Dr.Reddy’s Q3¢

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

CEPTHOUKAT AHAJIM3A

Product : Nise® (Nimesulide) tablets 100 mg
TIponyxT: Haiiz® (aumecynun) tabnerku, 100 mr

| Market / Prinok

: Russia / Poccust

Batch No/ : o Batch Quantity / 5000000 tab /

Cepun N § V2500283 Pasmep cepun 5000000 Tab

Analytical Repo:‘t No/ 890001795559 Date of Analysis / 27.02.2025

AuaguTHyeckuii oTyeT Ne Jlara aHaJn3a

Date of Manufacture / 01/2025 Date of Expiry / 12/2027

Hara npousBoacrea Togen ao

Mfg. License No. / MA ber: /

IIpou3BOiCTBeHHAS : MNB/05/263 = Y : JITI-Ne(006398)~(PI"-RU)
omep PY

JHmeH3uA Ne

Analysis performed according ND / Anaymm3 nposeaen no HJI: JIII-Ne(006398)-(PT-RU)-310724

Ne

Test / ITokazarean

Page1of6/Crp.1n36

"Result / PesynbTarTsl

Specification / Hopma

1

Appearance / Onucanue

Yellowish white round biconvex
tablets with smooth surface. /
Berble ¢ KeTOBATHIM OTTEHKOM
KpPYIJibie BOSKOBBITYKJIbIE
TaOJIETKH C IT1aJIKOH
MIOBEPXHOCTBIO.

Yellowish white round biconvex tablets
with smooth surface. / Benpie ¢
JKEJITOBATHIM OTTEHKOM KpyTJible
IBOSKOBBIMYK/IbIE TableTKH C MIafgKoH
MOBEPXHOCTBIO.

Identification /
Hpenruduxanus

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)HBaHHS OCHOBHOTO
nHKa Ha XpoMaTorpamMmme
HCMBITYEMOTO pacTtBopa
COOTBETCTBYET BpPEMEHH
yIep>KHUBaHUs OCHOBHOTO MHKA Ha
XpoMmarorpamme pactBopa
CTaHAApTHOrO obpazia
HUMECYITH/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 ynep:KuBaHWs
OCHOBHOTO TMHKA HA XpOMaTorpaMmme
HCHBITYEMOTO pacTeOpa JIOJDKHO
COOTBETCTBOBATH BPEMEHHU YASP>KHBAHUS
OCHOBHOTO TMHKA Ha XpoOMaTorpaMmme
pacTBopa CTaHOAPTHOTO obpasua
Humecynuaa (pazmen «KonnuecTBeHHOE
OIpeieNICHHE»).

Average weight and
uniformity of weight /

Complies / CooTBeTCTBYET

310 mg £5.0 %

|| Remarks : The Product confirms to ND/
HNpumeuanue: [Ipoaykt cooTBeTcTByeT TpeboBanusam HJT

Cenclusion: APPROVED /
3akmouenne: OJJOGPEHO

Prepared by /
IToarororneno: Rama Kant

Bl

Checked by /
Iporepeno: Pardeep

2
Kumar -

-

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoourens Amit
e
Kumar N

Date /
Jara: 06.06.2025

Date /
Jara: 06.06.2025

Date /
Jara: 06.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei: +91 40 4900 2900, Fax: +31 40 4300 2999, Email: mail@drreddys.com

CIN: L5TYSAPLYB4PLLUU4SU/
www.drreddys.com




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 98166 56001-02
www.drreddys.com

CEPTHOUKAT AHAJIM3A

Product : Nise® (Nimesulide) tablets 100 mg
Ipoayxt: Haiiz® (numecynia) radnetkn, 100

MI'

Market / Poinok . Russia / Poccus

Batch No/ . Batch Quantity / 5000000 tab /

Cepus Ne M Pasmep cepun " 5000000 Tab

Analytical Report No/ - 890001795559 Date of Analysis / . 27.02.2025

AnanuTHyeckHuii oTyer Ne Jara ananau3a

Date of Manufacture / . 01/2025 Date of Expiry / 12/2027

Jlara npousBoacTBa I'onen po

Mfg. License No. / it Y

IponsBoACTBeHHAS . MNB/05/263 o =k : JIT-Ne(006398)-(PT-RU)
omep PY

JHen3us Ne

Analysis performed according ND / Anaaus nposegen mo HJI: JITI-Ne(006398)-(PI'-RU)-310724

Page2of 6/ Crp.2 m3 6

Cpennss Macea H
OJHOPOAHOCTb MAaCChI

307.0 mg/ 307.0 Mr

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 Tabnerok — He 60Jee + 10 %.

