
•·· Dr. Raddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

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

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

Product: Cetrine film coated tablets, 10 mg 
IIpoAyKT: UeTp1rn® rn6JieTKH, noKphIThie nJiett01lHOH o6oJI04KOH, 10 Mr 

Market/ PM HOK : Russia/ Pocc,rn 

Batch No./ 
V2600296 Batch Quantity/ 25,00,000 tab I 

Cepm1 .M, : 
Pa3Mep cepuu 

: 
25,00,000 Ta6 

Analytical Report No. / 
: 890001866274 Date of Analysis / 

: 19.02.2026 AuaJiuTuqecKuii oTqeT .N'!! JJ:aTa auaJIH3a 
Date of Manufacture / 

02/2026 Date of Expiry / 
01/2029 JJ:aTa np0H3B0ACTBa : 

roAeHAO 
: 

Mfg. License No. / 
MA number:/ 1Ipon3BOACTBeuuaH : MNB/05/263 
HoMep PY 

: JIIT-N2(005456)-(Pr-RU) 
JIHI~eHJHH .N'!! 

Analysis performed according ND:/ AuaJIH3 npoBeAeH no H)J;: JIII-N2(005456)-(Pr-RU)-150524 
Labelin2 and artworks approved:/ MapKupoBKa u MaKeThl YTBep,K,11;eHh1: 17.02.2025 

.N'2 Test/ IloKaJaTeJib 
2 Identification / 

U:JJ;eHTHIJ>HKaQHH 

HPLC/B3)KX 

Result/ Pe3)'JlbTaTbI Specification/ HopMa 
The retention time of the main peak in th he retention time of the main peak in th 
chromatogram of test solution comp! chromatogram of test solution should compl 
with the retention time of the main pea with the retention time of the main peak in th 
in the chromatogram of Cetirizin chromatogram of Cetirizine Hydrochlorid~ 

ydrochloride reference standard reference standard solution (section "Assay"). 
solution. I BpeMJI y11:ep)l(I-:1Batt11J1 octtOBHoro n11Ka H 
BpeMJI y.n.ep)l(HBaHHJI OCHOBHOro nHKa tta xpo~rnTorpaMMe HCilbITYeMoro pacTBop 
xpoMaTorpaMMe HCilhITYeMoro pacTBop 0Jl)KH0 COOTBeTCTBOBaTb apeMel-l 
COOTBeTcTByeT speMeHH y.n.ep)l(HBaHml .n.ep)l(HBaHHJI OCHOBHOro n11Ka 
octtosttoro n11Ka Ha xpoMaTorpaMMe xpoMaTorpaMMe cTatt.n.apTttoro 
CTatt.n.apTttoro pacTsopa QeT11p11311Ha ueTHp11311Ha r11.n.poxnop11.n.a 
m.n.poxnop11.n.a. <l(om-14ecTBeM Hoe onpe.n.enett11e» ). 

paCTB0p 
( pa:1.ue.n 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IIpuMeqattue: Tipo.n.yKT cooTBeTcTByeT Tpe6osatt11J1M H.U Ja,mioqeuue: O)lOEPEHO 

1:==========:;-;========:;-;===========: 
Prepared by/ 
no:ur0ToaneHo: 
Yogesh Chau 

Date / 
narn: 19.02.2026 

Date/ 
na,-a: : 19.02.2026 

Checked by (AQA) / 
11posepetto (AOK): 
Amit K umar 

-:=::::=::::::t======: 
Date/ 
na,-a: : 19.02.2026 

Approved by: Quality Assurance/Authorized per on/ 

O:uo6peHo: O6ecne4eHHe Kat.JeCTB. a/O~.B\ TCTBeHHOC 

n11 uo: (12/Ao/ 

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, 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, Na!agarh Road, Baddi, 
Distt. So!an, H.P., 173 205, INDIA 

