
r. eddy's 

C 

Product: Nise® (Nimesulide) tablets 100 mg -
J_I 0;1 'h"T: Haifa® ! RHMec .1 IJl) iaG.iH:Tt-.:H. 100 Mr 
Market/ Pb11toK Russia / Poccm, 

Dr. Reddy's Laboratories Ltd, 
Formulation Unit-6 
Viii. l(hol. Nalaearh Road, Baddi, 
Oi~tl Solan, I LP, 173 205, INDlt\ 

Batch No/ V
2501986 

Batch Quantity/ 50,00,000 tab/ 
Ce JUI .N'!! PaJ!\1e cc 1111 . 0,00,000 n6 

Analytical Report No/ 
040003125902 

Date of Analysis/ l3.10_2025 
i---A_u_a_JJ_H_T_H_'l_e_c_K_11_u_o_T_'l_e_T_ N_!! _________ ____ +--_,_a_1_a_a_1_1a_ JJ_ H_la - - --------------1 

Date of Manufacture/ 
0912025 

Date of Expiry/ 
ro,'J,Cll AO 

08/2028 

Mfg. License No./ 
IJ pOH'.JBOl(CTBCHHaH 

.r111~e11311H .N'!! 

: MNB/05/263 

----------------- --
MA number:/ 
HoMep PY 

: JHI-N!!(006398)-(Pf'-RU) 

An a I y sis performed according ND I Anamn nponel(eH no Jm: JIU-N2(006398)-(Pr-RU)-240725 
Artworks approved:/ MaKeTbl ynaKOBKH yrnep;ieJJ.eHbl: 24.07.2025 
PL a ro\'ed: / JIB '}'Bl' ;iv1en: 28.01.2025 

Page 1 of 6 / L -rp. 1 113 6 
.N'!! Test/ IloKa3aTe~1h Result/ PC3yJILTRThl Specification / Hop11-ta 

1 Appearance / Om1ca1rne Yellowish white round biconvex Yellowish white round biconvex tablets 
tablets with smooth surface. / 6enblc with smooth surface. I 6cm,re C 
C )f(CJJT0BaTbIM 01TCHKOM Kpyrnbie )KCJIT0BUTblM OTICHKOM 1cpyrnLIe 
.[(B0SIKOBbITIYKJTblC Ta6JICTKH C JlBO.llKOBblnYKJible Ta6JTCTKII C rna)lKoH 
rna)].KOH noacpxH0CTblO. nosepXllOCTblO. 

2 Identification/ The retention timr: of the mrdn pr.;, k- in Th~ r~tf!ntion time of the main peak in the 
l1JleU't'Uft,UKlii.-1rn l11e d11u111~lugtdu1 ui' lt!.l 1,uJ ulilJII d11·om11to~m,, of font nolution ohoi.dd 

corresponds to the retention time of correspond to the retention time of the 
the main peak in the chromatO!,'l"arn of main peak in the chromatogram of 
nimesulidc reference standard nimcsulide reference standard solution 
solution. I BpcM.ll y)].eJrnurnamrn (section Assay). / BpeMn y.nep)l<I-IBaHH.ll 
OCHOBHOJ"0 IIHKa Ha xpoMaTorpaMMe 0CH0BH0ro nJiKa Ha xpoMaTorpaMMe 
J,fCllblT)'CMOrD pacTBopa 11cn1,ITyel\10ro pacTBopa )].0JDKHO 
C0OTBCTCTBYCT speMCHl1 COOTBeTCTB0Ba'J'b BpeMCHH )',[(Cp)f(l-fBaHHSI 
y.n.ep)f(HBaHH.ll OCHOBHOTO UHKa Ha OCHOBHoro llHKa Ha xpoMaTorpaMMe 
xpoMaTorpaMMe pacTBopa pacTBopa CTaHJJ.apTHOro o6pa3Qa 
CTaH,ll.apTH0ro 06pa3~a HHMCcy;m,n.a. HHMecynHJJ,a (pa3.ne11 «KonH4ecTBeHJrne 

onpe.neneHHe» ). 

