
•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTWl>MKAT AHA.JIM3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
I/ill. Kho\, Nalagarh Read, Baddi, 
Distt. Solan, H.P., 173 205, iNDIA 

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

Product: Cetrine film coated tablets, 10 mg 
flp0!lyK'T: UeTpHH®Ta6n eTKl1, noKpbITbie nneHO'fHOtt o6ono'fKOtt, 10 Mr 

Market/ PblHOK : Russia/ Pocc,rn 

Batch No./ 
V2600400 

Batch Quantity/ 25,00,000 tab I 
: 

PaJMep cepuu 
: 

25,00,000 Ta6 ce,mH N2 

Analytical Report No./ 
: 890001870698 

Date of Analysis/ 
: 13.03.2026 

AttaJIHTH'leCKHH OT'leT .N'2 ;:J:ara auaJiuJa 

Date of Manufacture/ 
02/2026 

Date of Expiry / 
01/2029 : : 

;:J:ara npOH3B0/.{CTBa ro/.{eH /.{O 

Mfg. License No./ 
MA number:/ 

Il pOH3B0/.lCTBeHHaH : MNB/05/263 
HoMep PY 

: JII1-N~(005456)-(Pf-RU) 

JIHQeHJHH N2 
Analysis performed according ND:/ AuaJIH3 nposeAeH no H;:J:: JITI-N2(005456)-(Pr-RU)-150524 
Labeling and artworks approved:/ MapKHPOBKa u MaKeTbI yrsep'lKJ.leHbl: 12.11.2024 

.N'2 Test I IloKaJaTeJib Result/ PeJyJibTaTbI Specification/ HopMa 

1 Description/ OnucaHue White coloured, round, biconvex film White or off white coloured, round, biconvex 
coated tablet with a breakline on one film coated tablet with a breakline on one 
side. White core on cross section. I side. White to off-white core on cross section. 
KpyrJibJe Jl,B0JIK0BblnYKJible Ta6JieTKH, I Kpyrnb1e Jl,BOJIK0BbinYKJible Ta6neTKH, 
TI0Kpb!Tble nneHO'fHOH 060JIO'fKOi1 TIOKpb!Tble nneHO'fHOH o6ono'fKOi1 6enoro 
6enoro useTa, C pHCKOH Ha 0/.lHOH HJIH TIO'ITH 6enoro UBeTa, C pHCKOM Ha 0)],HOH 
CTOpOHe. Ha nonepe'IHOM pa3pe3e - cTopotte. Ha nonepe'IHOM pa3pe3e .H!lpO OT 
.H!lpo 6enoro usern. 6enoro AO TIO'ITH 6enoro useTa . 

Remnrks : The Product confirms to ND/ Conclusion : APPROVED/ 
0 puMe'faHtte: Ilpo!lyKT cooTBeTcTByeT Tpe6osattttllM HA 3aKmo•1eH11e: 0.ll,06PEHO 

Prepared by / 

llo.11r0T0BJJeHt: 

Yogesh&) tf1an 

'1/ 
Date / 
,[),aTa: 13.03 .2026 

Checked by I Checked by (AQA) I Approved by: Quality Assurance/Authorized 
Ilpoeepetto: Rama Kant Ilposepetto (AOK): Ajay per on / O,a:o6peHo: O6ecne'feH11e 

~ 
Kumar Srivastva Ka4eCTBa/OTBeTCTBeHl-tOe JIHUO: 

p 
~ 

Date/ Date / 'Date I 1 :(r61r'h)'),t 
.[tarn: 13.03.2026 )].aTa: 13.03.2026 LJ:aTa: 

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@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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•·· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTII <l>lIKAT AHAJIII3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol , Nalagarh Ro ad, Baddi, 

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

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

Product: Cetrine film coated tablets, 10 mg 
IIpoti:yIIT: UeTpHH® rn6neTKH, noKPbITbie nneHO'IHOH o6oJJO'IKOH, 10 Mr 

Market/ PbIHOK : Russia I Poccm1 

Batch No. I 
V2600400 

Batch Quantity/ 25,00,000 tab/ 

CepnH N2 
: Pa1Mep cepnn : 