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

CERTIFICATE OF ANALYSIS 
CEPTM<l>MKAT AHAJIM3A 

Product: Cetrine film coated tablets, 10 mg 

Ilpo,a:yKT: UeTp1rn® rn6neTKH, n0Kph1Th1e nneHoLIHoii o6onoLIKoii, 10 Mr 

Market/ PbIHOK : Russia I Pocc11J1 

Batch No./ 
V2600296 

Batch Quantity/ 25,00,000 tab/ 

CepuSI .N'!! 
: 

Pa3Mep cepuu 
: 

25,00,000 rn6 

Analytical Report No./ 
: 890001866274 

Date of Analysis/ 
: 19.02.2026 

AuaJIHTnqecKuii oTqeT .N'2 .lJ:aTa auaJiu3a 
Date of Manufacture / 

02/2026 
Date of Expiry/ 

01/2029 
.ll:aTa IlPOU3B0tJ,CTBa 

: 
rotJ,eH JJ:O 

: 

Mfg. License No. / 
MA number:/ 

IlpOH3BOJJ:CTBeuuaSI : MNB/05/263 
HoMepPY 

: JUI-N2(005456)-(Pf-RU) 
JIH~eH3HSI .N'2 

Analysis performed according ND:/ AuaJIH3 np0Bet1,eu no H.lJ:: JIIl-.N'2(005456)-(Pr-RU)-150524 
Labeling and artworks approved:/ MapKupoBKa u MaKeTbI YTBep,KJJ:eub1: 17.02.2025 

-
.N'2 Test I IloKaJaTeJih Result/ Pe1yJJhT!ITht Specification/ HopMa 

UV- spectrophotometry I Complies/ CoorneTcrnyeT tThe UY- pectrum of the te · t solution and th( 
Y<l>- cneKTpO<pOTOMeTp11ll Cetirizine Hydrochloride reference standard 

isolution in the range 200 nm to 400 nm should 
exh ibit maxima absorbance at about the sa1m 
wavelengths with an allowed variation of ±2 
nm. / Y<I>-cneKTpb1norno1.QeF1J1J111cmiryeMorc 
pac-rsopa 11 CTaH.napiHoro pacrnop~ 
ueT11p11111Ha rn.apoxnop11.na e 06nac-r11 OT 200 

lll.0 400 HM ,!l0m«Hbl HMeTb MaKCHMYMb 
nornoLQeHHll npH OJlH0H H TOH )Ke llJl l-lH( 
BOnHbl c .nonycTHMb!M OTKn0MCHlfeM ± 2 HM. 

3 Dissolution/ PaCTBopeuue !Not less than 80% (Q) of the labeled amount 
of C11H2.1CIN2O3 · 2HCI (cetirizine 

102 %; 96 %; 95 %; 96 %; 99 %; 97 %. 
dihydrochloride) after 30 min./ He Mettee 
80 % (Q) OT H0MHHaJJbHOro co.aep)l(aHHll 

C21 H2sCIN2O3· 2HCI (uenipM3HHa 
1U11rM11poxnop11.n) <1 epe3 30 M111-1. 

4 Uniformity of dosage units / !Acceptance value (AV) should be not more 
O,iJ;HOpO,ll;HOCTh ,IJ;03Hp0B8HHblX 3.8 ~han 15.0 I TloKaJaTeJl b npHeMneMocrn (AV) 
e,IJ;HHHIJ, !flO.l1>1<e1-1 61,1Tb He 6onee 15,0. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
Tip11Me'lauue: Tipo.nyKT cooTBeTCTByeT Tpe6oeamrnM H,U 3aKJ1.t0"1em1e: O/.1.OJiPEHO !:::::::=========:;:;::::::========:;:;::::::=========: 
Prepared by/ 
TTO.WOT0BneHo: 
Yogesh Ch ·han 

Date/ 
,Uarn: 19.02.2026 

Cnecked by/ 
ITposepeHo: 

