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
Teli0108155 56001-02

www.drreddys.com

CEPTHDIKAT AHAINIZA

| Product; Nise® (Nimesulide) tablets 100 mg

Hponywr: Haii 3® (numecynna) Tabretky, 100 mvr o i ¥

Market / Peiok - Russia/ Poceus B y B |

Batch No/ Batch Quantity / . 5000000 tab /

Cepus Ne W2a01s2y | Paamep cepsin ~ 5000000 Ta6 Iy

Analytical Repo:'t No/ 890001823208 Date of Analysis / 23.07.2025

AxanuTnyecknit otyer Ne | Jlara ananusa

e e H : - i e

Date of Manufacture / . 06/2025 Date of Expiry / 05/2028 ,
| laTa npon3BoACTBA s — [open a0 ) _— |
| Mfg. License No./ R —
| IIpousBogcTBeHHAs : MNB/05/263 ' Homep PY - : JITT-Ne(006398)-(PI'-RU)

|

| immensua Ne

| Analysis perl'lorme?l_ _;ccordiné ND / Ananus np(_meueli 1o 1A JITE-Nu(006398)-( l_’_l“_-l{_p_')fgl(]_724_- E

Result / PesyasTaTni

: _ Boeclof6/Cip.1m36
| Specification / Hopma .

Ne | Test / Ilokasatenn
==t

' Appeara_nce / Onucanne
]

| TabieTku ¢ rNaakoH
| MMOBEPXHOCTLIO.

| Yellowish white round biconvex | Yellowish white round biconvex tablets |
tablets with smooth surface. /
Benrie c %enToBaTbIM OTTEHKOM
Kpyriibie TBOAKOBBIMYIIbIE

|with smooth surface. / Bemsle ¢ |
| >KEJITOBATHIM OTTEHKOM KpPYTJIble
UBOAKOBBLIYIIbIC 1u00CIky ¢ 1IaUKOF
TIOREPXHOCTHIO.

2 | Identification /
NpenTnduranus
solution

reference standard

N1Ka Ha
HCHBITYEMOr O
COOTBETCTBYET

XpoMaTorpamMme
| CTaHAAapPTHOTO
' HUMECY A,

The retention time of the main | The retention time of the main peak in the
peak in the chromatogram of test | chromatogram of test solution should |
corresponds to the |correspond to the retention time of the |
retention time of the main peak in |main peak in the chromatogram of |
' the chromatogram of nimesulide |nimesulide reference standard solution
solution. / |(section Assay). / Bpems yamepikusaHus
Bpemst yaepiKuBaHHsL OCHOBHOIO |OCHOBHOI'O [MMKA HA XPOMaTOrpaMme

XpomaTtorpamMme

| yIOepXHBaHHA OCHOBHOIO ITHK2 HA | pacTBOpa

HCIIBIT YEMOro pacTeopa ROJDKHO
PACTBOpa | COOTBETCTBOBATE BPEMEHH YAEPIKHBAHMSA
BpeMEHH |OCHOBHOTO TMHKA Ha XpOMaTOrpaMme
CTaHXapTHOTO obpasiia
pacteopa |HuMecynuaa (pasgen «KosmMuecTBeHHOE
obpazua | onpeneneHue»).

3 | Average weight and
uniformity of weight /

Complies / CooTBETCTBYET

310 mg £5.0%

Remarks = The Product confirms to ND/
Ipsmevame: Ipoaykr coorreTcTByeT Tpebopanusam HJT

Conclusion : APPROVED /
3axnoyenue; OJOBPEHO

Prepared by / Checked by /

IMoxrorosaeno: Shagun §\, ) [

| Date/ =
Jara: 23.07.2025

Date/
| Jara: 23.07.2025

IIporepeHo: Pravesh Rana

Approved by: Manager/Executive/
Onobpeno: Metenxep / Py opomrens
Pavan Kumar Sharma foo—r

=

Deke ' :

Jata: 23.07.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tal; +91 40 4900 2900, Fax: +91 40 4900 2999, Emar'l: mail@drreddys.com
CIN: L85195AP1984PLCNO4507
www.drreddys.com