25,00,000 rn6 

Analytical Report No. I 
: 890001870698 

Date of Analysis / 
: 13.03.2026 

AuannTn'feCKHH OT'feT N2 )],an auann1a 
Date of Manufacture/ 

02/2026 
Date of Expiry/ 

01/2029 
)],aTa npOH3B0ACTBa 

: 
roti:CH AO 

: 

Mfg. License No./ 
MA number:/ 

IIpoHJBOACTBeHHaH : MNB/05/263 
HoMep PY 

: JU1-N!!(005456)-(Pf-RU) 

nnuett3HH N2 

Analysis performed according ND:/ AuaJ1H3 npoBeti:eH no H)],: JIII-N2(005456)-(Pf-RU)-150524 
Labeling and artworks approved:/ MapKnpoBKa " M3KeTbl VTBep,KJleub1: 12.11.2024 

Test I IloKaJaTeJlb Result I Pe3yJlhT3Tbl Specification/ HopMa 
2 Identification / 

Hti:eHTH<jJHKaUHH 
he retention time of the main peak in th 
hromatogram of test solution comp! 
ith the retention time of the main pea 

he retention time of the main peak in th 
chromatogram of test solution should comply 
with the retention time of the main peak in th 
chromatogram of Cetirizine Hydrochlorid 
reference standard solution (section "Assay"). 
BpeMl! yti:ep)KHBaHHll OCHOBHOro nHKa H 

HPLC / B3)l{X in the chromatogram of Cetirizin 
ydrochloride reference standar 

olution. / 
BpeMl! yti:ep)l<HBaHHll ocHOBHoro nHKa H 

poMaTorpaMMe HCnhnyeMoro pacrnop 
HCnhITyeMoro pacrnop 

COOTBeTCTBOBaTb 
COOTBeTCTBYeT BpeMem, yti:ep)l{HBaHHll .nep)l{HBaHHll OCH0BHOro nHKa H 
OCHOBHOro n11Ka Ha xpoMaTorpaMM poMaTorpaMMe CTaH.napTHOro paCTBOp 
CTaH,!1,apTHOro pacrnopa ueTHpH3HHa ueTHp113HHa rH,!1,pOXJ!OpH,!1,a (pa3,!1,e 
rH,!1,pOXJ10p11,!1,a. <KOJ!H4eCTBeHHOe onpe,!1,eJ1eH11e»). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpnMe<Jauue: Ilpo.nyKT coorneTcrnyeT Tpe6oBaHHllM H,[( 3aKJ110'fettue: O)1,OEPEHO :=::::=======~;:::::============:;.:::::==========: 
Prepared by / 
flo,!l,roTOBJieHo: 
Yogesh Cha an 

Date / 
,lla-ra: 13.03.2026 

Checked by I Checked by (AQA) I 
11posepeHo: Rama Kant ITposepeHo (AOK): Ajay 

~ Kumar Srivastva 

7 ~ 
Date/ Date/ 
,llaTa: 13.03.2026 .!laTa: 13.03.2026 

Approved by: Quality Assurance/Authorized 
person / OAo6peHo: O6ecnetJeH11e 
Ka'l:eCTBalOTBeTCTBeHttoe n11uo: 

'Date I 
Uarn: 

/! 

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@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, 
Di$tt. Sulan, H.P., 173 205, INDIA 

Tel : +91 98166 56001-02 
wv,w.drreddys.com 

Product: Cetrine film coated tablets, 10 mg 
Ilpo.ayirr: .Ue-rp1rn® Tll6neTKH, n0KPblTbJe nneHO'lHOH o6ono'lKOH, 10 Mr 

Market / PbIHOK : Russia/ Poccm1 

Batch No./ 
V2600400 

Batch Quantity/ 25,00,000 tab I 
Cepm1 .N'2 

: PaJMep cep1111 : 
25,00,000 Ta6 

Analytical Report No./ 
: 890001870698 

Date of Analysis / 
: 13.03.2026 

AHaJJHTH'leCKHH OT'leT .N'2 ,ll.aTit aHaJJttJa 
Date of Manufacture/ 

02/2026 
Date of Expiry / 

01/2029 
)lan npOll3B0JlCT8a 

: 
ro/l.eH /l.O 

: 