IIpumeuanue: [Tpoaykr coorBeTcTBYET TpeboBaHuam HJJ

4 Water / Bona 24%/2.4% Not more than 6.0 %. / He 6onee 6,0 %.
5 Dissolution / PacTBopenHe Unit-1 / Ta6mn.-1 98 % He menee 75 % (Q) oT HOMWHAaJBLHOIO
Unit2 / Tabn.2 99 % comepkanusa CisH12N>OsS (Humecynun)
yepes 45 MUH.
Unit-3 / Ta6ma.-3 98 %
Unit-4 / Tabmn.-4 99 %
Unit-5 / Ta6n.-5 98 %
Unit-6 / Tabn.-6 97 %
6 | Related substances / Poxcreennbie npuMecH
— 0 o/..
Impurity A / Tpumecs A Below LOQ (LOQ = 0.0057 %) / | Not more than 0.20%; / He 6onee
Hwxe npenena konuyectseHHoro | 0,20 %;
= o
Impurity B / Moumecs B onpezenerns (IIKO = 0.0057 %) Not more than 0.20%; / He 6onee
purtty 5/75°p 0.03 % 0,20 %;
Remarks . The Product oandioms to0 ND/ Conclusion : APPROVED /

3axkmouenne: OJJOBPEHO

Prepared by /
IToarorosneno: Rama Kant

Qe

Kumar

Checked by /
IIpoeepeno: Pardeep

-

Approved by: Manager/Executive /
Onobpeno: Menemwiep / Pykopoaurens Amit
Kumar A= e

“I

Date / Date /

Hata: 06.06.2025

Harta: 06.06.2025

Date / i

Jara: 06.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei: 491 40 4900 2900, Fax: +31 4C 4900 2999, Email: mail@drreddys.com

CIN. LO5195AP158APLEOBI50
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

CEPTUDHUKAT AHAJIM3A

"Product : Nise® (Nimesulide) tablets 100 mg
IpoaykT: Haiis® (Humecynun) tabaerku, 100 mr

Market / PoiHoK

: Russia/ Poccns

Batch No/ ] Batch Quantity / ~ 5000000 tab /

Cepus Ne ; V2500283 Pa3mep cepuu * 5000000 Tab

Analytical Repo‘rt No/ 890001795559 Date of Analysis / . 97.02.2025

AHanuTHYECKHii 0THeT Ne JlaTa anajauza

Date of Manufacture / 01/2025 Date of Expiry / 12/2027

Jlara npousBoacTBa T'oxen go

Mfg, License No. / Nk ber: /

IIpon3BOACTBEHHASK : MNB/05/263 e S : JII-Ne(006398)-(PT"-RU)
omep PY

JHneH3HA Ne

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

Page30of 6/ Crp.3 M3 6

0/ .
Impurity C / Tipumecs C Not detected / He o6HapyxeHa é\l% (ym.ore than 0.20 %; / He 6onee
) 0,
0/ .
Impurity D / Hpumecs D Below LOD (LOD = 0.0049 %) / | Yot more than 020%; / He Gonee
0,20 %;
Hwxke npenena obHapyxenus (I10
= 0.0049 %)
Impurity E / Ilpumecs E Not detected / He o6HapyxeHa Not more than 0.20%; / He 6onee
0,20 %;
0/ .
Impurity F / TIpumecs F Below LOD (LOD = 0.0045 %) / | Not more than 020%; / He Goree
, 0,20 %;
Huxe ripenena o6Hapyxenus (I10
=0.0045 %)
Individual unidentified | Below LOQ (LOQ = 0.0143 %) / | Not more than 0.20%; / He 6onee
impurity / Enunninas | Hwke npenena KOAUYECTBEHHOTO | () 2() %:
HEeHACHTH(ULMPOBaHHAS omnpepenenus (ITIKO = 0.0143 %)
pUMeECh
Total 1r£1pur1t1es / Cymma 0.03% Not more than 1.5 %; / He 6onee 1,5 %;
npUMecei
7 | Uniformity of dosage units / The Acceptance Value (AV) should be
OxHOpOaHOCTH 20 less than or equal to 15.0. / [loka3zaTens
JO3HPOBAHHUS ’ npuemiieMoct (AV) nomxeH ObITh He
6onee 15,0.
-Remarks : The Product canfisms {0 NI/ Conclusien : APPROVED /
Npameuanue: [Tpoaykr cooTBeTcTBYET TpeboBanuam HJI 3axmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Hoxarorosneno: Rama Kant IIposepeno: Pardeep Onobpeno: Menemkep / PykoBoauTens Amit
Uﬂ\\ Kumar Kumar N, = e
o4 N
Date / Date / Date / )
Jlarta: 06.06.2025 Jara: 06.06.2025 Jara: 06.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tei: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
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

CEPTUDUKAT AHAJIM3A

Product : Nise® (Nimesulide) tablets 100 mg
Mpoayxr: Haiis® (Humecynng) Tabaerku, 100 mr

