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

CERTIFICATE OF ANALYSIS 
CEP1 H<!JHKAT Al-W1M3A 

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

T9I: +91 913166 56Q01-n7 

www.dr;·ecJdys.com 

Product: Nise® (Nimesulide) tablets 100 mg 
Ilpo,11;yKT: Haii3® (HHMecynH)],) rn6neTKH, 100 Mr 

Market/ PbJHOK Russia I Poccllil 

Batch No/ 
V2502448 

Batch Quantity/ 50,00,000 tab I 
Cepua .N!! PaJMep cepuu 50,00,000 Ta6 

Analytical Report No I 
040003238302 

Date of Analysis / 
24.12.2025 

AuaJIHTlfqecKnii oTqeT .N'!! .l(aTa auaJiuJa 
Date of Manufacture / 

12/2025 
Date of Expiry / 

11/2028 
,U:aTa DPOH3B0,!J;CTBa ro,!J;eH ,!J;O 
Mfg. License No./ 

MA number:/ 
IlpOH3B0,!J;CTBeHHaH : MNB/05/263 HoMep PY : JITT-N2(006398)-(Pr-RU) 
JIHU,CH3HH .N'!! 
Analysis performed according ND/ AuaJiuJ np0Be,1J;eu no H,n:: JIIl-.N'!!(006398)-(Pr-RU)-240725 
Artworks approved:/ MaKeTbl ynaKOBKH YTBep,K,!J;eHbI: 24.07.2025 
PL approved: / JIB yrnep,K,!J;eu: 28.01.2025 

Pa~e 1 of 6 / CTp. 1 m 6 
.N'!! Test I IloKaJaTeJib Result/ PeJyJibTaTbl Specification / HopMa 

1 Appearance / Onucauue Yellowish white round biconvex Yellowish white round biconvex tablets 
tablets with smooth surface. / Eenb1e with smooth surface. I Eenb1e C 
C )KeJlTOBaTbIM OTTeHKOM KpyrJible )KeJlTOBaTbIM OTTeHKOM KpyrnhIe 
)],B051KOBblnYKJlbie Ta6neTKH C )],B051KOBbITTYKJlbie Ta6neTKH C rna)],KOH 
rna)],KOH IIOBepXHOCTblO. IIOBepXHOCTblO. 

2 Identification / The retention time of the main peak in The retention time of the main peak in the 
H;:i:euTncJ>nKau,ua the chromatogram of test solution chromatogram of test solution should 

i:-.orresponds 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 BpeM51 y,1],ep)KHBaHH51 (section Assay). I BpeM51 y,lJ,ep)KHBaHH51 
OCHOBHOro IIHKa Ha xpoMaTorpaMMe OCHOBHOro IIHKa Ha xpoMaTorpaMMe 
HCIIbITyeMoro pacTBopa HCIIhITyeMoro pacTBopa )],0Jl)KH0 
COOTBeTCTByeT BpeMeHH COOTBeTCTBOBaTb BpeMeHH y,1],ep)KHBaHH51 
y)],ep)KHBaHH51 OCHOBHOro IIHKa Ha OCHOBHoro IIHKa Ha xpoMaTorpaMMe 
xpoMaTorpaMMe pacTBopa pacTBopa CTaHJ],apTHOro o6pa31..(a 
CTaH)],apTHOro o6pa31..(a HHMecyJIH)],a. HHMecyJIH)],a (pa3)],eJ1 «KOJlH'·IeCTBeHHOe 

orrpe)],eJieHHe» ). 

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

309.6 mg/ 309,6 Mr 18/20 tablets - not more than ± 5 % 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IIpHMe'laHHe: TipOAYKT COOTBeTCTByeT TPe6oBaHIUIM H,n 3aKmoqeuue: OJl:OliPEHO 

Prepared by / 
Do.o.rni:0011etto: X ogesh ~-- u 
Date/ 
)J;am:24.12.2025 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person 
OpoaepeHo: Pravesh n poaepeHO (AOK): / OAo6petto: O6ecneqem1e KaqecTBa!OTBeTcTBeHttoe 
Rana 1 Amit Kumar \ JUU.{O: c$ Jv"'--

