
•·· Dr. Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPni<l>HKA T AHAJIH3A 

Viii. l<hol, NaiJgarh Road, Baddi, 
Jistc. Sol,rn, H.P, 173 205, lf'!Dli\ 

TP! • -! c, ! Cif.i (,S 50001-07-

\\/VJ\N cir, 2c1e:vs.corn 

Product: Nise® (Nimesulide) tablets 100 mg 
Ilpo;::i:y1u: Haifa® (HttMecym1JJ,) rn611eTKtt, 100 Mr 

Market/ PbIHOK Russia / Pocc1rn: 

Batch No/ 
V2502409 

Batch Quantity/ 50,00,000 tab I 
Cepun .N'!! Pa3Mep cepuu 50,00,000 rn6 

Analytical Report No/ 
040003230578 

Date of Analysis / 
24.12.2025 

AuaJinTnqecKnii oTqeT N2 l(aTa auaJiu3a 
Date of Manufacture / 

11/2025 
Date of Expiry/ 

10/2028 
)J;aTa npOH3B0/l:CTBa ro;::i:eu /l:O 
Mfg. License No./ 

MA number:/ 
IlpOH3B0/J:CTBeHHaSI : MNB/05/263 HoMep PY 

: JIIT-.N2(006398)-(Pr -RU) 
J1uueu3un N2 
Analysis performed according ND/ AuaJiu3 npose;::i:eu no II)];: JIII-N2(006398)-(Pr-RU)-240725 
Artworks approved:/ MaKeTbl ynaKOBKH yTsep,KtJ:eub1: 24.07.2025 
PL approved: / JIB yrnep~eu: 28.01.2025 

Pa2e 1 of 6 / C Tp. 1 03 6 
N2 Test/ IloKa3aTeJib Result/ PelyJILTaTbl Specification / HopMa 

1 Appearance/ Onncauue Yellowish white round biconvex Yellowish white round biconvex tablets 

tablets with smooth surface. / oeJib1e with smooth surface. I Eenbie C 
C )KeJlTOBaTbIM OTTeHKOM Kpyr11bIe )KeJlTOBaTblM OTTeHKOM KpyrnhIe 

J.l,B05JKOBblOYKJibJe Ta611eTKH C J],B05JKOBbITTYKJible Ta6neTKH c rnaJJ,KOtt 

rnaJJ,KOH ITOBepxHOCTblO. ITOBepxHOCTblO. 

2 Identification / The retention time of the main peak in The retention time of the main peak in the 

IIJ:i:euTJuJmKaanH the chromatogram 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 m the chromatogram of 

nimesulide reference standard nimesulide reference standard solution 

solution. I BpeM51: y,!l,ep)KHBaHH51: (section Assay). I BpeM51: yAep)KHBaHH51 

OCHOBHOro ITHKa Ha xpoMaTorpaMMe OCHOBHOro ITHKa Ha xpoMaTorpaMMe 

11crrhITyeMoro pacTBopa 11crrbITyeMoro pacTBopa ,l],0Jl)KH0 

COOTBeTCTByeT BpeMeHH COOTBeTCTBOBaTb BpeMeHH yJJ,ep)KHBaHH51 

yAep)KHBaHH51 OCHOBHOro ITHKa Ha OCHOBHOro ITHKa Ha xpoMaTorpaMMe 

xpoMaTorpaMMe pacTBopa pacTBopa CTaHJJ,apTHOro o6pa3~a 
CTaHJJ,apTHOro 06pa3~a HHMecyJIH,l],a. Hl1Mecy1111JJ,a (pa.3,l.l,eJI «KomILJ.eCTBeHHOe 

onpeJJ,eneH11e»). 

