
•·· Dr.Reddy's ~~• 

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
'✓ ill . Khol, Na!agarh Road, Baddi, 
Distt. Soia.i, H.P., 173 205, INDIA 

Tel : +91 98166 56001-02 

www.drreddys.com 

Product: Cetrine® film coated tablets, 10 mg 
n po1.1,yKT: Uei-p1m® m 6J1eTK11 , noKpbIThie nneH01.J:Hoi1 o6ono4Koi1:, 10 Mr 

Market / PbIHOK : Russia / Poccm1 

Batch No./ 
V2600625 

Batch Quantity/ 25,00,000 tab/ 

CepnH ,N'g 
: 

PaJMep cepnn 
: 

25,00,000 m6 

Analytical Report No. I : 890001874257 
Date of Analysis / 

: 31.03.2026 
AHaJJHTH'leCKHH 0T'leT ,N'g ,L(aTa aHaJJnJa 

Date of Manufacture/ 
03/2026 

Date of Expiry/ 
02/2029 : : 

,L(aTa fiPOH3B0)1.CTBa ro)l.eH )1.0 

Mfg. License No./ 
MA number:/ 

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

: J1Il-N2(005456)-(Pf-RU) 

nuueHJHH N2 

Analysis performed according to ND:/ AHanm npoBeJJ.eH no H,L(: JIIJ-.N'g(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbl nepBH'IHOH ynaK0BKH YTBep,K1.1,eHbI: 12.11.2024 
Artworks of secondary package approved: / MaKeTbl BTopn'IHOH ynaKOBKH yTsepiKJJ.eHbI: 17.02.2025 
PL annroved: / JIB yTBepmJJ.eH: 15.05.2024 

N2 Test I IloKaJaTeJJb Result I PeJyJJbTaTbI Specification / HopMa 

1 Description/ OnucaHHe 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. / side. White to off-white core on cross section. 
Kpyrnh1e )lBOHKOBbinYKJibie Ta6neTKH, I Kpyrnh1e ,UBOHKOBhinYKJI hie Ta6JieTKI1, 
noKpbITbie nJieHOlJ:HOH 06ono1.J:KOH noKpbITb!e nneHOlJ:HOH 06ono1.J:KOH 6enoro 
6enoro ueeTa, C p11CKOH Ha O,UHOH J,!JJl,I nol.J:TJ,! 6enoro UBeTa, c pttCKOH Ha O,UHOH 
CT0pOHe. Ha nonepe'-iH0M pa3pe3e - cTopoHe. Ha nonepe'-iHOM pa3pe3e H,Up0 OT 
H.UP0 6enoro ueem. 6enoro .uo no4Ttt 6enoro ueeTa. 

Remarks : The Product confoms to ND/ Conclusion : APPROVED / 
3aKJJIO'leHue: O,L(OEPEHO II HMe'-iaHue: IT o.u 

Prepared by/ 
Ilo.uroTOBJieHo: 

Prnvesh Rana 1 
Date I 
)],am: 31.03.2026 

KT C00TBeTCTB eT T 
Checked by/ 
DpoeepeHo : 
Ramakant 

7 
Date I 
)],am: 31.03.2026 

e6oeaHttHM Hll 
Checked by (AQA) / 
IlpoeepeHo (AOK): 
Amit Kumar 

~~ 
Date/ 
)],am: 31 .03.2026 

Approved by: Quality Assurance/Authorized person / 
O,uo6peHo: O6ecne1.J:eHtte Ka4eCTBa/OTBeTCTBeHHOe JIHUO: 

\ 

/ 0\--~ 
Date I 

~, ~---2,A'U )],am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, re langana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drred dy,.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr.Raddy's~;• 

CERTIFICATE OF ANALYSIS 
CEPTil<l>IIKAT AHAJIIl3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Na!agarh Road, Baddi, 
Distt. Soian, H.P., 173 205, iNDIA 

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

Product: Cetline® film coated tablets, 10 mg 
Ilpo.nyKT: U:eTpHH® m6neTKl1, JlOKPhlTbie nneHO'IHOM o6onO'IKOM, 10 Mr 

Market/ P1>rnoK : Russia I Poccm1 

Batch No./ 
V2600625 

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

: 
PaJMep cepnn 

: 
25,00,000 m6 

Analytical Report No./ 
: 890001874257 

Date of Analysis / 
: 31.03.2026 

AuaJJHTH'IeCKHH OT'IeT N2 ,ll,aTa auaJJHJa 

Date of Manufacture/ 
03/2026 

Date of Expiry/ 
02/2029 

,ll,aTa UPOH3B0.l(CTB3 
: 

ro.neu AO 
: 

Mfg. License No./ 
MA number:/ 

fipOH3B0./lCTBeHHaH : MNB/05/263 
HoMep PY 

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

JJHUeHJHH N2 
Analysis performed according to ND:/ AHaJJHJ npoBe.neu no H,ll,: JIIJ-N2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbl nepBH'IHOH ynaKOBKH yTBep,K,1J.eu1>1: 12.11.2024 
Artworks of secondary package approved:/ MaKeT1>1 BTOpH'IHOH ynaKOBKH YTBepmAeH1>I: 17.02.2025 
PL aooroved: / JIB YTBemK.neu: 15.05.2024 

N2 Test I IloKaJaTeJ11> Result/ PeJyJ11>TaT1>1 Specification/ HopMa 

2 Identification / The retention time of the main peak in 
W.neuTmJrnKaUHH the chromatogram of test solution The retention time of the main peak in the 

complies with the retention time of the chromatogram oftest solution should comply 

