
•·· Dr.Reddy's ~~• 
Dr. Reddy's Laboratories Ltd. 
Formulation Unit-5 

CERTIFICATE OF ANALYSIS 
CEPTii<l>HKA T AHAJTM3A 

Viii. Khol, Naiagarh Road, Bacidi, 
Distt. Solan, H.P., 173 205, !NOIA 
Tel . +91 981GG 56001-02 
www.drreddys.com 

Product: Nise® (Nimesulide) tablets 100 mg 
Ilpo.i.y1n: Haifa® (HHMecynH,n) rn6neTKH, 100 Mr 
Market / PblHOK Russia I Pocc1rn 
Batch No/ V2502410 Batch Quantity/ 50,00,000 tab I 
CepuH X2 PaJMep cepuu 50,00,000 rn6 
Analytical Report No/ 

040003231482 Date of Analysis / 24.12.2025 
AuaJIHTH"ICCKHii OT"leT .N'!! J(aTa auaJiuJa 
Date of Manufacture / 

12/2025 Date of Expiry/ 11/2028 
J(aTa npouJso.i.cTBa ro.i.eu .i.o 
Mfg. License No./ 

MA number:/ IlpoHJBO.D,CTBeuuaH : MNB/05/263 HoMep PY : JIII-N2(006398)-(Pr-RU) 
JIHQeHJHH .N'!! 
Analysis performed according ND/ AuaJiuJ npoee.D,eu no H,ll;: Jlll-.N'!!(006398)-(Pr-RU)-240725 
Artworks approved: / MaKeTbI ynaKOBKH yTsep~eub1: 24.07.2025 
PL approved: / JIB yrnep~eu: 28.01.2025 

Page 1 of 6 / CTp. 1 HJ 6 
.N'!! Test / IloKaJaTeJih Result/ PeJyJihTaTbI Specification / HopMa 

1 Appearance / Onucauue Yellowish white round biconvex Yellowish white round biconvex tablets 
tablets with smooth surface. I Eenbre with smooth surface. I Eenhre C 

C :>KeJlTOBaTblM OTTeHKOM Kpyrnb1e :>KeJJTOBaTbIM OTTeHKOM Kpyrnhre 

.D,BOSIKOBblilYKJlbie Ta6JJeTKH c .D,BOHKOBblilYKJlbie Ta6J1eTKH C rna.D,KOH 
rna,nKOH IIOBepXHOCTbIO. IIOBepXHOCTbIO. 

2 Identification / The retention time of the main peak in The retention time of the main peak in the 
I,J,u,e11T11 cI>11m1Q1rn Llie dll'omatogram of test solution chromatogram of test solution should 

corresponds to the retention time of correspond to the retention time of the 
the main peak in the chromatogram of mam peak in the chromatogram of 
nimesulide reference standard nimesulide reference standard solution 
solution. I BpeMH y.D,ep:>KHBaHHH (section Assay). I BpeMH y.D,ep)KHBaHHH 

OCHOBHOro IIHKa Ha xpoMaTorpaMMe OCHOBHOro IIHKa Ha xpoMaTorpaMMe 
HCIIbITyeMoro pacrnopa HCilbITyeMoro pacrnopa .D,OJJ)KHO 

COOTBeTCTByeT BpeMeHH COOTBeTCTBOBaTb BpeMeHH y.D,ep)KHBaHHSI 

y.D,ep:>KHBaHHSI OCHOBHOro IlHKa Ha OCHOBHOrO IIHKa Ha xpoMaTorpaMMe 
xpoMaTorpaMMe pacrnopa pacrnopa CTaH.D,apTHOro o6pa3Qa 
CTaH.D,apTHoro o6pa3Qa HHMecynu.D,a. HHMecynH.D,a (pa3.D,eJ1 «KOJ1H1IeCTBeHHOe 

onpe.D,e11ett11e»). 