3 A vcrage weight and Complies / CooTBeTcTByeT 310 mg±5.0 % 
uniformity of weight / 

310.l mg/ 310,1 Mr 18/20 tablets - not more than± 5 % 

Remm·k : The Product confirms to ND/ Conclusion : Al'.l'ROV JW I 
np11MC"l81Ule: f1pOll)'h1' CO(lTl)eTCTB}'CT TJ)COOD.IIIIIAM HA 3a1,mo•1c1111c: 0).tOiiPEHO 

Prepnred by I 
0 ArOTOD,tCUO: P1;:w ·h 
Rana f 
Dn1c / 
,l\aTa:13.10.2025 

Chee! •d by / Cbc?Ckcd by (AQA) I Approved by: Quality Assurance/ Authorized person 
rTpoa pcHo: Pardeep rtpon pemi (AOK): I O,l{o6peno: O6ecnc•1en11.e 1<a11ecTea/ TBeTcT!'leHH( e 
Kumar Amit Kumar .n11no: { ~ ' 

I 
.- ,. __ ..,.,., 

l,Da1c/ Dau.• I 'Dote I n i,:; :~✓..: ~, \ 

1~n;-a: 13.1().2015 }l:.rra: 13.10.2025 ,Un-rn: 

Registered Office: 8-2-337, Road No. 3, Sanjara Hills, Hyderabad - 500034, Teiang.ina, lncii~ 
Tel: ,9140 4900 2900, Fax; +9140 4900 2999, Email : m~il@drrcddys.com 

CIN : L85195AP1984PLC004507 
www.drreddys.coin 
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Dr. e dy's 

Product: Nise® (Nimcsulide) tablets 100 mg 
n 11, tri-;1; Haih® (IIIIMCC) JlfJI) Ta6JJCTKH. 100 Mr 

Market/ Pbrnorc Russia / Poccu.11 

Batch No/ .: .;, 

tical Report No/ 
'J'.ll•recKHH OTIJeT N2 

anufacture / 

V2501986 

040003125902 

Dr. Reddy's Laboratories Ltd 
Form ulalion Unlt-6 
Viii. Ii.ho!, Nalagarh Road, Baddi, 
Distt Solan, H.P .. 173 205, li!DI/ 
Tel: +91 92166 56001-02 
wv-1w.dr,eddys.com 

Batch Quantity'/, 
P:Oi\lC cc HH" 

Date of Analysis / 
aTa anaJJH3a 

Date of Expiry / 

50,00,000 tab/ 
50,00,000 Ta6 

13.10.2025 

09/2025 
1
...,_,_8_Ta_• _11~0_11_3_8_,0tJ._,_' C_T_P_n _ _____________ ---l r__,o}l...;..e_1_1 --"._IJ ___ _ 

08/2028 

Mfg. License No./ 
IIpoHJBOtlCTBe11HaJ1 
Jlf~Clfllfll N!! 

: MNB/05/263 
MA number:/ 
HoMep PY 

JITI-N!!(006398)-(PI"-RU) 

Analysis performed according ND/ AHaJJH3 npose.neu no 1-1,l(: Jill~ !!(006398)-(Pr-RU)-240725 
Artworks approved:/ MaKCTbJ ynaKOBKH yTBep~eHLI : 24.07.2025 
PL n , ,roved:/ JIB ·1 ec n\/1 •11; 28.01.2025 

Pal'c 2 of 6 I C t r> 2 H3 6 
Cpe.QHHH Macca u 2/20 tablets - not more than± l O %. / 
OtlllOpO,IUIOCTb MaCCLI 3]0 Mr± 5,0 % 

18/20 w6neToK - He 6011ee ±·. 5 % 

2/20 Ta6neTOK - He 6011ee ± 10 %. 

4 Dissolution / Unit-1 / Ta611.-l 97% Not less than 75 % (Q) of label claim of 
PaCTuopenHe 

Unit-2 / Ta6n.-2 96% 
Cl3H12N205S (nimesulide) in 45 min./ 
He MC!lee 75 % (Q) OT HOM11HaJlbHOro 

--
Unit-3 I Ta611.-3 96% co/\Cp)l(a111u1 C1,1l-l12N20sS (H11Mccy1111)~) 

Unit-4 I Ta611.-4 96% 
4epe3 45 MHII. 

