
•·· Dr.Raddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTII <l>IIKAT AHAJIII3A 

Product: Cetrine® film coated tablets, 10 mg 
Ilpo;:i:yKT: UeTp11H® rn6neTKl1, rroKpbITbie rrneHO'-IHOtt o6ono'-!Kott, 10 Mr 

Market/ P1,rnoK : Russia/ Poccm1 

Batch No./ 
V2601059 

Batch Quantity / 
Cepm1 N2 

: 
PaJMep cepuu 

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 

50,00,000 tab I 
: 

• 50,00,000 Ta6 

Analytical Report No./ 
: 890001884462 

Date of Analysis/ 
: 30.05.2026 

AHaJJHTH'IeCKHH oTqeT N2 )1.aTa aHaJIHJa 

Date of Manufacture / 
04/2026 

Date of Expiry/ 
03/2029 

)].aTa npoHJBOllCTBa 
: 

ro;:i:eH JJ:O 
: 

Mfg. License No. / 
MA number:/ 

IlpOHJBOJJ:CTBeHHaH : MNB/05/263 
HoMep PY 

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

nuueHJUSI N2 
Analysis performed according to ND:/ AHaJIHJ nposeaeH no HJ(: JIII-N2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeThl nepsuqHoii ynaKOBKH YTBep,KJJ:eHM: 12.11.2024 
Artworks of secondary package approved: / MaKeThl srnpuqHoH ynaKOBKH yTsep,1.;:i:eHM: 17.02.2025 
PL approved:/ JIB yrnep,1.;:i:eH: 15.05.2024 

N2 Test I IloKaJaTeJih Result/ PeJyJ11>TaT1>1 Specification/ HopMa 
1 Description/ OnucaHHe rwhite coloured, round, biconvex film White or off-white coloured, round, biconvex 

k:oated tablets with a break line on one film coated tablets with a break line on one 
~ide. White core on cross section. / side. White to off-white core on cross section. 
Kpyrnb1e /1,B0HK0BbIITYKJJble Ta6neTKl1, I Kpyrnb1e /1,B0HK0BbIITYKJJble Ta6neTKl1, 
ITOKpb!Tbie nneH04HOtt o6ono4KOtt llOKpb!Tbie ITJJeHO'-IHOH o6ono4KOH 6enoro 
k5enoro 1.\BeTa, C p11CKOH Ha 0/1,HOH 11]]11 IT04Tl1 6enoro 1.(BeTa, C pHCKOH Ha 0/1,HOH 
CT0p0He. Ha rrorrepe4HOM pa3pe3e - cTopoHe. Ha rrorrepe4HOM pa3pe3e H/1,p0 OT 
HAP0 6enoro 1.\BeTa. 6enoro AO rro'-ITH 6enoro 1.\Bern. 

Remarks : The Product confirms to ND/ 
II HMeqaH11e: 11 0/1, KT COOTBeTCTB eT T e60BaH11HM H,[l 

Conclusion : APPROVED / 
3aKmoqeHne: O)1.OliPEHO 

Prepared by / Checked by / Checked by (AQA) I 
IlpoBepeHo (AOK): 

Approved by: Quality Assurance/Authorized person/ 

~ 6\~·::::'-!ecrna/OrneTcTBeHHoe JJl11.\0 : IloJJ,rOTOBJJeHo: 
Rama Kant 

~ 
Date/ 
Llarn: 30.05.2026 

IlpoBepeHo: 
Pardeep Kumar Amit Kumar 

cL-- f"--;:-
Date/ Date I Date I 
Llarn: 30.05.2026 )],aTa: 30.05.2026 )],am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034. Telangana, India 

Tel: +91404900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com 
CIN: L85195AP1984PLC004507 

www.drreddys.com 

'l,k 



•·· Dr.Raddy's~;• 

CERTIFICATE OF ANALYSIS 
CEPTII <l>IIKAT AHAJIII3A 

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 
w1,vw.drreddys.com 

Product: Cetrine® film coated tablets, 10 mg 
IIpoJJ:yKT: UeTp1rn® rn6neTKH, noKpbIThie nJieHO'lHOH 060JIO'lKOH, 10 Mr 

Market / PbIHOK : Russia/ Pocc11H 

Batch No./ 
V2601059 

Batch Quantity I 50,00,000 tab / 
Cepusi N2 

: 
PaJMep cepuu 

: 
50,00,000 rn6 

Analytical Report No./ 
: 890001884462 

Date of Analysis / 
: 30.05.2026 

AHaJIHTH'leCKHH 0T'IeT _N'g )].aTa auaJIHJa 

Date of Manufacture/ 
04/2026 

Date of Expiry/ 
03/2029 

)].aTa npoHJB0J(CTBa 
: 

roJ(eH J(O 
: 

Mfg. License No. / 
MA number:/ 

IlpOHJBOJ(CTBeHHaH : MNB/05/263 
HoMep PY 

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

JIHIIeHJHH _N"g 

Analysis performed according to ND:/ AuaJIHJ nposeJJ:eH no H)].: JIII-N2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbl nepsuquoii ynaKOBKH YTBep,imeub1: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbl BTOpH'IHOii ynaKOBKH yTsep.KJJ:eHb1: 17.02.2025 
PL annroved: / JIB yrnep.KJJ:eH: 15.05.2024 

N2 Test I IloKaJaTeJib Result/ PeJyJibTaTbl Specification/ HopMa 
2 [dentification / tthe retention time of the main peak in 

(,IJ(eHTH4>HKa11usi l he chromatogram oftest solution The retention time of the main peak in the 
K;hromatogram oftest solution should comply K:omplies with the retention time of the 