Mfg. License No./ 
MA number:/ 

IlpOH3BOD.CTBeHHaH : MNB/05/263 
HoMep PY 

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

JJHUeHJHSI .N°! 
Analysis performed according ND:/ AnaJJHJ npoae.aen no H)].: JIIl-.N'2(005456)-(Pr-RU)-150524 
Labeling and artworks approved:/ Map1rnpoatca H MaKeTbl YTBCPiKJlellbl: 12.11.2024 

.N'2 Test/ IloicaJaTeJJb Result/ PeJyJJbT3Tbl Specification/ HopMa 
UV- spectrophotometry/ The UV-spectrum of the test solution and the 

Y<l>- cneKTpOqJOTOMeTpHSI Cetirizine Hydrochloride reference standard 
solution in the range 200 nm to 400 nm shoulc 

exhibit maxima absorbance at about the sam~ 
:wavelengths :with an allowed variation of± 

Complies I CooTBeTcTByeT nm./ Y<l>-cneKTp1>1 nornomemrn HCn1>nyeMor 
pacTsopa Iii CTaHt1.apTHOro paCTBOp 
l\eTHpH3HHa rHJJ.POXJJOPHAa B o6nacTH OT 20( 

AO 400 HM AOJDKHbl HMeTb MaKCHMYMbl 
nornomeHHSI npH OJI.HOM H TOH )!(e AJJHHe 
BOJJHbl c t1.onycTHMblM OTKJJOHeHHeM ± 2 HM. 

3 Dissolution/ Pacrnopentte Not less than 80% (Q) of the labeled amount 
of C21 H2sCIN2O3· 2HC1 ( cetirizine 

97%; 93 %; 98 %; 100 %; 100 %; dihydrochloride) after 30 min. I He Menee 
100 %. 80 % (Q) OT HOMHHaJlbHOro COAep)!(aHml 

C2, H2sClN2Or 2HC1 (uempH3HHa 
11,HrHAPOXJJOPHA) qepe3 30 MHH. 

4 Uniformity of dosage units / Acceptance value (AV) should be not more 

O/l.HOpO/l.HOCTb /l.03Hp0B3HHblX 4.5 •han 15.0 I TioKaJaTeJJb npHeMneMocm (AV) 

e,ll.HHHU AOJJ)!(eH 6b!Tb He 6onee 15,0. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMe'lanue: ITpot1.yKT cooTBeTcTByeT Tpe6osaHHSIM HJJ: 3aicmo'leHtte: O)1.OliPEHO 

Prepared by I Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized 
Tiot1.roTosneno: Oposepeno: Rama Kant nposepeHo (AOK): Ajay person / O.no6peno: O6ecne'lettHe 

Yogos?J 

~ 
Kumar Sr.i va tva Ka'!eCTBa!OTBeTCTBeHHOe JJHUO: 

~ ~ 
Date I IIDate / Date/ IDate / {(r()~rU,,U 
Jl.aTa: 13.03.2026 ,llaTa : 13.03.2026 .D,ara: 13.03.2026 :)lam: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: t9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys com 

CIN: L851~5AP1984PLC004507 
www.drreddys.com 

I 



•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTII <l>IIKAT AHAJUl3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Kho\, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 
Tel : +91 98166 56001-02 
www.drreddys.com 

Product: Cetrine film coated tablets, 10 mg 
Ilpo,nyKT: Ue-rp1rn® rn6JieTKH, n0KPbITbie nJieHO'IHOH o6oJIO'IKOH, IO Mr 

Market / P1.rnoK : Russia/ Poccm1 

Batch No./ 
V2600400 

Batch Quantity I 25,00,000 tab / 
CeouH N! 