3 Average weight and Complies / CoorneTcrnyeT 310mg±5.0 % 
uniformity of weight / 

310.0 mg/ 310,0 Mr 18/20 tablets - not more than ± 5 % 

Remarks: The Product confirms to ND/ Conclusion : APPROVED / 
IlpttMeqauue: Ilpo.D,yKT coorneTcrnyeT 1'pe6osaHHSIM H,l( 3aKmoqeuue: O.LJ:OliPEHO 

Prepared by I 
TTo.nroroerreHo: Shagun 

/~--

!Date/ 
:,l(aTa:24. 1-.2025 

!Checked by / Checked by QA I Approved by: Quality Assurance/ Authorized person 
Tipoaepetto: Pravesh nposepeHO AOK : I O.D,o6petto: O6ecrre<Jemrn Kaqecrna/OrneTCTBeHttoe 
Rana i Amil Kumar mn.io: 

~ (\/ 
I Date / Date I 'Date I ,~--, :J..r,O~ 
: ,D.arn: 24. 12.2025 }],a:ra: 14.1 2.2025 )];am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email : mail@drreddys.com 

CIN: L8519SAP1984PLC004507 
www.drreddys.com 

I 



•·· Dr. Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Bacidi, 
Distt. Solan, H.P., 173 205, INDIA 
Tel: +Sl 98166 55001-02 
www.drre dd 

CEPTM<t>l1KA T AHAJII13A 
ys.com 

Product: Nise® (Nimesulide) tablets 100 mg 
Ilpo)),y~T: Haib® (HHMecyJrn~) rn6neTKH, 100 Mr 
Market / P1.rnoK Russia / PoccID1 
Batch No/ 

V2502410 
Batch Quantity / 50,00,000 tab/ 

Cepusr .N'2 PaJMeP cepuu 50,00,000 rn6 
Analytical Report No/ 

040003231482 
Date of Analysis / 

24.12.2025 
AnaJIHTH'lecKuii 0T'leT .N'!! )IaTa auaJiuJa 
Date of Manufacture / 

12/2025 
Date of Expiry/ 

11/2028 
)IaTa IlP0H3B0)),CTBa ro)),eH )),0 
Mfg. License No./ 

MA number:/ 
IlpouJBO)),CTBeuuaH : MNB/05/263 

HoMepPY 
: JII1-N!!(006398)-(Pr -RU) 

JIHU,eH3HH .N'!! 
Analysis performed according ND / AuaJiuJ npoee)),eu no H,l];: JIII-.N'!!(006398)-(Pr-RU)-240725 
Artworks approved: / MaKeTbl ynaK0BKH yTeep~eubl: 24.07.2025 
PL approved:/ JIB yrnep~eu: 28.01.2025 

Page 2 of 6 / CTp. 2 HJ 6 
Cpe)),HHH Macca u 2/20 tablets - not more than± 10 %. / 
0)),HOp0)),H0CTb MaCCbl 

310 Mr± 5,0 % 

18/20 rn6neTOK - He 6onee ± 5 % 

2/20 Ta6neTOK- He 6onee ± 10 %. 

4 Dissolution / Unit-1 / Ta6n.-1 103 % Not less than 75 % (Q) of label claim of 
l'acTeopeuue 

Unit-2 / Ta6n.-2 101 % 
Cl3Hl2N2O5S (nimesulide) in 45 min./ 
He Mettee 75 % (Q) OT HOMHHaJlbHOro 

Unit-3 / Ta6n.-3 101 % cot1,ep)Katt1-u1 C13H12N2OsS (HHMecym1t1,) 

Unit-4 I Ta6n.-4 102 % 
4epe3 45 MHH. 

Unit-5 I Ta6n.-5 102 % 

Unit-6 I Ta6n.-6 101 % 

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

2.5% 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
UpnMeqanue: Ilpo.n.yKT cooTBeTcTByeT TPe60BaHID1M H.D: 3aKJJIO'ieHue: O)(Ol>PEHO 

Prepared by / 
Tio.n.roToBneHo: Shagun 

/ ~ 

Date / 
l}.aTa:24. 12.2025 

Checked by / Checked by (AQA) I Approved by: Quality Assurance/ Authorized person 
TTposepeHo: Pravesh IlposepeHo (AOK): / O.n.o6peHo: O6ecneqemi:e KaqecTBa/OTBeTcTBeHHoe 
Rana i Amit Kumar JIHQO : 

~ j\ _/ / 
Date/ Date I r ate / !).{' r I J._,.-J-0 K 
,D:arn: 24.12.2025 .lJ:arn: 24.12.2025 )J.aTa: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel : +9140 4900 2900, F3x: +9140 4900 2999, Email: mail@drreddys.com 

CIN:L85195AP1984PLC004507 
www.drreddys.com 
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•·· Dr. Reddy's ~;• 
Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTl1<DvJKA T AHAJU13 A. 