HPLC/ 83)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 BpeMll yAep)l<HBaHlrn eference standard solution (section "Assay"). 
I 

OCH0BH0fO Jll1Ka Ha xpoMaTorpaMMe 
BpeMll y.nep)K!18aHHll 0CHOBH0f0 JlHKa Ha HCJlbITYeMoro paCTB0pa COOTBeTCTByeT 

BpeMem, yAep)KHBaHHll OCHOBH0f0 JlHKa xpoMaTorpaMMe 11crrb1TyeMoro pacTBopa 

Ha xpoMaTorpaMMe cTaH.napTHoro VJ,On)KHO COOTBeTCTBOBaTb BpeMeHH 

pacTBopa uen1p11311Ha r11.upoxnop11.na. 1Y.neplK!1BaHl1ll 0CHOBHOfO [l!1Ka Ha 
xpoMaTorpaMMe cTau.uapTHoro pacTsopa 
ueT11p11311Har11.npoxnop11.ua(pa3.uen 
<Kon11qecTBeHHOe onpe.neneH11e») . 

Remarks : The Product confirms to ND/ 
II HMe'IaHtte: TI o.uyKT cooTBeTcTByeT T e6osaHHllM H.[{ 

Conclusion : APPROVED / 
3aKJJIO'Ieune: O,ll,OliPEHO 

Prepared by / Checked by / 

no.n.r0To·ane1-10:{ TipoaepeHo: 
Pravesh Rana Ramakant 

£ 
Date/ Date I 
.[{am: 31.03.2026 .[{am: 31.03.2026 

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

Date/ 
.[{am: 31.03.2026 

Approved by: Qua! ity Assurance/ Authorized person / 
O.no6peHo: O6ecrre'leH11e Ka'lecTBa/OTBeTcTBeHHoe n11uo: 

\ 

Date/ 
,[{am: 

Registered Office : 8-2-337, Road No. 3, Banjar" Hiiis, Hyderabad - 500034, felangan a, India 
Tel : +9140 4900 2900, Fax: 19140 4900 2999, Ema il: ma il@drreddvs.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr.Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Na!agarh 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 
IIpo.nyKT: IJ.eTpttH® m6neTKH, noKpb!Tbie nneHOlfHOH o6oJJ01IKOH, 10 Mr 

Market/ PbIHOK : Russia I Poccm1 

Batch No./ 
V2600625 

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

: 
Pa1Mep cepuu 

: 
25,00,000 m6 

Analytical Report No./ 
: 890001874257 

Date of Analysis/ 
: 31.03.2026 

AnaJIHTH'leCKHH OT'leT N2 LI:aTa anaJiuJa 

Date of Manufacture/ 
03/2026 

Date of Expiry/ 
02/2029 

.Ll:aTa DPOH3BOJJ:CTB3 
: 

ro.nen .no 
: 

Mfg. License No./ 
MA number:/ 

IlpOH3BOJJ:CTBeHH3SI : MNB/05/263 
HoMep PY 

: JU1-N2(005456)-(Pr-RU) 
JIHUeHJHH N2 

Analysis performed according to ND:/ AnaJiuJ npose.nen no HLI:: JIII-N2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbI nepsuqnou ynaKOBKH YTBepm_o:enb1: 12.11.2024 
Artworks of secondary package approved: / MaKeTbI BTopuqnou ynaKOBKH yTsepm.nenb1: 17.02.2025 
PL aooroved: / JIB yTBepm.nen: 15.05.2024 

N2 Test/ IloKaJaTeJib Result/ Pe1yJibT8Tb1 Specification/ HopMa 

3 

UV- spectrophotometry / Complies / CooTBeTcTByeT The UV-spectrum of the test solution and the 
Y<l>- cneKTpOqJOTOMeTpH51 2etirizine 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./ Y<l>-crreKTpb1 nornomemrn. 
11cnhITyeMoro pacTsopa 11 cTaH,l\apTnoro 
pacrnopa ueT11pu31-rna ru.upoxnopu.ua s 
06nacn1 OT 200 .no 400 HM .UOJJ)l(Hbl HMeTb 
MaKCHMYMbl nornomeHH51 np11 O.UHOH H TOH 
!)Ke ./1,JlHHe BOJJHbl C .uonycTHMbIM 
OTKJJOHeHHeM ± 2 HM. 

Dissolution/ PacTsopenue !Not less than 80% (Q) of the labeled amount 
of C21H2sClN2O3·2HCl (cetirizine 

93 %; 98 %; 100 %; 98 %; 96 %; dihydrochloride) after 30 min./ He Mettee 
98 % 80 % (Q) OT HOMHHaJJbHOro co.uep)KaHH51 

C21H2sClN2Or2HCl (uernp11311na 
~11r11.upoxnop11.u) 11epe3 30 MHH. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpuMellanue: Tipo.uyKT COOTBeTCTByeT Tpe6oBaHH51M HJl 3aKJIIOllenue: OLI:O6PEHO 
Prepared by / 
Tio.uroTosnetto: 

Pme.sh Rana { 

Date/ 
)lam: 31.03.2026 

Checked by/ Checked by (AQA) I Approved by: Quality Assurance/Authorized person I 
Tiposepeno: ITposepeno (AOK): O.uo6peno: O6ecne11en11e Ka11ecrna/OrneTcrnennoe n11uo: 
Ramakant Amit Kumar 

~~ ~t ~,- ~ 

Date/ Date/ Date/ 
'.11 ,--,o_l,-V)Ll )lam: 31.03.2026 )lam: 31.03.2026 ,n:am: 

