Dr.Reddy’s ‘f:‘

Dr. Reddy's Laboratories Ltd

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDIA

Tel : +53 98166 56001-02

CERTIFICATE OF ANALYSIS v drreddys.com
e e _ CEPTHOUKAT AHAJIHM3A iy S B
Product : Nise® (Nimesulide) tablets 100 mg
 Opoaykr: Haiis® (mumecynnn) tabnerku, 100mr S e R B e
Market / PoiHOK . Russia / Poccusa -
Batch No / Batch Quantity/ 2500000 tab/ !
Cepns Ne Nl Pasmep cepun ' 2500000 Tab
Analytical Repovrt No/ 890001823204 Date of Analysis / 26.07.2025
AnaauTHYeckHit oTueT No ; Jara anaausa |
Date of Manufacture / 07/2025 Date of Expiry / 06/2028
Jara npoH3BOACTBA I'ogen po _
Mfg. License No. / MA el
| Hpon3BoaCcTBEHHAS MNB/05/263 Mo R : JITI-Ne(006398)-(PT-RU)
| Homep PY
| anmenzua Ne b St
| Analysis performed according ND / Anamus nposeaes no HJL: JIII-Ne(006398)-(PT-RU)-310724

Test / Iowrasnrony

Rosult / PoryaLraril

Pagelof6/Crp.1n36

“Sperifieation / Tlopma |

' Appearance / Onucanne

Yellowish white round biconvex
tablets with smooth surface. /
Benble ¢ »eNTOBATEIM OTTEHKOM
KPYTIbIE JBOAKOBBITYKITEIE
TabneTku ¢ rnagkom
MIOBEPXHOCTHIO.

Yellowish white round biconvex tablets
with smooth surface. / bBense ¢
SKEJITOBATBIM OTTEHKOM KpYrible
IBOSKOBBIMYKblE TaONETKH C riaaKoH
NOBEPXHOCTHIO.

|

|

Identification /
HpueHTHOHKARHA

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:kuBaHHS OCHOBHOIO
nuKa Ha XpoMaTorpamMmme
HCIIBITYEMOTQ pacTBOpa
COOTBETCTBYET BPEMEHH
yIEPXKHBAHUS OCHOBHOTO MHKA HA
XpoMaTorpaMmme pacteopa
CTaHOAPTHOTO obpasta
HUMECYIIHAA .

The retention time of the main peak in the -
chromatogram of test solution should i
correspond to the retention time of the |
main peak in the chromatogram of |
nimesulide reference standard solution
(section Assay). / Bpems ynep>kuBaHHA
OCHOBHOTO [MHKA Ha XpoMaTorpaMmme
HCILITYEMOr0O pacTBopa JIOTKHO
COOTBETCTBOBATE BPEMEHH YAEPIKUBAHMS
OCHOBHOTO TIIHKAa Ha XpoMaTOrpamme
pacTBopa CTaH[APTHOrO obpasua
Humecynuma (pasuen «KonuvecTBeHHOE
OIpEeAeNIeHHE ).

3

Average weight and

uniformity of weight /

Complies / CooTBeTCTBYET

310 mg 5.0 %

Remarks : The Product confirms to ND/
TIpumeuanue: [Ipoayxt cooTsercTByeT Tpebosanram HJL

Conclusion : APPROVED /
3akarwuenne: OJIOBPEHO

Prepared by / g
TToarorosneHo: Pravesh Rana{f

Checked by /
TIposepeno: Rama Kant

Approved by: Manager/Executive /
Onob6peno: Menemxep / Pykopoimesis
Pavan Kumar Sharma

|./
E O

Date/
Jata: 26.07.2025

Date /
Hara: 26.07.2025

dped

Date/
Harta: 26.07.2025

Registered Office:

