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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIH3A

lﬁoduct Nise® (Nimesulide) tablets 100 mg
 Ipoayxt: Haiis® (Humcwnuu) tabnerku, 100 Mr

Market / Poinok

: Russia / Poccus

‘Batch No/ iy = [Batch Quantity/ _ 2500000 tab /

Cepsza No i i Pasmep cepun 2500000 1ab

Analytical Rep(irt No/ . 040003012160 Date of Analysis / . 26.07.2025
AHaIMTHYeCKHi oTuer Ne | Iara anan3a - o
Date of Manufacture/ . 07/2025 Date of Expiry/ ©06/2028

Hara nponsBoacTea T'ogen oo O —
| Mfg. License No./ MA —

' IpoussoncTeennasn : MNB/05/263 | . JITI-Ne(006398)-(PT"-RU)

anuensust Ne

| Analysis performed accordmg ND / Anams npoBenen mo HI: JIT-Ne(006398)PT-RU)- 310724

i Homep PY

|

Page 10f7/ Crp. 1 1137

No | Test / Iokasarenn

| Result / PeayasTaTbl

Specitication / Hopma

1 | Appearance/ Onucanne

"| Identification /
U genTuduxauus

| ——

Yellowish white round
biconvex tablets with smooth
surface. / Benple ¢ xenTOBATEIM
OTTEHKOM KpYTJIblE
JIBOSKOBBINYKJIbIE TabneTku ¢
LNaKOH MOBEPXHOCTHIO.

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. / Bpema ynepaxHBasus

OCHOBHOI'O nHKa Ha
XPOMAaTOrpaMMe  HMCIIBITYEMOTO
pacTsopa COOTBETCTBYET
BpEMEHH yAepIKHBaHUA
OCHOBHOTO MHKa Ha
XpoMarorpaMme pacTeopa
CTaHAAPTHOTO obpasia
HUMECYNHIA.

1 Yellowish white round biconvex tablets

with smooth surface. / Bennie ¢
KENTOBATHIM OTTEHKOM Kpyrible
[BOAKOBBLINMYK/Ible TabJeTkH ¢ riagkoi
MOBEPXHOCTBIO.

The retention time of the main peak in the
chromatogram of test solution should
corresponid to the retention time of the
main peak m the chromatogram of
nimesulide reference standard solution
(section Assay). / Bpems yznepskuBaHHS
OCHOBHOTO TIHK4 Ha XpOMAaTOrpaMme
UCTIBITYEMOTO pacTeopa MOJDKHO
COOTBETCTBOBATH BPEMEHH Y 1€ KHBAHHM S
OCHOBHOTO IIHKa Ha XpoMmartorpamme
pacTeopa CTaHAAPTHOro obpazuia
Humecynaa (pasgen «KomuuecTBeHHOE

| OMpeETICHHE).

Reprarks : The Product confirms to ND/
Ipumesuanue: [TponykT cooTseTcTBYeT TpeboBanusm HJT

Conclusion : APPROVED /
3asnovenne: OTOBPEHO

Prepared by /
ITonrorosnexo: Pravesh Rana

(f)

Checked by/
ITpoeepeno: Rama Kant

pues

Approved by: Manager/Executive/
Onobpexrio: Meneakep / PykoBonuTens
Amit Kumar

i
_/\" o

Date/
JHara: 26.07.2025

Date/ A
Hara: 26.07.2025

Date /
Hara: 26.07.2025

Rogistered Office: 52337,

Read Ne.3, Banjoua Wik, §
+07
CIIN: L8519
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Dr.Reddy’s ‘3.‘

D B osids s Lasboratories idd

oo dlaediie W nies

CERTIFICATE OF ANALYSIS =~~~

CEPTHOHKAT AHAJIH3A

[ Product : Nise® (Nimesulide) tablets 100 mg

Tlpoaywr: Haiis® (aumecymin) tabierin, 100 mr ==
Market / Poirok . Russia / Poccus = =

Batch No / : Batch Quantity / 2500000 tab / i |
Cepus Ne: L RESHES Pasmep cepnu " 2500000 Tab
Analchal Repourt No/ - 040003012160 Date of Analysis/ | 26.07.2025
AnamTHeckni oTger Ne Jlara aranu3a ol
Date of Manufacture / . 07/2025 Date of Expiry/ . 06/2028

