
•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTl1<l)J1KAT AHAJIH3A 

Product: Nise® (Nimesulide) tablets 100 mg 
Ilpo)ly1n: Haib® (HHMecym-1A) rn6neTKH, 100 Mr 

Market/ P1,rnoK Russia / Poccm, 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khoi, Nalagarh Road, Baddi, 
Ddt. Solc1n, H.P., 173 205, INDIA 
T>! • +CJ :I 9ii. 166 56001-02 
w1.vw drrecidyo.co rn 

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

V25021'27 ' ' 
CepHH .N'!! I; • ' - ~,.. . Pa3Mep cepuu . . 50,00,000 Til.6-' _; -. 

Analytical Report No I ·. 890001847007 
Date of Analysis / 

LS.11.2025 
Aua.rmTnqecKnii oTqeT .N'!! llaTa aua.JJH3a 
Date of Manufacture / 

10/2025 
Date of Expiry / 

09/2028 
.I(aTa DPOH3BO)J;CTBa ro)leH JlO 
Mfg. License No./ 

MA number:/ IlpoH3BOJlCTeeuuaH MNB/05/263 JITT-N~(006398)-(Pf'-RU) : HoMep PY 
: 

JJH[(eH3HH .N'!! 
Analysis performed according ND/ Ana.JJH3 npoee,11;eu no II,[(: JIIl-.N'!!(006398)-(Pr-RU)-240725 
Artworks approved:/ MaKeTbl ynaKOBKH yTeep,K)leubl: 24.07.2025 
PL approved: / JIB yrnep,KJlen: 28.01.2025 

Pa2e 1 of 7 / CT1). 1 HJ 7 
.N'!! Test/ IloKa3aTeJJb Result/ Pe3yJJbTaTb1 Specification/ HopMa 

1 Appearance / Onucauue Yellowish white round biconvex Yellowish white round biconvex tablets 
tablets with smooth surface. / Een1,1e with smooth surface. I Ee111,1e C 
C )l(eJlTOBaTblM OTTeHKOM Kpyrn1,Ie )KeJlTO Ba Tb! M OTTeHKOM Kpyrn1,Ie 

ABOJIKOBbinYKJlbie Ta6JleTKH c ABOJIKOBbinYKJlhie Ta6neTKH C rnaAKOH 
rnaAKOH noBepXHOCTbIO. noBepXHOCTbIO. 

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

H.i:.eunuJ>nKa[(HH 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 BpeMJI YAep)KHBaHHJI (section Assay). / BpeMJI y,ll.ep)KHBaHH.ll 

OCHOBHOfO nttKa Ha xpoMaTorpaMMe OCHOBHOfO n11Ka Ha xpoMaTorpaMMe 
HCnhITyeMOfO pacTBopa HCilbITyeMoro pacTBopa AOJl)KHO 

COOTBeTCTByeT BpeMeHH COOTBeTCTBOBaTb BpeMeHH yAep)KHBaHHJI 

yAep)KttBaHHJI OCHOBHOfO n11Ka Ha OCHOBHOfO n11Ka Ha xpoMaTorpaMMe 

xpoMaTorpaMMe pacTBopa pacTBopa CTaHAapTHOfO o6pa:31..la 

CTclHAapTHOfO o6pa31..la HHMecyJlttAa. HHMecyJIHAa (pa3AeJI «KonttLJ:eCTBeHHOe 
onpeAeJieH11e»). 

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

I 18/20 tablets - not more than± 5 % 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
npnMeqanne: ITpoay1cr cooTneTCTB)'eT -rpe6ona.1-1i1.1111,l'B,l1; 3aK.fll04eHue: O.LJ:OliPEHO t .. 

Prepared by I 
non,roTOBJJeHo: Shivani 

Jr 
Date/ 
.D,arn : 15.11.2025 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
nponepeHo:Pt a esh nponcpeHo (AOK): 0JJ,o6peno: 06ecrreqem,1e Kaqecrna/OrneTcTBeHHOe JTHUO: 
Rana . Amit Kun.f(_., _..- 01 

✓-

Date I Date/ 
. 