§-2-337, Road Mo. 3, Banjara Hills, Hvderabad - 500034, Telangana, India

Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.corn

CIN: L85195AP1984PLCND4SQT
www.drreddys.com




Dr.Reddy’s Q?ﬁ@‘*

CERTIFICATE OF ANALYSIS . .o oy cidvs cotn
v CEPTHOUKAT AHAJIH3A el S By
| Product : Nise® (Nimesulide) tablets 100 mg
 Hpoaywrr: Hans® (numecynua) tabnerku, 100 mr Bl S o |
Market / PoiHOK . Russia/Poccus -
Batch No / ) Batch Quantity / . 2500000 tab /
Cepus Ne MRLDUI Pasmep cepun " 2500000 1ab6
Analytical Repovrt No/ . 890001823204 Date of Analysis / . 26.07.2025
AHRaJHTH4YeCKHi oTYeT No Jata anajan3a
Date of Manufacture / . 07/2025 Date of Expiry / . 06/2028
HJara npon3BoAcTBa | T'ogen no
Mfg. License No. / MA ber: /
IlpousBoxcTBEHNAN : MNB/05/263 g oer: . JIT-Ne(006398)-(PI"-RU)
| Homep PY
| muuensna Ne

— =l
l Analysis performed according ND / Aunanns nposesen mo HJI: JITI-Ne(006398)-(PT-RU}-310724 ,
RS el | Page2 of 6/ Cwp.2 u3 6
Cpennsas macca 0 308.0 mg/ 308.0 mr 18/20 tablets - not more than 1 5 %
SARCECNH ISt ateH 2/20 tablets - not more than+ 10 %. /

310 Mr 5,0 %

18/20 Tabnetok — He Gonee + 5 %

| 2/20 tabneTtox — He 6onee £ 10 %.

4 | Water/Bopa 28% Not more than 6.0 %. / He donee 6,0 %,
5 | Dissolution / PacTBopenne Unit-1/ Ta6i.-1 96 % He menee 75 % (Q) oT HOMHHaNLHOIO
Unit-2 / Tabn.2 CYIA cogepxanus C1aHi2N205S (Humecynun)
yepes 45 MHH.
Unit-3 / Ta6n.-3 94 %
~ Unit-4/ Ta6n.-4 95 %
* Unit-5 / Tabn.-5 95%
Unit-6 / Tabn.-6 95 %
6 | Related substances / Ponc*menﬂ:le_npumccn - i
- ) o/- .
Impurity A / Tlpumecs A Below LOQ (LOQ = 0.0057 %)/ |Not more than 0.20%; / He 6onee
Huxe npenena xonuyectsenHoro | 0,20 %,
— 0
Impurity B / Tpsmecs B onpenenchus (IIKO =0.0057 %) Not more than 0.20 %; / He OGonee
purity £71p 0.03% 0,20 %;
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanne: IIpoaykr coorsercTByeT TpeboBanuam HJI 3akmwuennc: OJJOBPEHO
Prepared by / . | Checked by / Approved by: Manager/Executive /
IToarotosneHo: Pravesh Rana /f IIposepeno: Rama Kant Onobpeno: Menemxep / Pykosomrens
@«A&Ld" Pavan Kumar Sharma ;l:;.__ —
Date / Date / ‘ Date /
Iata: 26.07.2025 Iara: 26.07.2025 Hara: 26.07.2025

fingistenad Oftice:

Tol 91




Dr.Reddy’s Qf‘:‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel - +51 98185 55001-02
www.drredqys com

CEPTI®UKAT AHAJIM3A

' Product : Nise® (Nimesulide) tablets 100 mg

| Ipoaykr; Haits® {lmmecynn;l) Tabnetku, 100 mr | | ot ) S
Market / Psinok - Russia/ Pocchs ; e ____
Batch No / . V2501478 Batch Quantity / 2500000 tab /

Cepusn Ne Pasmep cepHH 2500000 Tab

Analytical Repovrt No/ 290001823204 Date of Analysis/ | 26.07.2025

AnaanruueckHii oTyer Ne Jara aHanM3a = |
Date of Manufacture / 07/2025 Date of Expiry / 06/2028