Jara nponzsoacTEa _—— Toaen 1o 5 _ 1|
Mfg. License No. / i Bl

Ilpoi3soacTBeHHas : MNB/05/263 i R : JIT-Ne(006398)-(PT-RU)

omep PY
JHIeH3HA No |

| Analysis performed according ND / Ananu3 nposeen mo HJI: JII-Ne(006398)-(PT-RU)-310724 i

Page2of 7/C1p. 2 m3 7

_Cbmplics_7 C_ooﬁaacmygr

310 mg +5.0% |

'3 | Average weight and
ugitormity of welght / 311.0 mg/ 311.0 Mr 18/20 tablets - not more than 5 %
Cpeansin macca H
OJHOPOJHOCTH MACCHI 2/20 tablets - not more than + 10 %./
310 Mr+£5,0 %
| 18/20 TabneTox — He Gonee + 5 Y%
2/20 Tabnetok — He bonee £ 10 %.
4 | Water / Boga 3.0%/3.0% Not more than 6.0 %./ He 6onee 6,0 %.
5 | Dissolution / PacTeopenne Unit-1/Tabsn.-1 96 % He menee 75 % (Q) OT HOMMHATLHOrO
Unita 7 Tabna 95 % comepxanus CizHpN2OsS (rumecynnm)
] yepes 45 MHH.
Unit-3/Ta6n.-3 95 %
Unit-4/ Tabn-4 | 98 %
Unit-5 / Tabn.-5 97%
Unit-6/Tabn.-6 97%

Remarks : The Product confirms to ND/
ITpumenanme: ITponykT cooTBeTCTBYET Tpeboranuam HJI

Conclusion : APPROVED /
3axmwouenue: OJJOEPEHO

Prepared by /

: | Checked by/
IonroroeneHo: Pravesh Rana j

s

TIposepeHo: Rama Kant

Approved by: Manager/Executive /

Onobpeno: Meneaxep / Pykosonurens

Amit Kumar -
N

Date/ ¥
Jata: 26.07.2025

Date/
Hara: 26.07.2025

Date/
Hara: 26.07.2025
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CERTIFICATE OF ANALYSIS

CEPTH(DHKAT AHMIH3A
Product Nise® (Nimesulide) tablets 100 mg mg
| Hpoaykr: Haiis® (tmme_ymu:) TaBneriy, 100 mr

1WyE,.CaIN

Market / PeiHoK : Russia / Poccus ol =
Batch No/ , Batch Quantity/ = 2500000 tab/
Cepua Ne Ml Pasmep cepun " 2500000 126 ol
Analytical Repowrt No/ - 040003012160 Date of Analysis / 26.07.2025
AHaaHTHYecKHIi oT4eT Ne Jara asanmsa
Date of Manufacture/ . 07/2025 Date of Expiry / . 06/2028
| JlaTa npon3BoACTBA T'onen no _
Mfg. License No. / MA ber:/
IIpousBoacTEeHHAs : MNB/05/263 HOM::';‘y“' . JIT1-Ne(006398)-(PT'-RU)

aunensusa Ne

Analysis performed according ND / AHa/u3 npoBeseH 110 H)I JITI-No(006398)- (PT- RU)-310724

6 | Related substances / PogcTsembie NpHMecH

Page3 of 7/ Crp. 3 H3 7

Impurity A /TIpumecs A Below LOQ (LOQ = 0.0057 %)/ |Not more than 0.20%; / He 6onee
Hipke npegena KOTUYECTBEHHOTO | () 20%;
) | onpeneneHus (TIKO = 0.0057 %)
Impurity B /IIpumecs B . 0.03 % Not more than 0.20 %; / He 6onee
' ‘ 0,20 %;
. 20 %; / M
Impurity C/ITpumecs C Not dotoeted / ne obuapynicua N.Ot Um.ore R A =g 1
7 0,20 Y%;
|
Not more than 0.20 %; / He 6onee
Below LOD (LOD = 0.0049 %) / | 0,20 %;
Impurity D /IIpumecs D Huxe npepena o6Hapyxenus (110
=0.0049%)
Not more than 0.20 %; / He OGonee
' , Not detected / te o6Hapyxera | 020 %
Impurity E/ Ipumecs E
Not more than 0.20 %; / He 6onee
) Not detected / He obHapyxera | 20 %:
Impurity F /I[Ipumecs F AUCH

"Remarks : The Product confirms to ND/
IIpameuanne: [Ipoaykr cooTeeTcTRYET TpebosaHusim HJI

Conclusion : APPROVED /
3axnwuenune: OJOBPEHO

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

IToarotoeneno: Pravesh Rana ITposepewro: Rama Kant OpobpeHo: Menemkep / PyxosoauTens
. l&/ Amit Kumar o AN