Registered Office: 8-2-337, Road No. 3, Banjar" rliiis, Hyderabad - 500034, relangana, india 
Tel: +9140 4900 2900, Fax: t9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



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

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

CERTIFICATE OF ANALYSIS 
CEPTII<l>IIKAT AHAJIII3A 

Product: Cetrine® film coated tablets, 10 mg 
IlPOJl.YKT: UeTp11tt® Ta6neTK11, noKpblTbte nneHO'IHOH o6ono'IKOH, 10 Mr 

Market/ PbIHOK : Russia/ Pocc11H 

Batch No./ 
V2600625 

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

: 
Pa3Mep cepnn 

: 
25,00,000 m6 

Analytical Report No./ 
: 890001874257 

Date of Analysis / 
: 31.03.2026 

AnaJIHTH'lecKnii OT'IeT N2 ,lJ.aTa anannla 

Date of Manufacture/ 
03/2026 

Date of Expiry/ 
02/2029 

,lJ.aTa npOH3B0Jl,CTBa 
: 

roJl,eH Jl,O 
: 

Mfg. License No./ 
MA number:/ 

IlpOH3B0Jl,CTBeHHaSI : MNB/05/263 
HoMep PY 

: JIIT-N'!!(005456)-(Pf-RU) 
nnu,en3HH N2 

Analysis performed according to ND:/ AnaJIH3 npoBell,eH no H,LJ:: JIIl-N2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbI nepBH'IHOH ynaKOBKH yTBepiKJl,eu1,1: 12.11.2024 
Artworks of secondary package approved: / MaKeTbI BTopnquoi:i ynaKOBKH yTsepiKll,eHbI: 17.02.2025 
PL approved: / JIB yrnepiKJl,eH: 15.05.2024 

N2 Test/ IloKa3aTeJib Result/ PeJyJibTaTbl Specification / HopMa 
4 Uniformity of dosage units / Acceptance value (AV) should be not more 

OJl.HOpOJ{HOCTb J:{03Hp0B3HHblX 3.1 ~han 15.0 I IToKa3aTen1, npHeMJJeM0CTH (AV) 
eJl,HHHU. ~0JJ)KeH 61,n1, ue 6onee 15,0. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMeqanne: ITpo.uyKT cooTBeTcTByeT Tpe6osaum1M H)]; 3aKJIIO'leune: OJJ.O6PEHO 
Prepared by / 
ITo.uroTosneuo: 

Prnvesh Rana f 
Date/ 
)];am: 31.03.2026 

Checked by I Checked by (AQA) / Approved by: Quality Assurance/Authorized person/ 
ITposepeuo: Ilposepetto (AOK): O.uo6petto: O6ecne'leHHe Kat.JeCTBa/OTseTCTBeHHOe JIHI.J,O: 
Ramakant Amit Kumar I 

~ ~ ~,,- f 
Date/ Date/ Date/ ..31 r<lj ,,_ )A '4 )];am: 31.03.2026 )];am: 31.03.2026 )];am: 

Registered Office: 8-2-337, Road No. 3, Banjarc, Hilis, Hyderabad· 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: ~91 40 4900 2999, Email: mai l@drreddys.com 

CIN: L85195AP1984PLC004507 

www.drreddys com 



•·· Dr. Reddy'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 

Tel : +91 98166 56001-02 
www.clrreddys.co rn 

Product: Cetrine® film coated tablets, 10 mg 
n po.o.yi,.-r: UeTPHH® -ra6neTKH, n0Kpb1Tb1e nnettot.tHOH o6ono'-IKOH, 10 Mr 

Market/ PbIHOK : Russia I Poccm, 

Batch No./ 
V2600625 

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

: 
Pa3Mep cepuu 

: 
25,00,000 m6 

Analytical Report No./ : 890001874257 
Date of Analysis / 

: 31.03.2026 
AHaJIHTH'leCKHH 0T'leT N2 ,l(aTa aHaJIH3a 
Date of Manufacture/ 

03/2026 
Date of Expiry / 

02/2029 
.lJ:aTa UP0H3B0,[(CTBa 

: ro,[(eH ,[(0 : 

Mfg. License No. / 
MA number:/ 

IlpOH3B0,[(CTBeHHaH : MNB/05/263 
HoMep PY 

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

JIHU.CH3USI N2 

Analysis performed according to ND:/ AuaJIH3 npoBe,[(eH no H,l(: JIIl-N2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbI nepBH'IHOH ynaK0BKH YTBep~eHb1: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbI BTOpH'IHOH ynaK0BKH yTBep~t(eHbI: 17.02.2025 
PL approved: / JIB yrnep~,[(eH: 15.05.2024 

5 Impurities / IlpuMeCH 
Impurity A I 
Tip11Mecb A 

Impurity B / 
ITp11Mecb B 

Impurity C / 
ITp11Mecb C 

Impurity D / 
ITpttMecb D 

Impurity EI 
ITpuMecb E 

Impurity FI 
ITp11Mecb F 

Remarks : The Product confirms to ND/ 

Below LOD (LOD =0.005 %) / HH)l(e 
npe,[(ena 06Hapy)l{ett11.ii (ITO= 0,005 %) [Not more than 0.2 % / He 6onee 0,2 % 

0 .05 % 

Not Detected 

Below LOQ (LOQ = 0.003 %) / Htt)l{e 
npe,[(ena KOJJH'-leCTBeHHoro onpe,[(eJ1eH11.H 

