
•·· Dr.Raddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTll<l>lIKAT AHAJill3A 

Product: Cetrine® film coated tablets, 10 mg 

Ilpo,lJ;yKT: UeTpHH® Ta6JJeTKH, noKphITbie nJJeHO'-IHOH o6oJJO'-IKOtt, 10 Mr 

Market/ P1,rnoK : Russia/ PoccJ,UI 

Batch No./ 
V2601106 

Batch Quantity/ 
CepHH N2 

: 
Pa3Mep cepuu 

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

Tel : +91 98166 5600 1.-02 

w1,vw.drreddys.coni 

25,00,000 tab / 
: 

25,00,000 Ta6 

Analytical Report No./ 
: 890001886088 

Date of Analysis / 
: 30.05.2026 

AHaJJHTH'-leCKHtt 0TLteT N2 ,UaTa auaJJH3a 
Date of Manufacture/ 

04/2026 
Date of Expiry/ 

03/2029 
,UaTa np0H3B0,lJ;CTBa 

: ro,lJ;eH ));0 
: 

Mfg. License No./ 
MA number:/ 

IlpOH3B0,lJ;CTBeHHaH : MNB/05/263 
HoMep PY 

: JU1-NQ(005456)-(Pf-RU) 

JJHUeH3HH N2 
Analysis performed according to ND:/ AuaJJH3 npoBe,lJ;eH no H,U: JIII-N2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeT1>1 nepBH'-IHOH ynaK0BKH yrnep~eu1,1: 12.11.2024 
Artworks of secondary package approved: / MaKeThl BTopu<iuoit ynaK0BKH YTBepm,l1;eu1,1: 17.02.2025 
PL approved: / JIB yrnepm,lJ;eu: 15.05.2024 

N2 Test I IloKa3aTeJJh Result I Pe3yJ11>TaThl Specification/ HopMa 
1 Description/ Onucauue White coloured, round, biconvex film White or off-white coloured, round, biconvex 

coated tablets with a break line on one film coated tablets with a break line on one 

side. White core on cross section. I side. White to off-white core on cross section. 

KpyrJJbie )].B0llK0BbinYKJJhle Ta6JJeTKl1, I KpyrJlb1e ,/J.BOllK0BhinYKJJhle Ta6JJeTKH, 

IT0KpblTbie rrneHO'-IHOH 060JJO'-IKOH IT0KpbITble ITJJeHO'-IHOH o6oJJO'-IKOH 6eJJoro 

6eJJoro UBeTa, C pHCKOH Ha 0,/].HOH HJIH IT0'-ITH 6eJJoro useTa, C pHCKOH Ha 0,/].HOH 

CT0p0He. Ha rrorrepe'-IHOM pa3pe3e - cTopoHe. Ha rrorrepe'-IHOM pa3pe3e ll,!].p0 OT 

ll,/J.P0 6eJJoro UBem. 6eJJoro )].O rro'-ITH 6eJJoro UBeTa. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3aKmo<ieuue: O,UOEPEHO II HMe<tauue: IT 

Prepared by I 
ITo,!J.rOTOBJJeHo: 

Rama Kant 

Date I 
nam: 30.05.2026 

0,/J. KT COOTBeTCTB eT T 

Checked by I 
ITpoBepeHo: 

Pardeep Kumar 

Date I 
llam: 30.05.2026 

e6oBaHHllM H)l 

Checked by (AQA) / 
ITpoBepeHo (AOK): 

Amit Kumar 

Date/ 
)lam: 30.05.2026 

Approved by: Quality Assurance/Authorized person/ 

O)].o6peHo: O6ecrre'-leHHe Ka'-leCTBa!OTBeTCTBeHHOe JIHUO'. 

Date I 
)lam: 

Registe:·eci Office: 8-2-3.~7, Road No 3, Banjara Hills, Hyderabad - 500034 ,,,!;ingana, India 

Tel: +9 l 40 4900 2900, i'ax: +'Jl 40 4900 2999, Email: mail@drrerldv'.; rnm 
CIN: L85195AP1984PLC004507 

www.drreddys.corn 



•·· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH <l>HKAT AHAJIH3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Vi ii. Khol, Nalagarh Road, Baddi, 

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

Tel : +9198166 56001-02 
www.drreddys.com 

Product: Cetrine® film coated tablets, 10 mg 
Ilpo.ayKT: Ue-ro1rn® rn6JieTKH, nOKPh1Tb1e nneHO'IHOH o6oJIO'IKOH, 10 Mr 

Market/ PbIHOK : Russia / Poccm, 

Batch No./ 
V2601106 

Batch Quantity I 25,00,000 tab I 
CepuH .N'2 

: 
PuMep cepuu 

: 
25,00,000 Ta6 

Analytical Report No./ 
: 890001886088 

Date of Analysis/ 
: 30.05 .2026 

AHaJJuTuqecicuii oTqeT .N'2 .LI:arn auanu3a 

Date of Manufacture/ 
04/2026 

Date of Expiry / 
03/2029 

.LI:aTa ITPOH3B0JlCTBa 
: 

ro)leH JlO 
: 

Mfg. License No./ 
MA number:/ 

IlpOH3B0/J,CTBeHHaH : MNB/05/263 
HoMep PY 

: J1TI-N2(005456)-(Pf-RU) 

JIHUeH3HH .N'2 
Analysis performed according to ND:/ AHaJJH3 npose11.eH no H.lJ:: JIII-.N'2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaiceTbl nepuuqHoii ynaKOBKH yTsep,imeHb1: 12.11.2024 
Artworks of secondary package approved: / MaiceTbl BTopuqHoii ynaKOBKH yTsep,ic11.eHb1: 17.02.2025 
PL approved: / JIB VTBep,ic11.eH: 15.05.2024 

.N'2 Test/ Iloica3aTeJJb Result/ PelyJJbTaTbl Specification/ HopMa 

2 Identification / rihe retention time of the main peak in 
lf11.eHTHcj>HKaQHH the chromatogram oftest solution The retention time of the main peak in the 

chromatogram oftest solution should comply complies with the retention time of the 
HPLC / B3)l{X main peak in the chromatogram of with the retention time of the main peak in the 

Cetirizine Hydrochloride reference .,hromatogram of Cetirizine Hydrochloride 

standard solution. I BpeMl! y,uep)l(1-rnamrn eference standard solution (section "Assay") . 
11 