IHPLC / B3)KX 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 BpeMH yJJ:ep)lornaHirn !reference standard solution (section "Assay"). , 
0CH0BH0ro n11Ka Ha xpoMaTorpaMMe 

BpeMH yJJ:ep)l(HBamrn 0CH0BH0ro IlHKa Ha 11CTibITyeMoro pacrnopa C00TBeTCTByeT 
BpeMeHJ-I yJJ:ep)l(HBaHHil 0CH0BH0r0 n11Ka xpoMaTorpaMMe HCnhITyeMoro pacTBopa 

t-ia xpoMaTorpaMMe CTaHJJ:apTHoro ~ 0Jl)l(H0 C00TBeTCTB0BaTb BpeMeHH 

pacrnopa ueTHpH311Ha rHJJ:poxnopttJJ:a. l)'JJ:ep)l(HBaHHil 0CH0BH0ro Jll1Ka Ha 
xpoMaTorpaMMe cTaHJJ:apTHoro pacTsopa 
11eTHpH311HarttJJ:pOXJIOPHJJ:a(pa3,/:\eJI 
k<KOJJH'leCTBeHHOe orrpe,/:\eJieH11e» ). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3aKJIIO'leHne: O)1.0EPEHO II nMe'lauue: IT 

Prepared by I 
IloJJ:roTOBJieHo: 
Rama Kant 

Date/ 
)]am: 30.05.2026 

0,/:( KT C00TBeTCTB eT T 

Checked by I 
Ilposepeuo: 
Pardeep Kumar 

Date/ 
Darn: 30.05.2026 

e6osaHH»M Hll 
Checked by (AQA) I 
IlposepeHo (AOK): 
Amit Kumar 

Date/ 
)],am: 30.05.2026 

Approved by: Quality Assurance/Authorized person/ 

~e,_Ho: O6ecne'leH11e Ka'leCTsa/OrsercTBeHuoe Jrnuo: 

( ·1 2'")~ \[_pwW\ 

Date/ 
)],am: 

~/4,b 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034. Telangana, India 
Tel: +91 40 4900 2900, Fax: +91404900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



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

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

CERTIFICATE OF ANALYSIS 
CEPTM<l>MKAT AHAJIM3A 

Product: Cetrine® film coated tablets, 10 mg 
IlpoJJ:yKT: UeTp11tt® Ta6neTKl1, noKPhIThie nnetto11ttow 06ono11Kow, 10 Mr 

Market/ Pi,rnoi.: : Russia/ Poccm1 

Batch No./ 
V2601059 

Batch Quantity/ 50,00,000 tab/ 
Cepusi .N'2 

: 
Pa1Mep cepuu 

: 
50,00,000 m6 

Analytical Report No./ 
: 890001884462 

Date of Analysis / 
: 30.05.2026 

AnaJIHTH'leCKHH OT'leT .N'! )laTa auaJiu1a 
Date of Manufacture/ 

04/2026 
Date of Expiry / 

03/2029 
)laTa npOH3BOJJ:CTBa 

: 
ro,lJ;eH AO 

: 

Mfg. License No./ 
MA number:/ 

IlpOH3BOACTBenuasi : MNB/05/263 
HoMep PY 

: JIIT-N2(005456)-(Pf-RU) 
JIHUeH3HSI .N'! 
Analysis performed according to ND:/ AuaJIH3 npoBeAeH no H)l: JIIl-.N'2(005456)-(Pr-RU)-150524 
Artworks of primary package approved: / MaKeTbI nepBH'IHOH ynaKOBKH YTBep,KJJ:enM: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbI Brnpuquofi ynaKOBKH yrnep,i,:JJ:en1,1: 17.02.2025 
PL approved: / JIB vrnep,KJJ:eu: 15.05.2024 

.N'! Test/ IloKa3aTeJib Result/ Pe1yJ11,TaTbI Specification/ HopMa 

3 

UV- spectrophotometry / 
Y<l>- cneKTpO<pOTOMeTp11Sl 

Dissolution I PacTBopeu11e 

Remarks : The Product confirms to ND/ 
Il HMe'!aHHe: fl 0 

Prepared by / 
Ilo.uroTOBJieuo: 
Rama Kant 

Date/ 
}lam: 30.05.2026 

KT COOTBeTCTByeT T 
Checked by/ 
IlpoBepeuo: 
Pardeep Kumar 

Date/ 
}lam: 30.05.2026 

Complies / CooTBeTcTByeT rI'he 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 
1nm. / Y<l>-cneKTphI nornomett11H 
11CIThITyeMOro pacTBopa 11 CTau.uapTHOro 
pacTBopa 11eT11p11311Ha rHApOXJIOp11.ua B 
k)6JiaCTl1 OT 200 .uo 400 HM AOJI)KHhl 11MeTb 
MaKCl1MYMhl nornomemrn np11 OAHOH 11 TOH 
l,Ke .UJI11He BOJIHhl C .uonycTl1MhIM 
OTKJIOHeH11eM ± 2 HM. 

!Not less than 80% (Q) of the labeled amount 
of C21 H2sClN2O3 • 2HC1 ( cetirizine 

90 %; 94 %; 92 %; 95 %; 96 %; !dihydrochloride) after 30 min. I He Mettee 
94% 

e60Batt11HM H.U 
Checked by (AQA) I 
IlpoBepetto (AOK): 
Amit Kumar 

Date I 
D.:am: 30.05.2026 

80 % (Q) OT HOMl1HaJibHOro co.uep)KaHl1H 
C21H2sClN2O3·2HCl (u,ernpm11Ha 
1n11r11.upoxnop11.u) 11epe3 30 MHH. 