Market / Poivok

. Russia/ Poccus

Batch No/ . Batch Quantity / 5000000 tab /

Cepus Ne b G Pa3mep cepun " 5000000 Tab

Analytical Report No / 890001795559 Date of Analysis / . 27.02.2025

AnanuTHueckHif otuer Ne JlaTa ananu3a

Date of Manufacture / - 01/2025 Date of Expiry / 12/2027

JaTa npousBoacrea Tomen xo

Mfg, License No. / i R

Ilpou3BOACTBEHHAs] : MNB/05/263 pe numoer: : JITT-Ne(006398)-(PI"-RU)
omep PY

aumenzHsa Ne

Analysis performed according ND / Anaymu3 nposeged no HJI: JIII-Ne(006398)-(PT-RU)-310724

Page40of 6/ Crp.4u3 6

8 | Microbiological purity* / Mukpo6Ho/oruieckas 4Y4HcTOTa*

onpeaeJeHHe

a) Total Aerobic Microbial NA Not more than 10* CFU/g. /
Count / O6wee uMCIO He 6onee 10° KOE/T.
JKH3HECTIOCOOHBIX a3POOHBIX
MHKpPOOpPTaHH3MOB
b) Total Combined Yeast and NA Not more than 10> CFU/g. /
moulds count / Obmee yucno He 6onee 10? KOE/T.
IPOJOKEBBIX M IIIECHEBBIX
rpubon
¢) Escherichia Coli NA Shall be absentin 1 g. /
OtcytcTBUe B 1 T.
9 Assay / KoqnuecTBeHHOE 99.6 mg/ 99.6 Mr 90.0 to 110.0 mg of Ci3H;»N2OsS

(nimesulide) per tablet. / Ot 90,0 no
110,0 mr Ci3Hi2N>OsS (Humecymum)
B TabJeTke.

10 | Packaging / YnakoBka

10 tablets in a PVC/aluminum
blister. 3 blisters and a package
leaflet in a carton. / Ilo 10
Tabnerok B [IBX/amomuHueBoM
6muctepe. I1o 3 6nuctepa BMecTe ¢

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

ITo 10 tabnerox B IIBX/amomMuHueBOM
6mucrepe. Ilo 1, 2, 3 wiu 10 61mucrepos

TIpumeuanne: [IponykT coorBeTcTBYeT TpeboBanmsim HJI

JIMCTKOM-BKJIaAbILIIECM B nayvky BMECTE C JIMCTKOM-BKJIAABIIIICM B HAYKY
KapTOHH_yIO. KapTOHHYIO.
Remarks . The Product cenfisins t0 - ND/ Conclusien: APPROVED /

3aximouenne: OJJOBPEHO

Jarta: 06.06.2025

Hara: 06.06.2025

Prepared by / Checked by / Approved by: Manager/Executive /
Iloarotosneno: Rama Kant Iposepeno: Pardeep Onobpeno: Menemkep / PykoBoauTens Amit
Kumar Kumar P
W(ﬂkj/\ oj/{ — II\_ =
Date / Date / Date / !

Hara: 06.06.2025

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: L85195AP1584PLC004507
www.drreddys.com




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 98166 56001-02
www.drreddys.com

CEPTHUOHKAT AHAJIM3A

[ Product : Nise® (Nimesulide) tablets 100 mg

| IlpoaykT: Haii3® (uumecynun) Tabnerku, 100 mr

Market / Poinok

: Russia / Poccus

Batch No/ ) Batch Quantity / 5000000 tab /

Cepusg Mo + V2500283 Pasmep cepuu 5000000 Tab

Analytical Repovrt No/ 890001795559 Date of Analysis / - 27.02.2025

AnannTsyecknii oTuer Ne JaTta aHaauza

Date of Manufacture / . 01/2025 Date of Expiry / 12/2027

Jata npousBoacTBa T'open no

Mfg. License No. / VA ber: /

IIpoH3BOACTBEHHAS : MNB/05/263 H e : JITI-Ne(006398)-(PI"-RU)
omep PY

annenzns Ne

Analysis performed according ND / Anayms nposeaen no H/JI: JIII-Ne(006398)-(PI'-RU)-310724

Page5of 6/ Crp.5u3 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. /

* - AdHamu3 mo nokasaremo «MHKpoOHONOru4yeckas HHUCTOTa» IPOBOJHUTCS [MPOM3BOAUTEIEM IIPH BBIMYCKE
HEPHOIHYECKH (C MHTEPBAIOM OJHO HcIbiTaHue Ha 20 cepuii v He MeHee 1 pasa B rox). Ilokasarens MOXET OBITH He
BKmoueH B Cepruipuxar aHamu3a ()MpMbl.