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

309.2 mg/ 309,2 Mr 18/20 tablets - not more than± 5 % 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'lauue: IIpo,!1,yKT cooTBeTcTByeT Tpe6oBaHirnM H.ZJ: 3aKJ110'leHue: O)1.OliPEHO 

Prepared by / 
Tio,!1,roTOBJ1etto: Shagun 

y 
Date I 
.ZJ:arn:24.12.2025 

Checked b y / Checked by AQA ) I Approved by: Quality Assurance/ Authorized person 

~r;:,: epeHi <ave b ITponepeHo .AOK): / O,!1,o6petto: O6ecrreqemie KaLJ.ecTBa!OTBeTcTBeHttoe 
AmitKumnr 1111uo: 

$r ]\_/ / 
Date I Date / I Date/ ),~ ...-1 J.-r:J,e~ 
,ll,arn: 24.12.2025 ,ll,arn: 24. L.2025 ,[(am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, T2l;:;ngana, 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 ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTf.1<I>l1KA T /\HAJ1J13A 

Viii. Khol, Nalagarh Road, Baddi, 

Dislc. Solci,1, H.P., 17J 205, lf\1D1/\ 
T'=I • ... ~,1 9?,'.I H-i Sfi()0'!-07 

wvvw.d rrec!cyc .corn 

Product: Nise® (Nimesulide) tablets 100 mg 
IJpo,IJ,yK'l': Haifa® (HHMeCYJlUJ.l) Ta6JleTKl1, 100 Mr 
Market/ PbIHOK Russia / Poccllil 

Batch No/ 
V2502409 

Batch Quantity / 50,00,000 tab I 
Cepmt.N'!! Pa3Mep cepnn 50,00,000 rn6 
Analytical Report No / 

040003230578 
Date of Analysis / 

24.12.2025 
AnaJIHTH'leCKHH OT11eT .N'!! ,UaTa anaJiu3a 
Date of Manufacture / 

11/2025 
Date of Expiry / 

10/2028 
)].aTa DPOH3B0)J;CTBa ro.a.eu .u.o 
Mfg. License No./ 

MA number:/ 
IIpou3eo,1J,cTeeuuan : MNB/05/263 

HoMep PY 
: Jlfl-N~(006398)-(Pr-RU) 

mn~en:nrn .N'!! 
Analysis performed according ND/ AnaJIHJ npoee,1J,eu no H)].: JIII-.N'!!(006398)-(Pr-RU)-240725 
Artworks approved: / MaKeThl ynaKOBKH yTeep~em,1: 24.07.2025 
PL approved: / JIB VTBep~eu: 28.01.2025 

Paee 2 of 6 I CTp. 2 H3 6 
Cpe,1J,HHH Macca n 2/20 tablets - not more than± 10 %. / 
0,1),HOpO,l),HOCTh MaCChl 

310Mr±5,0% 

18/20 rn6neTOK - tte 6onee ± 5 % 

2/20 rn6neToK - tte 6onee ± 10 %. 

4 Dissolution / Unit-I/ Ta6n.-1 100 % Not less than 75 % (Q) of label claim of 
PacTeopeuue 

Unit-2 / Ta6n.-2 100 % 
Cl3Hl2N205S (nimesulide) in 45 min. / 
He MeHee 75 % (Q) OT HOMJ-lHaJlbHOfO 

Unit-3 / Ta6n.-3 100 % co,1.1,ep)l{aHlrn C1)H12N20sS (H11Mecyn11,1.1,) 

Unit-4 / Ta6n.-4 100 % 
Yepe3 45 MHH. 

Unit-5 / Ta6n.-5 99% 

Unit-6 / Ta6n .-6 99% 

5 Water/ Bo,1J,a Not more than 6.0 %. / He 6onee 6,0 % . 

2.7% 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMe'-laHne: Tipo)lyKT COOTBeTCTByeT Tpe6oBaHIDIM H,[( 3aKJII01.feune: 0,[(0.6PEHO 

Prepared by / 
TTo.n;roToaneno: Shagun 

{_~ 

Date/ 
,[(am:24.12.2025 

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

= •P•"1 "• h 
npoBepeHo (AOK) : / O)lo6peHo: O6ecneqem1e Kaqecrna/OrneTcTBeHHoe 
Amit K umar mru.o: 

~ 1'_/ .,,,-

Date/ Date/ !Date/ ')S"r(Jr~M~ 
,[(am: 24.12 .2025 ,[(am: 24.12.2025 ,[(a-ra: 

