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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

CEPTHUDOHUKAT AHAJIM3A

[ Product : Nise® (Nimesulide) tablets 100 mg

IMpoayxT: Haiiz® (uumecymun) Tabnerku, 100 mr

Market / Puinok . Russia/ Poccus

Batch No / Batch Quantity / 5000000 tab /

Cepua Ne e Paimep cepun 5000000 Tab

Analytical Repovrt No/ 890001795892 Date of Analysis / 28.02.2025

AnanaTHyeckHii oTder No JlaTa aHaju3a

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

Jara npousBojacTea T'open go

Mfg. License No. / MA ber: /

Ipou3BoACTBEeHHAS : MNB/05/263 N o : JIT-Ne(006398)-(PI"-RU)
omep PY

JIHIeH3ns No

| Analysis performed according ND / Auaan3s npoBeaen mo HJI: JITI-Ne(006398)-(PT-RU)-310724

Pagelof6/Cip.1u36

Ne | Test/Ilokaszarenn

Result / PesyabTarnbi

Specification / Hopma

1 Appearance / Onncanue

Yellowish white round biconvex
tablets with smooth surface. /
Benble ¢ 5keITOBaTBIM OTTEHKOM
KPYTJIble ABOSIKOBBIMYKJTBIE
TabJIeTKH ¢ rMagKkoi
MOBEPXHOCThIO.

Yellowish white round biconvex tablets
with smooth surface. / DBenple ¢
JKeJITOBaTBhIM OTTEHKOM KpYTiible
JIBOSKOBBINYKJIBIC TaONIETKH C TIJIaJKOH
MOBEPXHOCTHIO.

2 Identification /
HUnenTupukanus

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)xuBaHHS OCHOBHOTO

nMKa Ha XpoMarorpamme
HCITBITYEMOI0 pacTBopa
COOTBETCTBYET BpeMeHH
YAEp>KHBaHHUS OCHOBHOIO [THKA Ha
XpoMaTorpamme pacTBOpa
CTaHOAPTHOIO obpasua
HAMECY WA

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>kuBanus
OCHOBHOTO MNHKa Ha XpoMaTorpamme
HUCIBITYEMOTO pactBopa IOJTKHO
COOTBETCTBOBATh BPEMEHH YACPIKHBAHUS
OCHOBHOTO NHKa Ha XpOMaTOrpaMme
pacTeopa CTaHJAPTHOTO obpasua
HuMecynuaa (paznen «KonuuecTBeHHOe
OIpeneICHHER).

3 Average weight and
uniformity of weight /

Complies / CooTBeTCTBYET

310 mg £5.0 %

Remarks : The Product confirms to ND/

IIpumeuanne: [IpoaykT cooTBeTcTBYET TpeboBanuam HJJ

Conclusion : APPROVED /
3akaouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ioaroroeneno: Rama kant IIposepeno: Pardeep Ono6peno: Menemxep / PykoBoautens
Kumar Amit Kumar A
gt = N2
Date / ' Date / Date / \
Jara: 06.06.2025 Jara: 06.06.2025 Jata: 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 49C0 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 : 491 98166 56001-02
www.drreddys.com

CEPTHDUKAT AHAJIM3A

Product : Nise® (Nimesulide) tablets 100 mg

Ipoayrr: Haiiz® (Humecynnn) tabnerkn, 100 Mr

Market / PeiHok . Russia / Poccus

Batch No / ) Batch Quantity / 5000000 tab /

Cepus Ne + V2500338 Pa3smep cepun " 5000000 Tab

Analytical Repovrt No/ . 890001795892 Date of Analysis / . 28.02.2025

AxanuTHYecKHi oTueT Ne Jara anajm3a

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

Jarta npousBojacTea T'onen no

Mfg. License No. / MA ber: /

IIponsBoACTBeHHast : MNB/05/263 H nmoer: : JHI-Ne(006398)-(PI"-RU)
omep PY

JIHIEeH3HA Ne

| Analysis performed according ND / Ananus nposeaen nmo H/I: JII-Ne(006398)-(PT-RU)-310724