: 
Pa3Mep cepuu 

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

: 890001870698 
Date of Analysis / 

: 13.03.2026 
AuaJIHTH'leCKHH OT'leT N! ,I(aTa auanu1a 

Date of Manufacture / 
02/2026 

Date of Expiry / 
01/2029 

.I(aTa ODOH3B0./lCTBa 
: 

ro.neu .no 
: 

Mfg. License No. / 
MA number:/ 

IlpOH3B0./lCTBeHH8H : MNB/05/263 
HoMepPY 

: J1TT-N!!(005456)-(Pr-RU) 
JIHQeH3HH N! 
Analysis performed according ND:/ AuaJIH3 npoBeti.eH no H,I(: JIIl-N!(005456)-(Pr-RU)-150524 
Labeling and artworks approved: / MapKHPOBKa u MaKeTLI YTBep:iK,neu1,1: 12.11.2024 

5 Impurities/ IIpuMecu 
Impurity A/ 
TTp11Mecb A 
Impurity B / 
TTp11Mecb B 
Impurity C / 
TTp1-1Mech C 
Impurity D / 
flp11Mecb D 
Impurity E / 
ITp11Mech E 
Impurity FI 
ITp1-1Mecb F 

Any individual unidentified 
impurity/ Jlio6aa e,ll.HHH'IHaa 
HeM,ll.eHnHpHI.{11pOBaHHaa np11MeCb 

Total impurities/ 
CyMMa np11Mecei1 

Below LOD (LOD =0.005 %) I HmKe 
npe,ll,eJia 06Hapy)KeH11a (ITO= 0,005 %) Not more than 0.2 % / He 6oJiee 0,2 % 

0.04% 

Not detected/ He o6Hapy)KeHa 

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

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

Below LOQ (LOQ = 0.003 %) I H11)Ke Not more than 0.2 % / He 6oJiee 0,2 % 
npe,ll,eJia KOJIHl!eCTBeHHoro onpe,neJ1eH11a 

(TTKO = 0,003 %) Not more than 0.2 % / He 6oJiee 0,2 % 
Below LOQ (LOQ = 0.023 %) I H11)Ke 

npe,neJia KOJIHl!eCTBeHHoro onpe,neJ1eH11a 
(TIKO = 0,023 %) 

Below LOD (LOD = 0.Q15 %) / H11)Ke 
npe,neJia 06Hapy)KeH11a (ITO= 0,015 %) Not more than 0.2 % / He 6oJiee 0,2 % 

Below BDL (BDL= 0.05 %) I H11)Ke 
nopora pemcTµau1111 Not more than 0.2 % / 

(TTP =0.05%) He 6oJiee 0,2 % 

0.0409 % Not more than 2.0% / 
He 6oJiee 2,0% 

Remarks : The Product confirms to ND/ Conclu ion : APPROVED / 
fip11Mel!au11e: Hpo,eyKT cooTBeTcTeyeT Tpe6oaaH1H1M H,U 3aKmo'lcnue: O)l.O6PEHO I~=========:;;:::=======::::;-;;========= 
Prepared by/ Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized 
flo.ArOTOBJ1e1-10: npoaepeHo: Rama Kant TipoaepeHo (AOK): Ajay per on/ O,no6peHo: O6ecnel!eHue 

Yogosh c':1; ~~ Kuma, sn~=tv~ ""'"'""'ClT•mmHHo, ""j 

'✓// ~ 
Date/ 
)la Ta: 13.03.2026 

Date / Date / 
,lJ.aTa : 13.03.2026 )lam: 13.03.2026 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr. Raddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTM<l>IIKAT AHAJIM3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Di5tt. Solan , H.P., 173 205, INDIA 
Tel : +919816656001-02 
www.drreddys.com 

Product: Cetrine film coated tablets, 10 mg 
Opo11yKT: ll.ell>l•Hl® T36JleTKH noKpb!Tbie nneHO'IHOH o6onO'IKOH, 10 Mr 

Market/ PbIHOK : Russia I Poccm1 

Batch No./ 
V2600400 

Batch Quantity/ 25 ,00,000 tab I 
: 

PaJMep cepuu 
: 25,00,000 Ta6 CepuH .N'2 

Analytical Report No./ 
: 890001870698 

Date of Analysis / 
: 13.03.2026 

AnanuTu<1ecKHH OT'leT N2 )laTa ananuJa 

Date of Manufacture/ 
02/2026 

Date of Expiry/ 
01/2029 

llaTa npoHJBO.IJ.CTBa 
: 

ro)leH )lO 
: 

