHYECKOTO COI03a».

Remarks : The Product cenfiams to NI/ Conclasion: APPROVED /

IIpumeaanne: [IpoaykTt coorBeTcTBYeT TpeboBanuam HJI 3axumouenne: OJOBPEHO

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

[Moaroroeneno: Rama kant [Nposepeno: Pardeep Onobpeno: Menemkep / Pykopogurens Amit
Kumar Kumar A

Date / " Date / Date / ¥

Jata: 06.06.2025 Jlata: 06.06.2025 Jara: 06.06.2025

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: L853195AP1984PLC004507
www.drreddys.com