Hdata npon3somcrsa I'ogen g0
Mfg, License No. / i ber: / |
HpoussogcTBennas : MNB/05/263 Hea D8 i . JIT-Ne(006398)-(PT-RU) |

omep PY
Jmuemml Ne l

=

Page3 of6/CTp 3mu36

Tmpurity C / Tipumecs C Mot detected / 11e o6uapyseiia | Nut mare than 020%; / Tie fonee
0,20 %;
o/ -
Impurity D / Tpumecs D Below LOD (LOD = 0.0049 %) / ’IJ% o o 2D [ R
Huxe nipesiena o6HapyKeHHs e
(TIO = 0.0049 %) .
Impurity E / ITpumecs E Not detected / He o6napyxena |Not more than 0.20 %; / He 6Gonee |
10,20 %;
| | .
| Impurity F / ITpumecs F Not detected / He obHapyxeHa IJ% Or/n ore than 0.20%; / He bonee
H 0,
I |
' 1
- . . Below LOQ / Huxe npenena |
! unidentified | \ .o craenmoro onpenenenus | Not more than 0.20 %; / He 6ornee
impurity / Eppmauinas | 0,20 %;
HEHIEeHTHUIHPOBAHHAS
npuMech
E;;ﬁecle?pumles /. Cymma 0.03% Not more than 1.5 %; / He Gonee 1,5 %;

7 | Uniformity of dosage units / The Acceptance Value (AV) should be
OxHOpPOAHOCTE 1.8 less than or equal to 15.0. / IlokazaTens
JA03MPOBAHHS ’ npuemnemocti (AV) HoskeH OblTh He

6onee 15,0.

Remarks : The Product confirms to ND/

Ipnameuanne: IIponykr cooreTcTBYeT TpeboBanuam HJI

Conclusion : APPROVED /
3axmovenne: OMJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneno: Pravesh Rana IMporepeno: Rama Karil Onobpeno: Menemxep / Py KOBOZHTEb
7y w ﬁ Pavan Kumar Sharma i )
4 ¥ =
Date/ Date / Date / -

Hara: 26.07.2025

Hara: 26.07.2025

Jara: 26.07.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maji@drreddys.com
CIN: L8S195AP1984PLC0O04507

www.drreddys.com
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Dr.Reddy’s Q;’

CERTIFICATE OF ANALYSIS .. ciioclocorm

CEPTUGUKAT AHATHBA

Product : Nise® (Nimesulide) tablets 100 mg

IMpoaysr: Hats® (ninecysma) radserxis, 100 mr SN 8
‘Market / PrinoK . Russia / Poccus

Batch No / . Batch Quantity/ | 2500000 tab / B
Cepus Ne s R Pasmep cepui ‘2500000 Ta6

Analytical RepoIt No/ . 800001823204 Date of Analysis / . 26.07.2025
Auanuraueckni oTuer Ne JlaTta ananunia

Date of Manufacture / . 07/2025 Date of Expiry / . 06/2028
JlaTa NpoH3BOACTBA I'ogen 10

Mfg. License No. / MA ber: /

TpouzBOACTREHHAS : MNB/05/263 & ek + JITI-Ne(006398)-(PI"-RU)

omep PY
JHieH3na Ne —

| Analysis performed according ND / Ana/iu3 npoBeJieH 1o HI[:_J]II(—M(OOGEE}«(PI‘—RI_J}LS10724

Page40f6/Crp. 4 n36

8 | Microbiological purity* / MuxpoGuonornyeckas yncrora*
a) Total Aerobic Microbial NA Not more than 10* CFU/g. /
Count / O6umee uyuciIO He 6onee 10° KOE/r.
YKUIHECIIOCOOHBIX adpOBHBIX
MHKpPOOPraHH3MOB '
b) Total Combined Yeast and NA ' Not more than 102 CFU/g. /
moulds count / O6ee ynucno ] He 6onee 102 KOE/T.
JPONOKEBBIX M [UIECHEBBIX |
rpubos [
¢) Escherichia Coli NA i ~ Shall be absentin 1 g. /
' OrcyrcrBue B 1 I,
9 | Assay/KouauuecTBenHoe 98.1 mg/ 98.1 Mr 90.0 to 110.0 mg of CisHixN20s8
onpejaeieHne (nimesulide) per tablet. / Ot 90,0 oo
110,0 Mmr Cy3Hj2N>OsS (HuMecyHA)
B TabreTke.