I
IDate / ,s~, ,, ,-oi { 

,[(am: 15.11.2025 ,[(am: 15.11.2025 ,[(am: 

Registered Office: S-2.-337, Road fJo. 3, Ganj~1·J Hills, Hycicr~ba d • 500034, ' '"lang~na, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@clrretJd,;s.com 

CIN: L8519SAP i934FLCG0-, 507 
wv,.w.drredcJ,;s.com 

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

CERTIFICATE OF ANALYSIS 
CEPTH©MKAT AHAJTvl3A 

Vi:I. !<ho!, Nalagarh Road, Baddi, 
Dislt. Solan, H.P., 173 205, INDIA 

T:c!: +91 98166 56001-m 
w'.vw.drrecidys.com 

Product: Nise® (Nimesulide) tablets 100 mg 
Ilpo;n'1CT: Hath® (1·rnl\1ecym-1.n) rn6neTKH, I 00 Mr 
Market/ PbrnOK Russia / Poccmr ' 

Batch No I 
V2502127 

Batch Quantity I 50,00,000 tab I 
CepnH!f!! . ·• I Pa1Mep cepuu 50,00,000 Ta6 

Analytical Report No I 
890001847007 

Date of Analysis / 
15.11.2025 

AuaJIHTH<JeCKHH OT<JeT N!! llaTa auaJ1u1a 
Date of Manufacture / 

10/2025 
Date of Expiry / 

09/2028 
,UaTa npOH3B0/];CTBa ro.ueu .llO 
Mfg. License No./ 

. . 
.. 

MA number:/ 
Ilpon3B0.UCTBeuuaH : MNB/05/263 

HoMep PY 
: JITT-N2(006398)-(PP-RU) 

J1uuen1nH N2 
Analysis performed according ND I AnaJIH3 npoBe.ueu no H,LI;: Jill-N!!(006398)-(Pr-RU)-240725 
Artworks approved:/ MaKeTbl ynaKOBKH YTBepmJJ.eubl: 24.07.2025 
PL approved: / JIB yrnepmJJ.en: 28.01.2025 

Pa2e 2 of 7 I C-r1>. 2 01 7 
Cpe.unHH Macca u 308.3 mg/ 308.3 Mr 2/20 tablets - not more than± 10 %. / 
0/1:HOp0/1:HOCTb M3CCbl 

310Mr±5,0% 

18/20 Ta6neTOK - He 6011ee ± 5 % 

2/20 rn611eTOK - He 6011ee ± l O %. 

4 Dissolution / Unit-I I Ta6n.-1 95% Not less than 75 % (Q) of label claim of 
PacTBopeune 

Unit-2 I Ta6n.-2 93 % 
Cl3H12N205S (nimesulide) in 45 min. / 
He Mettee 75 % (Q) OT HOMl1Ha.JlbHOro 

Unit-3 I Ta611.-3 95 % co,uep)KaH1rn CuH11N10sS (HttMecym1.u) 

Unit-4 / Ta611.-4 94% 
Yepe3 45 MHH . 

Unit-5 / Ta611.-5 95 % 

Unit-6 / Ta611.-6 95 % 

5 Water/ Bo.ua 2.2% Not more than 6.0 %. / He 6011ee 6,0 %. 

Remarks : The Product confirms to ND/ 

I
IConclusion : APPROVED I 

IIpuMe'-laHUe: Tipo.uyKT COOTBetcTByeT Tpe6oBaHIDIM H,ll; 3a1..:J110'-leHue: O,l],OliPEHO 

Prepared by/ 
ITo roTOane1m: Shivani 

Jr-
Date I 
)],aTil: 15.11.2025 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized person/ 
npoaepeHo:Prave h rtpoBepeHo (AOK): O.uo6peHO: 06ecneqem1e KaqecTBa/OTBeTCTBeHHOe m:1u:o : 

Rm,a 1 ArnitKum~ fl1_ 
b ate/ Date / !Date / , 8.-u-- ?oV: 
):\ma: 15.11.2025 ):\am: 15.11.2025 ;o;arn: 

Registered Oifice : 8·2.-337, Road No. 3, Ga njara Hills, Hyder~bad • 500034, Telang,rn a, India 
Tel : +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@dn-eddys.com 

CIN: L85195i<P 198.:iPLCG0,,507 
www.drreddys.com 

I 
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•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 

Dr. Reddy's Laboratories Ltd 
Formulation Unit-6 
Viii. Kho! , Nalagarh Road , Baddi, 
Distt. So lan, H.P., 173 205, INDIA 

lC'!: +91 9U66 56001-02 

CEPTM<1>11KA T AHAJil13A 
www.drreddys. corn 

Product: Nise® (Nimesulide) tablets 100 mg 
Ilpo,a:yKT: Haifa® (H11Mecym--1.ll) rn6neTKtt, 100 Mr 
Market I P1,rnoK Russia I Pocctt.11 .. 
Batch N,o / 