Conclusion : APPROVED I 
3aKJIIO'lenue: O)lOliPEHO 
Approved by: Quality Assurance/Authorized person I 
OJJ.o6petto: O6ecne•1em1e Ka'-lecTBa/OTBeTcTBeHHoe n11110: 

~~ l~V\A. 

Date/ 
}lam: 

Registered Office: 8-2-337, Road No. 3, Banj;,ra Hills, Hyderabad - 500034. Telangana, India 

Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 
CIN: L85195AP1984PLC004507 

www.drreddys.com 



•·· 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 
CEPTll<l>llKAT AHAJill3A 

Product: Cetrine® film coated tablets, 10 mg 
Ilpo.nyKT: U:e-rp1rn® Ta6JieTKH, noKPhlThle nJieHO'lHOH o6oJJO'lKOH, IO Mr 

Market / Pbrnoic : Russia I Pocci,rn 

Batch No./ 
V2601059 

Batch Quantity/ 50,00,000 tab I 
CepuH N2 

: 
PaJMep cepuu 

: 
50,00,000 Ta6 

Analytical Report No./ 
: 890001884462 

Date of Analysis / 
: 30.05.2026 

AttaJJHTHljecicuu OT'leT N2 )],aTa aHaJJHJa 
Date of Manufacture/ 

04/2026 
Date of Expiry/ 

03/2029 
)],aTa npOH3B0/lCTBa 

: ro)leH ilO 
: 

Mfg. License No. / 
MA number:/ 

IlpOH3B0/lCTBeHHaH : MNB/05/263 
HoMep PY 

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

JIHUeHJHH N2 

Analysis performed according to ND:/ AuaJJHJ npose)leH no H)],: JIIT-N2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaiceTbl nepBHlfHOH ynaicosicu yrnepm,neub1: 12.11.2024 
Artworks of secondary package approved: / MaiceTbl BToputtuou ynaicosicu yTsep:iKtJ:eHbl: 17.02.2025 
PL aooroved: / JIB yTBepm,neu: 15.05.2024 

.N2 Test I IToicaJaTeJJb Result I PeJyJJbTaTbl Specification / HopMa 
4 Uniformity of dosage units / 

OJJ.HOpO/lHOCTb /l03Hp0B8HHblX 
e,ll;HHHU 

Remarks : The Product confirms to ND/ 
IT HMeljauue: IT 
Prepared by / 
Ilo.nroTOBJJetto: 
Rama Kant 

Date/ 
,Uarn: 30.05.2026 

Oil KT CO0TBeTCTB eT T 
Checked by I 
ITpoeepetto: 
Pardeep Kumar 

Date/ 
llarn: 30.05.2026 

4.2 

e6oeamrnM Hll 
Checked by (AQA) / 
ITpoeepetto (AOK): 
Amit Kumar 

Date/ 
narn: 30.05.2026 

y\cceptance value (AV) should be not more 
than 15.0 I IloKa3aTeJJh nptteMJieMocrn (AV) 
.non)KeH 6b1Th ue 6onee 15,0. 

Conclusion : APPROVED I 
3aicmotteuue: 0 OliPEHO 
Approved by: Quality Assurance/ Authorized person / 
0~~ ~ ~e~neYeMHC Ka'leCTBa/0reeTCTBeHHOe JJHUO: 

( )~ (~V\.-.. 

Date/ 
llarn: 

Registered Office: 8-2-337, Road No. 3, Banj;;ra Hills, Hyderabad - 500034. Telangana, India 

Tel: +9140 4900 2900, Fax: +91404900 2999, Email: mail@drreddys.com 
C\N: L85195AP1984PLC004507 

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, !NOIA 

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

CERTIFICATE OF ANALYSIS 
CEPTII<I>IIKAT AHAJIII3A 

Product: Cetrine® film coated tablets, 10 mg 
IlpO.l\YKT: l..leTp1rn® Ta6JJeTKl1, noKphlTbie nJJeHO'IHOH o6oJJO'IKOH, 10 Mr 

Market/ Pi.rnoK : Russia / Pocc11,11 

Batch No./ 
V2601059 

Batch Quantity/ 50,00,000 tab I 
CepuH ,Ng 

: 
Pa3Mep cepuu 

: 
50,00,000 rn6 

Analytical Report No./ 
: 890001884462 

Date of Analysis / 
: 30.05.2026 

AHaJIHTH'feCKHU OTt.JeT ,Ng ,lI.aTa auaJIH3a 

Date of Manufacture / 
04/2026 

Date of Expiry/ 
03/2029 

,lI.aTa RJ)OH3B0,ll;CTBa 
: 

ro,ll;eH ,ll;O 
: 

Mfg. License No./ 
MA number:/ 

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

: JU1-N~(005456)-(Pf'-RU) 
JIHQeH3HH ,Ng 

Analysis performed according to ND:/ AuaJIH3 npoBe,lleH no H,ll.: JITI-.N~(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeT1>1 nepBH'IHOH ynaKOBKH YTBep'lK,lleHbl: 12.11.2024 
Artworks of secondary package approved:/ MaKeT1>1 BTopH'IHOH ynaKOBKH yTBep:iKAeHbl: 17.02.2025 
PL approved: / JIB YTBCP:JKAeH: 15.05.2024 

5 Impurities / IlpuMecu 
Impurity A/ 
IlpHMeCb A 

Impurity B / 
TipttMech B 

Impurity CI 
TipttMech C 

Impurity D / 
IlpttMeCb D 

Impurity E / 
IlpttMecb E 

Remarks : The Product confirms to ND/ 

Below LOD (LOD =0.005 %) / Htt)Ke 
npe,11,ena 06Hapy)KeH1rn: (ITO= 0,005 %) !Not more than 0.2 % / He 6onee 0,2 % 