Page20f 6/ Ctp.2 3 6

Cpeanss macca H 309.6 mg/ 309.6 Mr 18/20 tablets - not more than £ 5 %
OAHOPOAHOCTE MACCRI 2/20 tablets - not more than £+ 10 %. /
310 Mr+£5,0%
18/20 tabnetok — He 6onee = 5 %
2/20 Tabneroxk — He Gonee £ 10 %,
4 Water / Boga 22% Not more than 6.0 %. / He 6onee 6,0 %.
5 | Dissolution / PacTrBopenne Unit-1 / Ta6n.-1 99 % He menee 75 % (Q) oT HOMMHaNbHOrO
Unit2 / Tabn.2 97 % conepxanus CiaHiN>OsS (humecynun)
i - gepes 45 MHUH.
Unit-3 / Tabn.-3 98 %
Unit-4 / Tabn.-4 97 %
Unit-5 / Tabn.-5 99 %
Unit-6 / Tabn.-6 97 %
6 | Related substances / PoacTBeHHbIC NpHMECH
0, 0/, .
Impurity A / TIpuvech A 0.01% Not more than 0.20 %; / He 6onee
0,20 %;
o/ .
Impurity B / IIpimecs B 0.03 % Not m.ore than 0.20 %; / He 6onee
0,20 %;
Remarks : The Praduct cenfinms to NI/ Conclusion : APPROVED /
Ipumeusanne: IIponykr coorBeTcTBYeT TpebGoBanuam HJJ 3akiawuenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Rama kant IposepeHo: Pardeep Onobpeno: Menemiep / PL_VKOBOILI/ITGIIL
Kumar Amit Kumar '
Bt ~f e
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: 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

CEPTUOUKAT AHAJIM3A

Product : Nise® (Nimesulide) tablets 100 mg
IIpoayxT: Haiiz® (Humecynun) tabnerku, 100 mr

‘Market / Peraok

. Russia/ Poccus

Batch No/ ; Batch Quantity / 5000000 tab /

Cepua Ne + V2500338 Pasmep cepun " 5000000 Tab

Analytical Repolrt No/ . 890001795892 Date of Analysis / . 28.02.2025

AHanuTHYecKHil oTueT Ne Jara apanuza

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

Jarta npon3BoacTBa Togen o

Mfg. License No. / MA ber: /

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

JuneHzua Ne

Analysis performed according ND / Anaau3 nposeaen mo HJI: JIII-Ne(006398)-(PT'-RU)-310724

Page3 of 6/ Ctp.3 3 6

TIpumeuanue: [Iponykr coorBercTByeT Tpeboranusim HJJ

0/ .
Impurity C / Tipumecs C Not detected / He o6HapyxeHa Ialg‘z) (ym‘ore than 0.20 %; / He 6onee
s 0,
0/ .
Impurity D / TTpumecs D Below LOD (LOD = 0.0049 %)/ | o smore than 0.20%; e o
Hwuxe npenena o6HapyxeHUs ’ ”
(ITO = 0.0049 %)
Impurity E / ITpumecs E Not detected / He oOHapyxeHa Not more than 0.20%; / He 6ouee
0,20 %;
0/ .
Impurity F / Tlpumecs F Below LOD (LOD = 0.0045 %)/ | ot more than 0:20%; / He Goree
Hwxe npenena obHapyskeHHs O
(ITO =0.0045 %)
¥ndivif1ua1 unidentified | Below LOQ (LOQ =0.0143 %)/ {Not more than 0.20%; / He 6ornee
impurity  / Enunnunas | Huke npefiena KOIMUECTBEHHOTO | () 20 %:
HeHAeHTH(HUIIMPOBaHHAS onpenenenus (ITKO = 0.0143 %)
npuMech
E;);a:\}[ec;;lpuntles /- Cymma 0.03% Not more than 1.5 %; / He 6onee 1,5 %;
7 Uniformity of dosage units / The Acceptance Value (AV) should be
OpnopoaHoCTh 4.7 less than or equal to 15.0. / [lokasatens
J03HPOBAHHA ! npuemieMoctd (AV) momkeH OHITH He
oonee 15,0.
Remarks : The Praduct confirms to ND/ Conclusion : APPROVED /

3axawuenne: OJOBPEHO

Hata: 06.06.2025

Jata: 06.06.2025

JlaTa: 06.06.2025

Prepared by / Checked by / Approved by: Manager/Executive /
[TogroroBneno: Rarjm kant [TposepeHo: Pardeep OnobpeHo: Menemxkep / PykoBoaures
Kumar Amit Kumar . 2
e ~t— N
Date / Date / Date / i

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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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 AHAJIU3A

“Product : Nise® (Nimesulide) tablets 100 mg
Ipoaykr: Haiiz® (HumMecynun) tabaerku, 100 Mr