Viii. Khol, Naiagarh Road, Baddi, 
Distt. Solan, H.P.,. 173 205 .. INDIA 

Tel: ~91%16656001-02 
www.drreddys.com 

Product : Nise® (Nimesulide) tablets 100 mg 
llpoJ(yJ(T: Haifa® (HMMecym1,n) Ta6neTKH, 100 Mr 
Market/ PbIHOK Russia / PoccHJ1 

Batch No/ 
V2502410 

Batch Quantity / 50,00,000 tab / 
CepnH .:M! Pa1Mep ceouu 50,00,000 Ta6 
Analytical Report No/ 

040003231482 
Date of Analysis / 24.12.2025 

AuaJIHTH'lec1rnu: OT'leT .N'!! .IlaTa anaJIHJa 
Date of Manufacture / 

12/2025 
Date of Expiry / 11/2028 

)];aTa DP0H3BOJ(CTBa roJ(eH J(O 
Mfg. License No./ 

MA number:/ IlpoHJBOJ(CTeeuuaH : MNB/05/263 HoMep PY 
: JIIT-N~(006398)-(Pr-RU) 

JIHQeH3HH .N'!! 
Analysis performed according ND/ AnaJIH3 npoeeJ(eu no H,ZI;: JITI-.N'!!(006398)-(Pr-RU)-240725 
Artworks approved:/ MaKeTbl ynaKOBKH yrnep~eub1: 24.07.2025 
PL approved:/ JIB vTBep~eu: 28.01.2025 

Pa2"e 3 of 6 / CTp. 3 HJ 6 
6 Related substances / PoJ(CTeeuub1e npuMecu 

Below LOQ (LOQ = 0.0057 %) / 
Not more than 0.20 %; / He 6onee 

Impurity A / ITpHMeCb A HIDKe npe,uena KonuqecTBeHHoro 
0,20%; 

onpe,ueneHHH (ITKO = 0.0057 %) 

Impurity B / ITpuMecb B 0.04% 
Not more than 0.20%; I He 6onee 
0,20%; 

Impurity C / ITpnMeOL C Not detected/ 11e 06napy)rce11a 
Not more than 0.20%; I He 6onee 
0,20%; 

Below LOD (LOD = 0.0049%) / 
Not more than 0.20 %; / He 6onee 

Impurity D / ITp1rnecb D Htt)Ke npe,uena o6Hap~eHHH (ITO = 
0.0049 %) 

0,20%; 

Impurity E / ITpHMecb E Not detected / He o6Hap~eHa 
Not more than 0.20%; I He 6onee 
0,20%; 

Impurity F / ITpHMech F Not detected/ He o6Hap~eHa 
Not more than 0.20 %; I He 6onee 
0,20%; 

Individual unidentified 
impurity I E,nHHH'IHM 

0.01 % 
Not more than 0.20 %; / He 6onee 

HeH,neHTH~HQHpOBaHHM 0,20%; 
npHMeCb 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
[lpuMe'laHue: Tipo,a:yKT C0OTBeTCTByeT TJ)e6oBaHffj{M H,[( 3aKJJIO'lenue: O)J:OliPEHO 

Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person 
Tio,11,rornBJte1-10: Shagun 

~ 
:aa-ra:24. 12.2025 
IDate / 

nposepeH7: P avesh nponepeHo (AOK): I O,a:o6petto: O6ecrreqem1e Ka'lecTBa/OTBeTcTBe HHoe 
Rana Amit Kumar mruo: 

~ j\/~ ---
I Date / Date / I Date / ?-.> ,-f }-r J,cl ~ 
: ,[(aTa: 24.12.2025 )];am: 24.12.2025 ,lI.arn: 

Registered Office : 8-2-337, Road No. 3, Banjarc1 Hills, Hyderabad - 500034, Telangana, India 
Tel: +91 40 4900 2900, F3x: +9140 4900 2999, Email : mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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•·· Dr. Reddy's ~;• 
Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTvlcJ)MKAT AHA.Jll13A 