"

Date I Date I IDate I 0..Sr I)_..-7,6?,< 
)];am: 24.12.2025 )];am: 24.12.2025 )];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 ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-5 

CERTIFICATE OF ANALYSIS 
CEPTH<!>HKAT A HAJivl3A 

Viii. Khol, Nalagarh Road, Baddi, 

Distt. Solan, H.P., 173 205, INDIA 

Tel: +91981fi65600]-02 

www.dr;-eddys.com 

Product: Nise® (Nimesulide) tablets 100 mg 
Ilpo;::i;yK1": Hati3® (H11Mecym1,1J,) Tit6neTKH, 100 Mr 
Market/ PbIHOK Russia / Pocc1-rn: 

Batch No/ 
V2502448 

Batch Quantity/ 50,00,000 tab/ 
CepuH.M! Pa3Mep cepuu 50,00,000 rn6 
Analytical Report No/ 

040003238302 
Date of Analysis / 

24,12.2025 
AuaJiuTuqecKuii oTqeT .M! ,l(aTa auaJiu3a 
Date of Manufacture / 

12/2025 
Date of Expiry / 

11/2028 
.l{aTa npOH3BO)J;CTBa ro;::i;eu )J;O 
Mfg. License No./ 

MA number: I 
Ilpott3BO;::t;CTBeuuaH : MNB/05/263 

HoMep PY : JITT-N2(006398)-(Pr-RU) 
Jittn:eu3usr N!! 
Analysis performed according ND/ AuaJitt3 npoBe;::t;eu no H.l{: Jlll-N!!(OO6398)-(Pr-RU)-24O725 
Artworks approved:/ MaKeThl ynaKOBKH yTBep~eub1: 24.07.2025 
PL approved: / JIB yTBep~eu: 28.01.2025 

Page 2 of 6 I CTp. 2 u3 6 
Cpe;::t;HHH Macca u 2/20 tablets - not more than± 10 %. / 
o;::i;uopo;::t;HOCTh MaCCbl 

310Mr±5,0% 

18/20 rn6neToK - He 6onee ± 5 % 

2/20 rn6neTOK - He 6onee ± 10 %. 

4 Dissolution / Unit-I/ Ta6n.-1 101 % Not less than 75 % (Q) of label claim of 
PacTBOpeuue 

Unit-2 / Ta6n.-2 100 % 
C13H12N205S (nimesulide) in 45 min./ 
He Mettee 75 % (Q) OT HOMHHaJJbHOro 

Unit-3 / Ta6n.-3 100 % co~ep)l(aHH51 C1,H1~N~OsS (HHMecym1,r1,) 

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

Unit-5 I Ta6n.-5 101 % 

Unit-6 I Ta6n.-6 99% 

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

2.3 % 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IIpuMe'-tanue: Ilpo;::i:yKT cooTBeTcTByeT Tpe6oBaHH51M H,[( 3aKJIIO'-tenue: O)];OliPEHO 

Prepared by/ 
Ilo;::i:roTOBJietto: Y.ogesh 

Chauhan & 
Date / 
l];aTa :24 .12.2025 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person 
Ilpoaepetro: Pravesh ilpoaepeuo (AOK): / 0;::i:o6petto: 06ecne'lem1e Ka'!ecTBa!OTBeTcTBeHHoe 
Rana 1 Amit Kumar JIHUO: 

~ I'/ ---

I Date / Date / IDate I JK.,.. ll--~ 2--oz-< 
,[(am: 24.12.2025 ,Uani : 24.12.2025 ,[(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: L85195AP1984PLC004507 
www.drreddys.com 
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•·· Dr. Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-5 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Te! : -1-91 98166 5600:1-07 

CERTIFICATE OF ANALYSIS www.dr;-eddys.com 

CEPTl1<!>11KA T AHAJII13A 
Product : Nise® (Nimesulide) tablets 100 mg 
Ilpo.11.yKT: Haih® (HHMecyJm.D,) rn6JieTKH, 100 Mr 
Market/ PbrnoK Russia / Poccm1 
Batch No/ 