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

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

(ITKO = 0,003 %) INot more than 0.2 % / He 6onee 0,2 % 

0.03 % Not more than 0.2 % / He 6onee 0,2 % 

Below LOD (LOD =0.015 %) / Htt)l{e [Not more than 0.2 % / He 6onee 0,2 % 
npeAena 06Hapy)l{ett11si (ITO= 0,015 %) 

IlpHMet.tauue: Ilpot(yKT COOTBeTCTByeT Tpe6oBaHl1llM H.U 
Conclusion : APPROVED / 
3aKJito'leuue: O,l(OliPEHO 

Prepared by/ Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized person/ 
Ot(o6peHo: O6ecn~'leHHe Kat.teCTBalOTBeTCTBeHHOe JIHL(O: ITot(rOTOBJJeHo: ITpoeepeHo: ITpoeepeHo (AOK): 

Pravesh R=a 1 ~ma~$ Amit ~~~ 

Date/ 
.[{am: 31.03.2026 

Date/ 
I 

llam: 31.03.2026 
Date/ 
llam: 31.03.2026 

Date/ 
.[{am: 

Registered Office : 8-2-337, Road No. 3, Banjara rliiis, Hyderabad· 500034, Teiangan ~, India 
Tel : +9140 4900 2900, Fax: ~91 40 4900 2999, Email: ma il@d rreddys .com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr.Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
\/ill. Khol, Na!agarh Road, Baddi, 
Distt. Solan, H.P., 173 205, iNDIA 

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

CERTIFICATE OF ANALYSIS 
CEPTII<l>IIKAT AHAJIII3A 

Product: Cetrine® film coated tablets, 10 mg 
IT po,11,yKT: U:e-rp,rn® Ta6neTKM, flOKPh!Thle nneHO'lHOM o6oJJO'lKOH, 10 Mr 

Market/ PLrnoic : Russia/ Poccm1 

Batch No./ 
V2600625 

Batch Quantity / 25,00,000 tab/ 
Cepust Ng 

: 
Pa3Mep cepuu 

: 
25,00,000 Ta6 

Analytical Report No./ 
: 890001874257 

Date of Analysis/ 
: 31.03.2026 

AHaJIHTH'lec,rnii 0T'leT Ng lJ.aTa auaJIH3a 
Date of Manufacture/ 

03/2026 
Date of Expiry/ 

02/2029 
)laTa np0H3B0,ll,CTBa 

: ro,11,eu ,11,0 : 

Mfg. License No. / 
MA number:/ 

ITpoH3B0,ll,CTBeHHaH : MNB/05/263 
HoMep PY 

: JIIT-N~(005456)-(Pf-RU) 

JlHl.{eH3HH Ng 

Analysis performed according to ND:/ AuaJIH3 npoBe,11,eu no HD.: Jlfi-Ng(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaiceTbl nepBH'IH0ii ynaicoBKH YTBepiK,11,eubl: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbl BTOpH'IHOH ynaKOBKH YTBepm,L1;eubl: 17.02.2025 
PL approved: / JIB yrnepm,L1;eu: 15.05.2024 

Any individual unidentified 
impurity/ J1106ai1 e.uHHH'lHail 
HeH.11.eHTHQJMU.HpOBaHHa)I np11MeCh 

Total impurities / 
CyMMa np11MeceM 

0.05 % 

0.1 % 

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

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'lauue: Ilpo.11.YKT cooTseTCTByeT Tpe6osaHH)IM HA 3aKJito'leune: O.l{O6PEHO 
Prepared by/ Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized person/ 
ITo.nroTOsJJeHo: IlposepeHo: Ilpoaepeuo (AOK): O.11.06peuo: O6~cne'leHHe Ka'leCTaa/OrneTCTBeHHoe mIu.o: 

Prnvesh Rana 1 Rama~ Am;t ~ - ~ ,_,r-

Date/ 
.ll:arn: 31.03.2026 

Date/ 
Llarn: 31.03.2026 

Date/ 
Llarn: 31.03.2026 

Date/ 
,Uarn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hiiis, Hyderabad - 500034, relangana, India 
Tel: +9140 4900 2900, Fax: 19140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys .com 



•·· Dr. Raddy's~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
\/ill. Khol, ~Ja!agarh Road, Baddi, 
Distt. So!an, H.P., 173 205, iNDIA 

Te!: +9198166 55001-02 
www.cirt'edcJys.corn 

CERTIFICATE OF ANALYSIS 
CEPTII <l>IIKAT AHAJIII3A 

Product: Cetrine® film coated tablets, 10 mg 
1Ipot1-y1CT: IJ.eTp1m® m6JieTKl1, 0OKPhlTbJe nJieH011HOH o6oJI011KOH, 10 Mr 

Market/ P1,rnoK : Russia/ Poccm1 

Batch No./ 
V2600625 

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

: 
PaJMep cepuu 

: 
25,00,000 m6 

Analytical Report No. / 
: 890001874257 

Date of Analysis/ 
: 31.03.2026 

AuaJIHTH'leCKHH OT'leT ,Ng .11.aTa auanuJa 
Date of Manufacture / 

03/2026 
Date of Expiry/ 

02/2029 
)laTa npOH3B0.llCTBa 

: 
rot1-eH AO 

: 

Mfg. License No./ 
MA number:/ 

IIpOH3BOACTBeHHaH : MNB/05/263 
HoMep PY 

: JIIT-N2(005456)-(Pf-RU) 
JIHUeH3HH _Ng 
Analysis performed according to ND:/ Auanu3 npoBe.ueu no HJ1.: JIII-Ng(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeThl nepBH'IHOH ynaKOBKH YTBep,K,11.eu1,1: 12.11.2024 
Artworks of secondary package approved: / MaKeThI BTOpH'IHOH ynaKOBKH yTBepmt1-eu1,1: 17.02.2025 
PL approved: / JIB yrnep,KJJ.eu: 15.05.2024 