Date/ Date/ Bl Date/ '

Hara: 26.07.2025

Hara: 26.07.2025

Hata: 26.07.2025




Dr.Reddy’s @&

CERTIFICATE OF ANALYSIS e
CEPTHOHKAT AHAJIN3A R

| “Product : Nise® (Nimesulide) tablets 100 mg
Hpoayxt : Haiia® glMMt’:szm) Tabnetkn, 100 mr L 71 —=
Market / Prinok : Russia / Poccus ]
Batch No/ . Batch Quantity / . 2500000 tab /
Cepna Na ) e PasMep cepHn * 2500000 Tab
Analytical Rep03't No / . 040003012160 Date of Analysis / . 26.07.2025
Anannrsgeckuii oryer Ne TaTa aHaan3a s .
Date of Manufacture / - 07/2025 | Date of Expiry / . 06/2028
Jara npouzsoacTea Topen o 5 s
Mfpg. License No./ MA —_
IIpon3BoACTBEHHAS : MNB/05/263 e = : JITT-Ne(006398)-(PT"-RU)

omep PY

Januensis Ne

| Analysis performed according ND / ARanu3 npoaeneu 1o HA: J11- .N‘o(006398)-(PF RU)- 310724

Page 4 0f7/Crp. 4 m3 7

| Individual unidentified 0.03%
impurity / Emvnvynas .
| HeMIeHTHOHUUMpORaHHas Not 0more than 0.20%; / He O6onee
NpUMech 0,20 %;
EAp— e f
 Total uPp urities / Cymma 2o Not more than 1.5 %; / He Gonee 1,5 %o;
| npumeceit
[7 Uniformity of dosage units / i The Acceptance Value (AV) sho_u_ld_be_I
OanopoaHOCTE 12 less than or equal to 15.0. / Ilokazarens
J03HPOBAHHA ’ npuemiieMocTd (AV) nomxeH ObITh He
6onee 15,0.
8 | Microbiological purity* / Muxpo6uosiornmeckan uucrora*
a) Total Aerobic Microbial NA | Not more than 10° CFU/g. /
Count / OG6wee u4Hcho He 6onee 10* KOE/T.,
KU3HECTIOCOOHBIX  a3pOobHBIX
MHKPOOPraHU3MOB
| b) Total Combined Yeast and NA Not more than 10? CFU/g./
moulds count / O6uicc 4rcno He 6omnee 102 KOE/r.
OPOXOKEBBIX M [LIECHEBBIX
rpubos
y Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Iipumeuanne: [IponykT coorBeTcTRyeT TpeboBanuam HJY 3axkaouenne: OJJOBPEHO
Prepared by / 7 | Checked by / Approved by: Manager/Executive /
IMoarorosneHo: Pravesh Rana {* | IIlpoeepeno: Rama Kart Onotpeno: Menexiep / Pw\osonmenb
' Amit Kumar '\ .
P R0%
Date/ Date/ v |Date/
Jara: 26.07.2025 Hara: 26.07.2025 Hara: 26.07.2025

Remisze rod Qiticer 8-3: 5037, Road N 3. Banjars Hills, il
Tel 181 10 4909 2900, Fav: +81 &
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CERTIFICATE OF ANALYSIS

1 R e L o
L&3207alonas «uiG

CEPTHIMKAT AHAJIM3A

" Product ; Nisc® (Nimesulide) tablets 100 mg

| Hpoavky: Haiiz® (HMMCC)’J‘IHH) Tabnerkn, 100 mr

Market / PpIHOK

. Russia / Poccus

2500000 tab /

Batch No / . Batch Quantity /
Cepna Ne  N23014S Paimep cepin * 2500000 Tab
Analytical Report No/ . 040003019160 Date of Analysis/ . 56479025
Aganyruaecknii oraer Ne Jata apaanza =
Date of Manufacture / - 07/2025 Date of Expiry / . 06/2028
Jara nponzsofcTBa T'oaen no

| Mfg. License No. / T .
IIpon3BoaCTBenHRAs . MNB/05/263 i e . JITI-Ne(006398)-(PT-RU) |

omep PY

Aaunenzus Ne

Analysis performed according ND / AHaju3 npoBegen 10 HI: .