OCHOBHOfO nHKa Ha xpoMaTorpaMMe 
BpeMl! y.uep)l(HBamrn OCHOBHOfO m1Ka Ha HCOblTyeMoro paCTBOpa COOTBeTcTByeT 

BpeMeHH y.uep)l(HBaHHll OCHOBHOfO ITHKa ~poMaTorpaMMe HCITblTyeMoro paCTBOpa 

Ha xpoMaTorpaMMe CTaH.UapTHoro iuOJI)l(HO COOTBeTCTBOBaTh epeMeHH 

paCTBOpa LJ,eTHpH3HHa rn.upoxJ10p11.ua. jy.uep)l(HBaHHll OCHOBHOrO ITHKa Ha 
txpoMaTorpaMMe CTaH,UapTHOro paCTBOpa 
LJ,eT11p11311Har11.upoxnop11.ua(pa3,neJ1 
«Kon1111ecTBeHHOe onpe.uenem1e»). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3aicmoqenue: O.lJ:OliPEHO II HMeqaHue: TI 

Prepared by I 
Tio.uroTOBJieHO: 
Rama Kant 

D ate I 
.LI:arn: 30.05.2026 

o.u KT COOTBeTCTB eT T 

Checked by I 
TipoeepeHo: 
Pardeep Kumar 

Date / 
LJ:arn: 30.05.2026 

e6oeaHHllM HLJ: 

Checked by (AQA) / 
TipoeepeHo (AOK): 
Amit Kumar 

Date/ 
.LI:arn: 30.05.2026 

Approved by: Quality Assurance/ Authorized person / 
O.uo6peHo: O6ecrre'leHHe Ka'leCTBa!OTBeTCTBeHHOe JIHLJ,0 : 

Date/ 

llarn: 

Registere d Gffice: 8-2-337, Roild No 3, 8JnjMa Hills, Hyderabad - 500034 ·;,, ,,1 ngana, India 

Tel: t91 40 4900 2900, F~x: t91 110 4900 2999, Emai l: rnail@drrerJ r:-•,,, com 
CIN: L85 195AP1984PL C004507 

www.tlrreddys.corn 



•·· Dr. Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 

Distt. Solon; H.P., 173 205, INDIA 

Tel : +91 98166 56001.-02 

vJww.drreddys.com 

CERTIFICATE OF ANALYSIS 
CEPTII (l>lfKAT AHAJIII3A 

Product: Cetrine® film coated tablets, 10 mg 
Ilpo)]:yKT: UeTp1rn® Ta6JJeTKH, noKphlThJe rrneHO'IHOH o6oJJ04KOH, 10 Mr 

Market / PblHOK : Russia / PoccID1 

Batch No./ 
V2601106 

Batch Quantity / 25,00,000 tab/ 

Cepnsi .N2 
: 

Pa3Mep cepun 
: 

25,00,000 rn6 

Analytical Report No./ 
: 890001886088 

Date of Analysis/ 
: 30.05.2026 

AttaJJHTH'leCKHii OT'leT .N2 )laTa attaJJn3a 

Date of Manufacture/ 
04/2026 

Date of Expiry/ 
03/2029 

)laTa llPOH3B0/1:CTBa 
: 

ro)]:eH /1:0 
: 

Mfg. License No./ 
MA number:/ 

IlpoH3B0)]:CTBeHHaSI : MNB/05/263 
HoMep PY 

: JIIT-NQ(005456)-(Pf-RU) 

JIHUeH3HH _Ng 

Analysis performed according to ND:/ AuaJJH3 npose)]:eH no H)l: JITI-.N2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ Maicen,1 nepsn11uoii ynaKOBKH YTBep~eub1: 12.11.2024 
Artworks of secondary package approved: / MaKeTbI BTopnquoii ynaKOBKH yTsep~AeHbJ: 17.02.2025 
PL approved: / JIB yrnep~eu: 15.05.2024 

_Ng Test I IloKa3aTeJib Result/ Pe3yJibT3TbI Specification / HopMa 

l3 

UV- spectrophotometry I 
Y<l>- crreKTpO!pOTOMeTpm, 

Dissolution/ PaCTsopeune 

Remarks : The Product confirms to ND/ 
TI HMe'lanue: IT 

Prepared by / 
ITo,uroTOBJJetto: 
Rama Kant 

Date/ 
,Uarn: 30.05.2026 

o.u KT COOTBeTCTB eT T 
Checked by/ 
ITpoBepetto: 
Pardeep Kumar 

Date/ 
,Uarn: 30.05.2026 

Complies / CooTBeTcTByeT rThe UV-spectrum of the test solution and the 
Cetirizine Hydrochloride reference standard 
!solution in the range 200 nm to 400 nm should 
exhibit maxima absorbance at about the same 
wavelengths with an allowed variation of ±2 
nm. I Y<l>-crreKTpbi rrornow:ettu» 
HCITbITyeMoro pacTBopa H CTaH,uapTHOro 
pacTBopa UeTHpH3HHa n1,upoxJ1op11.ua B 
06J1aCTJ.1 OT 200 AO 400 HM AOJJ)l(Hbl HMeTb 
MaKCHMYMbl rrorJJOW:eHHll rrpH O,UHOH H TOH 
l,Ke ,UJJHHe BOJJHhl C p:orrycTHMblM 
IOTKJJOHeHHeM ± 2 HM. 

rNot less than 80% (Q) of the labeled amount 
ofC21H2sClN2O3·2HCI (cetirizine 

95 %; 96 %; 98 %; 94 %; 96 %; dihydrochloride) after 30 min./ He Mettee 
96% 

e6oBaHHl!M H)l 
Checked by (AQA) / 
ITpoBepetto (AOK): 
Amit Kumar 

Date/ 
,Uarn: 30.05.2026 

80 % (Q) OT HOMHHaJJbHOro co,uep)l(aHHll 

C21H2sCIN2O3· 2HCI (uernpm11Ha 
):(HrHAPOXJJOPHA) qepe3 30 MHH. 