API name (INN) / HaumenoBaune A®DC (MHH):

Nimesulide / Humecynun

API manufacturer batch number /
Homep cepun nponssoaurens ADC:

NMS/14100711, NMS/14100712

TJId:

FP Manufacturer API Batch number /
Homep cepun cyGcTaHIHHA NPOH3BOTHTEIS

FERAO00673, FERA00674

API Manufactured by & country /
IIponssoautens APC, crpana:

Aarti Drugs Limeted / Aaptu [lparc Jlumuren

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HaumeHoBaHHMe, afpec, JHIEH3UA T
Ipoussoacreennas miomanka / Ilnomaaka
KOHTpoJIs KadecTBa / [Inomaaka Beimycka

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

H-p Penau’c Jlaboparopuc JIta., Uanus, [IpoussoncteeHHOe
nospaznenenue-6, Bun. Kxons, Hanarapx Poyn, bannuy,
Huctpukt Conan, X.I1., 173205, Unaus (nuuensus Ne
MNB/05/263)

Remarks : The Puaduct confirms to ND/
Mpumeaanue: [Mpogykr cooteTcTByeT TpedoBanusam HJJ

Conclusionz APPROVED /
3akmauenne: OJJOBPEHO

Prepared by /
IToarorosneno: Rama Kant

Rt

Kumar

Checked by /
IMpoeepeno: Pardeep

Approved by: Manager/Executive /
OnobpeHo: Menekep / Pykooauresb Amit

Date /
Hara: 06.06.2025

Date /

Iata: 06.06.2025

Kumar i

N——
Date / '
Jlarta: 06.06.2025

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: L85195AP19R4P1 CNN4AKNT

www.drreddys.com




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

@
Dr. Reddy,s Q.... vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com
- CEPTHO®HUKAT AHATIH3A
Product : Nise® (Nimesulide) tablets 100 mg
HponykT: Haiis® (Humu.wnml Tabnetkn, 100 mr

Market / Poinox : Russia / Poccus

Batch No/ _ Batch Quantity / 5000000 tab /

Cepus Ne R V2500283 Pasmep cepun " 5000000 tab

Analytical Repo:‘t No/ . 890001795559 Date of Analysis / . 97.02.2025

AnaauTHYecKHil oTUeT No Hata ananu3za

Date of Manufacture / - 01/2025 Date of Expiry / . 12/2027

Jara npon3BoacTBa TI'onen no

Mfg. License No. / MA ber: /

IIpon3BOACTBEHHAS : MNB/05/263 e fumber: : JIII-Ne(006398)-(PL-RU)
omep PY

JAHnensus Ne

Analysis performed according ND / Ananus nposeaen mo HJL: JHI-N9(006398)-(P_1"-RU)-310724

Page 6 of 6/ CTp. 6 u3 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».

3axmouenue o coorBerTcTBHH: «HacTosmym s NOATBepXKOaro, UTO INMpHBEIeHHas Bbllle WHPOpMAaLUs SBISETCS
JOCTOBEPHOM M TOHHOM. DTa cepus MPOAYKLMH MPou3BeAcHa (BIUTIOYast YIIaKOBKY (MapKHPOBKY) U KOHTPOJIb KaueCTBa)
Ha BBILICYKA3aHHOMN MPOM3BOACTBEHHOM UIoLagKke (IUIOMaaKax) B IIOJIHOM COOTBETCTBUM ¢ TpeboBaHussMH [IpaBun
HaZnexarieii npou3BOACTBEHHOM npakTHkK EBpasuiickoro skoHomuueckoro corosa (Ne GMP/EAEU/RU/00554-2022
oT 23 wutons 2022) u TpeOOBaHUAMH KOHTPOJISI Ka4deCTBa JICKAPCTBEHHBIX CPEJICTB, a TAKXKE€ B COOTBETCTBUH CO
crerupUKaUIMH, COMCPHALIUMHUCA B PErHCTPALIMOHHOM JI0Ch€ CTpaHbI-UMIIOpTEpa. 3alMCH MO IPOHU3BOJACTBY,
YIIaKOBKE M aHAIW3y MPOBEPEHBI, W YCTAHOBJIGHO WX COOTBeTCTBHe TpeboBaHuaM [IpaBun HajnexaeH
MPON3BOACTBEHHOM NPaKTHKH EBpa3sHiickoro 5KkOHOMHYECKOI'O COKO3a».

Remarks : The Product cendions 10 ND/ Conclusien s APPROVED /

pumeuanne: [Iponyxr coorsercTByeT TpeboBanusm HJJ 3akmouenune: OJJOBPEHO

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

Ioaroroeneno: Rama Kant IMpoepeno: Pardeep Opobpeno: MCHE,DKLP / PykoBoguTenb Amit
Kumar : Kumar =

Date / Date / Date / !

Hara: 06.06.2025 Hara: 06.06.2025 Hara: 06.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