TI1-Ne(006398)-(PT - RU)-310724

¢) Escherichia Coli

onpeneJicHHe

9 | Assay / KonmecTBenmnoe

NA

 99.6 mg/99.6Mr

10 | Packaging / Ynakoska

| 10 tablets in a PVC/aluminum
blister. 2 blisters and a package
leaflet in a carton. / ITo 10
Tabnerok B [IBX/amoMuHueBoM
6nmctepe. [To 2 6nucTepa BMecTe
C JIACTKOM-BKJIAZBIIEM B TA4Ky

KapTOHHYIO.

Page Sof 7/ Crp. S 3

Shall be absentin 1 g. /
OtcyreTeue B 1 T

90.0 to 110.0 mg of CizHizN20sS
(nimesulide) per tablet. / Or 90,0 no
110,0 mr CpsHpN> OsS  (Humecynna)

B TabneTke. S . —
10 tablets in a PVC/aluminum blaster. 1,
2,3 or 10 blisters and a package leaflet in
a carton./

Ilo 10 Tabnetok B [IBX/amoMunneBom
6rmcrepe. Ilo 1, 2, 3 unu 10 6auctepon
BMECTE ¢ JIMCTKOM-BKIIAABIIEM B MAYKY
KapTOHHYIO.

s .

* _ 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 eertificate of analysis /
* - AHanu3 o nokasateno «MHkpobxonorHieckas YHCTOTa» MPOBOAMTCS [POM3BOAUTENEM IPH  BBIIYCKE
HepHoAr4eckH (C MHTEpPBAIOM OJHO HembiTaHKHe Ha 20 cepHii Mnu He mMeHee 1 pasa B ron). [NokasaTens MoxkeT 65T He

BlutroueH B CepTHOUKAT aHANH3a (UPMEL

Remarks 1 The Product confirms to ND/

‘IIpumeuanne: [IpogykT coorBeTcTBYeT TpeboBanusM HJT

Conclusion : APPROVED/
3akaoyenne: OOBPEHO

Prepared by /
IToarorosnedo: Pravesh Rana

{

Checked by/
IIpoBepero: Rama Kant

Approved by: Manager/Executive/
Onobpeno: Menemxep / PykoroauTens
Amit Kumar /\ &

) I

Date/

Jlara: 26.07.2025

A0
Date/

Hara: 26.07.2025

Date/ ;
JHara: 26.07.2025

38 o 2 o Hills,




Dr.Reddy’s ‘_‘:’.

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHATIH3A _ “ _

[Product : Nise® (Nimesulide) tablets 100 mg
Ipogyxr: Hav'® (Huecy.ma) Tabnetku, 100 mr .y
ql\_llﬂrkel-.'-/-i’blﬂ()l( : Russia / Poccus - P
Batch No/ : Batch Quantity/ 2500000 tab /
Cepusn No B Paamep cepsm 2500000 Tab
Analytical Report No / e a0 Date of Amalysis / . . 075006 o
AMaJIHTHYECKHH oTyeT Ne | fAaTa anannza ! i i T
Date of Mapufacture/ - 0772025 Date of Expiry / . 06/2028 i
| Mara npoW3BoAcTBa Topnen no =
| Mfg. License No./ = = |
| XIpon3BoACTBEHHAS : MNB/05/263 , m::’;;e“/ : JIM1-Ne(006398)-(PT"-RU)

muewss N = = : =
_Analysis performed according ND / Ananuz nposenen no HJI: JITI-N3(006398)-(PT-RU)-310724 ;

d s wiis _ Page60f7/Cmp.6m 7
API pame (INN) / Haymenosanne A®C (MHH): | ) Nimesulide / Humecynna '

L I - -
API manufacturer batch uumber / NMS/125030240, NMS/125030251
| Homep cepun nponssoautenn ADC: -
FP Manufacturer API Batch number /
Homep cepun cyGeranumn NpPOH3BOAHTEJIA rJId: |

FESA00193, FESA00226

API Manufactured by & country/ ‘ Aartt Drugs Limeted / Aaprtu Jparc Jimuten
IlponssoantearA®C, cTpana: I |
| |

A s S = =i, ﬁeddy's Laboratories Ltd., India, Formulation Unit-6, |

| Name, address, authorization Ne for FP Vill. Khol, Naiagarh Road, Baddi, Distt. Solan (HP)
manufacturing site / Control site / Release site / 173205, India (license No MNB/05/263) /
HAMEHUBUAHNE, diped, JIMUEH3AN 1 1 p Fopmire Jlabopatopuc Jita, Huans,
IIpoussoacreeHHan miomanka / Ilaomaaka ITpounsBoacTBeHHOE MoApa3aeneHue-6, Bunn. Kxons,
KoHTpo.an kadectsa / Ilgomanka Beimycka Hanarapx Poyg, bamm, Juctpukr Conan, X.IL, 173205,

| Hnnua (nmumensus Ne MNB/05/263)