Conclusion : APPROVED / 
3aKJIIO'leuue: OlIOiiPEHO 
Approved by: Quality Assurance/Authorized person/ 
Op:o6petto: O6ecne'!ettue Ka'lecTBa!OTBeTCTBeHHoe JJnuo: 

Date/ 
.[{am: 

Registered off;ce: 8-2 337, Rc-aci No 3, B,rnj~ra f-'ills, Hyderabad - 500034 c,Jangana, India 

Tel: ➔ 91- ~0 4900 2900, F~x: +9140 4900 2999, Email: mail@drrer:,'v,,.com 
C!N: i 85195APl984PLC004507 

www.drreddys.corn 



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

Tel : +91 98166 56001.-02 
www.drreddys.com 

CERTIFICATE OF ANALYSIS 
CEPTII «I> IIKA T AHAJIII3A 

Product: Cetrine® film coated tablets, 10 mg 
IIpo,ll,yKT: U:erp1-rn® Ta6JieTKl1, ITOKpb!Tbie ITJieH04HOH o6oJI04KOH, 10 Mr 

Market/ PbIHOK : Russia I Poccm1 

Batch No./ 
V2601106 

Batch Quantity/ 25,00,000 tab I 
CepuH N2 

: 
Pa1Mep cepuu 

: 
25,00,000 Ta6 

Analytical Report No./ 
: 890001886088 

Date of Analysis / 
: 30.05.2026 

AttaJIHTH'leCKHH 0T'leT N2 ,llaTa aHaJIH3a 

Date of Manufacture/ 
04/2026 

Date of Expiry / 
03/2029 

)laTa np0H3B0,IJ,CTBa 
: 

ro,IJ,eH ,IJ,0 
: 

Mfg. License No./ 
MA number:/ 

IJpOH3B0,IJ,CTBeHHaH : MNB/05/263 
HoMep PY 

: flil-N2(005456)-(Pr-RU) 

JIHUeH3HH .N'2 
Analysis performed according to ND:/ AttaJiu3 npoBe,l),eH no H,ll: JIII-N2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbl nepBH'IHOH ynaK0BKH YTBepm,1J,eHb1: 12.11.2024 
Artworks of secondary package approved: / MaKeTbI BTOpH'IHOH ynaKOBKH YTBep:1K,1J,eub1: 17.02.2025 
PL approved: / JIB yTBep:1K,1J,eu: 15.05.2024 

N2 Test I IloKaJaTeJib Result/ Pe1yJ1bT8Tb1 Specification/ HopMa 

4 Uniformity of dosage units / 
O,1),HOpO,ll,HOCTb ,IJ,03HpOBaHHblX 5.0 
e,IJ,HHHU 

Remarks : The Product confirms to ND/ 
II uMe'lattue: TI 0A KT cooTBeTCTB eT T e60BaH11HM H.U 
Prepared by/ Checked by / Checked by (AQA) / 
Ilo,1J,roTOBJieHo: IlpoBepeuo: IlpoBepeHo (AOK): 
Rama Kant Pardeep Kumar Amit Kumar 

$ r----A --
Date/ Date/ Date/ 
)lam: 30.05.2026 )lam: 30.05.2026 )lam: 30.05.2026 

Acceptance value (AV) should be not more 
than 15.0 / IloKa3aTeJib np11eMJieMocrn (AV) 
i/],omKeH 6bITh He 6onee 15,0. 

Conclusion : APPROVED / 
3aKJIIO'lettue: O,llOEPEHO 
Approved by: Quality Assurance/ Authorized person / 
O.no6peHo: O6ecne1IeH11e Ka'!ecTBa/OTBeTCTBeHHoe nmi:o: 

Date/ 
)lam: 

Registered Gffice: 8-2-337, Road No 3, Banjara Hills, Hyderabad - 500034 T•.·'-mgana, India 

Tel: +91 40 4900 2900, Fcix: +91 ,10 4900 2999, Email: mail@drreG,\.·.com 
CIN: L8519SAP1984PLC004507 

www.drredd11s.com 



•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Di !':tt. Solan, H.P., 173 205, INDIA 
Tel : +91 98166 56001.-02 
VJWW. drreddys.corn 

Product: Cetrine® film coated tablets, 10 mg 
Ilpo,llyKT: UeTp1rn® m6JieTKH, noKphIThie nneHOt.JHoi1 o6onot.JKOH, l O Mr 

Market/ PblHOK : Russia/ Poccm1 

Batch No./ 
V2601106 

Batch Quantity / 25,00,000 tab / 
CepuH .N2 

: 
PaJMep cepuu 

: 25,00,000 Ta6 
Analytical Report No./ 

: 890001886088 
Date of Analysis / 

: 30.05.2026 
AHaJlHTH'leCKHH 0T'leT .N2 )laTa aHaJiuJa 

Date of Manufacture/ 
04/2026 

Date of Expiry/ 
03/2029 

)laTa npOHJBOJJ;CTBa 
: 

foJJ;eH JJ:O 
: 

Mfg. License No./ 
MA number:/ 

IJpOHJBOJJ;CTBeHHaH : MNB/05/263 
HoMep PY 

: JITT-NQ(005456)-(Pf-RU) 
JlHU,eHJHH _Ng 

Analysis performed according to ND:/ AuaJIHJ npose,lleu no H)l: JIII-.N2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbI nepBH'IHOH ynaK0BKH YTBep,KJJ:eHbt: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbI BTOpH'IH0H ynaKOBKH YTBep~JJ;eHbt: 17.02.2025 
PL approved: / JIB yrnepmJJ;eH: 15.05.2024 

5 Impurities / IlpuMecu 
Impurity Al 
TTpnMech A 

Impurity BI 
ITp11Mech B 

Impurity C / 
TTp11MeCh C 

Below LOD (LOD =0.005 %) I HmKe 
npe,ll.ena 06Hapy)l{eH11J1 (ITO= 0,005 %) ot more than 0.2 % I He 6onee 0,2 % 

0.04 % ot more than 0.2 % / He 6onee 0,2 % 

Below LOD (LOD =0.006 %) / H11)1{e ot more than 0.2 % / He 6onee 0,2 % 
npe.ll.eJia 06Hapy)l(eH11J1 (TTO = 0,006 %) 

Below LOQ (LOQ = 0.003 %) / H11)1{e ot more than 0.2 % / He 6onee 0,2 % Impurity D / 
ITp11Mech D npe;n,ena K0JIH4ecrneHHoro on pe,11eneH HJI 

Impurity E / 
TTp11MeCh E 

(ITKO = 0,003 %) 