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

CIN : L85195AP1984PLC004507 
www.drreddys.com 

I 

I 



•·· Dr.Reddy's ~;• 
Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTH<l) l·lKA T AJ--IAJ[J{3A 

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

T2l • -: Sl S'.::1SS SSOIJl-02 
1,vww.cirrecJciys.co rn 

Product: Nise® (Nimesulide) tablets 100 mg 
IlPOAYKT: Hati3® (11 1-1Mecy1111.1.1.) rn6neTKH, 100 Mr 
Market / PbIHOK Russia / Poccm, 
Batch No/ V2502409 Batch Quantity / 50,00,000 tab/ 
CepuH .N'!! PaJMep cepu11 50,00,000 rn6 
Analytical Report No / 

040003230578 
Date of Analysis / 24.12.2025 

AnaJIHTH<IeCKHii OT<IeT .N'!! ,I(aTa auaJIHJa 
Date of Manufacture / 

11/2025 Date of Expiry/ 10/2028 
JJ:aTa npOH3BO,U:CTBa rolleH llO 
Mfg. License No./ 

MA number: I 
IlpOH3BO,U:CTBeuuaH : MNB/05/263 

HoMep PY 
: J1CT-N2(006398)-(Pr-RU) 

JIHQeHJHSI .N'!! 
Analysis performed according ND / AnaJIHJ npoee,z:i:eu no H.,ZJ:: JIII-.N'!!(OO6398)-(Pr-RU)-24O725 
Artworks approved: / MaKeTLI ynaKOBKH yTeepiKJJ:eHM: 24.07.2025 
PL approved:/ JIB vrnepiKJJ:en: 28.01.2025 

Page 3 of 6 / Ci-p. 3 03 6 
6 Related substances / Po,z:i:cTeeuuble np11Mecu 

Below LOQ (LOQ = 0.0057 %) I 
Not more than 0.20 %; I He 6011ee 

Impurity A / ITp11MeCb A HmKe npe.1.1.e11a KOJIHYeCTBeHHOro 
0,20%; 

onpe.1.1.eneHH51 (ITKO = 0.0057 %) 

Impurity B / ITp11MeCb B 0.03 % 
Not more than 0.20%; I He 6onee 
0,20%; 

Impurity C I CTpHMeCh C Not detected/ He ooHapymetta 
Not more than 0.20%; I He 6011ee 
0,20 %; 

Below LOD (LOD = 0.0049%) / 
Not more than 0.20 %; I He 6onee Impurity D / ITp11Mecb D HmKe npe.1.1.ena o6Hapy)l(eHH51 (ITO = 
0,20%; 

0.0049 %) 

Impurity E I ITp11MeCb E Not detected / He o6Hapy)l(eHa 
Not more than 0.20 %; I He 6onee 
0,20 %; 

Impurity F / Ilp11Mecb F Not detected/ He o6Hapy)l(eHa Not more than 0.20%; I He 6011ee 
0,20 %; 

Individual unidentified 
Below LOQ (LOQ = 0.0143 %) / 

impurity I E)].HHMYHa51 Not more than 0.20 %; I He 6011ee 
HeH).1.eHTM~MQHpOBaHHa51 

HH)l(e npe.1.1.e11a KOJIMYeCTBeHHOro 
0,20 %; 

npHMeCb 
onpe.1.1.e11eHM51 (TIKO = 0.0143 %) 

Remark : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMe'laHHe: IIpo.11-yKT COOTBeTCTByeT TJ)e6osaHID!M H.lJ: 3aKmo'leu11e: O,ll.OJiPEHO 

Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person 
n .D,roTOBmrno: Shagun 

~ 
Date/ 
.lJ:aTa:24.12.2025 

npoaepetto: Pravesh npoaepeHo (AOK): / O.11-06peuo : O6ecneqem1e Ka4eCTBalOTBeTcTB 1rnoe 
Rana 

1 
Amit Kumar mu.to: {$ /\./) 

Date I Date / IDate / ~'> r I J-. r?1J "S 
.lJ:aTa: 24. ·12.2025 .lJ:aTa: 24. 12.2025 .D:aTa: 

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, T2langana, India 
Tel : +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN:L85195AP1984PLC004507 
www.drreddys.com 