V2502448 
Batch Quantity / 50,00,000 tab I 

CepuH .N'2 Pa3Me p cepuu 50,00,000 rn6 
Analytical Report No/ 

040003238302 
Date of Analysis / 24.12.2025 

AnaJiuT1111ecKuii OT'teT .N'2 ,ll;aTa auaJIH3a 
Date of Manufacture/ 

12/2025 
Date of Expiry / 11/2028 

,LI:aTa npOU3B0JJ;CTBa ro.11.eu JJ;O 
Mfg. License No. / 

MA number:/ 
Ilpott3BO.ll.CTBeuuaH : MNB/05/263 HoMep PY : JITT-N2(006398)-(Pr-RU) 
JIIUJ:eH3HH .N'2 
Analysis performed according ND/ AnaJIH3 npoBe.11.eu no H,l],: Jlll-.N'2(006398)-(Pr-RU)-240725 
Artworks approved:/ MaKeThI ynaKOBKH YTBepiK,/J.eHhI: 24.07.2025 
PL approved: / JIB yTBepiK,/J.en: 28.01.2025 

Page 3 of 6 / CTp. 3 H3 6 
6 Related substances / Po.11.cTsennh1e npuMecu 

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

Impurity A / TTpHMeCb A HmKe npe.D,ena KOJIH'-IeCTBeHHoro 
0,20%; 

onpe.D,eJieHH51 (TTKO = 0.0057 %) 

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

Impurity C I TTpHMech C Not detected/ He o6Hapy)KeHa 
Not more than 0.20%; I He 6onee 
0,20%; 

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

Impurity D / TTpHMeCb D HH)Ke npe.D,eJia o6Hapy)KeHH51 (TTO = 
0,20 %; 

0.0049 %) 

Impurity E / TipHMeCb E Not detected/ He o6Hapy)KeHa 
Not more than 0.20%; I He 6onee 
0,20%; 

Impurity F / TTpHMecb F Not detected/ He o6Hapy)KeHa 
Not more than 0.20%; I He 6onee 
0,20%; 

Individual unidentified 
Below LOQ (LOQ = 0.0143 %) / 

impurity I E.D,HHHqHa51 Not more than 0.20 %; / He 6onee 
HeH.D,eHTH~H~HpOBaHHa51 

HH)Ke npe.D,eJia KOJIHqeCTBeHHOro 
0,20 %; 

npHMeCb 
onpe.D,eJieHmr (TIKO = 0.0143 %) 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMetJaHue: Tipo,uyKT COOTBeTcTByeT rpe6oBaHmrM H)], 3aiemoqeuue: O)],OliPEHO 

Prepared by / Checked by/ Checked by (AQA) / Appro ed by: Quality Assurance/ Authorized person 
Tio,uroTOsneHo: Y:ogesh 
Chauhan 1 

(/ 
!Date / 
:,Zl.aTa:24.12.2025 

ITposepeHo:Pravesh IlpoaepeH0 (AOK): I O,uo6peHo: O6ecneqemi:e KatJecrna/OrneTCTBeHHoe 
Rana { Amit K{\/:- mmo: 

~ 
I Date I Date I 

l
!Dnte / 'µ;,.., )..~ },() 'J,S 

: ,ll;aTIJ: 24.12.2025 ,ll;arn: 24.12.2025 ,narn: 
.. Registered Ofnce: 8-2-337, Road No. 3, Bani ara 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 ~;• 
Dr. Reddy's Laboratories Ltd. 
Formulation Unit-5 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P, 173 205, INDIA 

Te! : +91 98166 56001 -m 
CERTIFICATE OF ANALYSIS www.dri·eddys.com 

CEPTvt <I> vi KAT A HAJ1 H3A 
Product: Nise® (Nimesulide) tablets 100 mg 
Ilpo.11:yKT: Haib® (HHMecyJm,ll,) rn6JieTKH, 100 Mr 
Market/ PbIHOK Russia / Pocc,rn: 
Batch No/ 

V2502448 Batch Quantity I 50,00,000 tab / 
CepuH .N'!! PaJMep cepuu 50,00,000 Ta6 
Analytical Report No / 