10 | Packaging / Ynakoeka 10 tablets in a PVC/aluminum |10 tablets in a PVC/aluminum blister. 1,
blister. 3 blisters and a package |2, 3 or 10 blisters and a package leaflet in
leaflet in a carfon. / Ilo 10 |a carton./
tabnerox B IIBX/amomunuesom |ITo 10 tabnerok B [IBX/amomunnesom
6auctepe. Io 3 6nuctepa BmMecte ¢ | Gmuctepe. Ilo 1, 2, 3 win 10 6nucrepos
JIMCTKOM-BIUIAABIINIEM B IIayKy |BMeCTe C JIICTKOM-BKJIAZLILUEM B NauKy
KapTOHHYIO. KapTOHHYIO.

Remarks : The Product confirms to ND/

IIpumeyanne: [Iponykt cooTBeTcTBYET TpeboBanuam H/I

Conclusion : APPROVED /
3axmouenue: OHOBPEHO

Prepared by / Checked by /

Tloxnrorosneso: Pravesh Rana {

Ilposepeno: Rama Kant

bt |

I
o W

Date / Date /

Jara: 26.07.2025

Hara: 26.07.2025

Approved by: Manager/Executive /
OnofpeHo: Meunemkep / Pykoppirens
Pavan Kumar Sharma {

{
o~ -
e

Date /
Jara: 26.07.2025

Rupistered Ol
Tel: 45% 4

491 A0 A2C0 2¢

AP1YS

1, Telsngana, India

Y5 com

LCR04507
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CERTIFICATE OF ANALYSIS .
CEPTHOUKAT AHAJIM3A o S
Product : Nise® (Nimesulide) tablets 100 mg
Tpoayxrr: Haiis® (uumccymw) Tabnerxu, 100 Mvr i S
Market / Pbidok - Russia/Pocous S Sy
Batch No / ) Batch Quantity / _ 2500000 tab /
Cepnst Ne ¢ V2501478 Pazmep cepiu " 2500000 Tab
Analytical Repourt No/ 890001823204 Date of Analysis / . 26.07.2025
ABaguTndeckui oTuet Ne _ HMara ananusa . |
Date of Manufacture / . 07/2025 Date of Expiry / - 06/2028
JlaTa npon3BOACTBA Tonen oo - |
Mifg, License No. / | MA e
| MiponseoacTReHHAS : MNB/05/263 piee =B : JITI-Ne(006398)-(PT"-RU)
| omep PY
{ numen3ua Ne
[ Analysis performed accordmg ND / Anaju3 npoBeaeH 110 HI: JI]'[-No(006398) (PT-RU)-310724

Page50f 6/ CTp. 5 u3 6

* . The test for Microbiological Purity is periodically performod by the manufaoturer 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 mnokasartenio «MHkpoOHONOrHYECKas YHCTOTA» MPOBOAMTCS MMPOW3BONHUTEIEM IIPH  BBILyCKe
TIepHoAHYECKH (C HHTEPBANOM OJHO MCTbITaHKe Ha 20 cepuii unM He Menee 1 pasa 8 ron). [Tokasarens Moxer 6bITE HE

BkyoueH B CepTHhHKAT aHATTH3a QHPMEIL.

API name (INN) / Hanmenorauue ADC (MHH)

Nimesulide / Humecynun

API manufacturer batch number /
Homep cepHH IIpOH3BOAHTEIS ADC:

NMS/125030240

FP Manufacturer API Batch number /
Homep cepun cy6cTaHUHA NPOH3BOAKTEIIS
rJad:

API Manufactured by & country/
ITpousponnrenn APC, crpana:

FESA00193

Aarti Drugs Limeted / Aaptn [parc Jlumurex

Name, address, authorization No for FP 4
manufacturing site / Control site / Release site /
HanmenoBaHue, agpec, AHUEH3HA A
Ipoussoxcrsennas miomaska / Inowmajnka
KouTpoaa kadectsa / Ilnomaaxa splmycka

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

J-p Pennn’c Jla6oparopuc JItn., Unans, lpoussoacTeeHHOe
noapasaenenve-6, Bun. Kxons, Hanarapx Poyn, banam,
JHuctpukr Conan, X.I1., 173205, Unaus (uuensus Ne
MNB/05/263)