Viii. Khol, Naiagarh Road, Baddi, 
Distt. Solan, ~.P., 173 205, INDIA 

Tel : 791 98166 56001-02 
www.drreddys.com 

Product : Nise® (Nimesulide) tablets 100 mg 
Ilpo,1wi:.:T: Haih® (1rnMecyJrn.n) rn6nCT1rn, 100 Mr 
Market / P1,rnoK Russia I PoccID1 

Batch No/ 
V2502410 

Batch Quantity / 50,00,000 tab I 
CepnH .X!! PaJMeo ceonn 50,00,000 Ta6 

Analytical Report No/ 
040003231482 

Date of Analysis / 
24.12.2025 

AnaJiuru11ec1rnii oT11eT .N"!! ,lJ;aTa auaJinJa 
Date of Manufacture / 

12/2025 
Date of Expiry / 

11/2028 
,l(aTa DP0H3B0,!J;CTBa ro,LJ;eH,LJ;O 
Mfg. License No./ 

MA number:/ 
IlpoHJBO,!J;CTBeuuaH : MNB/05/263 HoMep PY 

: JIIT-N~(006398)-(Pr-RU) 
JiuueuntH N!! 
Analysis performed according ND/ AuaJIH3 npoBe,LJ;eu no H,ZJ;: Jlll-N!!(006398)-(Pr-RU)-240725 
Artworks approved: / MaKeTbl ynaKOBKH YTBep~eubl: 24.07.2025 
PL anoroved: / JIB vrnep~eu: 28.01.2025 

Pa2.e 4 of 6 / CTp. 4 HJ 6 
Total impurities / CyMMa 

0.05 % Not more than 1.5 %; / He 6onee 1,5 %; 
npHMeCeU 

7 Uniformity of dosage units The Acceptance Value (AV) should be 
I O,LJ;HOpO,!l;HOCTb 

2.4 
less than or equal to 15.0. / IToKa.3aTeJib 

,!1;03HpoBaHHH npHeMJieMOCTH (AV) ;::i:oJDKeH 6b1Tb He 
6onee 15,0. 

8 Microbiological purity* / MnKpo6noJioru11ecKaH 'IHCTOTa* 

Total Aerobic Microbial NA Not more than 103 CFU/g. / 
Count I O6mee t.J:HCJI0 He 6onee 103 KOE/r. 
)l<H3Hecrroco6HbIX 
a3po6HbIX 
MHKpoopraHH3M0B 

Total Combined Yeast and NA Not more than 102 CFU/g. / 
moulds count I O6mee He 6onee 102 KOE/r. 
t.J:HCJI0 .npo)l<)l<eBblX H 

nJieCHeBbIX rp1160B 

Escherichia Coli NA Shall be absent in 1 g. / 
OTCYTCTBHe B 1 r. 

9 Assay / KoJiu11ecTBeuuoe 99.4 mg/ 99,4 Mr 90.0 to 110.0 mg of C13H12N2OsS 
onpeJJ:eJieuue (nimesulide) per tablet. / OT 90,0 .D.O 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMetJanue: Ilpo,zi:yKT coorneTcrnyeT TPe6osaHID1M H)]; 3aKmotJeuue: OJJ:OliPEHO 

P repared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person 
Tlo.n;r0TOBJTe1m: Shagun =•pei ,ol ,vesh IlposepeHo (AOK): I O.n,o6peuo: O6ecrreqem1e KatJecrna/OrneTCTBeHHOe 

cv-
Amit Kumar mru.o: t$ f"< ---

!Date / I Date/ Date / IDate / ~.-J)..r'6i< 
:,lJ.aTIJ :24.12.2025 : AaTa: 24. l2 .2Q_S )];ant: 24. 12.202 )];am: 

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel : +9140 4900 2900, F3x: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PlC004507 
www.drreddys.com 
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•·· Dr.Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, iNDIA 
Tel : +91 S8166 56001-02 

d dd om 
CEPIB<DMKAT Al lAJTitf3A 

www. rre ys.c 

Product: Nise® (Nimesulide) tablets 100 mg 
IlpoAyKT: Hai13® (HHMecynHA) Ta6JleTKH, 100 Mr 