0.05 % 

Not detected / He o6Hapy)KeHa 

Not detected I He o6Hapy)KeHa 

0.02 % 

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

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

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

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

IlpuMe11auue: Tipo,11,yKT cooTBeTcrnyeT Tpe6oBaHHHM Hll 
Conclusion : APPROVED / 
3aKJIIO'feuue: O,ll.OliPEHO 

Prepared by I Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
ITo,11,roTOBJJetto: IlpoBepeuo: TipoBepeuo (AOK): 

~t~::eon,a/°'8eTCTBeHHOCnKLlO 
Rama Kant Pardeep Kumar Amit Kumar 

Date I 
AaTa: 30.05.2026 

Date / Date/ \ 
Aarn: 30.05.2026 ,Uarn: 30.05.2026 

Date/ 
)lam: 

~/~~n~ 

Registered Office: 8-2-337, Road No. 3, Banjc1ra Hills, Hyderabad - 500034. Telangana, India 
Tel : +91 40 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddvs.com 

CIN: L85195AP1984PLC004507 
www.drreddys.corn 



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

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

CERTIFICATE OF ANALYSIS 
CEPTII<l>IIKAT AHAJIII3A 

Product: Cetrine® film coated tablets, 10 mg 
Ilpo,llytcr: UeTpHH® m6neTKH, rroKPbITbie rrneH04HOH o6ono4KOH, 10 Mr 

Market/ PblHOK : Russia/ Poccm1 

Batch No./ 
V2601059 

Batch Quantity / 50,00,000 tab / 
CepHH N! 

: 
PaJMep cepuu 

: 
50,00,000 m6 

Analytical Report No. / 
: 890001884462 

Date of Analysis / 
: 30.05.2026 

AuaJIHTH'lecicuu OT4eT N! ,[(aTa auaJIHJa 

Date of Manufacture / 
04/2026 

Date of Expiry / 
03/2029 

llaTa DPOHJBO!lCTBa 
: 

ro,lleH ,/lO 
: 

Mfg. License No./ 
MA number:/ 

IlpOHJBO,/lCTBeHHaH : MNB/05/263 
HoMep PY 

: JH1-N2(005456)-(Pf-RU) 

JIHUeHJHH .N'! 
Analysis performed according to ND:/ AuaJIHJ npoBe!leH no H,[(: JIIl-N!(005456)-(Pr-RU)-150524 
Artworks of primary package approved: / MaiceTbI nepBuqnou ynaKOBKH yTsep,K,lleHbI: 12.11.2024 
Artworks of secondary package approved:/ MaiceTbI BTopuqnou ynaKOBKH YTBepm,lleHbt: 17.02.2025 
PL approved: / JIB yrnepiKJlen: 15.05.2024 

Impurity F / 
Op11Mecb F 

Any individual unidentified 
impurity I mo6a» e!lHHl14Ha» 
HeHJleHTH!pHI.IJ!pOBaHHa» np11MeCb 

otal impurities / 
CyMMa rrpHMece11 

Remarks : The Product confirms to ND/ 

Below LOD (LOD =0.015 %) / HmKe ot more than 0.2 % / He 6onee 0,2 % 
rrpe!lena o6Hapy)KeHH» (ITO= 0,015 %) 

0.06 % ot more than 0.2 % / 
He 6onee 0,2 % 

0.2 % ot more than 2.0% / 
He 6onee 2,0% 

n HMeqanue: IT o.u KT COOTBeTCTB eT T e6oBaHH51M H,[( 
Conclusion : APPROVED / 
3aicmoqenue: O)lOEPEHO 

Prepared by I 
ITo.uroTOBneHo: 
Rama Kant 

Date/ 
,Uam: 30.05.2026 

Checked by I Checked by (AQA) I 
ITpoBepeHo: ITpoBepeHo (AOK): 
Pardeep Kumar Amit Kumar 

Date I Date/ 
,Uam: 30.05.2026 )lam: 30.05.2026 

Approved by: Quality Assurance/Authorized person/ 
0 .uo6~ ?6ecrr;4eHHe Ka4eCTBalOTBeTCTBeHHOe JlHU:O: 

( )6)JIU, ~~w, 

Date/ 
LI.am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034. Telangana, India 

Tel: +9140 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddvs.com 
CIN: L85195AP1984PLC004507 

www.drreddys.corn 



•·· Dr.Reddy's ~;• 

Product: Cetrine® film coated tablets, 10 mg 

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHA.JUBA 

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 

IIpo.nyKT: UeTp1rn® m6JieTKl1, noKphIThie nJieH04HOtt 060JI04KOtt, 10 Mr 

Market / PbIHOK : Russia I Poccm, 

Batch No./ 
V2601059 

Batch Quantity / 50,00,000 tab/ 
Cep11H .N'2 

: 
PaJMep cepuu 

: 
50,00,000 m6 

Analytical Report No./ 
: 890001884462 

Date of Analysis / 
: 30.05.2026 

AttaJJHTH<tecKuu OT<teT .N'2 )],aTa 3H3J1H33 

Date of Manufacture/ 
04/2026 

Date of Expiry/ 
03/2029 

)],aTa npoHJBO!lCTBa 
: 

ro!{eH .IJ,0 
: 

Mfg. License No./ 
MA number:/ 

IIpoHJBO!{CTBeHHaH : MNB/05/263 
HoMep PY 

: JIII-N~(005456)-(Pr-RU) 
J1HU,eH3HH .N'2 
Analysis performed according to ND:/ AttaJJHJ npose.neu no H)],: JIII-.N'2(005456)-(Pr-RU)-150524 
Artworks of primary package approved: / MaKeTbI nepsu<tuou ynaKOBKH YTBep~eub1: 12.11.2024 
Artworks of secondary package approved: / MaKeTbI BTopu<tnou ynaKOBKH yTsep:IK!lCHbI: 17.02.2025 
PL approved: / JIB yrnep:1K.nen: 15.05.2024 