040003238302 Date of Analysis / 24.12.2025 
AnaJIHTlfqecKuii oTqeT .N'!! ,ll;aTa auaJiuJa 
Date of Manufacture / 

12/2025 Date of Expiry / 11/2028 
,.UaTa npOU3B0,ll.CTBa ro.11:eu.11:0 
Mfg. License No./ 

MA number:/ 
IlpouJB0.11:CTBeuuaH : MNB/05/263 

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

JIHIJ:eH3HH .N'!! 
Analysis performed according ND / AuaJiuJ npoBe.11:eu no 11,.U: JIII-.N"!!(006398)-(Pr-RU)-240725 
Artworks approved:/ MaKeThI ynaKOBKH YTBepJK,1J:em,1: 24.07.2025 
PL approved: / JIB yrnepJK,1J:eu: 28.01.2025 

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

0.03 % Not more than 1.5 %; / He 6oJiee 1,5 %; 
np11Mecett 

7 Uniformity of dosage units The Acceptance Value (AV) should be 
I O.11:uopO,ll.HOCTh 

4.6 
less than or equal to 15.0. / TToKa3aTeJib 

,ll.03HpOBaHHH npHeMJieMOCTH (AV) ,ll,OJI)KeH 6b1Tb He 
6oJiee 15,0. 

8 Microbiological purity*/ MnKpo6uoJioruqecKaH 'IHCTOTa* 

Total Aerobic Microbial NA Not more than 103 CFU/g. / 
Count I O6rn,ee l!HCJIO He 6oJiee 103 KOE/r. 
)KH3Hecnoco6HbIX 
a3p06HbIX 
MHKpoopraHH3MOB 

Total Combined Yeast and NA Not more than 102 CFU/g. / 
moulds count I O6rn,ee He 6oJiee 102 KOE/r. 
l!HCJIO ,ll,pO)K)KeBbIX H 

nJieCHeBbIX rpu6oB 

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

9 Assay / KoJiuqecTBeuuoe 99.2 mg/ 99,2 Mr 90.0 to 110.0 mg of C13H12N2OsS 
onpe.11:eJieuue (nimesulide) per tablet. / OT 90,0 ,ll,0 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
□p101eqauue: Tipo.nyKT coorneTcrnyer Tpe6oeamrn:M H):.I; 3aKmoqeuue: O)J,OfiPEHO 

Prepared by / Checked by ( Checked by ( QA) I Approved by: Quality Assurance/ Authorized person 
I1o;u;ro1·00.neRr : Y gesh Ilp0Bepe1-10: Praves.h Tipoaep HO (AOK): / O.n:o6petto: O6ecrreqeuue Kaqecrna/OrneTCTBettuoe 
Ch.auha.n Rana i AmitKumar JIHL\O: 

~) / ~./~ 
Date / -

D ate/ Date / I Date/ 
.l(aTa:24. 12.2025 .l(a'ra: 24.12.2025 ):.l;aTa: 24.12.2025 

J-5 r / J,.r J<i,-.; 
,D;aTa: 

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: L85195AP1984PLC004507 
www.drreddys.com 

I 



•·· Dr. Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
i=ormu!ation Unit-5 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P, 173 205, INDIA 

CERTIFICATE OF ANALYSIS www.dr, eddy~ con; 
CEPTH cl> HKA T A J-J Am'13A 

Product : Nise® (Nimesulide) tablets 100 mg 
Ilpo1IVKT: Haib® (1111Mecym1,D.) ra6neTKH, 100 Mr 

Market/ PbIHOK Russia / Poccm1 

Batch No/ 
V2502448 

Batch Quantity/ 50,00,000 tab/ 
Cepm1 .N"!! PaJMep cepuu 50,00,000 ra6 

Analytical Report No/ 
040003238302 

Date of Analysis / 
24.12.2025 

Ana.JIHTHqecKnii oTqeT .N"!! .l(aTa aua.JIH3a 
Date of Manufacture / 

12/2025 
Date of Expiry / 

11/2028 
.l(aTa npOH3B0llCTBa ro}leH llO 
Mfg. License No. / 

MA number:/ 
IlpOll3BOLl,CTBeuuaH : MNB/05/263 

HoMep PY 
: J1n-N2(006398)-(Pr-RU) 