Unit-5 I Ta6J1.-5 95 % 

Unit-6 / Ta611.-6 97% 

5 Water /Bo~a Not more than 6.0 %. i He 6onee 6,0 %. 

2.8 % 

Remarks : The Prnduct confirms to ND/ Concl11 ion : APPROVED / 
Op11Me•1au11e: l1po11y1,T cooTBeT1:rnyeT TpeooBOHll.8M H)J. .3:11m1o'lcn11c: 0 .lf.06[ EHO 

Prepur.::d by/ Checked by/ Checked 15y (AQA) / Approved by: Quality Assurance/ Authorized person 
flo.uron1e,'1 no: r ve~h 
Rann 

Date/ 
)J.aTa: 13. 1 0.2025 

nposepeno: Pardeep npoaepeH0 (AOK): / OL106pe110: O6ecneqenHe Ka•1ecTBa/OTneTCTBe1-moc 
Ku.nrnr Amit Kumar 

" 
mmo: ., 

~ ,\ fr1 

' 
_., 

ID::i.lc/ Date/ IDat / 1"),- !l', J-<.'i''::-. 
/lll111: 13.10.2025 .l{1nn: 13.10.2025 :J.l:nn: 

Registered Office: 8-2-337, Road No. 3, Sanjara Hills, Hyderabad - 500034, Te:angana, India 
Tel: +91 40 4900 2900, Fax: +91404900 2999, Email: maii@drreddys.com 

CIN:L85195AP1984PLC004507 
'NWW._~rreddys.com 
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Dr. eddy's ,. 
• . 

CERTJFICATE OF A 
·1 PHl<l HKAT 1-1 - -----

Dr. Reddy's Laboratories Ltd 
Formulation Unit-6 
I/ill l<hoL Nalagarh Road, Baddi, 
Dim :iol,111, H.P .. 173 205, INDI;\ 

wwv1.d1 ,2cldys.c:orr. 

Product: Nise® (Nimesulide) tablets 100 mg 
-

IIpoJIVK"I': Hath® ( HHMec Jlli.U.) Ta6nerK11, 100 Mr 

l\farkct / PblllOK Russia / Poccm, -
Batch No/ 

V2501986 
Batch Quantity'/ ; .50,00,000 tab / 

Cef}lrn .N'!! . PaJMCP cepn n 50.00,000 Ta6 
Analytical Report No / 

040003125902 
Date of Analysis / 13.10.2025 

A1rnmnu11ecK11ii OT'JCT .N'!! J[aTa anaJJma 

Date of Manufacture / 
09/2025 

Date of Expiry/ 
08/2028 

llaTa npoHJBOJJ.CTBa ro..u.cn AO 
Mfg. License No. / 

MA number:/ 
Ilp0113DOJJ.CTBCHH8ff : MNB/05/263 

HoMep PY 
: JUI-NQ(006398)-(Pr-RU) 

JJHllen:msr .N'!! --
Analysis performed according ND/ Aua.11113 npose~eu no H)]:: JIIl-.N'2(006398)-(Pr-RU)-240725 
Artworks approved:/ MaKe'J'bl ynaKOBKH :rrnep)K!leHbr: 24.07.2025 

...!_'L a~oved: / JIB vrnepifmeH: 28.01.2025 

P:igc 3 of 6 / Cn,. 3 1n 6 -6 Related substances / Po.11:cTeeunble npnMecu 
---

Impmity A / rip11Mec1, A 0.01 % Not more than 0.20%; I He 6onee 
0,20 %; 

Impurity B / Ilp11Mec1, B 0.03 % 
Not more than 0.20 %; I He 6onee 
0,20%; 

Impurity C I ITp11Mec1, C Not detected/ 11e o6uappKctta 
Not more than 0.20%; I He 6onee 
0.20%: 

Below LOD (LOD ""0.0049%) / 
Not more than 0.20%; I He 60J1ee 

Impurity D / ITpHMCCb D H1rn<:e npe.a.eHa 061-iapy)KeHHR (ITO= 
0,20 %; 

0.0049 %) 

Not than 0.20%; 
, 

He 6o_r1ee 
Impurity E / IIpHMecb E Not detected / He o6ttapy')Ketta 

more I 

0,20%; 

Impurity F / rip1111.1ec1, F Not detected/ He o6ttapy)KeHa 
Not more than 0.20 %; I He 6011cc 

0,20 %; 

Individual unidentified 
impurity I E,n:I•fHH tfHa.11 

0.04% 
Not more than 0.20%; I He 6oJlee 

He11~eHTH!pHUHpOB8HHaJI 0,20 %; 
npH.MeCb 

Remarks : The Product confinns to ND/ Conclusion: APPROVED/ 
ITpHMC'f3HHC! Tipo_1!yKT C00T.Be'TCTByeT rpe6osaHH.IIM H,[( 3aKJ110•1e11Hc: 0,ll:OEPEHO 