I 



•·· Dr.Reddy's ~;• 
Dr. Reddy's Laboratories Ltd 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

CERTIFICATE OF ANALYSIS 
CEPTvl(l)MKAT AHAJH13A 

www.dm::ciGv.s.co:-n 

Product : Nise® (Nimesulide) tablets 100 mg 
Ilpo)].yK'l': Haih® (tt11Mecym1JJ.) rn6neTKH, 100 Mr 
Market/ PbIHOK Russia / Poccm1 
Batch No/ 

V2502409 Batch Quantity/ 50,00,000 tab I 
Cepm1 .N2 PaJMep cepuu 50,00,000 Ta6 
Analytical Report No/ 

040003230578 
Date of Analysis / 24.12.2025 

AuaJiuT1111ecKuii OT'teT .N'2 J{aTa auaJiu3a 
Date of Manufacture / 

11/2025 
Date of Expiry / 10/2028 

)]:aTa npOH3B0)].CTBa ro)].eH )].O 
Mfg. License No./ 

MA number:/ 
IlpouJBOJJ.CTBeuuasr : MNB/05/263 HoMep PY : JIIT-N2(006398)-(Pr-RU) 
JIHI~eH311SI .N'!! 
Analysis performed according ND/ AuaJIHl npose)].eu no H,[(: Jill-.N'2(006398)-(Pr-RU)-240725 
Artworks approved: / MaKeThl ynaKOBKH yrnep,K,!J.eHL1: 24.07.2025 
PL approved: / JIB yrnep,K)].eu: 28.01.2025 

Page 4 of 6 I CTp. 4 u1 6 
Total impurities I CyMMa 

0.03 % Not more than 1.5 %; / He 6onee 1,5 %; 
np11Mece» 

7 Uniformity of dosage units The Acceptance Value (AV) should be 
I O)].HOpO)].HOCTh 

2.5 
less than or equal to 15 .0. / IToKa.3aTeJ1b 

)].03HpOBaHHSI rrp11er.meMOCTH (AV) )].OJl)KeH 6bITb He 
6011ee 15,0. 

8 Microbiological purity*/ MuKpo6uoJioruqecKaH 'IHCTOTa* 

Total Aerobic Microbial NA Not more than 103 CFU/g. / 
Count I O611.(ee '-IHCJ10 He 6onee 103 KOE/r. 
)KH3Hecnoco6ttbIX 
a.3p06HblX 
MHKpoopraHH3MOB 

Total Combined Yeast and NA Not more than 102 CFU/g. / 
moulds count I O6~ee He 6onee 102 KOE/r. 
'-IHCJ10 JJ.PO)K)KeBbIX H 
rrnecHeBbIX rpH60B 

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

9 Assay/ KonuqecTBeuuoe 99.2 mg/ 99,2 Mr 90.0 to 110.0 mg of C13H12N2OsS 
onpe)].eJJeuue (nimesulide) per tablet. / OT 90,0 JJ.O 

'

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
npuMC'-IaHHC: IlpOL()'K'f C00TBeTCTByeT Tpe6oeaHIUJM HJJ: 3aKJ110<teHne: O)1.O.GPEHO 

Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person 
f1ollrOTOsneHo: Shagun 

~:cp uo, i vesh 
IlpoBepetto (AOK): / O,11;06peHo: O6ecrre'IeH11e Ka,1ecTsa/OrneTCTBe1rnoe 

V Amit Kumar mruo: 

~ f\ .../ ------
Date / Date / 

'

Date / IDate / ;J-r-,. r ,- ,... J.-0 K 
p;arn:24.12.2025 .I(aTa: 24.L.2025 )la-ra: 24.12.2025 :;lliua: 

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: L85195AP1984PLC00450t 
www.drreddys.com 

I 



•·· Dr. Reddy's ~;• 
Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTI1ct>MKAT AHAJU13A 

Viii. Khol, Nalagarh Road, Baddi, 
Oistt. Solan, !--J.P., 173 205, INOIA 

Tel : +91 SS166 56001-02 
www.drreddys.com 

Product: Nise® (Nimesulide) tablets 100 mg 
Ilpo!{y~: Hath® (HHMecyirH.U) Ta6JTeTtnt , 100 Mr 
Market / PbIHOK Russia / Poccm, 