-aa



Dr.Reddy’s Q’:‘.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, HP., 173 205, INDIA
Tel: +51 98165 56001-02

www.drreddys.com

CEPTHOHK AT AHATI3A

" Product: Nise® (Nimesulide) tablets 100 mg

| pogykr: Hav'#® (numecynmn) Tabretkm, 100 mr

Market / Primox : Raussia / Poccus S ! =i
Batch No / : Batch Quantity / 5000000 tab/ =
Cepnsi Ne ji-¥2-01224 Pa3smep cepun * 5000000 a6 L |
Analytical Report No/ 890001823208 Date of Analysm /  23.07.2025

AHaHTHYeCKH i oT4yeT No s Hava anann3sa — =
Date of Manufacture / . 06/2025 i Date of Expiry / . 05/2028

| JlaTa npou3BoxcTBa Rt { I'open o 2 P
| Mfg. License No. / |MA T

| HponssoacTeHHan : MNB/05/263 | HOML‘:']‘,‘y“' + JITI-Ne(006398)-(PI"-RU)

| Tumensua Ne

|

| Analysis performed according ND / Anaau3 nposeaen no HJI: JIII-Ne(006398)-(PT-R U)-310724

P ————————

| CpenHsin Macca M
| OJHOPOJHOCTB MACCHI

| N I
Water / Boga

Dissolution / PacrBopenue

309.6 mg/ 309.6 Mr

T 2.9%
| Unit-1 / Tabn.-1 i 98%
| Unit-2/ Ta6n.-2 99%

|
I [ |
|
|
|

|
| |' " Unit-4/ Tabn-4
| ‘Unit-5/ Tabn-5

97%
96%

Page20f 6/Cip. 2 w3 6
18/20 tablets - not more than + 5 %

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

18/20 Tabnetrok —He Honee £ 5 Yo

2/20 Tabnerok — He Honee + 10 %.

" Not more than 6.0 %. / He Gonee 6,0 %.

'_|' He menee 75 % (Q) OT HOMWHANLHOTO ,
—i copepxatmsa CaHpNaOsS (Humecynu) |
| 4epes 45 MHUH,

Unit-6/ Taba.-6

| Unit-3/Ta61.-3 { R
J

97%

Impurity A /Tlpumecs A

Impurity B /[Tpumecs B

Below LOQ (LOQ =0.0057 %) /
Hrxe npenena konuyecTBEHHOTO
onpeaenenus (IIKO = 0.0057 %)

0.02%

Not morc than 0.20%; / He Gonee |
0,20%,;
Not more than 0.20%; / He 6Gonee
0,20%;

Remarks 1+ The Product confirms to NIV

I pumeuanme: TIpoaykT cooTBeTcTBYeT Tpeboranusam HJT

Conchision : APPROVED/
3axmouenne: OJJOBPEHO

Approved by: Manager/Executive/
Onobpeno: Meneokep / Pyxoso antess

Prepared by / Checked by/
Ioarorosneno: Shagun d./ IIposepeno: Pravesh Rana
of /}
Date/ Date/ | Date/
Hata: 23.07.2025 Hata: 23.07.2025

/7 Pavan Kumar Sharma & —

Hara: 23.07.2025

i = —

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
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Dr.Reddy’s ‘5”

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tol: +9108165 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTHOMKAT AHAJIH3A

| Product ; Nise® (Nimesulide) tablets 100 mg
| IIponykr: Haits® (sumecynuna) tabnerxy, 100 mr

| Market /Peiok ~ : Russia/Poccus = |

| Batch No /- =1 1 Batch Quantity/ 5000000 tab / A

| Cepnst Ne £ MRsplEs | Passep cepsm ' 5000000 Tab L
Analytical Report No / . 890001823208 Date of Analysis / . 2307.2025

| AHasnTHueckuii oTaeT Ne Jdata anajquza

| Date of Manufacture / - 06/2025 Date of Expiry/ . 05/2028

| lata npowagoncTBa | Tonen po .o o]

| Mfg. License No./ MA ey

| MponssoacTaennas : MNB/05/263 | HOM’::’I’,‘y“' : JIT1-Ne(006398)-(PT"-RU)

nanuensusn No

Analysis performed according ND / Anayms n_Foneuen “110_ HI: __.Il]i-_Mz(006398)«(II’I“-RU)-SI_U_724 i

‘ Impurity C/IIpumecs C
‘ | Impurity D /Tipumecs D
. Impurity E/ Ilpumecs E

| Impurity F /Ilpumecs F

Not detected / ve oGHapyxena |Not more than 0.20%; / He 6Gonee

| Below LOD (LOD — 0.0049 %) /
Hipke npepena ofHapyxeHHs
(10 = 0.0049 %)