_Ng Test/ II0KaJaTeJ11, Result/ Pe3yJ11>TaT1>1 Specification / HopMa 
6 Water content/ 

1.9 % 
Not more than 8.0% / 

Cot1-epmauue BO.Uhl He 6oJiee 8,0 % - -
7 Microbiological purity* I 

MuKp06HOJIOrH'leCKaH 
'IHCTOTa* 
a) Total aerobic microbial count I NA Not more than 1000 CFU/g I 
O6mee 1111CJIO a3p06HhIX He 6onee 1000 KOE/r 
MUKpoopraHU3MOB 

NA 
b) Total combined yeasts and tNot more than 100 CFU/g / 
mould count I O6mee 1111cno He 6onee 100 KOE/r 
Apm10KeBbIX 11 nJieCHeBblX rp1160B 

~)E.coli NA Shall be absent in lg/ OTcyTcrn11e B 1 r 
8 Assay/ Konu'leCTBeuuoe !From 9.0 mg to 11.0 mg of 

onpet1-eneuue 
9.91 mg /9,91 Mr 

C21H2sClN2Oy 2HCI (Cetirizine 
Dihydrochloride) in tablet (90.0 % to 110.0 % 

99.1 % 
of label claim)./ OT 9,0 Mr .no 11,0 Mr 
C21H2sClN2O3· 2HC1 (uernpu3utta 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IIpuMe'laHHe: Ilpo,nyKT COOTBeTcTByeT Tpe6osaHl1RM H.U 3aKmoqeuue: O).I,OEPEHO 
Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized person/ 
Ilo,nrOTOBJieHo: Ilposepetto: Ilposepetto (AOK): O.no6petto: O6ecrre11ettue Ka11ecrna/OrneTCTBeHttoe Jim.1;0 : 