Ramat t~ 

Date I 
,Uarn: : 19.02.2026 

Checked by (AQA) / 
npoeepe1-10 (AOK): 
Amit Kumar 

Date I 
,Uarn: : 19.02.2026 

Approved by: Quality Assurance/Authorized person/ 
O.a,06pe1-10: O6ecneqe1-111e Kaqecrna/OrneTCTBe1-11-1oe 

"""0 ( ~ 

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, inclia 
Tel: +9140 4900 2900, Fax: t9140 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 
'✓ ill. Khol , Na!agarh Road, Baddi, 
Distt. So!an, H.P., 173 205, iNDIA 

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

Product: Cetrine film coated tablets, 10 mg 
Ilpo.i.yKT: ~eTp1rn® Ta6neTKH, noKpblT&Ie nneHO'-IHOH o6ono'-IKOH, 10 Mr 

Market/ PM HOK : Russia / Poccm1 

Batch No./ 
: V2600296 

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

: 
25,00,000 Ta6 

Analytical Report No./ 
: 890001866274 

Date of Analysis / 
: 19.02.2026 

AnaJIHTH'-leCKHii OT'-leT .N'!! llaTa ananuJa 
Date of Manufacture / 

02/2026 
Date of Expiry / 

01/2029 
,l(aTa npOH3B0,ll;CTBa : 

roJJ;eHJ];O 
: 

Mfg. License No./ 
MA number: I 

IlpouJBOJJ;CTBennaH : MNB/05/263 
HoMep PY 

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

JIHI~eH3HH .N'!! 

Analysis performed according ND:/ AnaJIH3 npoBeJJ;en no H,l(: JIIl-N2(005456)-(Pr-RU)-150524 
Labeling and artworks approved:/ MapKupoBKa u MaKeThI yTBeo,KJJ;em,1: 17.02.2025 

5 Impurities/ IlpuMecu 

Impurity A/ 
np11MeCb A 

ImpurityB / 
npHMeCb B 

mpurity C / 
np11MeCb C 

Impurity D / 
np11MeCb D 

Impurity E / 
npHMeCb E 

Impurity F / 
np.MMeCb F 

Below LOD (LOD =0.005 %) / HmKe ot more than 0.2 % I He 6onee 0,2 % 
npe,nena o6Hapy)KeHHH (ITO= 0,005 %) 

ot more than 0.2 % / He 6onee 0,2 % 
0.01% 

Not detected/ He o6Hapy)KeHa ot more than 0.2 % I He 6onee 0,2 % 

Below LOD (LOD =0.001 %) I HmKe 
npe.nena o6ttapy)KeHHH (ITO= 0,001 %) 

0.02% 

Not detected I He o6Hapy)KeHa 

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

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

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
n puMeqaHue: ITpo,nyKT C0OTBeTCTByeT -rpe6oaaHHSIM Hn 3aKJUO<Jeu11e: 0.l(OBPEHO :=::::::=======~;:===========::::::;-;:=========: 
'Prepared by/ Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized person/ 
n o.nroTOeJJeHo: TTpouepeHo: npoaepeHo (AOK): O;!1.06pe1m: O6ecnel!eH11e Kal!ecrna/OrneTcrneHHOe 

Yogesh Gh, -;/ Ramakaot Am;tKumac """"' ~ ~ 

Date / Date / 
,!J;aTa: : 19.02.2026 

Date / 
,Uan1: : 19.02.2026 

IDate/ 
,Ua-ra: 

Registered Office : 8-2-337, Road No. 3, Banjara Hiiis, Hyderabad - 500034, Te!angana, lnciia 
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 
'✓ ill. Khol, Na!agarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 
Tel: +9198166 56001-02 
www.drreddys.com 

CERTIFICATE OF ANALYSIS 
CEPT:U cl>:UKAT AHAJI:U3A 

Product: Cetrine film coated tablets, 10 mg 
1Ipo)ly1n: UeTptttt® rn6neTKH, noKpbITbie nnett04HOH o6ono4KOH, 10 Mr 

Market/ PM HOK : Russia I PoccttJI 

Batch No./ 
V2600296 Batch Quantity I 25,oo,ooo tab / 

CepuH .N'2 
: 