Below LOQ (LOQ = 0.023 %) / HmKe ot more than 0.2 % / He 6onee 0,2 % 
npe,llena K0JIHt.JecrneHHoro onpe,ll.eJieHHJI 

(ITKO = 0,023 %) 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3aKJIIO'lenue: O.Ll,OliPEHO II HMe'laHue: n 0)1. KT CO0TBeTCTB eT T e6oeaHHJIM H,[( 

Prepared by/ Checked by/ Checked by (AQA) / 
Tio.nrorneJieHo: TTpoeepeHo: TTpoeepeHo (AOK): 
Rama Kant Pardeep Kumar Amit Kumar 

~ J_z- 0_,-
Date/ Date/ Date/ 
.[lam: 30.05.2026 ,[(am: 30.05.2026 ilam: 30.05.2026 

Approved by: Quality Assurance/ Authorized person / 
O)].o6peHo: O6ecne4eHue Ka'lecrna/OTBeTcrneHHoe m1uo: 

Date/ 
,[(am: 

Regisle:·ed Office: 8-2-3'37 , Roarl No. 3, 8Jnj;ira Hill s, Hyderabad - 500034 c.-' rngana. India 

Te l: +9 1 404900 2900, Fax: +91,10 4900 2999, Email: rnail@drre t ,;-,, ram 
CIN: i.il5195AP1984PLC004507 

www.drreddys.co rn 



•·· Dr. Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Di~tt . Solan, H.P., 173 205, INDIA 
Tel : +91 98166 56001-02 
www.d1·reddys.com 

CERTIFICATE OF ANALYSIS 
CEPTII<l>IIKA T AHAJIII3A 

Product: Cetrine® film coated tablets, 10 mg 
IlpoJlyKT: UeTpHH® Ta6neTKH, nOKPbITble nneHO'IHOH o6onO'IKOH, 10 Mr 

Market/ P1,rnoic : Russia/ Poccm1 

Batch No./ 
V2601106 

Batch Quantity/ 25,00,000 tab/ 
CepuH .N"2 

: 
Pa3Mep cepuu 

: 25,00,000 Ta6 
Analytical Report No./ 

: 890001886088 
Date of Analysis / 

: 30.05.2026 
AuaJJuTuqecicuit oT<teT .N"2 )].aTa auaJJHla 

Date of Manufacture / 
04/2026 

Date of Expiry/ 03/2029 
)].aTa IlPOH3B0JlCTBa 

: 
roJJ;eH JlO 

: 

Mfg. License No. / 
MA number:/ 

IlpOH3B0JlCTBeHHaH : MNB/05/263 
HoMep PY 

: JITT-N!!(005456)-(Pr-RU) 
JJHU.eH3HH ,N°Q 

Analysis performed according to ND:/ AnaJJH3 npose,aeu no H,l(: JIIl-.N"2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbl nepBH'IHOH ynaKOBKH YTBepmti;eu1,I: 12.11.2024 
Artworks of secondary package approved:/ MaiceTbl BTOpH'IHOH ynaicoBKH yTBep*JleH1>I: 17.02.2025 
PL aoorovcd: / JIB YTBCP*JleH: 15.05.2024 

Impurity F / 
Ilp11Mecb F 

ot more than 0.2 % I He 6onee 0,2 % 

Below LOD (LOD =0.015 %) / HmKe 
npe,nena 06ttapy)Kett11H (ITO= 0,015 %) 

Any individual unidentified 
impurity/ J1106aH e,DJ1HH'IH8H 
He11JJ;eHTHQJl1L1,HpOBaHHaH npHMeCb 

otal impurities / 
CyMMa np11Mecei1 

Remarks : The Product confirms to ND/ 

0.05 % 

0.1 % 

II 1tMe'1aHue: n o,n KT COOTBeTCTByeT T e6oBaHH!IM H,[( 
Prepared by / 
IloJJ.roTOBJietto: 
Rama Kant 

Date/ 
llaTa: 30.05.2026 

Checked by I Checked by (AQA) / 
Ilpoeepetto: Ilpoeepetto (AOK): 
Pardeep Kumar Amit Kumar 

Date/ Date/ 
,[(arn: 30.05.2026 ,[(arn: 30.05.2026 

Not more than 0.2 % / 
He 6onee 0,2 % 

ot more than 2.0% / 
He 6onee 2,0% 

Conclusion : APPROVED / 
3aKJJIO'len11e: O,11;O6PEHO 
Approved by: Quality Assurance/Authorized person/ 
OJJ,o6petto: O6ecrre'!ett11e Ka'!ecTBa/OTaeTCTBeHHoe n11u,o: 

Date/ 
)].aTa: 

Registe:·eci Office: 8-2-'.3'37, Road No 3, G,rnja ra Hilis, Hyderabad· 500034 ,._- :.1nrsana, India 

Tel : ,91404900 2900, Fax: +9i •\O 4900 2999, Email: rnail@drrer'.s'v ~om 
CIN: LP.5195AP1984PLC004S07 

www.urreddys.corn 



•·· Dr.Raddy's~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan; H.P., 173 205, INDIA 
Tei : +91 98166 56001-02 
www.drreddys.com 

CERTIFICATE OF A ALYSI 
CEPTH<l>Hl(A T AHAJ1H3A 

Product: Cetrine® film coated tablets, IO mg 
npo.o,yKT: UeTP11H® Ta6neTKH. nOKPhlTble nnetto'lHoif o6ono'lKOH, 10 Mr 

Market / PbIHOK : Russia/ Poccm1 

Batch No./ 
V2601106 

Batch Quantity / 25,00,000 tab/ 
Cepusi N2 

: 
PaJ11-1ep cepnu 

: 
25 ,00,000 Ta6 

Analytical Report No./ 
: 890001886088 

Date of Analysis/ 
: 30.05.2026 

A11a.1111n1lfec1mit 0T4eT N2 )J.aTa anaJJU3a 
Date of Manufacture / 

04/2026 
Date of Expiry/ 

03/2029 
JlaTa npOIIJBO/lCTBa 

: 
fo,!l.eH AO 

: 

Mfg. License No. / 
MA number:/ 

IlpOH3BO,!I.CTBeHHaSI : MNB/05/263 
HoMep PY 

: JITI-N<!(005456)-(Pf-RU) 
JIIIUCll311SI .N'2 

Analysis performed according to ND:/ AnaJJuJ npoee,!l.en no H.l].: JIIl-N2(005456)-(Pf-RU)-150524 
Artworks of primary package approved:/ MaKeTbI nepeuqnoi-i ynaK0BKH yreep,MeHbI: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbI BTOpH4HOH ynaK0BKH yTeep'.IK,!1.eHbl: 17.02.2025 
PL approved : / JIB yreep)KJJ.CH: 15.05.2024 