.JIIIU.eH3IIH .N°!! 
Analysis performed according ND/ Anamn npoee)];eu no H,l(: Jlll-.N"!!(006398)-(Pr-RU)-240725 
Artworks approved: / MaKeTbl ynaKOBKH yTeep:lKlleHbl: 24.07.2025 
PL approved:/ JIB yrnep:JKlleH: 28.01.2025 

Page 5 of 6 / CTp. 5 HJ 6 
110,0 Mr C1~H12N205S (H11Mecym-1JJ,) 
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 Ta6JleTOK B a carton. I no 10 Ta611eTOK B 

nBX/amOMHHHeBOM 6m1cTepe. Tio 2 nBX/amOMHHHeBOM 6JlHCTepe. Tio 1, 2, 
6JlHCTepa BMeCTe C JlHCTKOM- 3 HJlH 10 6JlHCTepoB BMeCTe c JlHCTKOM-
BKJia,11.bIWeM B na4KY KapTOHHyIO. BKJia,11.bIWeM B nat.IKY KapTOHHyIO. 

* - The test for Microhiological Purity is periodically perfonned hy the manufacturer at release (with an interval of one 
test per 20 batches or ar least once per year). The test may be absent from the Company's ccnifkate of analysis./ 
* - AHa.JIH3 110 110Ka'.3aTeJIIO «MHKpOOHOJIOI'Ht.IeCKaM 4HCTOTa» npOBO,IJ,HTC~ npOH3B0,IJ,HTeJleM npH BbmycKe 
nepHO,l],H'IeCKH (c HHTepBaJIOM 0,11.HO HCTTbITaHHe Ha 20 cepHH HJlH He Mettee 1 pa.3a B ro,11.). TIOKa.3aTeJlb MO)KeT 6bITb He 
BKJllOl.{eH B CepT11QJHKaT aHaJIH3a QlHPMhl. 

API name (INN)/ HauMeuoeauue A<I>C (Milli): Nimesulide / HHMecyJIH,IJ, 

API manufacturer batch number / 
NMS/125070658, NMS/125070644, NMS/125070646 

HoMep cepun nponJBOllHTeJIH A<I>C: 
FP Manufacturer API Batch number / 
HoMep cepnu cy6cTauu:nu npmneo,11,nTe.JIH rJI<I>: 

FESA00414, FESA00415, FESA00416 

API Manufactured by & country/ 
Aarti Drugs Limeted / Aaprn ~pare J1HMHTe,IJ, 

1Ipou3eo,11,11TeJih A<I>C, cTpaua: 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
Il puMet.taHne: ITpo,u;yKT coorneTcrnyeT Tpe6oaaa1U1M H,ll; 3aKmot.teune: 0.llOliPEHO 

Prepared by / 
ITo,nroTOaJietto: Y0gesb 

Chauhan I' 
,'~ 

Date I 
,l],arn:24.12.2025 

Checked by/ Checked by (AQA) / Approv d by: Quality Assurance/ Authorized person 
ITpoaepetto: Pravesh Tiposepetto (AOK): / 0.no6peHo: 06ecrreqemi:e Kal!ecrna/OrneTCTBeHHoe 
Rana I Amit Kumar Jllll.lO: 

~ [\~ 
Date I 

1

1:Date / !Date/ ').~---/)-,.. 26~ 
,l],arn: 24.12.2025 ,l],ma: 24.12.2025 ,l],arn: 

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tei: +9140 4900 2900, Fax: +9140 4900 2999, Email : m2il@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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•·· Dr.Reddy's ~;• 
Dr. Reddy' s Laboratories Ltd . 
Formu!ation Unit-5 
Viii. l<hol, filalagarh Ro;.id, Baddi, 
Distt. Sola n, H.P., 173 205, INDIA 

CERTIFICATE OF ANALYSIS www.dn·i::ddys.co ,,, 
CEPTM<l>l1KA T AHAflM3A 

Product : Nise® (Nimesulide) tablets 100 mg 
IlpoJJ.y1n: Haib® (HttMecym-1.n.) rn6neTKtt, 100 Mr 
Market/ PbJHOK Russia / Poccm1 
Batch No/ 