PaJMep cepuu 
: 

25,00,000 rn6 
Analytical Report No. / 

: 890001866274 
Date of Analysis / 

: 19.02.2026 
AuanuTuqec1rnu 0Tt1eT .N'2 .IlaTa auaJitt3a 
Date of Manufacture / 

02/2026 
Date of Expiry/ 

01/2029 .I{aTa npOH3BO)lCTBa : 
roll:eH /l:O 

: 

Mfg. License No. / 
MA number:/ IIpouJBO/l:CTBeuuaH : MNB/05/263 
HoMepPY 

: JII1-N2(005456)-(Pf'-RU) 
JIHI~eHJHH .N'2 
Analysis performed according ND:/ AuaJIH3 npoBell:eH no H,IJ,: JIII-.N'2(005456)-(Pr-RU)-150524 
Labeling and artworks aooroved: / Map1rnpoB1.:a u MaKeTbI yrnepm,z:i:eHbI: 17.02.2025 

ny individual unidentified 
impurity / Jl106aH e,llHHtttrnaH 
HeH,UeHTHq)HUHPOBaHHal! rrpHMeCb 

otal impurities / 

CyM Ma rrp11Mecei1 

0.07% 

0.2% 

ot more than 0.2 % / 

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
[lpuMe'laHne: IlpOAYKT cooTBeTcTByeT Tpe6osaHHl!M HJJ: 3aKJIIO'leHne: 0)1.0liPEHO 
::======:::::::::::~;=::::=======:::::::::::::::::;;:==========: 
Prepared by/ 
TToJJ.rOT0BJICHO: 
Y ogesh Chau 11 

Date I 
Ll,aTa: 19.02.2026 

Checked by/ 
TTp0eepe1-10: 

Ramak ~ 

Date / 
,llaTa: : 19.02.2026 

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

Date/ 
JJ:aTa: : 19.02.2026 

Approved by: Quality Assurance/Authorized person/ 

O,llo6petto: O6ecrrelfeHHe KalfeCTBai°.T~CTBCHHOC 

m1uo: { -~~ 

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Te!angana, 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, Naiagarh Road, Baddi, 
Distt. So!an, H.P., 173 205, INDIA 

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

CERTIFICATE OF ANALYSIS 
CEPTII <I> IIKAT AHAJIII3A 

Product: Cetrine film coated tablets, 10 mg 

Ilpo,uyKT: UeTp1rn® rn6neTKH, noKpblTbie nneHOLIHOH o6onoLIKOH, 10 Mr 

Market/ P1,rnoK : Russia / Poccttsi 

Batch No./ 
: V2600296 

Batch Quantity/ 25,oo,ooo tab I 
Cepm1 .N'!! Pa3Mep cepuu 

: 
25,00,000 rn6 

Analytical Report No./ 
: 890001866274 Date of Analysis / 

: 19.02.2026 
AuaJinTuqec1rnu oTqeT .N2 .IlaTa auaJiu3a 

Date of Manufacture / 
02/2026 

Date of Expiry / 
01/2029 

)laTa npOU3B0Ll:CTBa 
: 

rop:eu Ll:0 
: 

Mfg. License No. / 
MA number:/ 

IlpOH3BOJ1:CTBeuuaSI : MNB/05/263 
HoMep PY 

: JITT-N!!(005456)-(Pf-RU) 
JIHIJeH3HSI .N'!! 
Analysis performed according ND:/ AuaJIH3 npoBeJ:J:eH no H)l: JIII-.N'!!(005456)-(Pr-RU)-150524 
Labeling and artworks approved:/ MapKHPOBKa u MaKeTbI YTBep~eub1: 17.02.2025 

- ~ 

N2 Test/ IloKaJaTeJib Result/ PeJyJ11,TaT1,1 pecification / HopMa 
6 Water content/ 