P,avesh Rana { Ramakant t Amit Kumar '\ 

~~~ r ;!.- ~ 
Date/ Date I Date/ Date/ 
)],am: 31.03.2026 )lam: 31.03.2026 I{am: 31.03.2026 .11.am: JJ ~~,---~u 

Registered Office: 8-2-337, Roc.1d No. 3, Bcn1jc~1'=11liiis, l-i'/LiL1:.i;j;~1d ~)CUL::->~, r.~\~__;r·1t,.:.in~1, \(1dic.i 
Tel: +91 40 4900 2900, Fax: +91 40 4900 2':.d:!, l:,r,";i: ,rhid,i_Jd,,, cdci-,a .c 0111 

CiN: L8.5195APi984PLC004SU/ 

www.drreddys com 



•·· Dr.Raddy's~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
'Jill. Khol, Na!agarh Road, Baddi, 
Distt. So!an, H.P., 173 205, INDIA 

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

CERTIFICATE OF ANALYSIS 
CEPTll<l>llKAT AHAJIM3A 

Product: Cetrine® film coated tablets, 10 mg 

Ilpo,11.yICT: U:eTpHH® Ta6JieTKH, noKpbITbie nJieHO'l.HOH o60JI01J.KOH., 10 Mr 

Market/ PbIHOK : Russia/ Poccttll 

Batch No./ 
V2600625 

Batch Quantity/ 25,00,000 tab/ 

CepttH .N2 
: 

Pa3Mep ceptttt 
: 

25,00,000 Ta6 

Analytical Report No./ 
: 890001874257 

Date of Analysis / 
: 31.03.2026 

AuaJIHTH'leCKHH 0T'leT .N2 LI:aTa auaJitt3a 

Date of Manufacture / 
03/2026 

Date of Expiry/ 
02/2029 

)laTa np0H3B0,!1.CTBa 
: 

ro,11.eu ,11.0 
: 

Mfg. License No. / 
MA number:/ 

IlpOH3BO,!I.CTBeHH8H : MNB/05/263 
HoMep PY 

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

JlHUeH3HH .N'! 
Analysis performed according to ND:/ AuaJIH3 npoBe,11.eu no H,a:: JIII-.N2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbI nepBtt'IHOH ynaK0BKH yrnepm,11.eub1: 12.11.2024 
Artworks of secondary package approved: / MaKeTbl BTopnquou ynaK0BKH yTsep:iK,11.eubI: 17.02.2025 
PL approved: / JIB yTsepm,11.eu: 15.05.2024 

9 

Test/ IloKa3aTeJib Result I Pe3yJibTaTbI Specification/ HopMa 

Subdivision of tablets / 
eJieHtte Ta0JieTOK 

Remarks : The Product confirms to ND/ 

II ttMetJ.auue: TI 0.UVKT C00TBeTCTB eT T 

Prepared by I 
Tio,11,roToBnetto: 

Prnvosh Rana { 

,7.,;,-

Date/ 

llarn: 31.03.2026 

Checked by I 
TipoBepetto: 
Ramakant 

~ 
Date/ 

narn: 31.03.2026 

HrH,!1.pOXJIOp11,11.) B Ta6JieTKe (OT 90,0 % ,11.0 
110,0 % OT HOMHHaJibHOro co,11.ep)KaHHll). 

Complies/ CooTBeTcTByeT he tablets comply with the test, if not more 
than 1 individual mass is outside the limits of 
85 % to 115 % of the average mass. The 
tablets 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./ 

e60B3HHllM HD; 
Checked by (AQA) / 

TipoBepetto (AOK): 
Amit Kumar 

Date/ 

narn: 31.03.2026 

a6JieTKH COOTBeTCTB)'IOT Tpe6oBaHHllM, ecnH 

He 6oJiee 1 e,11.HHH'l.Hall Macca 0TKJIOHlleTCll 3a 

npe.ueJibl 85%-115% OT cpe.uHeH MaCCbl. 
a6neTKH He C00TBeTCTBYIOT Tpe6oBamrnM, 

ecn11 6onee tJ.eM 1 HH.UHBH.UyaJibHall Macca 
OTKJIOHlleTCll OT 3THX npe.11.eJIOB HJIH, ecJIH 1 

HH.UHBH.UYaJibHall Macca OTKJI0HlleTCll 3a 

Conclusion : APPROVED / 
3aKJIIO'leune: O)IOEPEHO 
Approved by: Quality Assurance/ Authorized person/ 

O.11.06petto: O6ecne<tett11e Ka<tecTBa/OTBeTCTBeHHoe n11uo: 

" 

Date/ 
)J.arn: 

A-~'i ' 1,,6 

Registered Office: 8-2-337, Road No. 3, Banjara Hiiis, Hyderabad - SOO~d/; '] ,.,--')}J 
Tel: +9140 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr.Raddy's~;• 

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
\/ill. Khol, Nalagar·h Road, Baddi, 

Distt. Soian, H.P., 173 205, iNDIA 

Tel: +9198166 56001-02 

www.drreddys.corn 

Product: Cetrine® film coated tablets, 10 mg 
IlpoJJ:yIIT: U:eTpttH® m6JJeTKH, ITOKpbITbie nJJeH0'-1.HOH o6onO'-IKOH, 10 Mr 

Market/ PbIHOK : Russia / Poccm, 

Batch No./ 
V2600625 

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

: 
Pa3Mep cepuu 

: 
25,00,000 m6 

Analytical Report No./ 
: 890001874257 

Date of Analysis / 
: 31.03.2026 

AHaJIHTH'leCKHH OT'leT N2 .lJ:aTa auaJJH3a 

Date of Manufacture/ 
03/2026 

Date of Expiry / 
02/2029 

)laTa npOH3BOJJ:CTBa 
: 

roJJ:eH JJ:O 
: 

Mfg. License No./ 
MA number:/ 

IlpoH3B0JJ:CTBeHHaH : MNB/05/263 
HoMep PY 

: J1Il-N2(005456)-(Pf-RU) 

JIHU:eH3HH N2 
Analysis performed according to ND: I AttaJIH3 npoBeJJ:eH no H)l: JITI-N2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbI nepBH'IHOH ynaKOBKH yrBep:lK)J.ettbI: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbI BTOpu11uou ynaKOBKH YTBep'lKJJ:CHbI: 17.02.2025 
PL approved: / JIB yrBep'lKJJ:eH: 15.05.2024 

N2 Test/ IloKa3aTeJib Result/ Pe3yJibTaTbI Specification/ HopMa 

npeJJ:eJJbl 75%-125% OT cpeJJ:HeH MaCCbl . 