Not detected / He obuapyixeHa |Not more than 0.20 %; / He Gonee |

Not detected / e obHapyskeHa

Below LOQ / Hike npesfena

Page30f 6/CTp.3 13 6

0,20 %;

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

10,20%;

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

.Ind1v1fiua1 unidentified KONHMYECTBEHHOro onpefenenus | Not more than 020 %; / He Gosee
i impurity / Enunuunas 0,20 %;
| HeMAeHTUDULIUPOBAHHAS
| puMech
Botal impyriies / Cywos 0.02% Not more than 1.5 %;/He 6onee 1,5 %;
npumecei
7, Uniformity of dosage units / ) The Acceptance Value (AV) should be
OxnopogHOCTE 28 less than or equal to 15.0. / ITokasatens
JI03APOBAHHSA : npueMneMocTH (AV) nomxeH ObITe He

6onee 15,0.

Remarks : The Product confirms to NI/
IIpnmeuanne: IIpoaykr coorBeTcTBYET TpebGopanusmM HJJ

——

Conclusion : APPROVED /
3axnouennc: OJJOBPEHO

Prepared by /
IToprorosneno: Shagun . -
>

Checked by /

Ilposepeno: Pravesh Rana

Date /
' JTaTa: 23.07.2025

Date/

/

—

Hata: 23.07.2025

Approved by: Manager/Executive/
Onobpeno: Menemxep / Pykoro/iren
Pavan Kumar Sharma

Date/
Jlata: 23.07.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tol: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys,com
CIN: L85195AP1984PLCON4507

www.drreddys.com




rReddy’s {&°*

CERTIFICATE OF ANALYSIS

KAT
| Product: Nise® (Nimesulide) tablets 100 mg
IIpoxywr: Haita® ( Hmec yaun) Tabnerky, 100 MF

Market / PoiHOK . Russia / Poccus

Dr, Reddy's Laboratories Ltd
Formulation Unit-6

Vill. khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

. melce e )
Tel . +21 581656 56001 02

www.drreddys.com

Batch No/ Batch Quantity / 5000000 tab /

| ;

| Cepua Ne V2022 | Pasvep cepin © 50000006 |

2 : |

| Analytical Report No/ . 890001823208 Date of Analysis / . 23072025
AHaJIHTHYECKHI oTyeT No | JlaTa anaausa == =

| =
Date of Manufacture/ 06/2025 | Date of Expiry / 05/2028

| JlaTa npon3BoacTBa | T'ogens o . =

| Mfg, License No. / | Ma ber:/ ,
| IponssogcTBenHas : MNB/05/263 | HOM:")“;‘Y”' : JIII-Ne(006398)-(PT"-RU) |

| THuenzng Ne

| Analysis perﬂormed according ND / Anaius IPOBENEH 110 H}I J[[I-No(006398) (PI'- RU) 310724

57 Microbiological purity* /MHKPOﬁHOﬂOI‘H‘!CCKaﬂ yneroTa*

i | @) Total Aerobic Microbial | NA
| ‘ Count / O6uwee 4ucno
JKH3HECTTIOCOBHBIX a3p06m,1x l
| MHKPOOPTaHH3MOB
' b) Total Combined Yeast and | NA

moulds count / O6ee yucio |
JIPOAOKEBBIX M TNJIECHEBBIX |
rpubos |

| c) Escherichia Coli | NA

| |
| 9 | Assay / KoanuecTBCHHOE |
onpeaeJieHne

| |
| 10 | Packaging / Ynakoexa |10 tablets in a PVC/aluminum
| blister. 3 blisters and a package
' leaflet in a carton. / Ilo 10 |
|Tabnerox B TIBX/anmoMuHHEBOM

| 6nmetepe. [To 3 GucTepa BMECTE ¢

JIMCTKOM-BKJTAZIBILIEM B  TAYKY

| ] ) KATTOHEVES.

97.7 mg/ 97.7 Mr

Page 4 of 6/ Cip, 4|:36

"~ Not more than 10° CFU/g. /
He 6onee 10° KOE/r,

Not more than 10° CFU/g.
He 6onee 10° KOE/r

Shall be absent in 1 g. /
OtcyrctBue B 1 1.