Batch No/ V2502409 
Batch Quantity / 50,00,000 tab / 

CepuH .N2 Pa1Mep cepuu 50,00,000 rn6 
Analytical Report No/ 

040003230578 
Date of Analysis / 24.12.2025 

AuaJIH'TH'leCKHii OT'leT .N'!! .[{aTa auaJiuJa 
Date of Manufacture / 11/2025 Date of Expiry / 10/2028 
.[{aTa IlP0H3BO,lJ,CTBa ro.1i:eu .ll;O 
Mfg. License No./ 

. 

MA number:/ 
IIpou1soJ);cTeeuuaH : MNB/05/263 HoMep PY : JIII-M1(006398)-(Pr-RU) 
JIHQeH3HH .N'!! 

Analysis performed according ND/ AuaJiuJ npoee,l);eu no H,ZJ;: Jill-.N'!!(006398)-(Pr-RU)-240725 
Artworks approved:/ MaKeTbI ynaKOBKH yTeep,K.1J:euh1: 24.07.2025 
PL approved:/ JIB yrnep,K.1J:eu: 28.01.2025 

Page 5 of 6 / CTp. 5 u1 6 
110,0 Mr C13H12N2O5S (tt11Mecym1p_) 
B Ta611eTKe. 

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 Ila 10 Ta611eTOK B a carton. I Ila 10 Ta6JieTOK B 
IIBX/amoMHHHesoM 611ucTepe. Ila 2 IIBX/amoMHHHeBoM 611ucTepe. Ila 1, 2, 
6m1cTepa BMeCTe C JlHCTK0M- 3 HJlH 10 6JIHCTepoB BMeCTe c JIHCTKOM-
BKJla,l],bIIIJeM B naqKy KapT0HHyio. BKJla,l],blIIIeM B naqKy KapT0HHYJO. 

* - 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. / 
* - AHaJIH3 no II0Ka3aTemo «MHKpo6uo11oruqecKaR qffCT0Ta» npoB0,l],HTCR np0H3B0,1].HTeJleM npH BbIIIYCKe 
nepuo.uuqecKH ( c HHTepBaJI0M O,l],H0 HCIIbITaHHe Ha 20 cepuu HJlH He Mettee 1 pa3a s ro.u). IlOKa3aTeJlb M0)KeT 6hITb He 
BKJlIOqeH B CepTHQ)HKaT aHaJIH3a cjmpNlbl. 

API name (INN)/ HauMeuoeauue ACl>C (MHH): Nimesulide / HuMecynu.u 
API manufacturer batch number / 

NMS/125050524, NMS/125050526 
HoMep cepuu npou1eo.1i:uTeJIH ACl>C: 
FP Manufacturer API Batch number/ 

FESA00374, FESA00375 
HoMep cepuu cy6CTauu:uu npou1eo.1i:uTeJIH r JICI>: 
API Manufactured by & country/ 

Aarti Drugs Limeted / AapTH ,[(pare JlHMHTe.u 
Ilpou1eo11:uTeJib ACl>C, CTpaua: 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
HpHMe'laHue: npo.ll)'KT COOTBeTcTByeT Tpe60Bam1.lfM H,D; 3aKmo•1e1me: O,U:OliPEHO 

Prepared by I 
noJlrOTOBJieHo: Shagun 

?/ 
Date I 
,D;arn:24.12.2025 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person 
flpoaepe110: PrFesh npoaepeao (AOK): / O.11:06petto: O6ecrre'lemre Ka'lecTBa!OTBeTcTBeHHOe 
Rana 1 Amit Kumar 

\ 
ma.to: <$ f'. --

Date I Date I IIDate / 9,-f;.- / v µ'>'( 
,D;arn: 24.12.2025 )];am: 24.12.2025 ,l1;an: 

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 

I 



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

CEPTlllcDl;ll{AT AHAJ1113A 

Product: Nise® (Nimesulide) tablets 100 mg 
IlpotJ.yKT: Haib® (HHMecym1.n.) Ta6JieTKH, 100 Mr 