V2502448 
Batch Quantity/ 50,00,000 tab I 

CepnH .N!! Pa3Mep cepuu 50,00,000 Ta6 

Analytical Report No/ 
040003238302 

Date of Analysis / 
24.12.2025 

AHaJinTnqec1rnu: oTqeT .N!! J(aTa aHaJiuJa 
Date of Manufacture / 

12/2025 
Date of Expiry / 

11 /2028 
)];aTa DPOH3B0,ll.CTBa ro,[J.eH ,[J.0 
Mfg. License No. / 

MA number:/ 
IlponJB0/1.CTBeHHaH : MNB/05/263 

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

JIIIl(eH3HH .N!! 
Analysis performed according ND/ AuaJI113 npoBe/1,eH no H,z:(: JIII-.M!(006398)-(Pr-RU)-240725 
Artworks approved: / MaKeTLI ynaK0BKH yTBep~em.1: 24.07.2025 
PL approved:/ JIB yrnep~eH: 28.01.2025 

P a2e 6 of 6 / C Tp. 6 113 6 

Name, address, authorization No for FP 
manufacturing site / Control site / Release site / 
HauMeHoBaune, a/1,pec, JIHl(eu3uH JJ.JIH 
IlponJBO.lJ.CTBeuuaH nJio~aJJ.Ka / IlJio~a/1,Ka 
KOHTpom1 Ka'feCTBa / IIJio~a,n.Ka BhmycKa 

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

Vill. Khol, Nalagarh Road, Baddi, Distt. Solan (HP) 

173205, India (license No MNB/05/263) / 

,a-p PeMtt'c na6opaTOpHC flTA., l1H,!l.HH, 

TTpOH3BOACTBeHHoe rro,n.pa3,n.enettHe-6, BHJIJI. Kxonh, 

Hanarapx Poy.n., E8MH, ,aHcTpHKT Conatt, X.n ., 1 73205, 

l1HAHH (mn.(eH3HH .N2 MNB/05/263) 

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of 
product has been manutactured, mcludmg packagmg/labehng and quahty control at the above-mentioned s1te(s) m iull 
compliance vvith the GMP requirements of the Eurnsinn Economic Union nnd 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». 
3aKmoqeuue O COOTBeTCTBHH: «HacTOHIJ-lHM H IIOATBep)K.lJ.aJO, YTO rrpHBe,n.eHHaH Bb!We HH!pOpMaQttH HBJIHeTCH 
,!l.OCTOBepHOl1 H TOYHOH. 3m cepm, npo,n.yKQHJif npOH3Be)],eHa (BKJIJOYaH yrraKOBKY (MapKHpOBKY) J,f KOHTpOJib Ka4eCTBa) 
Ha BhlweyKa3aHHOH rrpOH3B0,!l.CTBeHHOH IIJIOIJ-la,!l.Ke (IIJIOIJ-la,!l.Kax) B ITOJIHOM COOTBeTCTBHH C Tpe6oBaHHHMH TTpaBHJI 
Ha,!l.JIC)l(ame11: rrpOH3B0,!l.CTBeHHOH rrpaKTHKH EBpa3HHCKoro 3KOHOMHYeCKOro COJ03a J,f Tpe6oBaHttHMH KOHTporn1 
KaYeCTBa JieKapCTBeHHblX cpe,n.CTB, a TaIOKe B COOTBeTCTBHH co cneQH!pHKaQHHMH, co,n.ep)l(al.J-lHMHCH B 
perHCTpaQttOHHOM ,!l.OCbe CTpam,I-HMIIOpTepa. 3arrHCH no rrpOH3B0,!l.CTBY, yrraKOBKe H aHaJIH3Y rrposepeHbl, H 

ycTaHOBJieHO HX COOTBeTCTBHe Tpe6oBaHHHM TTpaBHJI Ha,n.Jie)l(al.J-leH rrpOH3B0)],CTBeHHOH rrpaKTHKH EBpa3HHCKOro 
3KOHOMJift{CCKOro COJ03a». 
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