1900 to 110.0 mg of Ci3HiaN:0sS
|(mmesuhde) per tablet. / Ot 90,0 no
110 0 mr C;)Hi2N2OsS  (rimmecymin)
| B TabneTke.

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

2, 3 or 10 blisters and a package leaflet in |
a carton. / '
|Tlo 10 Ta6nerox B IIBX/:untomMuHuesomM |
|6J'[HCTCpe. IIo 1, 2, 3 unu 10 6nucTepos
BMECTe C JIICTKOM-BKI&JABILEM B HAUKY

| KAp TOHHYIO. -

— —_——

| Remarks = The Product confizms to ND/
IIpnmeuanne: ITponykt cooTBeTcTRYET TpeboBaHuaM HJT

_.I(_Jo;clu;ion 2 XPPRéVEIv

3akawgenne: OJOBPEHO

Checked by /
IIposepero: Pravesh Rana

| Prepared by /
Iloaroroeneno: Shagun (i&f

-

-

Date /
_I[aTa: 23.07.2025

|
| Date/
| Iata: 23.07.2025

Registered Office: 8-2-337, Road No 3,

Approved by: Manager/Executive/
Onobpeno: Menemxep /Pysqsonnrens
Pavan Kumar Sharma :

Date/

Jarta 23.0_7.302_5

Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4200 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr. Reddy's Laboratories Ltd

Qe
! 0 Formulation Unit-6
Dr'Reddy S Q. Vill. Khol, Nalagarh Road, Baddi,
Distt, Solan, H.p., 173 205, INDIA
Tel : +91 98165 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com
 (EPIHOHUKAT AHAJIN3A y N
' Product Nise® (Nimesulide) tablets 100 mg
| Hpoayskr: Haiis® (wumecynnn) 1ad:ie iy, 100 v = - _

| IIponasoacTBeHHan : MNB/05/263 Homep PY
JiMIen3na N
| Analvs1s perf ormed according ND / Ananns nposenen mo HJI; JI]T-N»(006398) (I’I‘ RU)-310724
Page 5of 6/Ctp.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. /

* - Apanusz no nokazatemo «Mukpobuonoruueckas YHCTOTA» NPOBOAMTCA INPOH3BOIAMTENEM MpPWU BbillycKe
TIEPHOAHIECKH (C MHTEPBANIOM OJHO MCTbITaHHE Ha 20 Cepuil MM He menee 1 pasa s ron). [okasaTens MoseT GbITE He

BKTIO4YeH B CepTUdHKAT aHATH32 QUPMBL

Market /Pemok . Russia / Poccua e st = ey
| Batch No / _ =" "Batch Quantity/ 5000000 tab/ :
Cepusa No 201820 Pa.imep cepuu 5000000 Tab 4
. f 1 o
| Analytical Repo“rt No/ . 890001823208 Date of Analysis / . 2307.2025
| Ananurudecknii oTyer Ne - anTa aHaJIH3a FALE |
[ Date of Manufacture / . 06 /202 5 Date of Expiry / . 05/2028 '
| JlaTa npon3soncTBa | Toaen po == =
| Mfg. License No./ | . |
M imber:/ . JITI-Ne(006398)-(PT-RU) :
!
|

API name (INN) / Hanmenopame ADC (MHH) Nimesulide / HMMecynHﬂ - !
| E=_ -t
B e i NMS$/125020166, NMS/125020170, NMS/125030236 |
| Homep cepui npouzsognveas ADC: : | d x

FP Manufacturer API Batch number / B

|
| Homep CEpHH CYOCTAHIAH NPOU3BOANTESA ; FESA00129, FESA00150, FESA00191 ;
rJae: . - r
API Manufactured by & country/ =il 1
TIpos 13BonmTem AQC, crpana: ’ Aarti Drugs Limeted / Aapm Hparc Jlumuren !
‘ Dr. Reddy's Laboratories Ltd,, India, Formulation Unit-6, |
Name, address, authorization No for FP Vill. Khol, Nalagarh Road, Badd1 Distt. Selan (HP) 173205,
— Az ; India (license No MNR/05/263)/
manufacturing site / Control site / Release site / s
J-p Peqnu’c Jla6opatopuc JIta., Manua, IpoussoncTeeHHoe
HaumexnoBaHue, agpec, THIEHIHA NS B
S cnperuan fior A I ramica nonpasnenenye-6, Bunn. Kxons, Hanarapx Poyn, banan, |
= (f: R Nl e Ductpuxt Conan, X.I1., 173205, Muaua (siMuen3us Ne |
P e Mg MNB/05/263)
| a I
Rewurks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: IlpoaykT cooTBeTcTByeT TpebosannaM H]I 3axinovenne: OJOBPEHO
Prepared by/ Checked by/ Approved by: Manager/Executive /
IoaroToeneno: Shagun S'l- g ItposepeHo: Pravesh Rana Onobpeno: Menemxep / Pysosoaites
L H Pavan Kumar Sharma T
A kel
Date/ Date/ Date/ i
Hata: 23.07.2025 | Hata: 23.07.2025 Jata: 23.07.2025 |