Declaration ot certificahon: «l hereby certity that the above intormation 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

Remarks : The Product confirms to ND/ Couclusion : APPROVED /
IIpameuyanue: IlpoaykT cootBeTcTBYeT TpeGoBanuam HJJ 3axmovenune: OJJOBPEHO
Prepared by/ / | Checked by/ Approved by: Manager/Executive /
INoarorosneHo: Pravesh Rana J‘ ITposepeno: Rama Kant OnobpeHo: Menemxep / PyxkoBoauTe s
-k‘ Amit Kumar s

” M"‘" Y A
Date/ Date/ \ Date/ !
Hata: 26.07.2025 Nata: 26.07.2025 Hara: 26.07.2025




Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS
e " CEPTHOWKAT AHAMIBA
| Product: Nise® (Nimesulide) tablets 100 mg

Mpoaykr: Has® (nwccynun) Tabnetin, 100 Mr L B

Market / PbiHOK . Russia / Poccus

Batch No / : Batch Quantity / 2500000 tab /

Cepust No - ¥ VOIS Paanstep cephin * 2500000 Tab

Analytical Repctrt No / . 040003012160 Date of Analysis / . 26.07.2025

AHaapTHYeCKHit 0TYeT Ne Jara amaianza ¥

Date of Manufacture / . 07/2025 Date of Expiry / 06/2028

Hara nponsponcrea Togen xo ] ~

Mfg. License No. / MA ber:/

[pon3BoacTBeHHAasn : MNB/05/263 e : JITI-Ne(006398)-(PT"-R U)
omep PY

Junen3ns Ne

e, - 1

iﬁlalysis performed according ND / Auanuz nposeacn mo HUIL: JITI-N2(006398)-(PT-RU)-310724 |
Page 7 of 7/C1p. 7 m3 7

the importing country. Production, packaging and testing records are verified and their compliance with Good
Manufacturing Practice of the Eurasian Economic Union is established».

3akaouenne o cooTBercTBHN: «HacTosmMMm s NOATBEPXIAl0, 4TO [pUBEAEHHas Bblle HHOOpPMALMs ABASETCS
[JOCTOBEPHON ¥ TOYHOH, JTa cepHs NPOAYKUWH NPOM3BEEHA (BKIIFOYAS YIAKOBKY (MADKHPOBKY) M KOHTPOJIb Ka4ecTRa)
Ha BbIIIEYKA3aHHON NPOU3BOACTBEHHOMN IUIOLIaAKe (IomaaKax) B MOJHOM COOTBETCTBHM ¢ TpeboBaHuaMU [Iparun
HazaJiexailed MpoH3BOACTBEHHOH mpakTuku EBpasuiickoro skoHomHueckoro cotoza (Ne GMP/EAEU/RU/00554-2022
dt. 23 July 2022) n TpefoBaHMAMH KOHTPONS KadecTBa JIEKAPCTBEHHBIX CPEACTB, a TalOke B COOTBETCTEMM CO
CTIeINPUKALIMAMY, CONEP!KAIMMMHCA B PETHCTPALMOHHOM [OChE CTpaHbI-WUMIOpPTEpa. 3alucH NO POH3BOACTRY,
YNaKoBKE M aHAIM3y IIPOBEPEHBl, M YCTAHOBIEHO WX CcooTBeTcTBHE TpeGopaHusaM [IpaBun Hapnexaruei
[IPOM3BOACTBEHHOM IPAKTHKM EBpa3yH CKOIO 3KOHOMHUYECKOr0 COK3a.

| Remarks = The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeganne: [Ipoaykt cooTeercTByeT TpeGosanuam HIT 3axmoyense: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IoxaroToeneno: Pravesh Rana /f? Hpogepeno: Rama Kant Opobipeno: Menemiep / Pykosoanresns
m Amit Kumar /\,,, i
— g AN
| Date/ - | Date/ \ Date/ -
Hara: 26.07.2025 Hata: 26.07.2025 Jata: 26.07.2025
e pisterad Officens-2-23%, Rond No 3, Sanjura Hils, Hyc B, Telangana, indin
fel: 481 40 4900 2200, Fasn + 5 49100 2939 ey oddys.con

CiM: L85195AP1E848