Test/ IloKaJaTCJJb Result/ PeJyJJLTaTbI 

6 
2.8 % 

Specification/ HopMa 

ot more than 8.0% / 
He 6onee 8,0 % 

-

Water content/ 
C~ A.!_p,1rn1rne B0AbI 

7 

8 

icrobiological purity* / 
M 11Kpo611onor11•1cctcaS1 
'IIICTOTS* 
a) Total aerobic microbial count/ 
0611.lee 'lHCJlO a3po6HhlX 
MMKpoopr aHH3M08 

b) Total combined yeasts and 
moul d count I O6mee <mcno 

pO)l()l(eBblX H nnecHeBhlX rp1160B 

NA 

NA 

NA 

ot more than 1000 CFU/g / 
He 6onee 1000 KOE/r 

ot more than 100 CFU/g I 
He 6onee 100 KOE/r 

hal I be absent in 1 g / OTc CTBHe e 1 r 
From 9.0 mg to 11 .0 mg of say / KoJJuLteCTBennoe 

onpe,!1.eJJeuue 
10.11 mg/10,11 Mr 

101.1 % 

C21H2sClN2O3' 2HC1 (Cetirizine 
ihydrochloride) in tablet (90.0 % to 110.0 % 
flabel claim). / OT 9,0 Mr no 11 ,0 Mr 

C21H2sClN2O3•2HCl (ueTHpH3HHa 

Remarks : The Product confirms to ND/ 
" 11Me43HHC: n O KT C0OTBel'CTB eT T e6onaHM11M H,ll 
Prepared by / Checked by/ Checked by (AQA) / 
TionroTOaneHo: TipoaepeHo: TipoaepeHo (AOK): 
Rama Kant Pardeep Kumar Amit Kumar 

r --
Date/ Date/ Date/ 
,llan: 30.05.2026 )la,-a: 30.05.2026 ,llaTa: 30.05.2026 

Conclusion : APPROVED / 
3aKJJIOLteune: O.l].O6PEHO 
Approved by: Quality Assurance/ Authorized person I 
Ono6petto: O6ecne'leHHe Ka'lecTaa/OTBeTCTBeHHoe n11uo: 

Date/ 
,llaTa: 

ReE!istereci OfficE': 8-2-317, Rodd No 3, Banjara Hills, Hyderabad - 500034 ••: •~ ngana, India 
-~ Tel: +91 40 ;1900 2900, Fax: +9i •lO 4900 2999, Email: rnail@drre r: , ',. :on, 

CIN: LR5195AP1984PLC004507 
www drreddys.con-1 



•·· Dr. Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Vii!. Khol, Nalagarh Road, Baddi, 

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

Tei : +91 98166 56001-02 
www.drreddys. com 

CERTIFICATE OF ANALYSIS 
CEPTII <l>IIKA T AHAJIII3A 

Product: Cetrine® film coated tablets, 10 mg 
Ilpo.11.yKT: ~eTplm® Ta6neTKH, noKpb!Tble nJJeHO'IHOH o6oJJO'IKOH, 10 Mr 

Market/ P1,rnoK : Russia I Pocci,ui 

Batch No./ 
V2601106 

Batch Quantity / 25,00,000 tab/ 

CepHH N! 
: 

Pa1Mep cepHH 
: 

25,00,000 m6 

Analytical Report No. / 
: 890001886088 

Date of Analysis / 
: 30.05.2026 

AnaJIHTHqecKHH oTqeT N! .llaTa aHaJIHJa 

Date of Manufacture / 
04/2026 

Date of Expiry/ 
03/2029 

.llaTa npoHJBOACTBa 
: 

ro,ll;eH AO 
: 

Mfg. License No./ 
MA number:/ 

IlpOH3B0)1.CTBeHHaH : MNB/05/263 
HoMep PY 

: JIIT-N'!(005456)-(Pr-RU) 

JIHUeHJHH N! 
Analysis performed according to ND:/ AuaJIHJ npoBeAeH no H.ll: JIIl-N!(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbl nepsnqnoi:i ynaKOBKH YTBeplK)l.eHbl! 12.11.2024 
Artworks of secondary package approved:/ MaKeTbl BTopnqnoi:i ynaKOBKH yrnep,gAeubl: 17.02.2025 
PL approved: / JIB yrnep,KJJ.eH: 15.05.2024 

N! Test I Il0Ka1ann1, Result/ Pe1yn1>TaT1>1 Specification/ HopMa 

9 

A!ffHApOXJIOPHA) B m6JieTKe ( OT 90,0 % AO 
110,0 % OT H0MHHaJibH0ro co.11.ep)KaHHll) . 

Subdivision of tablets / Complies I CoorneTcrnyeT The tablets comply with the test, if not more 
~eJieHHe Ta6JieTOK than 1 individual mass is outside the limits of 

85 % to 115 % of the average mass. The 
ablets fail to comply with the test, if more 

than 1 individual mass is outside these limits 
or, if 1 individual mass is outside the limits of 
75 % to 125 % of the average mass./ 
Ta6JJeTKH COOTBeTCTB)'IOT Tpe6oBaHHllM, eCJIH 
ue 6onee 1 e,a;HHH'-IHall Macca OTKJ1om1eTCll 3a 
npe,a;eJlbl 85%-115% OT cpe,a;HeH MaCCbl. 
Ta6JleTKH He COOTBeTCTBYJOT Tpe6oBaHHllM, 
ecn11 6onee 'leM 1 HHAHBH.UyanbHal! Macca 

OTKJIOHlleTCll OT 3THX npe,neJIOB HJlH, ecJIH 1 
HH,!ll1B11,!1,YaJlbHal! Macca OTKJlOHl!eTCll 3a 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMeqattue: ITpo.u) KT cooTBeTCTBYeT Tpe6oBaHHl!M Hll 3aKJIJOqeuue: O,llOliPEHO 
Prepared by I 
ITo.uroTOBJJetto: 
Rama Kant 