Pn;pared by/ Checked by/ Checked by (AQA) I Approved by: Quality Assurance/Authorized person 
no.!l.rO"TOBJICIIO: Pravesh 
Rana ,f 
Date/ 
J.J,arn: 13.10.2025 

n poacpeno: Pardccp nponcpc110 (AOK): I Oii:06pe110: O6ecne'Ie1rne Ka'iecT13a/OrneTcTseHHoe 
Kumar Amit Kumar "' nm.to: 

trff ~ t-- -/ . 

ll~ ;ate/ Date/ 
IITO: 13.10.1015 )J.aTa: 13.10.1025 :)la:ra: 

!Date/ tl- tc · J,.,__,;,.( 

Registered Office: 8-2-337, Road No. 3, Sanjara Hills, Hyderabad 500034, Te,angana, lnciio 
Tel: ~9140 4900 2900, Fax: +91 40 4900 2999, Em.iii: mail@drreddys.com 

CJN: L85195AP1984PLC004507 
www.drreddys.com 
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r.Reddy's 
Dr. Reddy's Laboratories Ltd 
Formulation Unit-6 
Viii I'.hol .. M?.l:ig.irh Ro,1d. Baddi, 
Distc Soliin, H P .. 173 205, INDI~\ 

CERTffICATE OF ANALYSIS w1v•-N.u rre0r,vs.corr. 
CEPTil«:l>HKAT AIIAJ1 J,J3A 

Product : Nise® (Nimesulide) tablets 100 mg 
Ilpo1rncr: Haib@ (m1Mecym111.) rn6nen :H, 100 Mf' 
Market/ P1.,rnoK Russia/ Poccw1 

Batch No/ 
V250l986 

Batch Quantity/ so,oo;ooo tab 1 
CeonR }f!? PaJ11r1cp ccp ,m • 50,00,000 nt6- •··, 

Analytical Report No / 
040003125902 

Date of Analysis / 13.10.2025 
AuaJ1nTn11ecK11n OT'ICT .N'!! )(aTa a11aJ1u3a 
Date of Manufacture / 

09/2025 
Date of Expiry / 

08/2028 
)(a-ra npoHJB0JJ;CTBa ro,.-eu ~o 
Mfg. License No./ 

MA number:/ Ilpo11JBO~c1·nen11asr : MNB/05/263 : Ill I-N2(006398)-(Pr-RU) 
mu•eHJnn N!! 

J HoMep PY -Analysis performed according ND/ Amunn npose1•c11 no JI)(: JIII-.N'!,(006398)-(Pr-RU)-240725 
Artworks approved:/ MaKCTbl ynaicoBKH yrnep,KJ.1;eu1.,1: 24.07.2025 
PL aooroved: / JIB yrnep,t<J\eu: 28.01.2~ 

Pa QC 4 of 6 I CT . 4 113 6 
Total impurities I CyMMa 

0.07% Not more than 1.5 %; / He 6oJiee 1,5 %; 
np11Mecei:i 

7 Uniformity of dosage units The Acceptance Value (AV) should be 
I Oi.11opo~11ocT1> 4,3 

less than or equal to 15.0. / IloKa3aTc111, 
:.o3Hp0B3HIISI npMel\-tJieM0CTU (AV) ,nom1<en 61,1Tb He 

6onee 15,0. 

8 Microbiological purity*/ M11Kpo6110J1or11•1ec1rnn •tHCTOTa* 
-- - --- ·- - Not more th~~ 10·1 CFU/g. 

···'""'"'"""""' 

Total Aerobic Microbial NA 
Counl I O6u.1ee 'fHCn He 6o!lee 1 O] KOE/r. 
>J<r13Hecnoco6H 1,1x 

83p06Hb!X 

MHKpoo pro1-1H3MOB 

-Total Combined Yeast and NA Not more than 102 CFU/g. / 
moulds count I 06n~ce He 6onee 102 KOE/r. 
<mc,10 J.\PO)K)KCBbIX n 
rmecttel!blX rpM6os 

Escherichia Coli NA . Shall be absent in 1 g. / 
Orcyrcrn1-1e B 1 r. 