Remarks : The Product confirms to ND/

ITpumeuanue: [IpogykTt cooTBeTcTBYeT Tpebobanuam HJI

Conclusion : APPROVED /
3aknoyenne: OJJOBPEHO

Prepared by / ;| Checked by / Approved by: Manager/Executive /
IMoaroroeneno: Pravesh Rana 'j INposepero: Rama Kant Onobpeno: Menemkep / Pykopoantens
i {ufb Pavan Kumar Sharma - {‘ e
=
Date / Date / Date /
Jara: 26.07.2025 JHara: 26.07.2025 Jara: 26.07.2025

Registered Olfice: 3

2.337, Road No. 3, Banjara Hilis, Hyderabad - 5000 34, Telangana, india

Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys com
CIN: L85195ARP1984PLCO0AS0T
wwwidrreddys com
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CERTIFICATE OF ANALYSIS WNWLATTAG G0N
CEPTUDHUEAT AAJTIHS,

| Product : Nise® (Nimesulide) tablets 100 mg
| HIIG.EIYI{T Haiiz® (Hnmecwmu) tabnerku, 100 Mr ) il = D

Market / Peinok . Russia/ Poccia g B | — _
Batch No / . Batch Quantity / 2500000 tab /

Cepns Ne § ¥2501478 Pazmep cepun " 2500000 Tab

Analytical Report No / . 890001823204 Date of Analysis / . 26.07.2025

AHasurHYeckHit 0TyeT Ne . Jara anannsa

Date of Manufacture / 07 /202 5 Date of Expiry/ . 06/2028

Jara npon3BoAcTBA | Togen o B e
Mfg. License No. / MA ber: /

IIponseoacTBenHas : MNB/05/263 HOME;'EYH' :+ JITT-Ne(006398)-(PI"-RU)

JHOeH3HA Ne L - o
Analysis performed according ND / Anasnn3 nposeaen mo HJI: JITI-N2(006398)-(PI-RU)-310724

Page 6 of 6/ C1p. 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».

3ak/oueHne o cooTBeTcTBHH: «HacToAmMM A MOATBEPKOAO, YTO TIPHBEAEHHAs Bhblle HHGOpMALUS ABIACTCA
JOCTOBEPHOM M TOUHO. DTa CepHs NPOAYyKIMY POM3BEAeHa (BIIOHas YIIAKOBKY (MAPKHPOBKY) M KOHTPOJIb KauecTsa)
Ha BBILIEYKA3aHHOM [POM3BOCTBEHHOM MIoLaxe (MIOWAAKAX) B [IONHOM COOTBETCTBHM C TpeGoBaHusMH IlpaBun
HaJUlexKalell POU3BOICTBEHHOM MpakTHky EBpasuiickoro skoHomuueckoro cotosa (Ne GMP/EAEU/RU/00554-2022
or 23 wrona 2022) n TpeboBaHMsAMM KOHTPONS KauecTBa JIEKApCTBEHHBIX CPENCTB, 4 TakKe B COOTBETCTBHH CO
CreuMPUKALMAMH, CONEPKALMMUCS B PErMCTPALMOHHOM JOChe CTPaHbI-MMIIOpTEpa. 3alliCH 10 MPOM3BOACTBY,
yIIaKOBKe M aHATH3Y MpPOBEPEHBI, M YCTAHOBNEHO WX COOTBETCTBHME TpebGoBaHuaM [IpaBun HaexaLiei
NPOU3BOACTBEHHOM NMPaKTHKU EBPa3sHACKOTO 3KOHOMHUYECKOTO COKO3a».

Remvarks : The Product confirms to'ND/ Conclusion : APPROVED /
ITpumeuanne: [Ipogykt coorBeTcTBYET TpeboBanuam HJL 3axmouenne: OJOBPEHO
Prepared by / 7 | Checked by / Approved by: Manager/Executive /
IMoaroroeneHo: Pravesh Rana { [TporepeHo: R.m*m }'x‘ml Ono6peno: Menemiep / Py KOBOZUTED

J 4U{ Pavan Kumar Sharma P
Date/ Date/ Date /
Hara: 26.07.2025 Hara: 26.07. 2025 Hara: 26.07.2025

Rupistarcd OF