~ 
Date/ 
,[lam: 30.05.2026 

Checked by I Checked by (AQA) I Approved by: Quality Assurance/Authorized person/ 
ITpoeepetto: Tipoeepeuo (AOK): O.uo6petto: O6ecne'leHHe Ka'-leCTBa!OTeeTCTBeHHOe JlHU,O: 
Pardeep Kumar Amit Kumar 

~ 0-~ r\ ~ v-0 .,_r-1 _ n 
Date/ Date/ Date/ ~ ) ~«l ~ )~ //U 
,[(aTa: 30.05.2026 ,[(am: 30.05.2026 ,[(am: _J) / /, 

Registered Offi ce: 8-2-337, Ro.1d No 3, Baniara Hill ,, Hyderabad - 50003 t1 ;._, , mg;rna , India 
Tei: •t 9 l 4G 4900 2900, Fcix: +91 110 4900 2999, Ema,I: mail@drrcri \, : orn 

CIN: L85195AP1984PL C004507 
www.drreddys.co1n 



•·· Dr.Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 

Di ,;tt. Solan; H.P., 173 205, INDIA 

Tel : +91 98166 56001-02 

V✓V'w.drreddys.corn 

CERTIFICATE OF ANALYSIS 
CEPTH<t>HKAT AHAJIH3A 

Product: Cetrine® film coated tablets, 10 mg 
IlpoAyKT: U:eTpHH® Ta6neTKH, ITOKpblTb(e nneHOl.fHOH o6oJJOl.fKOH, 10 Mr 

Market/ PbIHOK : Russia/ Poccm, 

Batch No./ 
V2601106 

Batch Quantity / 25,00,000 tab I 
: 

PaJMep cepnu 
: 

25,00,000 Ta6 CepuH Na 
Analytical Report No./ 

: 890001886088 
Date of Analysis / 

: 30.05.2026 
Auanurw-1ecicuii 0Tl.feT Na ).(aTa auanu3a 

Date of Manufacture/ 
04/2026 

Date of Expiry/ 
03/2029 : : 

).(ara nPOHJBOACTBa ro,11_eu AO 

Mfg. License No./ 
MA number:/ 

IlpOH3BOACTBeHHaH : MNB/05/263 
HoMep PY 

: JIIT-N!l(005456)-(Pf-RU) 

JIHQeHJHH Na 
Analysis performed according to ND:/ AuannJ npoee,11_eu no H).(: JIII-Na(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ Maicerb1 nepenquoii ynaKOBKH yrnep'.IKJ{eHb1: 12.11.2024 
Artworks of secondary package approved: / MaiceTbl ernpuquoii ynaicosicu yrsep:iKJleHbI: 17.02.2025 
PL approved: / JIB yreep'.IKJ{eu: 15.05.2024 

Na Test I IloicaJaTeJib Result/ PeJyJlbTaTbI Specification/ HopMa 
npeAeJibl 75%-125% OT cpeAHeH MaCCbl. 

10 Package/ Onncauue ynaKOBKH IO tablets in PVC/PVDC//aluminum 10 tablets in PVC/PVDC//aluminum blister. 2 
blister. 2 blisters and patient information or 3 blisters and patient information leaflet in 
leaflet in a carton. / no 10 ra6ne-roK s a carton. I no 10 Ta6neTOK s 
IIBX/TIB,[1,X//amoMHH11esoM 6nHcTepe. nBX/TIB,lJ,X//amoMHHHeBoM 6nHcTepe. no 2 
no 2 6JIHCTepa BMecTe c JIHCTKOM- HJJH 3 6JIHCTepa BMeCTe c JJHCTKOM-
BKJia,!(blllleM ynaKOBaHbl B nal.fKY BKJJa)lblllleM ynaKoBaHbl B nal.fKY KapTOHHyJO. 
KaPTOHHYJO. 

11 Labeling/ Mapicupoeica Complies/ CooTBe-rcTByeT See Module 1, section 1.3.2 ofregistration 
kiossier. I B COOTBeTCTBHH C pa3,neJJOM 1.3.2 
MOJlYnJI 1 perHCTpauHOHHOro AOCbe. 

12 Storage conditions / Y cnoeuH At temperature not higher than 25 °C / npH TeMnepaType ue Bbillle 25 °C. 
xpaueuusr 

13 Shelf-life (storage period) / CpoK 3 years. / 3 ro}la. 
r0J1Hocn1 cpoic xp1rne1rnsr) ____ ._ -

Remarks : The Product confirms to ND/ 
IlpuMelfauue: IIpo,11,yKT cooTBeTcrnyeT T e60Baum1M H.U 

-
Conclusion : APPROVED / 
3aicmoqeuue: O).(OEPEHO 

--

Prepared by I Checked by/ Checked by (AQA) / 
no,nroTosneuo: npoBepetto: nposepeuo (AOK): 

Approved by: Quality Assurance/Authorized person/ 
O,no6peHo: O6ecnel.feHHe Kal.fecTBa/0TBeTCTBeHHoe n11uo: 

Rama Kant Pardeep Kumar Amit Kumar 

~~ 
Date / 
,lJ,arn: 30.05.2026 

~ ~-
Date I Date/ Date I 
,l],arn: 30.05.2026 ,lJ,aTa: 30.05.2026 ,llaTa: 

11egiste:·ed Office : 3·2-317, Rc,;,d No 3, 8J11jarJ Hil ls, Hyderabad - 5000311 "•:'-~ngana !ndia 

Te l: 19 140 4900 2900, F~x: +91 ,rn 4900 2999, frnail: rnail@)drrc, ,.1 v· '. om 
CIN: i.il5195AP1984PLC004507 

www.urreddys.corn 



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

Tel: +91 98166 56001-02 
w1Pw.drreddys.com 

CERTIFICATE OF ANALYSIS 
CEPTII «l> IIKA T AHAJIII3A 

Product: Cetrine® film coated tablets, 10 mg 
IlpOJlYKT: LI;eTp11H® Ta6neTKl1, nOKPbITbie nneHO'iHOH o6oJJO'iKOH, 10 Mr 

Market/ P1,rnoK : Russia/ Poccm1 

Batch No./ 
V2601106 

Batch Quantity / 25,00,000 tab I 
Cepmt .N2 

: 
Pa3Mep cepuu 

: 25,00,000 Ta6 

Analytical Report No./ 
: 890001886088 

Date of Analysis / 
: 30.05.2026 

AHaJIHTH<teCKHH OT'leT .N2 )laTa attaJiu3a 

Date of Manufacture/ 
04/2026 

Date of Expiry I 
03/2029 

)laTa llPOH3B0JlCTBa 
: 

ro}leH JlO 
: 