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; L85155AP1984PLCO04507
www.drreddys.com
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Dr.Reddy’s !;.".

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Te L4971 OGS 55001-02

www.drreddys.com

CEPTHAHKAT AHAIIH3A o e

Product; Nise® (Nimesulide) tablets 100 mg
 Ipopysr: Haits® (rviceymin) 1a6 sern, 100 me —]
Market / Puitok _: Russia/Pocens LS i ]
Batch No/ . Batch Quantity/ 5000000 tab / '
Cepusi Ne r V2501329 Paz:siep cepsin " 5000000 Tab I ‘
| Analytical Report No/ 890001823208 Date of Analysis / . 23.07.2025
| AHanHTHUecKHH oTYeT Ne ol oy Jara anammsa — e
Date of Manufacture/ . 06/2025 Date of Expiry/ . 05/2028 i
Jara nponzBoacTea = 4 - jToaenno e |
| Mfg, License No. / MA ber:/ |
| IIpousBoacTaentas : MNB/05/263 H S : JII-Ne(006398)-(PI"-RU) |
omep PY |
| JTARCH3NA No !
|

| Analysns'perﬁormed according ND / AHanus nposeaen no I1/1: JIII-Ne(006398)-(PT - RU) -310724

Declaration of certification:

Page 6 of 6/CTp. 6 u3 6

«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».

3akiTi0MeHne 0 coOTBeTCTBHH: «HacToAwMM s MOATEepNOAlO, YTO MpUBENEHHAS BHUIE HHGOPMALMA ABNAETCH
JOCTOBEPHOH M TOYHOH. OTa cepHs MpOAYKUMH Mpomn3BeAeHa (BIUIIOYas YMaKOBKY (MapKMpPOBKY) H KOHTPONL KaYeCTRA)
Ha BBILICYKA3aHHOH MPOM3BOACTBENIOi MmIomaaxe (TJI0omanKax) B IOJHOM COOTBETCTBUM ¢ TpeboBaauaMu Jlparun
najfsesxauel npou3BoCTBEHHOH NMpakTHKH EBpasurickoro skoHoMuueckoro corosa (Ne GMP/EAEU/RU/00554-2022
or 23 wona 2022) n TpeOOBaHWAMH KOHTPOJ Ka4ecTBa JIEKAPCTBEHHEIX CPEJCTB, 4 TAKXKE B COOTBETCTBUM CO
CHELM(QUKALMAMY, CONEPXKAIUMMACA B PETUCTPALIMOHHOM [0Che CTpPaHBbI-UMIOpTEpa. 3alMcH IO MPOW3BOACTBY,

YTIaKOBKE W aHAIU3Y TpPOBEpPEHHl,

H YCTQHOBJIEHO HX COOTBETCTBUE TpCGOBBHHﬂM

MpaBun Hagnexalei

MPOU3BOACTBEHHON NpakTHKY EBpasHiickoro 3KOHOMHYECKOro CO3ay.

Remmavrks ¢ The Product confirms to NTY/

Tpumeuanne: [IpogykT coorBeTcTBYeT TpeGoBaHusam HJJ

Conclusion ; APPROVED /
3axknarouenne: OJJOBPEHO

Approved by: Manager/Executive /
Ouno6peno: Menemkep / PyxoBoaiTesih
Pavan Kumar Sharma =

T S |

Prepared by / Checked by/
Honrorosneno: Shagun -\ ITporepeno: Pravesh Rana
L l
Date/ Date/ Date/
| Hata: 23.07.2025 Hara: 23.07.2025

Hara: 23.07.2025

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
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