Mfg. License No./ 
MA number:/ 

fl pOHJBO)lCTBeHHaH : MNB/05/263 
HoMep PY 

: Jlll-N~(005456)-(Pf-RU) 
n1-1u.euJHH N2 
Analysis performed according ND:/ AuaJIHJ npoBe.o.en no H,LJ;: JITI-.N'2(005456)-(Pr-RU)-150524 
Labeling and artworks approved:/ MapKHPOBKa u MaKeTbt VTBepm,aeHbt: 12.11.2024 

N2 Test I IloKaJaTeJib Result/ PeJyJibTaTl,t Specification/ HopMa 

6 Water content/ 
3.6 % 

Not more than 8.0% I 
Co)lep-Kauue B0)lbt He 6onee 8,0 % 

7 Microbiological purity* / 
MuKpo61-1onoru<1ecKaH 
'IHCTOTa* 
a) Total aerobic microbial count/ NA INot more than 1000 CFU/g / 
O6mee 'IHCJIO a3po6HbIX He 6onee 1000 KOE/r 
MHKpoopraHH3MOB 

NA 
b) Total combined yeasts and INot more than 100 CFU/g I 
mould count I O6mee 411cno He 6onee 100 KOE/r 
.npm!OKeBbIX H nnecHeBbIX rp1160B NA 

c) E.coli Shall be absent in 1 g / OTcyTCTBHe B 1 r 
8 Assay/ KonuqecTBeuuoe INot less than 9.0 mg and not more than 

onpe)leneuue 11.0 mg C21H25ClN2O3·2HCl (cetirizine 

9.94 mg /9,94 Mr 
dihydrochloride) in tablet (between 90,0 % 
and 110,0 % of label claim)./ OT 9,0 Mr .no 

99.4 % 
11,0 Mr C21H2sClN2Or2HCl (u.eTHpH3HHa 
.IJ.HrH1lpOXJ10p11.n) B rn6neTKe (OT 90,0 % .no 
110,0 % OT HOMHH3JlbH0ro COJ{ep)l(aHml). 

Remarks : The Product confirn1s to ND/ Conclusion : APPROVED/ 
Ilp11Me'lauue: ITpo.nyKT coorneTcrnyeT Tpe6oBaHH}IM HA 3aKJito'leuue: O.llOEPEHO 

Prepared by I Checked by/ Checked by (AQA) I Approved by: Quality Assurance/Authorized 
llo.nroTOBneHo: npoBepeHo: Rama Kant ITpoaepeHo (AOK): Ajay per on / O.no6peHo: O6ecrre1Iett11e 

Yogcs,i;" 

~ 
Kumar Srivastva Ka'leCTBa!OTBeTCTBeHHOe n11uo: 

~ . il . 

Date I - Date/ Date / !Date/ 
,UaTa: 13.03.2026 AaTa: 13.03.2026 .[(aTa: 13.03.2026 

1 rr-61r~'.l{ 
,[(aTa: 

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@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



•·· Dr.Raddy's~;• 

CERTIFICATE OF ANALYSIS 
CEPTM<l>MKAT AHAJIM3A 

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 

Product: Cetrine film coated tablets, 10 mg 

Ilpo,o:yKT: U:eTplrn® Ta6JJeTKH, noKpbITble nJJeHO'!HOH o60JJO'!KOH, 10 Mr 

Market/ PbIHOK : Russia/ Poccm1 

Batch No./ 
V2600400 

Batch Quantity/ 25,00,000 tab/ 

CepHH .N2 
: 

Pa3Mep cepHH 
: 

25,00,000 Ta6 

Analytical Report No./ 
: 890001870698 

Date of Analysis / 
: 13.03.2026 

AnaJJHTH'-leCKHH OPteT .N2 )].aTa anaJJH3a 

Date of Manufacture/ 
02/2026 

Date of Expiry/ 
01/2029 : : 