V2502127 
Batch Qu"imtity / 50,00,000 tab I 

CepHH ·.NI!, Pa3Mep cepHu 50,00,000 rn6 
Analytical Report No / 

890001847007 
Date of Analysis / 15 .11.2025 

AnaJIHTHlfeCKHii oT11eT N!! ,l(aTa anaJIH3a 
Date of Manufacture / 

10/2025 
Date of Expiry / 09/2028 

,l(aTa DPOH3B0)lCTBa ro,!J;eH ));0 

Mfg. License No./ 
MA number:/ 

Ilpou3so,a:cTsennaH : MNB/05/263 HoMep PY 
: JIIT-N!!(006398)-(P1-RU) 

JIHQeH3HH N!! 
Analysis performed according ND/ AuaJiu3 npose));eu no H,l(: JIII-N!!(006398)-(Pr-RU)-240725 
Artworks approved:/ MaKeThI ynaKOBKH yTsep~enhl: 24.07.2025 
PL approved: / JIB yrnep~eu: 28.01.2025 

Page 3 of7 / CTJ>. 3 u3 7 
6 Related substances / Po,!J;CTBeHHhie npuMecu 

Impurity A / IlpuMecb A 
0.01 % Not more than 0.20 %; I He 6onee 

0,20%; 

Impurity B I Ilp11Mech B 0.03 % 
Not more than 0.20 ~lo; I He 6onee 
0,20 %; 

Impurity C I Ilp1-1Mec1, C Not detected I He o6Hapy)l(eHa 
Not more than 0.20%; I He 6011ee 
0,20 %; 

Below LOD (LOD = 0.0049%) / 
Not more than 0.20 %; I He 6011ee 

Impurity D / IlpuMech D HH)Ke npe)le11a 06Hapy)l(eH11si: (ITO = 
0,20%; 

0.0049 %) 

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

Impurity F / Ilp11Mec1, F Not detected / He o6Hapy)l(eHa Not more than 0.20%; I He 6onee 
0,20 %; 

Individual unidentified 
Below LOQ (LOQ = 0.0143 %) I 

impurity I E.D,HHH11H3SI Not more than 0.20 %; I He 6onee 
Hett,a:eHTH~HQHpOBaHHaSI 

Htt)l(e npe.D,ena KOJIMtJecTBeHHoro 
0,20%; 

onpe.D,eJieHmI (ITKO = 0.0143 %) 
npMMeCb 

Remarks.: The,Product confirms to ND/ Conclusion : APPROVED I 
np11 Metta11u.e.:i.Ilpo.D.yKT COOTBeTC~TByeT Tpe6oaanH.!IM H.D; 3aKmoqenne: O)].O6PEHO 

Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
ITo,11,roTOaJJeHo: Shivani 

Jr 
Date/ 
)];am: 15.11.2025 

npoaep 1:1ol:Pravesh IlpoaepeHo (AOK): O.D.o6peHo: O6ecrreqem1e Kaqecrna/OrneTcTBeHHoe m-iuo: 
Rana Amit Kumar dffP 

----
Date/ Date/ 'Date/ Jg~ I! ,..7--()'2-( 
)];am: 15.11.2025 ,Uar-a: 15. l 1.2025 ,nam: 

Registered Office: 8-2.-337, Road No. 3, G.:: 11j wrJ Hills, Hyderabad - 500034, Tela11gJ na, India 
Tel: +91 40 4900 2900, Fax: +9140 4900 2999, Emai l: mail@drredd'fs.co m 

CI N: LS5195AP193~PLC00~507 
www.dr reddvs.con~ 

I 



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

CERTIFICATE OF ANALYSIS 
CEPTHct>HlCA T AHAfll13A 

\/iii. l<ho!, Nalagarh Road , Bc1ddi, 
Dis1.t. Soia11, H.P., 173 205, l11IDIA 
T,,! . L9J 9'.:LG I'.: 56001-rn 
1, J''NJ. d rrc cic!y., .corn 

Product: Nise® (Nimesulide) tablets 100 mg 
IlpoJzyt..:T: Haifa® (m1Mecym-1.n.) rn6neTKH, 100 Mr 
Market I PblHOK Russia / Poccm1 I I • • 