Market/ PbIHOK Russia / PoccIDI 

Batch No/ 
V2502410 

Batch Quantity/ 50,00,000 tab I 
CepuH .N2 Pa.3Mep cepuu 50,00,000 Ta6 

Analytical Report No/ 
040003231482 

Date of Analysis / 
24.12.2025 

AHaJIHTH'lec1rnu: OT'leT .N'!! llaTa aHaJIHla 
Date of Manufacture / 

12/2025 
Date of Expiry / 

11/2028 
.l{aTa npOH3BOACTBa roAeHAO 
Mfg. License No./ 

MA number:/ 
IlpouJBOACTBeHHaH : MNB/05/263 

HoMepPY 
: J1n-.M1(006398)-(Pr-RU) 

JIHl(eH3HH .N'!! 

Analysis performed according ND/ AHaJIH3 npoeeAeH no 11,l];: JJII-.N'2(006398)-(Pr-RU)-240725 
Artworks approved:/ MaKeTbI ynaKOBKH yreep~eHbI: 24.07.2025 
PL aooroved: / JIB YTBep~eH: 28.01.2025 

Page 5 of 6 / C-1·p. 5 Hl 6 
110,0 Mr CuH12N20sS (tt11Mecym1.n) 
B Ta6neTKe. 

10 Packaging/ YnaKOBKa 10 tablets in a PVC/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 no 10 Ta6neTOK B a carton. I no 10 Ta6J1eTOK B 

IIBX/amOMHHHeBOM 61111:cTepe. no 2 nBX/amoMHHHeBOM 6nHcTepe. Ilo 1, 2, 
6J1HCTepa BMeCTe C JlHCTKOM- 3 HJlH 10 6nHCTepoB BMeCTe c JlHCTKOM-
BKJia,l(hIIIIeM B naqKy KapTOHH}'IO. BKJia,l(blllieM B naqKy KapTOHH)'lO. 

--
* -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. / 
* - Atta.JIH3 no IlOKa3aTemo «MHKpo6HOJ10rHqecKa.SI t{HCTOTa» npOBO,l(HTC.SI npOH3B0.l(HTeJ1eM npH BhmycKe 
nepHO,l(Ht{eCKH ( C HHTepBaJIOM 0,l(HO HCilhITaHHe Ha 20 cepHH HJlH He Mettee 1 pa3a B ro.u). noKa3aTeJ1h MO)KeT 6h1Th He 
BKJ110qeH B Cepn-tcpHKaT atta.rrH3a QHtPMbl . 

API name (INN)/ HauMeHoBaHue A<l>C (MHH): Nimesulide / HHMecynHA 

API manufacturer batch number / 
NMS/125050526, NMS/125050529 

HoMep cepuu npouJBOAHTeJIH A<l>C: 
FP Manufacturer API Batch number / 

FESA00375, FESA00376 
HoMep cepuu cy6cTanuuu npou3eoAHTeJIH r JI<I>: 
API Manufactured by & country / 

Aarti Drugs Limeted / AapTH ~pare JlHMHTe.l( 
IlpouJBOAHTeJib A <l>C, CTpana: 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IltHJMe'tattne: IlpoJ:\yKT coornercrnyer Tpe6oeaHJ-IJIM H,n: 3atcmoqeH11e: O,llOGPEHO 

Prepared by/ 
Tio.D:roTOenetto: Shagun 

71'~ 
Date / 
)J;ara:24.12.2025 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person 

~epeHo i esh 
TipoBepeHo (AOK): I 0.D:o6peHO: 06ecneqeHHe KatJecTBa/OTBeTCTBeHHOe 
Ami t K umar mruo: 

~ I'_/_,/ 

Date / Date / IDate / :½'r / '.).. r!l-(j~ 
,n:aTa: 24.12.2025 )l,ara: 24.12.2025 )J.ara: 

Registered Office: 8-2-337, Road No. 3, Banjar<i Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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•·· Dr. Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-5 
Vil!. Khol, Nalagarh Road, Baddi, 
Distt. Solan, ~.P., 173 205, INDIA 
Tei: +5:i. %166 56001-C2 

CEPTil (,l)KKA T AHAJU13A 
www.drre dd ys.com 

Product: Nise® (Nimesulide) tablets 100 mg 
IlpoJlyK:T: Haib® (HHMecymt)].) m6JieTKH, 100 Mr 
Market / PblHOK Russia I Poccmi: 