,lJ.aTa npOH3B0)1.CTBa ro)leH )lO 

Mfg. License No./ 
MA number:/ 

IlpOH3B0J].CTBeHHaH : MNB/05/263 
HoMep PY 

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

JJHU,eHJHSI .N'2 
Analysis performed according ND:/ AttaJJH3 nposeJJ,eH no H)].: JIIl-.N2(005456)-(Pr-RU)-150524 
Labelinit and artworks approved: / MapKupostca u MatceTbl yTsep,K,JleHbI: 12.11.2024 

.N2 Test I IloicuaTeJJb Result/ Pe3yJ1bTaTbI Specification/ HopMa 

9 Subdivision of tablets / The tablets comply with the test, if not more 

,lJ.eJJeHHe Ta6JJeTOK 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. I 

Complies / CooTBeTcTByeT Ta6JJeTKH COOTBeTCTB)'IOT Tpe6osamUIM, eCJIH 
He 6onee 1 e.u.HHH'!Hall Macca 0TKJI0HlleTCll 3a 
npe.u.eJibl 85%-115% OT cpe.u.Hei-1: MaCCbl. 

rra6JJeTKH He COOTBeTCTBYIOT Tpe6oBaHHllM, 
ecJIH 6onee '!eM 1 HHJJ.HBHJJ.yaJibHall Macca 
OTKJIOHlleTCll OT 3THX npe.u.eJIOB HJIH, ecnH 1 
HHJJ.liBHJJ.yaJJbHall Macca OTKJIOHlleTCll 3a 
npenenhI 75%-125% OT cpe.u.nei-1: Macchi. 

Remarks : The Product confirms to ND/ Conclu ion : APPROVED/ 
UpnMe'laHHe: ITpo.u.yKT COOTBeTCTByeT Tpe6oBaHHllM H)], 3aKmo•1c1111e: 0,lJ.OEPEHO 

Prepared by I Checked by I Checked by (AQA) / Approved by: Quality Assurance/Authorized 
flo,11,roTOBJJeHo: TTpoeepeHo: Rama Kant TTpoeepeHo (AOK): Ajay per on / O.ao6peHo: O6ecne'-!eH11e 

Yogesh z haul ! n 

~ 
Kumar Srivaslva Ka<ieCTea/OTBCTCTBeHnoe JIHU.O: 

'/{/ ~ ~ 
Date / Date/ Date / IDate / /{,ot,· ~it 

I Jl,aTa: 13.03.2026 ,[(am: 13.03.2026 ,[(am: 13.03.2026 ,[(am: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr. Raddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTil<l>IIKAT AHAJUI3A 

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

Viii. Kho\, Nalagarh Road, Baddi , 

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

Tel : +91 98166 56001-02 

W\Vw.drreddys.com 

Product: Cetrine film coated tablets, 10 mg 
Opoayicr: UeTp111-1®-ra611enrn, noKpbITbie nneH04HOH 0601104KOH, 10 Mr 

Market/ PLrnote : Russia/ Pocc1-rn 

Batch No./ 
V2600400 

Batch Quantity/ 25,00,000 tab I 
Cepm1 .N"2 

: 
PaJMep cepuu 

: 
25,00,000 -ra.6 

Analytical Report No./ 
: 890001870698 

Date of Analysis/ 
: 13.03.2026 

AHaJIHTuqecKHH oTqeT .N"2 )(aTa auaJIHJa 

Date of Manufacture/ 
02/2026 

Date of Expiry/ 
01/2029 

)].aTa npOH3B0)].CTB3 
: 

fOJJ.eH )J.0 
: 

Mfg. License No./ 
MA number:/ 

fipOH3B0)].CTBeHH3H : MNB/05/263 
HoMep PY 

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

JIHUeH3HH ,N"2 

Analysis performed according ND:/ AuaJIH3 npose)J.eH no H)(: JITT-.N"2(005456)-(Pr-RU)-150524 
Labeling and artworks approved: / MapicuposKa II MaKCTbl yraep,K,lleHbl: 12.11.2024 