BatchNo/ , . . . . Batch Quantity I 50,00,000 tab / 
V2502127 

CepnH .N°!! • • • - • • .. PaJMep ceoua ~ • , 50,00,000 Ta6 

Analytical Report No/ 
890001847007 

Date of Analysis / 
15.11.2025 

AnaJIHTHqecKuii ·oTI1eT .M! .llaTa auaJIHJa • , 
Date of Manufacture / 

10/2025 
Date of Expiry / 

09/2028 
.Il:.aTa npOH3B0,!J:CTBa ro.ueu .uo 
Mfg. License No./ 

MA number:/ 
IlpoHJBO.UCTBeunaH : MNB/05/263 HoMep PY 

: JUl-N2(006398)-(P1-RU) 
JIHQeH3HH .N'!! 
Analysis performed according ND/ AuaJiuJ npoBe)J:eu no H.n:,: Jlll-.M!(006398)-(Pr-RU)-240725 
Artworks approved:/ MaKen.1 ynaKOBKH yTBep~enhl: 24.07.2025 
PL approved: / JIB vrnep~eu: 28.01.2025 

Paee 4 of7 / CTp. 4 03 7 
Total impurities I CyMMa 

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

7 Uniformity of dosage units The Acceptance Value (AV) should be 
I O.unopo.uuocTh 

1.7 
less than or equal to 15.0. / IloKa3aTeJlb 

,U03HpOBaHHH nptteMneMOCTH (AV) ,[(OJl)KeH 6bnh He 
6onee 15,0. 

8 Microbiological purity*/ Mmcpo6uoJioruqecKaH qncTOTa* 

Total Aerobic Microbial NA Not more than 103 CFU/g. / 
Count I O6mee 'IHCJl0 He 6onee 103 KOE/r. 
)Ktt3ttecnoco6ttbIX 
a3po6HhIX 
MHKpoopraHH3MOB 

Total Combined Yeast and NA Not more than 102 CFU/g. / 
moulds count I O6mee He 6onee 102 KOE/r . 
'IHCJlO ,a:pO)K)KeBbIX H 

nnectteBhlX rptt60B 

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

9 Assay/ KomiqecTBeuuoe 98.7 mg/ 98.7 Mr 9o.o to 110.0 mg of C1,H12N2OsS 
onpe.ueJieuue (nimesulide) per tablet. / OT 90,0 LJ.0 

Remarks : The Product confirms to ND/ Conclusion : APP.Ro, D I 
IlpuMe'lauue: ITpo,D.yK'r coo'I'BeTcTByeT Tpe6oBaHIDIM H,A 3a1-.rt m'leune: 0 ,ll.0 6PEHO 

Prepared by / 
ITo,n:roTOBJietto: Shivani 

)><( 
Date / 
,[(am: 15.11.2025 

Checked by/ Checked by (AQA) / I Approved by: Quality Assurance/ Authorized person / 
ITpoaepetto:}Prave h ITpoaepetto (AOK): O,n:o6petto: O6ecne'-lem1e Kalfecrna/OTBeTcTBettHoe 1rnu.o: 
Rana Amit Kumf\ _ _::_ eP1 

- -

Date/ Date/ 'Date I f ~ r'Jr .?.() 2.-\ 
,[(am: 15.11.2025 ,[(am: 15.11.2025 :JJ;arn: 

Registered Oiiice: 8-2-337, Road i•lo. 3, G,rnj,n a Hill;, Hyde:; a bad - 500034, Tic l,1ngon.c), lnd i~ 
Tel: +91 40 4900 2900, Fax: +9140 4900 2999, Email : m2i/t;Jdrredd'js.com 

CI N: L85195AP 1::J f..:;PLCU0,,507 

wV1i\iV,ci rrcda ;s.con~ 

I 



•·· Dr. Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulatio:i Unit-5 

CERTIFICATE OF ANALYSIS 
CEPTH<.DMKA T AHAJII13A 

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

T2!: +9193166 56001-01 

www.drrecidys.corn 

Product: Nise® (Nimesulide) tablets 100 mg 
Ilpoi:.yKT: Haifa® (tt11Mecym1,ll,) rn611eTKH, 100 Mr 