.N'2 Test/ IIoKaJaTeJJb Result/ PeJyJJhTaTbI Specification/ HopMa 

6 

7 

8 

Water content/ 
3.1 % 

Not more than 8.0% I 
Co.nep:1Kanue BO!lbl He 6onee 8,0 % -
Microbiological purity* / 
MuKp06HOJJOru<teCK3H 
'IHCTOT3* 
a) Total aerobic microbial count/ Less than 10 CFU/g / Not more than 1000 CFU/g / 
O6mee l{HCJI0 a:ipo6Hb!X Mettee 10 KOE/r He 6onee 1000 KOE/r 
MHKpoopraHH3M0B 

b) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g / 
mould count I O6mee 4HCJI0 Mettee 10 KOE/r He 6onee 100 KOE/r 
:npm101<eBbIX H nJieCHeBbIX rptt60B 

c) E.coli Absent in lg/ OTCYTCTByeT B Ir Shall be absent in lg I OTcyTCTBtte B 1 r 
!Assay/ KoJJH'ICCTBCHHOe !From 9.0 mg to 11.0 mg of 
onpe.neJJenue 

10.13 mg /10,13 Mr 
C21H2sClN2O3· 2HCI (Cetirizine 
IDihydrochloride) in tablet (90.0 % to 110.0 % 

101.3% 
K:>f label claim)./ OT 9,0 Mr !l0 11,0 Mr 
C21H2sCIN2O3· 2HC1 (uernptt3HHa 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IIpuMe<taHue: Ilpom KT C00TBeTcTByeT Tpe6oBaHH51M H,[{ 3aKJJIO<tettue: O)lOEPEHO 
Prepared by / 
Ilo)],roTOBJietto: 
Rama Kant 

~ 
Date/ 
)].am: 30.05.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized person/ 
IlpoBepetto: IlpoBepeno (AOK): O)].o6petto: O6ecnel{eHHe KalfeCTBaiOTBeTCTBeHHOe JIHU0: 
Pardeep Kumar Amit Kumar ~\CQWV\--7 

cl-z- r -- •• ' /'-/4}~::>,,.,,cS- A t 
Date/ Date/ Date/ I '"Y{)"> (2/)r 
)].am: 30.05.2026 )].am: 30.05.2026 )._lam: -

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034. Telangana, India 

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com 
CIN: L85195AP1984PLC004507 

www.drreddys.corn 



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

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

CERTIFICATE OF ANALYSIS 
CEPTM <l>MKAT AHAJIM3A 

Product: Cetrine® film coated tablets, 10 mg 
Ilpo)J.yIIT: U:eTpHH® Ta6neTKH, noKpb!Tble nneHOL!HOH o6onOLIKOH, 10 Mr 

Market / PbIHOK : Russia / Poccm1 

Batch No./ 
V2601059 

Batch Quantity / 50,00,000 tab / 

Cepm1 .N2 
: 

PaJMep cepuu 
: 

50,00,000 Ta6 

Analytical Report No./ 
: 890001884462 

Date of Analysis / 
: 30.05.2026 

AHaJIHTH'leCKHH 0T'leT .N2 l(aTa auaJIHJa 

Date of Manufacture/ 
04/2026 

Date of Expiry/ 
03/2029 

l(aTa DP0H3B0)).CTBa 
: 

ro)J,eH )),0 
: 

Mfg. License No./ 
MA number:/ 

IlpoHJBO)J,CTBeHHaH : MNB/05/263 
HoMep PY 

: JII1-NQ(005456)-(Pf-RU) 

JIHUeHJHH _Ng 

Analysis performed according to ND:/ AuaJIHJ npose)J.eu no Hl(: JIIl-.N2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbl nepBHLIHOH ynaK0BKH YTBep~eub1: 12.11.2024 
Artworks of secondary package approved: / MaKeTbl BTopuquoii ynaK0BKH YTBep,i,:AeHbl: 17.02.2025 
PL approved: / JIB yrnep~eu: 15.05.2024 

.N2 Test I IloKaJaTeJib Result I PeJyJibTaTbI Specification / HopMa 

9 

v:i,11rn)J.poxnop11L\) B rn6neTKe ( OT 90,0 % L\O 

110,0 % OT H0MHHa.JlbHOro COJI:ep)KaHml). 

Subdivision of tablets / Complies / CooTBeTcTByeT rrhe tablets comply with the test, if not more 

l(eJieuue Ta6JieToK than 1 individual mass is outside the limits of 

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

~han 1 individual mass is outside these limits 

or, if 1 individual mass is outside the limits of 
75 % to 125 % of the average mass./ 

rra6neTKl1 COOTBeTCTB)'IOT Tpe6oBaHmlM, ecn11 
He 6onee 1 e,[\HHHLIHal! Macca OTKnOHlleTcl! 3a 

npe)J,enbI 85%-115% OT cpe,11,HeH MaCCbl. 

rra6neTKl1 He COOTBeTCTBYIOT Tpe6oBaHHJIM, 

ecn11 6onee LieM 1 HHL\HB11,11,yanbHaJ1 Macca 
OTKflOHJ!eTCJI OT 3THX rrpe,L\enoB 11n11, ecn11 1 

HH,11,HBHJI:yanbHaJI Macca OTKnOHJ!eTCJI 3a 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'1aH11e: Ilpo,11,yKT COOTBeTcTByeT Tpe6oBaHHJIM H,ll 3aKJIIO'leuue: O)lOEPEHO 
Prepared by / 