3.1%/3.1% 
Not more than 8.0% I 

CoAepmauHe B0/1:M He 6onee 8,0 % 

7 Microbiological purity* / 
MttKpo6HOJIOruqecKaH 
'IHCTOTa* 
a) Total aerobic microbial count I NA Not more than 1000 CFU/g / 
O611\ee 4ttcno a3po6uux He 6onee 1000 KOE/r 
MHKpoopraHH3MOB 

NA 
b) Total combined yeasts and Not more than 100 CFU/g I 
mould count / O611\ee 1.J11cno NA He 6onee 100 KOE/r 
µi,pm,oKeBbIX H rmecueBbIX rp1160B 

c)E.coli Shall be absent in lg/ OTCYTCTBHe B 1 r 
8 Assay I KoJIH'leCTBeuuoe Not less than 9.0 mg and not more than 

onpeAeJieuue I 1.0 mg C21H2sCIN2O3'2HCI (cetirizine 

10.04 mg /10.04 Mr 
dihydrochloride) in tablet (between 90,0 % 

100.4% 
and 110,0 % of label claim)./ OT 9,0 Mr AO 
11,0 Mr C21H2sCIN2O3·2HCl (u_eTttpH3HHa 
AHrttApOXJJOPHA) B Ta6JJeTKe ( OT 90,0 % AO 
!...!Q,O % OT HOMHHaJJbHOro COAeJ:nKaHHaj._ 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
flpuMe'lauue: Tipo.ayKT coorneTcrnyeT Tpe6oBaHHllM HA 3aKmoqeuue: O)1,OEPEHO 

1:=::::::::::::::===:::::::::::::::::::::;-;::::====::::::::::::::::::::::::==;-;::=== ====::::: 
Prepared by / 
Ti o,11.roToeneHo: 
Yogesh <3baul n 

Date/ 
.[lam: 19.02.2026 

Checked by/ 
Tiposepeuo: 

Ramaka I ~ 

Date/ 
,Qarn : : 19.02.2026 

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

' / --::===t::======: 
Date I 
Aarn: : 19.02.2026 

Approved by: Quality Assurance/Authorized person/ 
OAo6peuo: O6ecneqeu11e KaLie~,r/OTBeTCTBeH1-1oe 

Jll1ll_O: ( , ~~ 

I Date/ 
Aarn: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr.Raddy's~;• 

CERTIFICATE OF ANALYSIS 
CEPTll<l>lIKAT AHAJill3A 

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.clrreddys.com 

Product: Cetrine film coated tablets, 10 mg . 
IlpoAyKT: UeTp1rn® rn6neTKtt, rroKpbITbie rrJieHoqHoi-l o6onoqKoi1, 10 Mr 

Market/ PblHOK : Russia / Poccm, 

Batch No./ 
V2600296 

Batch Quantity I 25,00,000 tab I 
CepuH .N'!! : Pa3Mep cepuu 

: 
25,00,000 rn6 

Analytical Report No./ 
: 890001866274 Date of Analysis / 

: 19.02.2026 
AHaJinTn'leCKnii OT'leT .N'!! ,ll,aTa aHaJiu3a 
Date of Manufacture/ 

02/2026 
Date of Expiry / 

01/2029 
,UaTa DPOH3BOACTBa 

: 
roAeH AO 

: 

Mfg. License No. / MA number:/ 
IlpoH3BOACTBeHHaH : MNB/05/263 

HoMepPY 
: JIII-N2(005456)-(Pf-RU) 

JIHUeH3HH .N'!! 
Analysis performed according ND:/ AHaJIH3 npoBeAeH no H,U: JIII-.N'!!(005456)-(Pr-RU)-150524 
Labeling and artworks approved:/ Map1rnposKa u MaKeThI YTBep~eHh1: 17.02.2025 

x~ Test/ IloicaJaTeJJb Result/ Pe:JyJJbTaTbI Specification/ HopMa 
9 Subdivision of tablets / Complies I CooTBeTcTByeT rT'he tablets comply with the test, if not more 