Market/ PbIHOK Russia I Poccm, 

Batch No I ·- ~ Batch Quantity/ . - 50,00;000 tab I 
: Y-2502127 

Cepun N2 . , ~ •• j, ... Pa1Mep cepuu • ··- - .... 50,00,000 Ta6 

Analytical Report No I 
890001847007 

Date of Analysis / 
15.11.2025 

AnaJinTnqecKnii oTqeT .N'!! .IlaTa anaJiu1a 
Date of Manufacture / 

10/2025 
Date of Expiry / 

09/2028 
.l{aTa npOH3B0ACTBa roi:.en AO 
Mfg. License No. / 

MA number:/ 
Ilpon3BOACTBennaH : MNB/05/263 HoMep PY 

: JII1-N~(006398)-(Pr-RU) 

JIHD;eH3HH .N'!! 
Analysis performed according ND/ AnaJIH3 nposei:.en no H)];: JIII-.N'!!(006398)-(Pr~RU)-240725 
Artworks approved:/ MaKeTbI ynaKOBKH yTsep~enL1: 24.07.2025 
PL approved: / JIB yrnep~eu: 28.01.2025 

Page 5 of7 I CTp. 5 03 7 
110,0 Mr CuH12N20sS (tt11Mecy1111,ll,) 
B Ta611eTKe. 

10 Packaging/ YnaKOBKa 10 tablets in a PVC/aluminum blister. 10 tablets in a PVC/aluminum blister. 1, 
3 blisters and a package leaflet in a 2, 3 or 10 blisters and a package leaflet in 

carton. I rro 
, (\ 

Ta611eTOK B a carton. I 110 1 (\ Ta6JieTOK B 1V I 1V 

TIBX/amoMHHHeBoM 61111cTepe. Ilo 3 IlBX/amoMHHHeBoM 611ttcTepe. Ilo 1, 2, 
6JIHCTepa BMeCTe C JIHCTKOM- 3 HJIH 10 611HCTepoB BMeCTe C JIHCTKOM-
BKJiaAb!IIIeM B naqKy KapTOHH)'IO. BKJia)],bIIIIeM 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./ 
* - AHaJIH3 no TIOKa3aTemo «M11Kpo61-1011or11qecKaH q1-1cT0Ta» npOBO)],HTC5I npOH3B0)],HTeJieM npH BbITIYCKe 
nepHO)],H4eCKH (c HHTepBaJIOM 0)],HO HCTibITaHHe Ha 20 cepHH HJIH He Mettee 1 pa3a B ro,ll,). IloKa3aTeJib MO)KeT 6bITb He 
BKJIIOqeH B CepTmpHKaT aHaJIH3a qmpMbI. 

API name (INN)/ HanMeuoBauue A<l>C (MHH): Nimesulide / H11Mecy11H,ll, 

APT manufacturer hatch number/ 
J',TM:0/1250504GJ, NM0/1250504Gl 

HoMep cepuu npoH3BOAHTeJIH A<l>C: 
FP Manufacturer API Batch number/ 

FESA00316, FESA00315 
HoMep cepuu cy6cTauu;uu npon3B0AHTeJIH rJI<I>: 

'

!Remarks : The Product confirms to ND/ • Conclusion : APPROVED I -: _-, 

IlpuMe•rnuue: IIpo,nyKT cooTBeTcTByeT.TJ')e6oBaHH5IM H,ll; 3aKmo'!eHne: O,ll;OliPEHO C.:, ff· 

Prepared by I Checked by I Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
Tion:rornsneuo: Shivani = epeEio:~l vesh IIpoBepeuo (AOK): O,no6petto: 06ecrreqemre KatJecTBa/OTBeTcTBeunoe Jinuo: 

kr AmitKu1f.,~ ;_ &f4' ...i--
Date/ Date / Date I IIDate / Jg,, I,, £,ti 1vS 
)];am: 15.11.2025 )];aTa: 15.11.2025 ,ll;aTa: 15.11.2025 )];am: 

Registered Office: 8-2-337, Road No. 3, BanjcJra Hilis, Hycierabad - 500034, Telangana, india 
Tel. +91 40 4900 2900, Fax: +9140 4900 2999, Email: mail@drredd'fs.com 