Ilo,11,roToBneHo: 
Rama Kant 

t~ 
Date/ 

JJ:arn: 30.05.2026 

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

IlpoBepeHo: IlpoBepeuo (AOK): 0Ao6petto: O6ecneLieH11e KaLiecTBa/OTBeTCTBeHHoe nm.(o: 
Pardeep Kumar Amit Kumar ~~~W1 

I'~ ~ /7 ~~,,,if °' ~b 
Date/ Date I Date/ ( ,o,ro:r.r 
JJ:arn: 30.05.2026 JJ:arn: 30.05.2026 JJ:arn: 

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

CIN: L8519SAP1984PLC004507 
www.drreddys.com 



•·· Dr. Raddy'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 
w1Nw.drreddys.com 

CERTIFICATE OF ANALYSIS 
CEPTII <l>IIKAT AHAJIII3A 

Product: Cetrine® film coated tablets, 10 mg 
Tipo]lyKT: U:eTp1•1H® Ta611eTKH, nOKPblTble nJieHO'lHOH o6oJIO'lKOH, 10 Mr 

Market/ PblHOK : Russia I Pocc11.11 

Batch No./ 
V2601059 

Batch Quantity I 50,00,000 tab I 
: 

Pa3Mep cepuu 
: 

50,00,000 rn6 Cepusi .N°!! 

Analytical Report No./ : 890001884462 
Date of Analysis / : 30.05.2026 

AHa.JlHTH'-leCKHH OT'-leT .N°!! )]:aTa auaJIH3a 

Date of Manufacture/ 
04/2026 

Date of Expiry/ 
03/2029 

l(aTa npOH3B0JlCTBa 
: 

ro]leH JlO 
: 

Mfg. License No./ 
MA number:/ 

IlpOH3B0JlCTBeHHaH : MNB/05/263 
HoMep PY 

: JIIT-.N'2(005456)-(Pf-RU) 

JlHU,eH3HH .N°!! 
Analysis performed according to ND:/ AuaJIH3 npoBe]leH no Hl(: JIII-N2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbI nepBH'-IHOH ynaKOBKH YTBep~eHbI: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbI BTOpHlfHOH ynaKOBKH yrnep,KiJ;eHbI: 17.02.2025 
PL aooroved: / JIB yrnep,KJleH: 15.05.2024 

.N°!! Test/ IloKa3aTeJib Result/ Pe3y.J1bTaTbI Specification / HopMa 
npe,ll,eJibl 75%-125% OT cpe,ll,HeH MaCCbl. 

10 Package/ Onucauue ynaKOBKH 10 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. / Ilo 10 rn6neToK B a carton. / Ilo 10 rn611eTOK B 
TTBX/ITB,[(X/ /amoMHHHeBoM 61111cTepe. IlBX/IlB,[(X//anIOMHHHeBoM 6nucTepe. Ilo 2 
IIlo 2 6JIHCTepa BMecTe c JlHCTKOM- HJIH 3 61111cTepa BMecTe C JIHCTKOM-
IBKJia)J,blllleM ynaKoBaHbl B na'IKY BKJia)J,blllleM ynaKOBaHbl B na'IKY KapTOHHYIO, 
KaPTOHHVIO. 

11 Labeling / MapKupoBKa Complies I CoorneTcrnyeT See Module 1, section 1.3 .2 ofregistration 
dossier./ B coorneTCTBHH c pa3,ll,e110M 1.3.2 
MOJlYJI.!I 1 perncTpaJJ.HOHHOro )l.OCbe. 

12 Storage conditions/ YcJIOBHH !At temperature not higher than 25 °C / IlpH TeMnepaType He BbIWe 25 °C. 
xpaHeHHH 

13 Shelf-life (storage period)/ CpoK 3 years. / 3 ro,/J,a. 

ro/J;HOCTH _{q~oK xoaueuusi) __ -~ 

Remarks : The Product confirms to ND/ 
II uMelfattue: IT O,/J, KT cooTBeTcrnyeT Tpe6oBamrnM Hll 

Conclusion : APPROVED / 
3aKmoqeuue: OJJ:O6PEHO 

-

Prepared by I 
Ilo,ll,roTOBJietto: 
Rama Kant 

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

Approved by: Quality Assurance/Authorized person I 

O.Q~ e~~Ba/OrneTCTBeHHOe JlHl.lO: 

Date I 
,[(arn: 30.05.2026 

d--, 
Date/ 
,[(am: 30.05.2026 

Date/ 
1larn: 30.05.2026 

Date/ 
,[(arn: 

Registered Office : 8-2-3.37, Road No 3, Banjara Hill s, Hyderabad - 500034. Telangana, India 
Tel : +91404900 2900, Fax : +91 40 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
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 
CEPTH <l>HKAT AHAJ1113A 

Product: Cetrine® film coated tablets, 10 mg 
IlpOJJ:YKT: U:eTpHH® m6JieTKH, noKphITbie nJieHO'-IHOH o60JIO'-IKOH, 10 Mr 

Market / PbIHOK : Russia I Poccm, 

Batch No./ 
V2601059 

Batch Quantity / 50,00,000 tab / 
CepuH N2 

: 
Pa3Mep cepuu 

: 
50,00,000 Ta6 

Analytical Report No./ 
: 890001884462 

Date of Analysis / 
: 30.05.2026 

AuaJIUTU'-lecKuii OP.teT N2 .l(aTa auaJIU3a 

Date of Manufacture / 
04/2026 

Date of Expiry/ 
03/2029 : : 