.N"2 Test I IloKaJaTeJIL Result I PeJyJILTaTLI Specification/ HopMa 

10 Package/ YnaKOBKa 10 tablets in PVC/PVDC//aluminum 10 tablets in PVC/PVDC//aluminum blister. 2 
blister. 3 blisters and patient information or 3 blisters and patient info11Tiation leaflet in 
leaflet in a carton. / flo 10 -ra611eToK B a carton./ 
TTBX/TI,l].BX//aruoMHHHeBOM 6JJHCTepe. rio 10 Ta6JJeTOK B 
rio 3 6JJHCTepa BMeCTe c JJHCTKOM- rIBX/rI,UBX//amoM11H11esoM 61111cTepe. flo 2 
BKJJa,ll.bIWeM ynaKoBaHbl B na4KY HJIH 3 6n11cTepa BMecTe c Jll1CTKOM-
KapTOHHyio. BKJ13)].bIWeM ynaKOBaHbl B na4KY KapTOHHyfO. 

* Perfol11led 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. / ITpoBOJJ.HTCll npo113so,ll.11TeneM np11 BbmycKe nep110)].w1ecK11: .ll.Jll! Ka)K,ll.OH 20-oi-i 
cepw11 111111 He Mettee 1 pa.Ja B ro,ll.. IToKa3aTeJJb MO)KeT 6bITb He BKJUOl{eH B Cepn1qrnKaT 3HaJJl133 QlHDMbl , 

API name/ HauMeuosauue A<l>C: Cetirizine dihydrochloride / Uernp11311Ha ,n11rl1,ll.pox11op11JJ. 

INN/ MHH: Cetirizine I Uernp11J11H 

API manufacturer batch number/ BT00-25090 
HoMep cepuu npoHJBOJJ.HTeJIH A<l>C: 
FP Manufacturer API Batch number/ FETA00033 
HoMep cepHH cy6cTaHUHH npOH3B0)].HTeJIH rJI<I>: 
API Manufactured by & country / Glochem Industries Private Limited, India/ 
TTpouJBOJJ.HTeJIL A<l>C, cTpaua: fnoxeM I1u,nacTp11ec TTpai1B11T JI11MHTe,u, l1H,u11J1 

Name, address, authorization No for FP Formulation Unit-6, Viii. Khol, Nalagarh Road, Baddi, 

Remarks : The Product confi11TIS to ND/ Conclusion : APPROVED / 
TTpHMe"lauue: Tipo,nyKT COOTBeTCTByeT Tpe6oBaHl1llM H,U 3aKmoqeuue: O,ll;OliPEHO 

Prepared by / 
ITo.nroTosnetto: 

Yog~hcl f 

-Date I 
)la-ra: 13.03.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized 
TTposepeHo: Rama Kant TipoeepeHo (AOK): Ajay per on/ 0)1.o6peHo: 06ecne4em1e 

~ 
Kumar rivastva Ka"leCTBa!OTBe-rcTBeHHOe Jrnuo: 

~ 11 
.Date I IDate/ IIDate / 
naTa: 13.03 .2026 :)laTa: 13.03.2026 

f.fr6!r9-0t( 
,Uarn: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTU<l>UKAT AHAJlU3A 

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 

Product: Cetrine film coated tablets, 10 mg 
Tipo,l.lyKT: UeTpHH® Ta6neTKH, noKpbITbJe nJJeH04HOH o6oJJ04KOH, 10 Mr 

Market / P1>IHOK : Russia/ Pocc1rn 

Batch No./ 
V2600400 

Batch Quantity / 25,00,000 tab/ 

CepuH .N2 
: 

PaJMep cepuu 
: 

25,00,000 m6 

Analytical Report No. / 
: 890001870698 

Date of Analysis / 
: 13.03.2026 

AuaJIHTH'-leCKHH OT'-leT .N2 ,Ll;aTa auanuJa 

Date of Manufacture/ 
02/2026 

Date of Expiry/ 
01/2029 

)l.aTa DPOH3BOJ.lCTBa 
: 

ro,!l.eH,l.lO 
: 

Mfg. License No./ 
MA number:/ 

IIpoHJBOJ.lCTBeuuaH : MNB/05/263 
HoMep PY 

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

nm.1euJHH N2 

Analysis performed according ND:/ AuaJIH3 npose,l.leH no H,11;: JIIJ-N2(005456)-(Pr-RU)-150524 
Labeling and artworks aooro"ed: / MapKupoBKa u MaKeThl YTBeplK,lleuhl: 12.11.2024 

manufacturing site/ Control site/ Release site/ Distt. Solan (HP) 173205, India (license No MNB/05/263). 