Mfg. License No./ 
MA number:/ 

IlpoH3B0JlCTBeHH3H : MNB/05/263 
HoMep PY 

: JU1-N2(005456)-(Pf-RU) 
JJHU,eH3HH ,N'g 

Analysis performed according to ND:/ AuaJiu3 npoBeJleH no H)l: JITI-.N2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbl nepBu<tuoii ynaKOBKH YTBep~eu1,1: 12.11.2024 
Artworks of secondary package approved: / MaKeThl BTopu<tuoii ynaKOBKH yTBepmJlen1,1: 17.02.2025 
PL annroved: / JIB YTBepmJlen: 15.05.2024 

* Performed by the manufacturer at release periodically: one in every 20 batches or at least once a year. The parameter may be 
absent from the Company's certificate of analysis. / IlpoBOAHTCJI npomBOAHTeJJeM rrp11 BbmycKe rrep110AJ1liecK11: JlJJll Ka)K,[(OH 20-oii 
cep1111 HJJl1 He Mettee 1 pa3a B ro.n. IloKa3aTeJJb MO)l(eT 6bITb He BKJJJO'ieH B Cepntcp11KaT aHaJUl3a cp11pMbl. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3aKJitO'tettue: O)lOliPEHO TI HMe<tauue: rr 

Prepared by / 
Ilo.nroTOBJJeHo: 
Rama Kant 

~ 
Date/ 
Darn: 30.05.2026 

OJlYKT COOTBeTCTByeT T 
Checked by/ 
IlpoBepetto: 
Pardeep Kumar 

Date I 
)lam: 30.05.2026 

e6osaHHJIM H)J; 
Checked by (AQA) / 
IlpoBepeuo (AOK): 
Amit Kumar 

Date/ 
}lam: 30.05.2026 

Approved by: Quality Assurance/Authorized person/ 
O,no6petto: O6ecrre1Iett11e Ka'!ecTBa/OTBeTCTBeHHOe n11u,o : 

Date I 
}lam: 

r.ee-istered GffiCf: 8-2-3'l7, Re-id No 3, 8anjara Hills, Hyderabad - 500034 ·,,,,.rn~ana, India 
·v Tel: +91 ~() 4900 2900, Fax: +91 ,io 4900 2999. Ernail: mail@drrcr'.,:v• :om 

CIN: i.il5195/\P19811PI C004507 
www drrr.ddys.corn 



•·· Dr.Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii . Khol, Nalagarh Road, Baddi, 
Distt. Solan; H.P. , 173 205, INDIA 
Tel : +91 98166 56001-02 
V✓V-.' w.drreddys.corn 

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJU13A 

Product: Cetrine® film coated tablets, IO mg 
n pO)lYKT: UeTDHH® Ta6neTKH, noKDblTb1e nneH04Hoi1 o6on04KOH, 10 Mr 

Market/ PblHOK : Russia / Pocc,rn 

Batch No./ 
V2601106 

Batch Quantity / 25,00,000 tab I 
CcpuH Jfa 

: 
PaJMep cep1111 

: 
25,00,000 Ta6 

Analytical Report No. / : 890001886088 
Date of Analysis/ 

: 30.05.2026 
AnaJJHTH'leCKHH OT'leT N2 ,Ll.aTa aHaJJH3a 

Date of Manufacture/ 
04/2026 

Date of Expiry / 
03/2029 

.l{ant npOIIJB0)lCTBa 
: 

ro)leU ,!J.O 
: 

Mfg. License No./ 
MA number:/ 

fipOHJBO)lCTBeHH3H : MNB/05/263 
HoMep PY 

: JUI-N!!(005456)-(Pf-RU) 
JlHUCHl lfH .N'! 
Analysis performed according to ND: / AnaJJHJ npose)leH no H.l{: J1Il-N!(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbl nepBH'IHOH ynaKOBKH YTBepiKJI.CHbI: 12.11.2024 
Artworks of secondary package approved: / MaKeTbI BTOpH'IHOH ynaKOBKH yrnep*)leHbl: 17.02.2025 
PL aonroved : / JIB YTBep,K")leH: 15.05.2024 

API name/ HaHMenosanne A<l>C: Cetirizine di hvdrochlo)"ide / U,eTHPH3HHa AHrHJlpoxnop11J1 
INN /MHH: Cetirizine / U,entOH3HH 
API manufacturer batch number / BT00-26013 
HoMcp ccpun npOH3EiO)lllTeJ1H A<l>C: 
FP Manufacturer API Batch number/ FETA00164 
HoMep cepnn cy6crn11u,u11 npo11JB0J11tTCJIH r JI<l>: 
API Manufactured by, address & country/ Glochcm lndu tries Pri vate Li mited, 
IlpoH3BO)lHTCJib A<I>C, a)lpec II CTpana: Survey No. 174 to 176, LO.A. Bollaram angareddy District, 

502 325, Hyderabad, Telangana, India / 
f noxeM vlH)laCTp11ec n paHBHT ni1MHTeA, 

YYacrK11 N~ 174-J 76, H.)l,.A., EionnapaM CaHrape.zu111 
.[l.11cTp111<T - 502 325, Xaim.aoa6a.Lt, WTaT TenattraHa, MHJlHSI 

Name, address, authorization No for FP manufacturing Dr. Reddy's Laboratories Ltd., 
site I Control site/ Release site I Formulation Unit-6, Viii. Kho!, Nalagarh Road, Baddi, Distt. 
Ha1uteHOB3HIIC, 3llpCC JlUL{eH3IIH )J.JlH Solan (HP) 173205, India (license No MNB/05/263). / 
Tip0113BOACTBCliH3R nJI0lU3)).K3 / Ilnoma,a.Ka KOHTPOJIH ,l],-p Pe.n.n1-i'c Jia6opaTop11c JIT,u. , 
Ka'ICCTBa / flJJOLIJ,3)lKa 13bmyCJCa TTpoH3BO)lCTBeHHOe no,upa3,neneHHe-6, B1rnn. Kxonb, Hanarapx 

Poy,u, Ea.n.n11, ,l],11cTpl1KT ConaH, x.n., 173205, 11H)lHSI 
(Jl11ue113 11>l N~ MNB/05/263). 