9 Assay/ lfoJ111qecTseuuoe 97.7 mg/ 97,7.Mr 90.0 to 110.0 mg of C13H12N2OsS 
onpe,!leJJeHne (nimesulide) per tablet. / OT 90,0 JlO 

~rks : T
0

he Product confirms to ND/ Conclusion : APPRO\ EO / 
Ilp1111u~•rn1111c: npo,llylIT C00TilCTCTByeT TJ)C600.11iHJiM H)J. :11.'JllO'ICHIIC: 0,l{06PEHO 

Prepanid by/ 
no1u·orowwHo: Pravesh 
Rnnn 

1 , 

Date / 
it,rra: 13.10.2025 

Checked by/ Checked by (AQA) I Apprnvcd by: Quality Assurance/Authorized person 
npoecpt'!!O: Pardeep Tipooepeuo (A0K): I Ot1.06peno: 06ecne'leHwe K"d'lecw,t/OrneTCTBeH11oc 
Kumar Amit Kumar 

{ 
IJJIIUO: ~r =-f::-. I -J .,,.,. 

Dmc / I D0tc / 

1
1D,uc / I 7 · ! c' ;~ 1,( 

ll,ar.i: l J . I 0.2025 )lara: 13.10.2025 :,[l:rr.t: 

Registered Office: 8·2-337, Road No, 3, Bunpra Hills, Hyderabc:d - E:0003<!, Te,anguna, Indio 
Te! : 1-91 40 4900 2900, Fax: 1-9140 4900 2999, Email: milil@drrnddys.com 

CIN: l 85:19SAP1984Pl C004507 
www.drreddys.com 

I 



r. e dy's 
Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Vi!/. 1(110/, N<1l,Jgarh Road, Baddi, 
Dlstt. Solc1n, H.P., 173 205, INDIA 

CERTIFI ATE OF' ANAL J Tc:t. ;-S:i. s~~i.GG 5G001-G:.> 
www.tl1reddys.co1r. 

------=t=T=.r._;_r="='1=>1~11~· \ L lL.:'l . ..,1,.,n=-\=-------
I'roduct: Nise® (Nimesulide) tablets 100 mg -

fipo vi,; r: ffaih® (1111Mec 1n ...:;l-flt:;.:)L'T_a_6_n_C'_r-'-KJ,1-"''-l_O_O_M_r_· ----------------------- --! 
·Market/ PbJHOK Russia / Poccru1 
Batch No/ 

V2501986 
Cc 1m N!! Pa:1Me ce UH 

---------------------1-;::..;..;;___,;... 

Batch Quantity/ 

Analytical Report No/ 
040003125902 

Date of Analysis/ 
AnaJJHTHlfeCKHH OTlfeT .N'!! .ZI.aTa anaJJnla 

Date of Manufacture/ 
0912025 

Date of Expiry/ 
llara n ou1BO,llCTBa I'o.!leH JlO 

Mfg. Licen c No./ 
MA number:/ 

llpoH3B0,!lCTBeHH8H : MNB/05/263 

50,00,000 tab I 
50 00 000 Ta6 

13.10.2025 

08/2028 

: JJTT-N!!(006398)-(PI'-RU) 
HoMep PY 

Jlltl(eff3HJI .N'!! ___ _ 
Analysis performed according ND/ AnaJ1Hl npone,!len no im: JIII-.N'!!(006398)-(PI'-RU)-240725 
Artworks approved:/ MaJCCThl yna,coBKII yTBep~em,1: 24.07.2025 
PL a roved:/ JIB vne • • en: 28.01.2025 c--..:.__:...:....:..c.:_.:_.;__ ________________________ _ 

Pnl!.c 5 of 6 / Grp. 5 113 6 
110,0 Mr C11H 12N~OsS (HHMCC)'JHl.ll) 

n Ta611eTKC. 

10 Packaging/ YnaKOBKa 10 tablets in a I>VC/aluminum blister. 10 tablets in a PVC/aluminum blister. 1, 
2 blisters and a package leaflet in a 2, 3 or 10 blisters and a package leaflet in 
carton. I ITo 10· Ta6JJeTOK B a carton. I ITo 10 Ta6JTeTOK B 

TIBX/ruJIOMHHHeBOM 6nHCTepe. no 2 TTBX/amoMHHHeBoM 6mtcTepe. ITo 1, 2, 
6JTHCTepa BMCCTC C JIHCTKOM- 3 MJll:1 10 6m1cTepOB BMCCTe C Jll1CTKOM-
BKJI8,!l.blllieM B na'!KY KapTO!clHYIO, BKJla,11,bIUICM B na'!KY KapTOHHyto. 