,[(eneuue Ta6JJeToK ~han 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./ 

rra6JJeTKU COOTBeTCTB)'IOT Tpe60BaHUHM, eCJJU 

He 6onee 1 e,n:UHW!HaH Macca OTKJJOHHeTCH 3a 

rrpeAeJJbI 85%-115% OT cpeAHefi Macchi. 

rra6JJeTKU He COOTBeTCTBYIOT Tpe60BaHHHM, 
ecm, 6oJJee LieM 1 HHAHBttAyaJJbHaH Macca 
OTKJJOHHeTCH OT 3TUX npe,n:eJJOB UJJU, ecJJU 1 

UHAUBUAyaJJbHaH Macca OTKJJOHHeTCH 3a 

npeJJ;eJJbl 75%-125% OT cpe,!J:Hett: MaCCbl. 

10 Package/ Ynaicosica 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. I ITo l 0 Ta6neToK B a carton. I 
ITBX/TI,UBX//an10MuuueBoM 6nucTepe. no 10 Ta6JJeTOK B 

no 2 6JJHCTepa BMeCTe c JJHCTKOM- TTBX/TI,UBX/ /anIOMHHHeBoM 6JJttCTepe. Ilo 2 
BKJJa,!J:bIWeM yrraKOBaHbl B rra4KY HJJH 3 6JJUCTepa BMeCTe c JJUCTKOM-
KapTOHH)'IO. BKJJaAbIWeM vrraKOBaHbl B na4KY KapTOHHYIO, 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'lanue: Ilpo,n:yKT cooTBeTcTByeT Tpe6oBaHHHM H.U 3aicmoqeuue: O,ll,06PEHO 
::==:========:::::::::;;;=::::==========::::::;;:=========: 
Prepared by I 

Date/ 

,Ua-ra: 19.02.2026 

Checked by I 
npoBepeuo: 

Rama ant L 
~y 

Checked by (AQA) I 
ITpoaepe1-10 (AOK): 
Amit Kumar 

,---/' 
~ 

Date I 
,[{am: : 19.02.2026 

Approved by: Quality Assurance/ Authorized person/ 

O.o.o6peuo: O6ecne4euv1e KaLie~~-af OTBeTCTBeH1-10e 

JJ HUO: 0i'~ 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Te!angana, India 
Tel: +9140 4900 2900, Fax: +9140 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 
Viii. Khol, Na!agarh Road, Baddi, 
Distt. So!an, H.P., 173 205, INDIA 

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

Product: Cetrine film coated tablets, 10 mg 
IlpoJJ.yKT: UeTpirn® rn6neTKl1, noKpbITbie nnetto'-!HOH o6oJIO'-!KOH, 10 Mr 

Market/ PhIHOK : Russia/ Poccm1 

Batch No./ 
V2600296 

Batch Quantity/ 25,00,000 tab I 
Cepusi .N'!! : 

PaJMep cepuu 
: 

25,00,000 rn6 
Analytical Report No. / : 890001866274 

Date of Analysis / 
: 19.02.2026 

AnaJIHTH'lecKuu OT'leT .N'!! l)lara anaJiuJa 
Date of Manufacture / 

02/2026 Date of Expiry / 
01/2029 

llaTa npOH3BOD.CTBa 
: 

roD.eH .llO 
: 

Mfg. License No. / 
MA number:/ 

fipOH3B01J.CTBeHHaH : MNB/05/263 
HoMepPY 

: JITI-N~(005456)-(Pf-RU) 
JIHQeH3HSI .N'!! 
Analysis performed according ND:/ AuaJIH3 npoBe)J.eu no H.11:: JIIT-.N'!!(005456)-(Pr-RU)-150524 
Labeling and artworks approved:/ MapKupoBKa u MaKeThI yTBep,KJJ,eHhI: 17.02.2025 