,ll.aTa IlPOU3B0JlCTBa roJ{eH JlO 

Mfg. License No./ 
MA number:/ 

IlpOU3B0JJ:CTBeHHaH : MNB/05/263 
HoMep PY 

: JII1-N2(005456)-(Pr-RU) 
JiuueuJuH N2 
Analysis performed according to ND:/ AuaJiuJ nposet1:eu no H.l(: JIIl-N2(005456)-(Pr-RU)-150524 
Artworks of primary package approved: / MaKeTbI nepsuquoii ynaKOBKU YTBep"'-11.eHbt: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbt srnpuquoii ynaKOBKu yTsepmt1:eHbt: 17.02.2025 
PL approved:/ JIB yrnep"'-1J,eu: 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./ IlpoBOJlHTCJI npoH3B0,n11TeneM npw BhmycKe nep110,n11'-leCKH: ,nJIJI Ka)K,noii 20-oii 
cepHH HJIH He Mettee 1 pa3a B ro.n. IloKa3aTeJib MO)KeT 6hITh He BKJIIO'-leH B CepTmpHKaT attamna qmpMbl. 

Remarks : The Product confirms to ND/ 
Il uMe'lauue: TI o.n KT cooTBeTCTB eT T e6osaHHJIM H.U 
Prepared by/ Checked by I Checked by (AQA) I 
Ilo.nroTOBJietto: Ilposepetto: Ilposepetto (AOK): 
Rama Kant Pardeep Kumar Amit Kumar 

w ~ ~,,-
Date/ Date/ Date/ 
)lam: 30.05.2026 ]lam: 30.05.2026 )],am: 30.05.2026 

Conclusion : APPROVED / 
3aKJIIO'leuue: O,ll.OliPEHO 
Approved by: Quality Assurance/ Authorized person I 
0Ao6 eno: 0 6ecne•1en11e KalJeC'rBa/OreeTc'TBe1rnoe nHu.o: 

Date/ 
)],am: 

\cow~ 

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

CIN: L85195AP1984PLC004507 
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, !NOIA 

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

CERTIFICATE OF ANALY I 
CEPTH<l>MKAT AHAJIH3A 

Product: Cetrine® film coated tablets, 10 mg 
Opo)lyKT: Ue-rp1rn® -ra611e-r1e11, n0KPblTb1e nnetto'lHOH 0601104Koi1, 10 Mr 
Market/ P1,motc : Russia/ Pocc1rn 

Batch No./ 
V2601059 

Batch Quantity/ 50,00,000 tab / 
Ccpm1 .N'! 

: 
Pa3Mcp cep1111 

: 
50,001000 Ta6 

Analytical Report No./ 
: 890001884462 

Date of Analysis/ 
: 30.05.2026 

AmlJIIITU4eCKHtt OPleT .N'! )J.aTa ananu3a 

Date of Manufacture/ 
04/2026 

Date of Expiry / 
03/2029 

).l.aTa np0ll3BOA.CTB8 
: 

roAeH JlO 
: 

Mfg. License No. / 
MA number:/ 

fipOH3B0A.CTBCHHaH : MNB/05/263 
HoMep PY 

: JIIT-.N2(005456)-(Pf-RU) 
JIUQeH3UH .N'! 
Analysis performed according to ND: I Ananu3 nposeAeH no H,U:: Jlfi-Ne(005456)-(Pf-RU)-150524 
Artworks of primary package approved: / MatceTM nepBH4HOH ynatcoBKH YTBep'lK,lleu1,1: 12.11.2024 
Artworks of secondary package approved: / MaKeTM BTopu4HOH ynaKOBKH yTsep:it.A.eu1,1: 17.02.2025 
PL approved: / JIB yrse11,ime11: 15.05.2024 

API name/ Ham1eHosa1rne A<l>C: Cetirizine dihvdrochloride / L{eT110113MHa Jl.11rHJlpox11op11.D. 
INN /MHH: Cetirizine I l.\eTHPl1311H 
API manufacturer batch number / BT00-26013 , BT00-26014 
HoMep cepmt npouJBOJlHTCJlSI A<l>C: 
FP Manufacturer API Batch number/ FETA00165, FETA00166 
Ho111ep cepuu cy6cram1.1111 npOll3BOJlHTeJJH rJI<I>: 
API Manufactured by, address & country / Glochem 1ndu tries Private Limited, 
1IpoH3BOJJ:HTeJJh A<l>C, a)lpec II CTpaua: Survey No. 174 to 176, I.D.A. Boll aram, Sangareddy Districl, 

502 325 Hyderabad, Telangana, India / 
fnoxeM .lifHD,ac-rpHec Dpai:iBHT Jl11M HTeJl 

Y•rnCTKH .N2 174- 176 .11.)],.A., 6onnapaM , Catt rapeJlJll,I 
,D.Hc·rpwKT - 502 325, Xai'1naoa6aJl, wTaT TenaHrat1a, i1HJl~:u1 

Name, address, authorization No for FP manufacturing Dr. Reddy's Laboratories Ltd., 
site I Control site/ Release site I Formulation Unit-6, Viii. Khol , Nalagarh Road, Baddi, Distt. 
Ha11Me11oaa1111e, RA.pee, Jllll.\CH3HH AJJH Solan (HP) 173205, India (license No MNB/05/263 ). / 
Op0113BOACTBCHH3Sl nJIOW3.llK8 / IIJJOUlaAKa KOHTpOJJH Ll-p PeMM·c Jla6opaTOp1-1c JlTJJ.. , 
K3'1CCTB3 / llJJOlU8JlK3 Bb.lDYCK8 ITpomBOACTBeHHoe no)lpa3,n:e11en11.e-6, B1-11111. Kxonh, Ha11arapx 

Poy)l, 6a!l)lH., ,[lHCTpHKT ConaH, x.rr. 173205 I1HAMR 
(nuueH3HR .N2 MNB/05/263). 