10 Package/ Onucauue ynaKOBKH 10 tablets in PVC/PVDC//aluminum JO 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. I ITo 10 m6neTOK B a carton. I ITo 10 Ta6neTOK B 
ITBX/ITB)lX//amoMHHtteBoM 6nttcTepe. ITBX/ITB)lX//amoMHHHeBoM 6nttcTepe. ITo 2 
[lo 2 6nttcTepa BMecTe c JJHCTKOM- HJJH 3 6JJHCTepa BMecTe c JJHCTKOM-
BKJJa,11,b[WeM ynaKOBaHbl B na4KY BKJJaJJ:bIWeM ynaKOBaHbl B na'-1.KY KapTOHHYIO, 
KaPTOHHYIO. 

11 Labeling/ MapKupoBKa Complies I CooTBeTcTByeT See Module 1, section 1.3.2 ofregistration 
dossier. I B cooTBeTCTBHH c pa3,11,enoM 1.3.2 
M0,11,ym1 1 perncTpaU,HOHHOfO ,11,0Cbe. 

12 Storage conditions / Y cJIOBHH :At temperature not higher than 25 °C I Ilp11 TeMnepaType He Bb1we 25 °C. 

xpaHeHHH 
13 Shelf-life (storage period) / CpoK 3 years. / 3 ro,11,a. 

rQJJ:H0CTH (cpoK xpaneHHH) -
Remarks : The Product confirms to ND/ 

II HMe'laHue: [l 0,11, KT COOTBeTCTB eT T e6osaHHJIM Hll 
Conclusion : APPROVED I 
3aKJIIO'lenue: O.ll:OEPEHO 

Prepared by / Checked by I 
Ilo,uroToBnetto: Ilposepetto: 

Prnvosh Rana 

1 
Ram~ 

Date I Date I 
)lam: 31.03.2026 )lam: 31.03.2026 

Checked by (AQA) I 
IlpoBepeHo (AOK): 
Amit Kumar 

Date/ 
)lam: 31.03.2026 

Approved by: Quality Assurance/ Authorized person I 
0,11,06petto: 06ecne4eHtte Ka4eCTBal0TBeTCTBeHHoe nttu,o: 

Date/ 
)lam: 

Registered Office: 8-2-337, Road No. 3, Ba11j,ird rliiis, HyJerarJcici - 500034, l,'c!vr,gand, if,dia 
Tel: +9140 4900 2900, Fax: +9140 4900 2S.9':J, trna;I: inaii@dnEddy5.con, 

CIN: L85195AP1984PLC004507 
www.drreddys com 



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

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

CERTIFICATE OF ANALYSIS 
CEPTII<l>IIKAT AHAJIII3A 

Product: Cetrine® film coated tablets, 10 mg 
Ilpo,a:yKT: 1..(eTpttH® Ta6JJeTKH, noKpb!Tbie nJJeHOlJHOH o60JJOlJKOH, 10 Mr 

Market/ PblHOK : Russia/ Poccm1 

Batch No./ 
V2600625 

Batch Quantity/ 25,00,000 tab/ 
CepnH ,N'g 

: 
PaJMep cepnn 

: 
25,00,000 m6 

Analytical Report No./ 
: 890001874257 

Date of Analysis/ 
: 31.03.2026 

AuaJIHTH'leCKHH OT'leT ,N'g .Li:aTa auaJIHJa 

Date of Manufacture / 
03/2026 

Date of Expiry I 
02/2029 

.Li:aTa npOH3B0.Ll:CTBa 
: 

ro.a:eu .Ll:0 
: 

Mfg. License No./ 
MA number:/ 

IlpOH3B0.Ll:CTBeHHaH : MNB/05/263 
HoMep PY 

: JUI-NQ(005456)-(Pr-RU) 
JlHU,eH3HH ,N'g 
Analysis performed according to ND:/ AuaJIHJ npoBe,a:eu no H.Li:: JITI-,N'g(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbI nepBH'IHOH ynaKOBKH yTBep,KJJ;eHbt: 12.11.2024 
Artworks of secondary package approved: / MaKeTbI BTOpH'IHOH ynaKOBKH yTBep,K,a:eub1: 17.02.2025 
PL approved: / JIB yrnep,KJJ;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. / Tip0B0,n11TcS1 npomBo,n11TeJJeM np11 BhmycKe nep110,n11tJecK11: JJ:JJSI Ka)K,[{OH 20-ott 
cep1111 HJIH He Mettee 1 pa3a B ro.n. IloKa3aTeJJb M0JKeT 6b!Tb He BKJJIO'-!eH B CepTH<pHKaT aHaJJH3a q>HpMbl. 

Remarks : The Product confirms to ND/ 
TI HMe'lauue: TI o.n KT C00TBeTCTByeT T 
Prepared by / Checked by / 
ITo.nroTOBJJeHo: ITpoBepetto: 

Pravash Rona { Ran~ 

Date/ Date/ 
)lam: 31.03.2026 )].am: 31.03.2026 

e6oBaHHSIM H.[( 
Checked by (AQA) / 
TipoBepetto (AOK): 
Amit Kumar 

Date/ 
)lam: 31.03.2026 

Conclusion : APPROVED / 
3aKmo'feune: O.[(OliPEHO 
Approved by: Quality Assurance/Authorized person I 
O.no6petto: O6ecnetJett11e KatJecrna/OrneTCTBeHHoe nmi:o: 

Date/ 
.[(am: 

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.com 



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

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

Product: Cetrine® film coated tablets, 10 mg 
Ilpo)lyJIT: UeTp11tt® Ta6J1eTK11, rrOKPhITble rrneHO'IHOH 060J10'lKOH, 10 Mr 

Market/ PbIHOK : Russia / Poccm1 

Batch No./ 
V2600625 

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

: 
PaJMep cepuu 

: 
25,00,000 Ta6 

Analytical Report No./ 
: 890001874257 

Date of Analysis I 
: 31.03.2026 

AnaJIHTH'feCKHH OT'feT .N2 ,l(aTa anaJiuJa 

Date of Manufacture / 
03/2026 

Date of Expiry/ 
02/2029 

,l(aTa DPOH3BO)lCTBa 
: 

ro)leH )lO 
: 

Mfg. License No./ 
MA number:/ 

IlpOH3B0)lCTBeHH3H : MNB/05/263 
HoMep PY 

: JU1-N~(005456)-(Pf-RU) 
JIHU.eHJmt .N2 
Analysis performed according to ND:/ AnaJIH3 npose)leH no H,l(: JIII-.N2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbl nepstt'fHOH ynaKOBKH yrnepiK.11.eHbl: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbI BToptt'IHOii: ynaKOBKH yTsepJK)leHbt: 17.02.2025 