Cl N: l.85195/-\P 1984PLC00-150 7 
w-vv·v,..1.drreddvs.com 

I 



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

.. CERTIFICATE OF ANALYSIS 
CEPTH<t>l1KA T AHAJ1M3A 

Viii. Kho!, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, iNDIA 
T,I • +9:1 9816fi 56001-02 

www.rlrrecidys.corn 

Product: Nise® (Nimesulide) tablets 100 mg 
Ilpoi:i;yKT: Haib® (ttttMecym-1)].) rn6neTKH, 100 Mr 
Market I P1.rnoK Russia / Pocci,rn: 
Batch No/ 

V2502127 - Batch Quantity/ 50,00,000 tab/: .... 
CepnH .N'!! Pa3Mep cepun 50,00;000 mfr • . -·· ,, 

Analytical Report No/ 
890001847007 

Date of Analysis / 15.11.2025 
AuaJIHTHqecKuH oTqeT .N'!! .[{aTa auaJIH3a 

Date of Manufacture / 
10/2025 

Date of Expiry / 09/2028 
):(aTa np0U3BOLJ:CTBa roi:i;eu LJ;O 

Mfg. License No./ 

' 

MA number:/ 
Ilpou3BOLJ:CTBeuuaH : MNB/05/263 

HoMep PY 
: JU1-N2(006398)-(Pr-RU) 

JIUQeH3HH .N'!! 
Analysis performed according ND/ Au:aJIH3 nposei:i;eu no 11,ZI;: Jill-.N'!!(006398)-(Pr-RU)-240725 
Artworks approved:/ MaKeTbI ynaKOBKH yTsep"')].eubl: 24.07.2025 
PL approved: / JIB yrnep"')].eu: 28.01.2025 

Page 6 of7 / CTp. 6 H3 7 

API Manufactured by & country / 
Aarti Drugs Limeted / 

Ilpon3BOLJ:HTeJib A<l>C, cTpaua: 
AapTH )];pare J1HMHTe)], 

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

Name, address, authorization No for FP 173205, India (license No MNB/05/263) / 
manufacturing site / Control site / Release site / )];-p Pe)].)],H'c J1a6opaTOpHC J1T)].., 11H)].HSI, 
HanMenosaune, a,11,pec, JIHQeH3HH ,11,JIH Ilpott3BO)].CTBettttoe no)],pa3)].eJTetttte-6, BttJTJT. KxoJih, 
Ilpou3so,11,cTBeunaH nJ101.Qa,11,Ka / IlJ101.Qa,11,Ka Hanarapx Poy)]., EaMH, )];11cTpHKT Conatt, X.Il., 1 73205, 
KOHTpOJIH KaqecTBa / IIJ101.Qa,11,Ka BhrnycKa 11H)].HSI (nm~eH3HSI N2 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:,,. 

3aKJIJoqeune O COOTBeTCTBHU: «HacTOSl~MM SI TIO)],TBep)K)],aIO, qTQ npttBe)],eHHaSI Bblllle HHq>Op¥aµH~. SIBJISieTCSI 
)],OCTOBepHOH 11 ToqHoH. 3m cepttsr npo)].yK_u;Jrn npOH3Be)],eHa (BKJIIOqasr ynaKOBKY (MapKHpOBKY) H KOHTJ)QJTb K_aqecrna) 
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Page 7 of7 / CTp. 7 03 7 
Ha BbJWeyKa.3aHHOH npOH3B0)],CTBeHHOH nJIOll.l,a)],Ke (nnoll.l,a)],Kax) B TIOJIHOM COOTBeTCTBHH C Tpe6oBaHHJIMH TipaBHJl 

Ha)],Jie)Kall.l,eH npOH3B0)],CTBeHHOH npaKTHKH EBpa.3HHCKOro 3KOHOMH4eCKOro COI03a H Tpe6oBaHHJIMH KOHTp011JI 

KaqecTBa JieKapcTBeHHbIX cpe)],CTB, a TaK)Ke B COOTBeTCTBHH co cneu,wqmKaU,HJIMH, CO)],ep)Kal.ll,HMHCJI B 

perwcTpaU,HOHHOM )],OChe CTpaHbl-HMnopTepa. 3arrncw no npOH3B0)],CTBY, ynaKOBKe H aHaJIH3Y nposepeHbl, H 

yCwnvB,,Cnv YlA 1,,,vv101.,11,,,1or!C Tpc6oBamrnM IIpaBHJi Ha)],JiC)Kaill;CH npOH3BO)],CTBCHHOH npaKTHKH EBpa3HHCKoro 

3KOHOMH4eCKoro COI03a». 
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