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of product has been 
Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
fl )IIMC43Htte: TT 0)l KT C00TBeTCTB _eT T )e60ll8Hl1 l!M l::l)l, 
Prepared by/ Checked by/ Checked by (AQA) / 
Tio)lrOTOBJJeHo: Tipoeepetto: TipoeepeHo (AOK): 
Rama Kant Pardeep Kumar Amit Kumar 

~~ ~ 
Date/ Date I Date / 
}lam: 30.05.2026 }laTa: 30.05.2026 .D,arn: 30.05.2026 

3aKJUO'leHue: 0 OEPEHO 
Approved by: Quality A surance/Authorized per on/ 
O,uo6petto: O6ecne•1eHtte Ka<1 ecTna/OreercTBeHHoe nwuo: 

Date/ 
)].am: 

negiste:-ed GfficF: 3-2-317, Rc~ d No. 3, 8~ni c1 ra Hills, Hyderabad - sooo3,1 T,cl-m gana, Indi a 
Tel : +9 l lJ O '1 900 2900, i' ax: +91 ,104900 2999, Erna,! : mail @dm~c:, :v :om 

CIN: l il5195/\P1984PL C004507 
www d rredct vs.corn 



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

Viii. Khol, Nalagarh Road, Baddi, 

Distt. Solan; H.P., 173 205, INDl1-\ 

Tel : +91 98166 56001-02 

wviw.drreddys.corn 

CERTIFICATE OF ANALYSIS 
CEPTH <I> HKAT AHAJIH3A 

Product: Cetrine® film coated tablets, IO mg 

Ilpot:1yKT: UeTp11tt® m6neTKl1, rrOKPhITbie rrneHO'-!HOH o6ono'-!KOH, 10 Mr 

Market / PbIHOK : Russia I Poccm1 

Batch No./ 
V2601106 

Batch Quantity / 25,00,000 tab/ 

CepHH N2 
: 

PaJMep cepHH 
: 

25,00,000 m6 

Analytical Report No./ 
: 890001886088 

Date of Analysis / 
: 30.05.2026 

AHaJIHTH'leCKHii OT'leT N2 l{aTa aHaJIHJa 

Date of Manufacture / 
04/2026 

Date of Expiry / 
03/2029 

l{aTa rrpOHJBOLICTBa 
: 

fot:1eH LIO 
: 

Mfg. License No./ 
MA number:/ 

IlpOH3B0LICTBeHH3H : MNB/05/263 
HoMep PY 

: JU1-N2(005456)-(Pf-RU) 

JIHUeHJHH .N'2 
Analysis performed according to ND:/ AHaJIHJ nposet:1eH rro H.LJ:: JIU-N2(005456)-(Pf-RU)-150524 
Artworks of primary package approved:/ MaKeTbI nepsH'rnoii ynaKOBKH YTBepmJI;eHbI: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbI BTOpH<tHoii ynaKOBKH YTBep,Kt:1eHbI: 17.02.2025 
PL aooroved: / JIB YTBep,KJleH: 15.05.2024 

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 (No. GMP/EAEU/RU/02329-2025 dt. September 19, 2025) 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 COOTBeTCTBHH: «HacTOl!IIIHM ll ITOL1TBep)l(t:1aJO, '-!TO rrp11Bet:1eHHal1 BbIIIIe 11H<pOpMaUJ1ll llBJJlleTCll LIOCTOBepHOH 11 
TO'-IHOH. 3m cepHll rrpo,uyKU11H rrpOH3Be,UeHa (BKJJJO'-lal! yrraKOBKY (MapKHpOBKY) H KOHTPOJib Ka'-!eCTBa) Ha BblIIIeyKa3aHHOH 
npoH3B0,UCTBeHHOH IIJJOIIIa.uKe (IIJJOIIIa.uKax) B IIOJJHOM COOTBeTCTBl1H C Tpe6oBaHl1llMH IlpaBl1JI Ha,UJJe)l(aIIIett rrpOH3B0,UCTBeHHOH 
rrpaKTHKH EBpa3HHCKOro 3KOHOMH'-!ecKoro co103a (N2 GMP/EAEU/RU/02329-2025 OT 19 cettrn6pl! 2025 r.) 11 Tpe60Batt11l!M11 
KOHTpOJJll Ka'-!eCTBa JJeKapCTBeHHblX cpe,UCTB, a TaK)l(e B COOTBeTCTBl1H co crreu11<p11KaUHllMH, co.uep)l(aIIIHMHCll B perHCTpau110HHOM 

,UOCbe CTpaHbl-11MIIOpTepa. 3arr11c11 no rrpOH3B0,UCTBY, yrraKOBKe 11 aHaJIH3Y rrpoBepettbl, H ycmHOBJJeHO HX COOTBeTCTBl1e 
Tpe6oBaHHllM IlpaBHJl Ha.ll.Jle)l(aJUeH rrpOH3B0,UCTBeHHOH npaKTHKH EBpa3HHCKOro 3KOHOMH'-leCKOfO COJOJa». 

Remarks : The Product confirms to ND/ 
n HMe'taHHe: IT O.UYKT COOTBeTCTB eT T 

Prepared by / Checked by / 
Ilo.uroTOBJietto: IlpoBepetto: 

Rama Kant Pardeep Kumar 

~ cl--
Date/ Date I 
.LI.am: 30.05.2026 ,[(am: 30.05.2026 

e6oBaHHllM H,[( 

Checked by (AQA) / 
IlpoBepetto (AOK): 
Amit Kumar 

Date I 
)lam: 30.05.2026 

Conclusion : APPROVED / 
3aKJIIO<teHne: O.LJ:OliPEHO 
Approved by: Quality Assurance/Authorized person/ 
O.uo6petto: O6ecrre'-!ettne Ka'-lecrna/OrneTcTBettttoe n11uo: 

Date I 
,[(am: 

Registe!·ed Offiee: 8-2-337, Rc-.id No 3, BJnjara Hills, Hyderabad - 50003<1 ,,,la.ngana, India 

Tei:, 91 4() 4900 2900, FJx: +9140 4900 2999, Email: rna:l@drre'.1dv•, corn 
C!N: i.il5195AP198LIPlC004507 

www.drreddvs.corn 