HauMenoeauue, aApec, nu~eHJHSI AJIH / ITpoH3Bo,n_crneHHOe no,n_pa3,n_eneHHe-6, Brrnn. Kxonh, 
IIpouJBOACTBeuuaH nnom:aA1.:a / IInom:aAKa Hanarapx Poy,n_, EaMH, .D:11cTp11KT ConaH, X.IT., 173205, 
K0HTP0JISI Ka'leCTBa / IInom:aAKa BblDYCKa I1H.[lJ1jl (Jlm.{eH3Jrn N'!! MNB/05/263). 

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of product has been 
manufactured, including packaging/labeling and quality control at the above mentioned site(s) in full compliance with the GMP 

requirements of the Eurasian Economic Union and requirements to the medicinal quality and with the specifications in the Marketing 

Authorization dossier of the importing country. Production, packaging and testing records are verified and their compliance with 
Good Manufacturing Practice of the Eurasian Economic Union is established». 

3aKJIIO'feHHe O COOTBeTCTBHH: «HacTO)lll(l1M )I TIOJ.lTBep)l(tJ.aJO, 'l:TO np11set1.eHHal! Bblllle HHCpopMaI.J,11)1 l!BJJl!eTCll AOCTOBepHOH 11 

TO'l:HOH. 3m cepH)I npOtJ.YKU11H np0113Be,[J.eHa (BKJIJO'{al! ynaKOBKY (MapK11pOBKY) 11 KOHTpOJib Ka'IeCTBa) Ha BbIWeyKa3aHHOH 

np0113B0,l.lCTBeHHOH TIJJOU(a,[J.Ke (nJJOU(at1.Kax) B TIOJIHOM COOTBeTCTBHl1 C Tpe6oBaHl1)1MJ1 I1pas11JJ Ha,[J.JJelKall(eH npOH3B0,[J.CTBeHHOH 
npaKT11Kl1 Espa311HCKOro 3KOHOMl1'IeCKOro COJ03a 11 Tpe6oBaH11)1Ml1 KOHTPOJJ)I Ka4eCTBa JJeKapcTBeHHblX cpe,[J.CTB, a TaK)l(e B 

COOTBeTCTBHH co cneump11Kal(l1l!MH, con.ep)l(all(HMl1Cll B perHCTpau1-10HHOM )],OCbe CTpaHbl-11MTIOpTepa. 3an11c11 no npoH3BOACTBY, 
ynaK0BKe H aHan113y nposepeHbl, 11 ycTaHOBJieHO 11X COOTBeTCTBl1e Tpe6oBaHl1l!M Tipas11JJ Hat1.JJe)l(al.l.leH np0113BO)],CTBeHHOH 
npaKTHKl1 EBpa311HCKOrO 3KOHOMH'l:eCKoro COJ03a». 

Remarks : The Product confirms to ND/ 

I

IConclusion : APPROVED/ 
IlpHMe'-laHue: TipOAYKT COOTBeTCTByeT Tpe60BaHl1)1M H.L( 3aKJIIO'feHI-te: O,Ll;OliPEHO 

Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized 
flon.roTosneHo: TTposepetto: Rama Kant TTpoBepeHo (AOK): Ajay person / Ot1.06peHo: O6ecne11eH11e 

Yogesh 

~ · 

Kumar Srivastva Ka•1eCTaa/OTBeTCTBeHHOe JJl1L(O: 

~ 
fl? 

Date I v- Date/ Date/ !Date/ f(rl,~ r UJi{ 
,l].aTa: 13.03.2026 ))_am: 13.03.2026 ))_am: 13.03.2026 ))_am: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 