PL approved: / JIB yrnepJK)len: 15.05.2024 

API name/ HanMeuosauue A<l>C: Cetirizine dihydrochloride / UeT11p113HHa .lll1r11.llpOXJl0p11)l 
INN /MHH: Cetirizine / Uernp11311H 
API manufacturer batch number / BT00-25074 
HoMep cepnu npoHJBO.llHTeJIH A<l>C: 
FP Manufacturer API Batch number / 

FETA00079 
HoMep cepun cy6cTauu.uu npottJBO.llHTeJIH r JI<I>: 
API Manufactured by, address & country/ Glochem Industries Private Limited, 
IlpottJBO./lHTeJib A<l>C, a)lpec H cTpaua: Survey No. 174 to 176, I.D.A. Bollaram, Sangareddy District, 

502 325, Hyderabad, Telangana, India/ 
fnoxeM l1tt)lacTp11ec IlpattBHT JI11M11Te)l, 

Y'IaCTKH N~ 174-176, 11.,[l;.A., EonnapaM, CattrapeMH 
.[{HCTpHKT - 502 325, Xai1.llapa6a.ll, wmT TenattraHa, l1H.ll11ll 

Name, address, authorization No for FP manufacturing Dr. Reddy's Laboratories Ltd., 
site I Control site I Release site/ Formulation Unit-6 , Viii. Kho!, Nalagarh Road, Baddi, Distt. 
HanMeHOBaHHe, a,!lpec, JIHl.{eH3HH )lJIH Solan (HP) 173205, India (license No MNB/05/263). I 
IlpOH3B0)lCTBeHH3H UJIOlll,a)lKa / IIJIOlll,a)lKa KOHTpOJIH .[{-p PeMH' c Jia6opaTOpHc JlT)l., 
Ka'feCTBa / IIJIOll.1,3,!lKa Bt:.mycKa I1poH3B0/lCTBeHttoe rro,!lpaJ)leJieHHe-6, B1rnn. KxoJih, Hanarapx 

Poy.ll, oa)l)lH, ,[i;HCTPHKT Conan, x.n., 173205, l1H,11,Hll 
(Jlm~eH3Hll 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 I 
IlpnMe'fan11e: I1PO/lYKT COOTBeTCTByeT Tpe6oeaHHllM H.U 3aKJito'fenne: O,l(O6PEHO 
Prepared by / 
ITo.llrOTOBJletto: 

Pravesh Rana I 
! 

Date I 
)].am: 31.03.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized person / 
Ilpoeepetto: IlpoBepetto (AOK): O.llo6petto: O6ecrre1Ien11e Ka'IeCTBa/Orne-rcrnennoe n11uo: 

~~ 
Amit Kumar 

"' 

t~- ~~ 
Date I Date / Date/ j 1,---01-~ 12/4 .[{am: 31.03.2026 .[{am: 31.03.2026 ,Uam: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 



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

Viii. Khol, Na!agarh 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 

Ilpot1:y1n: UeTpHH® Ta6neTKH, noKpbITbie nneHO"IHOH o6ono"IKOH, 10 Mr 

Market/ P1,rnoK : Russia I Poccm, 

Batch No./ 
V2600625 

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

: 
PaJMep cepuu 

: 
25,00,000 m6 

Analytical Report No./ 
: 890001874257 

Date of Analysis/ 
: 31.03.2026 

AuaJIUTU'leCKUH OT'leT .N'! )laTa auaJiuJa 

Date of Manufacture / 
03/2026 

Date of Expiry / 
02/2029 

,llaTa np0U3B0)lCTBa 
: 

rot1:eH )(0 
: 

Mfg. License No. / 
MA number:/ 

IlpOH3B0)lCTBeHHaH : MNB/05/263 
HoMep PY 

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

JIUUeH3UH .N'! 
Analysis performed according to ND:/ AuaJIHJ nposet1:eu no H)l: JIII-.N2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbl nepBH'IHOH ynaKOBKH YTBepm;:i:eu1,1: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbl BTopuquou ynaKOBKH yTsepmt1:eu1,1: 17.02.2025 
PL approved: / JIB yrnepm;:i:eu: 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 0 C00TBeTCTBHH: «HacTOHIUUM H no.n:TBep)KJJ:alO, '-ITO np,rne.n:euuaH BbtIIIe 11H<pOpMaum, HBJIHeTCH JJ:OCTOBepHOH 11 
TO"IHOH. 3m cep11H rrpo.n:yKJJ,1111 np0113Be.n:eua (BKJllO"laH ynaKOBKY (MapK11pOBKY) 11 KOHTpOJib Ka"leCTBa) Ha BhtIIIeyKa3aHHOH 

rrpOH3B0JJ:CTBeHHOH nnoma.n:Ke (nnoma.n:Kax) B TTOJIHOM COOTBeTCTBl111 C Tpe6oBaHl1HMl1 ITpaBl1Jl ua.n:Jie)Kameil npOH3B0JJ:CTBeHHOH 
npaKTl1KH EBpa31111cKoro 3KOHOMl14ecKoro cm03a (N2 GMP/EAEU/RU/02329-2025 OT 19 ceurn6pH 2025 r.) 11 Tpe6oBaHl1HMl1 

KOHTpOJIH Ka"leCTBa neKapcTBeHHbIX cpe.n:CTB, a TaK)Ke B COOTBeTCTBl111 co cneu,11cp11KaJJ,l1HMl1, co.n:ep)Kam11Ml1CH B per11cTpaUHOHHOM 
JJ:OCbe CTpaHhl-HMnopTepa. 3an11c11 ITO np0113B0/l:CTBY' ynaKOBKe 11 auan113y rrpoBepeHhl, 11 ycTaHOBJieHO 11X COOTBeTCTBl1e 

Tpe6oBaHl1HM ITpaBl1Jl ua.n:Jie)Kamei1 np0113B0/l:CTBeHHOH npaKTl1Kl1 EBpa3HHCKOro 3KOHOMl14eCKOro COI03a». 

Remarks : The Product confirms to ND/ 

IlpHMC'laHue: IT o.n:yKT COOTBeTCTB eT T 

Prepared by I Checked by I 
ITo.n:roToBneuo: TipoBepeuo: 

Pravesh R,oa 1 Ramakant 

Date/ Date I 
)lam: 31.03.2026 )lam: 31.03.2026 

e60Batt11HM H)l 

Checked by (AQA) I 
TipoBepeuo (AOK): 

Amit Kumar 

Date I 
)lam: 31.03.2026 

Conclusion : APPROVED / 
3aKJIIO'leuue: O.[(OliPEHO 
Approved by: Quality Assurance/Authorized person/ 

O.n:o6peuo: O6ecne4eu11e Ka"leCTBa!OTBeTCTBeHHOe Jll1JJ,O: 

Date/ 
)lam: 

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 