_4.,!M,Ull, 

* -The test for Microbiological Purity is periodically pcrfomied by the manufacturer at release (with an rnterval o one 
test per 20 batches or at least once per year). The test may be absent from the Company's certificate of analysis./ 
* - AHaJIH3 no IlOKa.3aTemo «MHKpo6HoJTorHqecKrui: '-!HCTOTa>> npOBO,!l;HTC» npOH3B0l{lITCJ1eM np1:1 BbITTYCKC 
rrepH0,!1;111.{CCKH (c HHTepBMOM O)];HO MCilbl'raH11e Ha 20 cepHH HJIH HC MeHee 1 pa3a B ro.n). I1oKa3aTeJTb MO)l(eT 6b1Tb He 

BKJIIO'l.eH B C'cpTH<JnrnOT aH8.JU13a <111tr>Mhl 

API name (INN) I HanMeHoBauue A<l>C (MHH): Nimesulidc / HHMecynu,a; 

API manufacturer batch number/ 
NMS/125050453, NMS/125050455 

HoMep cepuH npon3BOJlHTeJIH A<l>C: 
FP Manufacturer API .Batch number/ 

FESA00312, FESA00313 
HoMep cepnu cy6cTaHQHH npOU3BO,llHTeJIR r JI«I>: 
API Manufactured by & country/ 

Aarti Drugs Limeted / Aapm ,[(pare JlHMHTe.u; 
Ilpon1Bo,u11TMh A<l>C, cTpaua: 

Remarks: The Product confirms to ND/ Conclusion : APPROVED/ 
IIpnMettairne: npo.!lyKT cooTBeTcTayeT Tpe6ooamun,1 H,U 3aKst10'le1me: O,UOBPEHO 

Pr pared by/ 
lloitroroBJI Ii : Prn e h 
Rnna ,j 
Onie/ 
J:{ina: 13. l 0.2025 

Chi!· k\!d by / Cbcckcd by (AQA) / Approved by: Quality Assurance/Authorized person 
TTpouepc1,10. Pardeep llpoei.:pcuo (AOK): / O.uo6peuo: O6ecrrette1-111e xaqecwa/OTBeTcToe11Hoe 
Kumar Amit Kumar \ rumo: F ~ I 

,,,,.. 
/ 

Date/ Dnt / 'Date/ l 7 ~ / t: " ;,1• ~ ~ 
A";:ir.i: 13. 10.2()'.!.5 .l(ara: 13.10.2025 )J;irrn: 

Registered Office; 8-2-337, Road No. 3, Sanjara Hills, Hyderabad· 500034, Te,angana, India 
Tel: +91404900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
v,.-ww.drreddys.com 
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Dr.Reddy's 

:::----- ----------____;_cfl PI ~ ltl>llh .- I \H 
Product : Nise® (Nimcsulide) tablets 100 mg 

Dr. Reddy's Laboratories Ltd 
Formulation Unit-6 
Viii. l'.hol. ~l,d~g;irh Road, Baddi, 
Dic-tt. Solan, H.P, 173 205, /NOIA 

II 0/Q'"-r: Hatb® (m1 Mecym1.A) rn6neTKl1, 100 Mr .;.:__------~------------------1 
Market/ Pbmoi. Russia/ Poccw1 
Batch No/ 

V2501986 

040003125902 

Batch Quantity / 
Pa:iMe ce 1111 -

50,00,000 tab/ 
50,00,000 Ta6 

13.10.2025 Analytical Report No/ 
AuaJ111..-11"1eCKHH op1eT .N'!! 

Date of Manufacture / 

Date of Analysis / 
):{a1·a a11am13a .;,;;_ ______________ _ 

Mfg. License No./ 
IlpoHJBOACTBCHHaH 

Jllf[lCR31l11 .N"!! 