Batch No/ 
V2502410 

Batch Quantity/ 50,00,000 tab / 
CepuH .1"'2 Pa1Mep cepuu 50,00,000 Ta6 

Analyti~al Report No/ 
040003231482 

Date of Analysis / 
24.12.2025 

Auanu-rn11ecKHii OT'leT .N'2 .l(aTa 3H3JIH33 
Date of Manufacture / 

12/2025 
Date of Expiry / 

11/2028 
.lJ:aTa DPOH3B0JlCTBa ro)leH JlO 
Mfg. License No./ 

MA number:/ 
Ilpou1sOJlCTBeuuaH : MNB/05/263 HoMep PY : nn-NQ(006398)-(Pf'-RU) 
JIHQeH3HH .N'2 
Analysis performed according ND/ AHaJIH3 npoee)leH no 11.l(: .Jil1-.N2(006398)-(Pr-RU)-240725 
Artworks approved:/ MaKeTLI ynaKOBKH yTeep~eubl: 24.07.2025 
PL aooroved: / JIB yrnep~eu: 28.01.2025 

Page 6 of 6 / CTD. 6 H3 6 

Name, address, authorization No for FP 
manufacturing site / Control site / Release site / 
HauMenoeauue, a)lpec, JIHQeH3HH JlJIH 
Ilpou1eo)lCTeeuuaH nnoIQa)lKa / IlJioIQa)lKa 
KOHTpOJIH Ka'leCTBa / 11.rio(Qa)lKa BblDYCKa 

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, 

Vill. Khol, Nalagarh Road, Baddi, Distt. Solan (HP) 
173205, India (license No MNB/05/263) / 

.Zl:-p PeMH'c fla6opaTOpuc flT,u.., l1tt)].HH, 
Ilpou3BO)].CTBeHHoe no)].pa3)].eJieHHe-6, Bmrn. Kx.oJih, 

Hanarapx Poy)]., naMH, .Zl:ncTpHKT Conau, X.TI., 173205, 

l1H)].HH (nuQeH3HH NQ MNB/05/263) 

Dec.laration of ce11lftcatlon: ,d hereby ecrtity thnt the above informuLion i~ uuUwulw uml uuuwult:i. Thiu lmluli uf 
product hns been mnnufoctured, including packaging/labeling and quality control at the above-mentioned site(s) in full 
compliance with the GMP requirements of the Eurasian Economic Union 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». 
3aKJIIO'leHHe 0 CO0TBeTCTBHH: «HaCTOHIJ.J;HM H nO)].TBep)K)].aIO, 'ffO npH.Be)],eHHaH BhIWe HH<popMaQH.51 51BmieTC51 
)].OCTOBepHOH w TO'IHOH. 3m cepH.H npo)].yKQHH npOH3Be,u.eua (BKJlIO'IaH ynaKOBKY (MapKHpOBKY) u KOHTPOJlb KaqecTBa) 
Ha BhIUJeyKa3aHHOH npOH3B0)],CTBeHHOH nnoru;a)],Ke (IDIOIJ.J;a)],Kax) B nonHOM COOTBeTCTBHH C Tpe6osaHHHMM IlpaBHJl 
Ha)],Jle)Kaw;en npOH3B0)],CTBeHHOH npaKTHKH EBpa3HHCKOro 3KOHOMH'IeCKOro COI03a " Tpe6osaHHHMH KOHTpOJIH 
Ka'leCTBa JleKapcrneHHhIX cpe)],CTB, a TaIOKe B COOTBeTCTBHH co cneQmpHKaQH.HMH, CO)],ep)Ka(QHMHCH B 
perHCTPaQHOHHOM )],OChe CTpaHbl-HMnOpTepa. 3anncH no npOH3B0)],CTBY, ynaKOBKe " aHaJIH3Y nposepeHhI, " 
ycTaHOBJleHO HX COOTBeTCTBHe Tpe6oBaHHHM TipaBHJl Ha)].Jle)Kaw;en npOH3B0)],CTBeHHOH npaKTHKH Espa.3HHCKOro 
3KOHOMH'IeCKOro COI03a». 
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