Declaration of certification: «I hereby certify that the above information 1s authentic and accurate. This batch of product has been 
Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IT 11111e4anne: Tipo KT c0oTaeTC'rayeTT e6oaa1rn11M HD. 3atcmoqeuue: O)XOBPEHO 
Prepared by/ Checked by I Checked by (AQA) I Approved by: Quality Assurance/Authorized person/ 
ITOAfOTOBJJeHo: ITpoaepetto: ITpoaepeHo (AOK): OAo6peHo: O6ecneqeu11.e Ka11ecrna/Orae-rcrneuuoe 1111.uo: 
Rama Kant Pardeep Kumar Amit Kumar ~ \.~ VV\ 

.J (',..-"--- ~,o~ 

Date/ 
)],aTa: 30.05.2026 

Date I 
D.arn: 30.05.2026 

Date/ 
.[lam: 30.05.2026 

Date I 
,D.aTa: 

Registered Office: 8- 2-337, Road No. 3, Banjara Hills, Hyderabad - 500034. Telangana, India 
Tel : +91404900 2900, Fax: +9140 4900 2999, Email : mail@drreddys .com 

CIN : L85195AP1984PLC004507 
www.drreddys.corn 



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

Viii . Khol, Nalagarh Road, Baddi, 

Di stt. Solan, H.P., 173 205, INDIA 

Tel : +91 98166 56001-02 

V✓Ww. drreddys .com 

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

Product: Cetrine® film coated tablets, 10 mg 
npo;zyK"r: Ue-rpi-rn® n6neTKH., n0Kpb1Tb1e nnettoqttol% 06ono•1Ko 11 , 10 Mr 

Market/ PblHOK : Russia/ Poccm1 

Batch No./ 
V2601059 

Batch Quantity/ 50,00,000 tab / 
: 

Pa3Mep cepuu 
: 

50,00,000 m6 CepHH N2 

Analytical Report No./ 
: 890001884462 

Date of Analysis / 
: 30.05.2026 

AuaJIHTH'leCKHH 0T'leT N2 ):(aTa auaJIH3a 

Date of Manufacture / 
04/2026 

Date of Expiry/ 
03/2029 : : 

):(aTa np0H3B0.l{CTBa f'o.l{eH .l{0 

Mfg. License No./ 
MA number:/ 

IlpOH3B0.l{CTBeHHaH : MNB/05/263 
HoMep PY 

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

Jiuueu3HH N2 

Analysis performed according to ND:/ AuaJIH3 npoBe.l{eH no HJ:(: JIU-N2(005456)-(Pf'-RU)-150524 
Artworks of primary package approved:/ MatceTbI nepBH'IHOH ynaK0BKH yrBep~eubl: 12.11.2024 
Artworks of secondary package approved:/ MatceT1,1 BTOpH<tHoii ynatcoBKH yTBepm.l{eHbl: 17.02.2025 
PL approved: / JIB yrnep;K.l{en: 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». / 
3atcJIIO'leHHe 0 C00TBeTCTBHH: «HacTOJILUHM JI no.znsep)K.l{aJO, 'ITO npHBe,a:eHHall BbJIIIe HHcpopMaUHJI JIBJIJieTCJI .ll:OCTOBepHOH H 
TOqHOH. 3m cepHJI npO.l{YKUHH npOH3Be.neua (BKJIJOqaJI ynaKOBKY (MapKHpOBKY) H KOHTpOJib Ka'-!eCTBa) Ha Bblll1eyKa3aHHOH 
npOH3B0.UCTBeHHOH IlJIOLUa.nKe (nnoma.nKax) B IlOJIHOM COOTBeTCTBHH C Tpe6osaHHJIMH TipaBHJI Ha.nJJe)Kall{eH npOH3B0.UCTBeHHOH 
npaKTl1KH Espa31111cKoro 3KOHOMH'-lecKoro coJ03a (N2 GMP/EAEU/RU/02329-2025 OT 19 cettrn6pJI 2025 r.) 11 Tpe6osaHHllMH 
KOHTPOJJJI Ka'-IeCTBa JJeKapCTBeHHblX cpe.ncTB, a TaK)Ke B COOTBeTCTBHH co cneuttcpHKaUHJIMH, co.nep)KaJ..U11M11Cll B per11cTpauwoHHOM 
.UOCbe CTpaHbl-HMnOpTepa. 3anHCH no np0113B0.UCTBY, ynaKOBKe H aHaJIH3Y nposepeHbl, 11 ycTaHOBJJeHo 11X COOTBeTCTBHe 
Tpe6osaHHJIM TipaBHJI tta.nne)Kall{eH npOH3B0.UCTBeHHOH npaKTHKH Espa3HHCKOro 3KOHOMl-1'-IeCKOro COJ03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
3atcJIIO'lenue: 0 OliPEHO Il HMe'lanue: TI 

Prepared by / 
Tio.nroTOBJietto: 
Rama Kant 

~ 
Date/ 
,[(am: 30.05.2026 

o.n KT COOTBeTCTB eT T 

Checked by/ 
ITposepetto: 
Pardeep Kumar 

Date/ 
,[(am: 30.05.2026 

e6osaHl1llM H)l_ 

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

Date/ 
,[(am: 30.05.2026 

Approved by: Quality Assurance/Authorized person I 
O.no6petto: O6ecne'-IeHHe Ka<teCTsa/OrseTCTBeHHOe nmw: 

~lCDvU~ 

Date/ 
,[(am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyde rabad - 500034. Telangana, India 

Tel : +9140 4900 2900, Fax: +9140 4900 2999, Email : mail@drreddys.com 
CIN : L85195AP1984PLC004507 

www.drreddys.co rn 