09/2025 

: MNB/05/263 

Date of Expiry/ 

MA number:/ 
HoMep PY 

08/2028 

: JITT-N~(006398)-(PI'-RU) 

---------
Analysis performed according ND/ Ana.rmJ npoBet(eu no 11,ll;: JilI-.N'!!(006398)-(Pr-RU)-240725 
Artworks approved:/ MaKeTbl ynaKOBKH yrnep~e111.1: 24.07.2025 
PL :i ro ed: I JIB e a..n; a: 28.01.2025 

Pa c 6 of 6 / CT . 6 113 6 

Name, address, authorization No for FP 
manufacturing site/ Control site/ Release site/ 
HaHMeuosa1me, a,7J:pec, a1HQCH3IIH .r..TIH 

Ilpon3eoi.cTsennaH n;101'-a1-u.:a / IlJiomai.Ka 
KOIHpOJlH 1Ca•1eCTBa / HJiomaJJ,Ka BhmycKa 

• Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, 
Vill. Kho!, Nalagarh Road, Baddi, Distt. Solan (HP) 

173205, India (license No MNB/05/263) / 
LJ:-p Pe.n,nH'c Jla6opaTOpHc Jhp,., 1111,n.1-i.11, 

TTpo11JBOJ~CTBCHHOe no,u.pa1.neJJemte-6, 81urn. Kxo11b, 

Hru,arapx Poyp,, Ea,n,ntt, ,TlHCTpliKT ConaH, x.n., 173205, 
Mu,nHR (nHuem1rn N~ MNB/05/263) __ _._ ______ _ 

Declaration of cerlilicaliun: «I hen:by 1.:talify lhat llie above i11fonnation is authentic and accurate. Th.is batch of 
product has been manufactured, including packaging/labeling and quality control at the above.-mentioncd site(s) in full 
compliance with the GMP requtrements of Lh Eurasian Economic Union and requirements to the medicinal quality and 
with the specifications in the Marketing Authorization dossier of the import.ing country. Production, packaging and 
testing records arc verified and their compliance with Good Manufacturing Practice of the Eurasian Economic Union is 
established». 
3aKJ1JO•re1111e O COOTBeTCTBHH: «HacTOJlll.lHM JI no,uTBep)K.U,aJO, 4TO np11se,neHHaJ1 Bblll.lC 1rncpopr.1auHH JIBJU!eTCJI 

,[{OCTOBCpHOH 11 TO'-lHOH. 3ra cepHSI npo,a,yKUHH npOH3Be;::i:ena (mcmot.Ja.11. ynaKOBKY (MapKHpOBKY) 11 KOHTpOnb Ka<reCTJ~a) 

Ha BblllleyKa3aHHOH npOlf3B0.U,CTBCHHO.H nnOll.laJ];Ke (Moma)lKax) B nOJIHOM COOTBeTCTBliH C Tpe6osaHHl!MH IlpaBHJl 

11a,une)l(awe11 npOH3B0,QCTBCHHOH npaKTl1KH Espa3HHCKOro 3KOHOMH'feCKOro COI03a H Tpe6osa1-1HHMH KOI-ITpOJIR 

Ka"!eCTBa neKapCTBCHHhlX cpe,llCTB, a TalOl<;C B COOTBeTCTBHl-1 co CIJCll,H.q>HKau1-rnMII, co,nepJKaUUIMl1Cjj B 

pen-tcTpal~HOHHOl\1 ,[(OChe CTpaHbl-HMTTOpTepa. 3anHCH no npOH380,[{CTB)', ynaKOBKe Ii aHanH3Y nposepeHbl, H 

yc-raHOBJieHO HX COOTBeTCTBtte Tpe6osaHHJIM TTpaBMJ] _Ha,.'VJC)Kameii npoH3B0.rJ.CTBCHHOll npaKTliKH Enpa3HH.CKOro 

3KOHOMli'ICCIWfO COI033>). 

Remarks.: The Product confinns to ND/ Conclusion : APPROVED/ 
TlpHMC'-faHUe: ITpo.eyKT C00TBCTCTByeT Tpe6oBaHm!M H~ 3nii'JJ'w•reHne: O,IJ.O6PEHO 

Prepared by/ 
Tlo.nroTOBJietto: Pravesh 
Rnna ' 

_,,-/ 
~ 

/ 

Date/ 
;!:{aTil:13. I 0.2025 

Checked by I Checked by {. ) I Approved by: Quality Assurance/Authorized person 
flpoeepe110: Pardeep flpoacpe1 1 (AO!"): / O.uo6petto: O6ecne11ctt11e Ka'lecrna/OTaereTBen11oc 
Kumir 

~ 
Amit Kumar 
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Dote/ 1Dn1e • • llbatc / 
JJ.arr-.i: 13. 1 o.10r :noTa: 13.10.2(),25 ::naTa: 

Registered Office: 8-2-337, Road No. 3, Sanjara Hilb, Hyderabad - 500034, Teiangana, indiu 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: m<1ii@drreddys.com 

CIN: L85195AP1984PLC004507 
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