Market / PoiHok . Russia/ Poccus

Batch No / ) Batch Quantity / 5000000 tab /

Cepus Ne S BEnEe Pa3zmep cepun " 5000000 Tab

Analytical Repo:‘t No/ . 890001795892 Date of Analysis / . 28.02.2025

AHandTHYEeCKHIH oTyeT Ne JlaTa anaiu3za

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

Jara nponsBoacTBa T'onen no

Mfg. License No. / MA ber: /

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

JuneH3na Ne

Analysis performed according ND / Ananu3 nposeaen mo H/I: JITI-Ne(006398)-(PI'-RU)-310724

8 | Microbiological purity* / Mukpo6Hooruueckass YucToTa*®

Page40f6/Cip.4u36

blister. 3 blisters and a package

leaflet in a carton. / Ilo

Tabnerok B IIBX/amoMHUHHEBOM
6nuctepe. ITo 3 6nuctepa BMecTe ©

a) Total Aerobic Microbial NA Not more than 10* CFU/g. /
Count / Obmee uyucio He 6onee 10° KOE/r.
JKHU3HECTIOCOOHBIX a3pOOHBIX
MUKPOOPraHU3MOB
b) Total Combined Yeast and NA Not more than 10> CFU/g. /
moulds count / Ob1iee gunciio He 6onee 10> KOE/T.
JPOXOKEBBIX W TUIECHEBBIX
rpuboB
¢) Escherichia Coli NA Shall be absent in 1 g. /
OtcytcTrue B 1 .
9 | Assay/KoanyecTBeHHOE 99.8 mg/ 99.8 MT 90.0 to 110.0 mg of Ci;3Hi2N20sS
onpejeacHne (nimesulide) per tablet. / Ot 90,0 mo
110,0 mr Ci3H12N2058 (HI/IMGC}’J‘II/I}.‘I)
B Tabnerke.
10 | Packaging / Ymakoeka 10 tablets in a PVC/aluminum |10 tablets in a PVC/aluminum blister. 1,

2, 3 or 10 blisters and a package leaflet in
a carton. /

[To 10 tabnerok B I1BX/anoMuHHEBOM
6nuctepe. ITo 1, 2, 3 uan 10 6aucrepos

10

Tlpumenanue: | lponykt cootseTcTBYeT TpeboBanuam HJ|

JIMCTKOM-BKJIaABILIICM B naqu BMECTEC C JIMCTKOM-BKJIAABILIEM B naqu
KapTOHHYIO. KapTOHHYIO.
. Remarks : The Poeduct confirms to ND/ Ceonclusion : APPROVED /

Bakmouenne: OJOBPEHO

Jlarta: 06.06.2025

Jata: 06.06.2025

Prepared by / Checked by / Approved by: Manager/Executive /
INoarorosnexo: Rama kant [Tposepeno: Pardeep OpnobpeHo: Menemxep / E_\’KOBO,Z[I/ITGJ‘IB
Kumar Amit Kumar
-— /
ot ~— N
Date / Date / 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: 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

Product : Nise® (Nimesulide) tablets 100 mg
Ipogykr: Haiia® (sumecynu) rabnerky, 100 mr

Market / Poinok . Russia/ Poccus

Batch No / _ Batch Quantity / 5000000 tab /

Cepus Ne 3 V2500338 Pa3zmep cepun " 5000000 Tab

Analytical Repovrt No/ 290001795892 Date of Analysis / . 28.02.2025

AHanuTHYecKHi oTYeT Ne Jara ananuza

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

JaTta npon3BoACTBA Tonen xo

Mfg. License No. / A ber: /

IIpou3BoACTBEHHAS : MNB/05/263 p i + JITI-Ne(006398)-(PT"-RU)
omep PY

JHIeH3ud Ne

Analysis performed according ND / Anasm3 nposenen no H/I: JITI-Ne(006398)-(PT-RU)-310724

PageSof 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. /

* - AHamu3 no rmnokasatenro «MukpobHosorHyeckass YUCTOTa» MPOBOJUTCA IIPOU3BOAMTENIEM IIPH  BHIITyCKE
NEPUOIUYECKH (C MHTEPBATIOM OHO UCTBITaHUe Ha 20 cepuii win He MeHee 1 pa3a B ron). [lokazarens MOXeT ObITh HE

BiuTIO4eH B CepTHduUKaT aHanu3a QUpMEL.