* 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./ IlpoB0,11JiTC» npOH3BO.L\HTeJieM np11 BhmycKe nep110.nw1ecK11: .nm Ka)K)l,OH 20-oii cep1111 
HJil1 He Mettee 1 pa3a B ro.n. IloKa3aTeJib MO)KeT 6bITb He BKJII04eH B CepTH<pHKaT aHanH3a <pHpMbl. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
[lpuMeqauue: Ilpo.nyKT cooTBeTcTByeT Tpe6oBaHH»M H,[I, 3aKJ110qeuue: O)J:06PEHO 

,:========..========..========= 
Prepared by / 
Ilo.nroTOBJietto: 
Y ogesh Cha rnn 

Date/ 
,[l,arn: 19.02.2026 

Checked by I 
n po·BepeHo: 

Ramak I r 
t}l)/ 

Date/ 
,ll,a-ra: : 19.02.2026 

Checked by (AQA) I 
OpooepeHO (AOK): 
Am it Kumar 

__,,,,, 

:==:::±:======:::::: 
Date I 
,[1,arn: : 19.02.2026 

Approved by: Quality Assurance/Authorized person I 
O.no6petto: O6ecne'lett11e 1<a•1ecTBal OTBe-rcrnem1oe 

aHUO ( ~ 

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

CIN: L8519SAP1984PLC004507 
www.drreddys.com 



•·· Dr.Raddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
\/ iii. 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 
IlpollyKT: lJ,eTpHH® rn6neTKH, noKphIThie nneH04HOH o6ono4KOH, 10 Mr 

Market/ PbIHOK : Russia / Poccttl! 

Batch No./ 
V2600296 

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

: Pa3Mep cepuu 
: 

25,00,000 Ta6 

Analytical Report No. / 
: 890001866274 

Date of Analysis / 
: 19.02.2026 

AuanuTuqec1rnii OT<leT N2 JJ:arn auaJIH3a 
Date of Manufacture / 

02/2026 
Date of Expiry / 

01/2029 
JJ:aTa DPOH3B0llCTBa 

: 
ro}leH llO 

: 

Mfg. License No. / 
MA number:/ 

IlpOH3B0JlCTBeHHaSI : MNB/05/263 
HoMep PY 

: J1TI-N~(005456)-(Pr-RU) 
JIHUCH3HSI N!! 
Analysis performed according ND:/ AuaJIH3 npoBe}leH no HJJ:: JIIl-N2(005456)-(Pr-RU)-150524 
Labelin2 and artworks aooroved: / MapKupoBKa u MaKCThI YTBep,KJleHhl: 17.02.2025 

API name/ HanMeHoBanue AcI>C: Cetirizine dihydrochloride / IJ.empH3HHa ,11,11r11.upoxnop11.u 

INN /MHH: Cetirizine / IJ.ernpH3HH 

API manufacturer batch number / 
BT00-25058 

HoMep cepnu npou3BOAHTeJrn AcI>C: 
FP Manufacturer API Batch number / 

FESA 00621 
HoMep cepnu cy6CTaHUHH DPOH3B0,QHTeJIH r JICI): 
API Manufactured by & country/ Glochem Industries Private Limited, India/ 
Iloon3so,11.uTeJ1b AcI>C, cTpaua: fnoxeM 11tt.uacTpHec ITpaHBHT JlHMHTe,!l, 11H.U11ll 

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

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

HauMenoBauue, allpec, nuueu3HH llJIH ITpo113BOACTBettttoe rro,11,pa3.uenett1-1e-6, BHJIJI. Kxonb, Hanarapx 

Ilpou3BOllCTBeuuaH nnoruaAKa / IlnoruallKa Poy,11,, EaMH, ,UttcTpHKT Conan, X.11., 173205, l1tt,nm1 

KOHTPOJIH KaqecTBa / IlJIOIU8llK8 BhIDYCKa 
(J11111,ett3Hll N2 MNB/05/263). 

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of product has been 
manufactured, including packaging/labeling and quality control at the above mentioned site(s) in full compliance with the GMP 
requirements of the Eurasian Economic Union and requirements to the medicinal quality and with the specifications in the M arketing 
Authorization dossier of the importing country. Production, packaging and testing records are verified and their compli ance with 
Good Manufacturing Practice of the Eurasian Economic Union is established». 