Market / PbIHOK Russia / PoccIDJ 

Dr. Reddy's Laborawries Ltd. 
Formulation Unit-6 
Vil!. Khol, Naiagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel: -'-S198166 53001-02 
www.d rreddys.::om 

Batch No/ 
V2502409 

Batch Quantity / 50,00,000 tab I 
Cepns1 .N2 PaJMep cepuu 50,00,000 Ta6 

Analytical Report No I 
040003230578 

Date of Analysis / 
24.12.2025 

AuaJIHTH'leCKHH OT'leT .N'!! llaTa auaJiuJa 
Date of Manufacture / 

11/2025 
Date of Expiry/ 

10/2028 
,ll;aTa DPOH3B0,[I.CTBa ro,[l.eH ,[1.0 
Mfg. License No./ 

MA number:/ 
IlpoHJBOtJ.CTBeuuaH : MNB/05/263 

HoMep PY 
: JII1-N!!(006398)-(Pf'-RU) 

JIHQeHJHH .N'!! 
Analysis performed according ND/ AuaJIHJ npoee,[l.eu no H)];: Jill-.N'2(006398)-(Pr-RU)-240725 
Artworks approved: / MaKeThl ynaK0BKH YTBep~euL1: 24.07.2025 
PL approved:/ JIB YTBep~eu: 28.01.2025 

Pa2e 6 of 6 I CTp. 6 HJ 6 

Name, address, authorization No for FP 
manufacturing site / Control site / Release site / 
HauMeuoeauue, a,[1.pec, JIHQeHJHH ,[I.JIB 
IlpoHJBOtJ.CTBeuuaH nJiotQa,[1.Ka / IlJIOIQa,[I.Ka 
KOHTpOJlH Ka'leCTBa / IIJiotQa,[1.Ka BbIDYCKa 

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

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

,l];-p Pe.n..n.H'c Jla6opaTOpHC JlT,n.., 11H,D.H51, 

ITpoH3BO.D.CTBeuuoe no,n.pa.3,n.eneuHe-6, BHJIJI. Kxonb, 

Hanarapx Poy.n., Ea.n..n.H, ,lJ;HcTpHKT Conau, X.IT., 1 73205, 

11HJl.H51 (nHQeH3H51 N!! MNB/05/263) 

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 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 O CO0TBeTCTBHH: «HacT0511.lJ;HM 51 00,D.TBep)K,ll.aIO, 1ff0 npHBe,n.eHHa51 Bblllle HHq>OpMaQH}I 51BJI51eTC51 
,D.OCTOBepHOH H T01IHOH. 3Ta cepH51 npo,n.yKQHH npomse.n.eua (BKJIIO'la51 ynaKOBKY (MapKHpOBKY) H KOHTpOJib Ka'leCTBa) 
Ha BblllleyKa.3aHHOH npOH3B0,D.CTBeHHOH TTJIOl.lJ;a,D.Ke (TTJiorn;a,n.Kax) B TTOJIHOM COOTBeTCTBHH C Tµe6oBaHH51MH ITpaBHJI 
Ha)].Jie)f<al.lJ;eH rrpOH3B0,U:CTBeHHOH npaKTHKH EBpa.3HHCKOro 3KOHOMH'leCKOro COI03a H Tpe6oBaHJrnMH KOHTµOJI51 
Ka11ecTBa JieKapCTBeHHhIX cpe,n.CTB, a TaIOKe B COOTBeTCTBHH co crreQHq>HKaQH51MH, co.n.ep)Kall.J;HMHC51 B 
perHCTpaQHOHHOM .n:ocbe CTpaHbHfMIIOpTepa. 3arrHCH ITO npOH3B0,U:CTBY, yrraKOBKe H aHanHJy rrpoBepeHbl, H 

ycTaHOBJieHO HX COOTBeTCTBHe Tpe6oBaHH51M ITpaBHJI Ha,D.Jie)Karn;eH rrpOU3B0,U:CTBeHHOH npaKTHKH EBpa.3HHCKOro 
3KOHOMH11eCKoro COI03a». 
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