API name (INN) / Haumenopauune A®C (MHI):

Nimesulide / Hamecymin

API manufacturer batch number /
Homep cepun npoussogutens APC:

NMS/14100715, NMS/14100716

FP Manufacturer API Batch number /
Homep cepnH cyOCcTaHITHH NPOH3BOXHTEIA
IJid:

FERA00676, FERA00677

API Manufactured by & country /
Hponssoautear APC, crpana:

Aarti Drugs Limeted / Aaptu [parc Jlumuren

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HaunmenoBanue, agpec, JALEH3U A5
ITpousroncTrennas naomanka / Tlnomanka
KOHTpOJA KadecTBa / Ilnomanka BeIycKa

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

H-p Pennu’c JJaboparopuc JIta., Mnnus, IlpousBoacteeHHoe
noapasaeneHue-6, Bunn. Kxons, Hanarapx Poyn, baaam,
Huctpuxr Conan, X.I1., 173205, Uuaus (Jinuensus Ne

@w(}q} Kumar

MNB/05/263)
Remarks : The Praduct cenfirms t0 ND/ Cenclusien = APPROVED /
T pumeuanne: IIpoaykr coorBercTBYeT TpeboBanusam HJ 3axmogenne;: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[NoarororneHo: Rama kant IIposepeno: Pardeep Onob6peno: Menemkep / PykoBoautesns

Date / Date /

Amit Kumar A
<:i‘_/ /\‘/ —
¥

Hara: 06.06.2025 Hara: 06.06.2025 Hata: 06.06.2025

Date /

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 Laboratories Ltd.
Formulation Unit-6

@
DI'. Red dy,S ‘.... . Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUDUKAT AHAJTHU3A

Product : Nise® (Nimesulide) tablets 100 mg
Iponyxr: Haliz® (Humecy ||u,1} rabneriu, 100 Mr

Market / PoiHOK : Russia / Poccus

Batch No / . Batch Quantity / 5000000 tab /

Cepun Ne F V2500338 Pa3zmep cepun " 5000000 Tab

Analytical Repovrt No/ . 890001795892 Date of Analysis / . 28.02.2025

AHaauTHYeCKHH oT4eT No JlaTa anaamnza

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

JaTa npoH3BOACTBA T'onen mo

Mfg. License No. / itk ber: /

Ilpon3BoacTBeHHAs : MNB/05/263 H e : JITI-Ne(006398)-(PI"-RU)
omep PY

JIHIeH3Ha Ne

Analysis performed according ND / Anasu3 nposeaen mo HJL: JIII-Ne(006398)-(PT'-RU)-310724

Page 60of 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
Manmnfactiring Practice of the Furasian Feanamie TTninn is estahlishedw

3akiouenne 0 coorBercTBHH: «HacTosliUM s MOATBEpXKAAlO, YTO NPHUBEACHHAs BhIIE HMHPOpPMALMUA SBAACTCA
JIOCTOBEPHOM M TOYHOM. DTa cepus NPOLYKIMH NPOU3BeAeHa (BKIIFOYasl YIIaKOBKY (MapKHPOBKY) H KOHTPOJIb Ka4ECTBA)
Ha BBILIEYKA3aHHON MPOW3BOJCTBEHHOH IUIoWaake (IIOLafKkax) B IIOJHOM COOTBETCTBHH ¢ TpeGoBaHuaMMU IIpaBun
HaJUIeXalei MPou3BOACTBEHHOM NpakTHKH EBpasuiickoro sxoHomuteckoro coroza (Ne GMP/EAEU/RU/00554-2022
ot 23 utong 2022) u TpeOoBaHUAMHM KOHTPONA KadecTBa JIEKAPCTBEHHBIX CPEACTB, a TAKKE B COOTBETCTBHH CO
crieLUPUKAUMIME, COMepKAlllUMHCI B PErMCTPALIMOHHOM JIOChE CTPaHBI-UMIIOpTepa. 3aluCH IO INPOM3BOJCTRY,
YIaKoBKe M aHaJu3y I[IPOBEPEeHBl, M YCTAaHOBIEHO HX COOTBeTCTBHE TpeOoBaHWAM IlpaBun Hapuiexaiuen
MPOHU3BOICTBEHHOH MIPAaKTHKH EBpa3sHiCKOro 3KOHOMHUIECKOTO COI03a».

Remarks : The Product confitms 40 NI/ Cenclusion : APPROVED /
IIpumeuanne: Ipoaykrt coorBercTByeT Tpeboranusm HJL 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
INoaroroeneno: Rama kant ITpoeepeno: Pardeep Ono6peno: Menemxep / PyKOBonHTenL
Kumar Amit Kumar

d{j/- QL’{ .J\ -
Date / Date / Date / )
Hara: 06.06.2025 Jara: 06.06.2025 Jara: 06.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 5060034, Telangana, India
Tel: +31 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