3aKJIIO'leHue O C0OTBeTCTBHH: «HacTOllll\HM ll IT0,/1,TBep)l(,!lalO, '-!TO rrpHBe,11,eHHal! BbJWe HHq>OpMall,Hll llBJil!eTC.51 AOCTOBepHOH H 
TO'-IHOH. 3m cepHll rrpo,11,yKll,HH rrpOH3Be,/l,eHa (BKJllO'-lal! yrraKOBKY (MapKHpOBKY) H KOHTpOJib Ka'-!eCTBa) Ha BbIWeyKa3aHHOH 
rrp0113B0;1.CTBeHHOH ITJIOll\a,11,Ke (rrnoma,nKax) B [10JIHOM COOTBeTCTBHH C -rpe6oaaHMII MH n paBMJl Ha,11,Jie)l(ameii rrp0113B0,!lCTBeHHOH 

Remarks : The Product confinns to ND/ Conclusion : APPROVED / 
IlpuMe'lanue: 11po.uyKT COOTBeTCTByeT Tpe6osaHMSIM H,U 3aKJito'lenue: O)],OBPEHO 

Prepared by / Checked by I Checked by (AQA) / Approved by: Quality A ssurance/Authorized person/ 
110.uroTOBJieHo: npoaepe1i0: ITpoBepetto (AOK): 

~::ipeHo 0 6eene~~OTa=eeHHOe 
Yogesh C"/)7 

Rama~fl/ 
Amit Kumar 

~~ 
Date I 
,Uarn: 19.02.2026 I

Date / 1 Date/ !Date/ 
'ko·--v2-- 'l,£)'2..-£ ,UaTa: : 19.02.2026 ,UaTa:: 19.02 .2026 ,Uarn: 

Registered Offi ce: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Tc!angan a, India 
Tel: +9140 4900 2900, Fax: t 91 40 4900 2999, Email: mail@drred dys.com 

CIN : L85195AP1984PLC004507 
www.drreddys.com 

I 



•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTII <l>IIKAT AHAJIII3A 

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

Product: Cetrine film coated tablets, 10 mg 

Ilpo,uyrcr: IJ;eTpirn® rn6neTKH, noKphIThie nnettoL£ttoii o6onoL£Koii, 10 Mr 

Market/ P1,rnoK : Russia/ PoccttH 

Batch No./ 
V2600296 

Batch Quantity I 25,00,000 tab/ 

CepHSI .N"2 : 
Pa3Mep cepnn 

: 
25,00,000 rn6 

Analytical Report No./ 
: 890001866274 

Date of Analysis / 
: 19.02.2026 AnaJIHTH'leCKHii OT'leT .N"2 lllaTa anaJIH3a 

Date of Manufacture / 
02/2026 

Date of Expiry / 
01/2029 )laTa IlPOH3B0,UCTBa : 

ro.uen .uo 
: 

Mfg. License No. / 
MA number:/ IlpOH3B0,UCTBeHHaSI : MNB/05/263 
HoMepPY 

: JII1-N2(005456)-(Pr-RU) 
JIHIJ;eH3USI .N'2 
Analysis performed according ND:/ AnaJIH3 npoBe,uen no H,U: JIIT-.N'2(005456)-(Pr-RU)-150524 
Labeling and artworks approved:/ Map1rnpoBKa u MaKeTbI YTBep~eHbl: 17.02.2025 

rrpaKTl1Kl1 EBpa3HHCKoro 3KOHOMH'IeCKoro COI03a 11 Tpe6oBaHl1HMl1 KOHTPOJIH Ka'!eCTBa JieKapCTBeHHbIX cpe;:i:CTB, a T3K)Ke B 

COOTBeTCTBl1H co cneuwqiwKaUHHMH, co;:i:ep)l(alI_\HMHCH B perwcTpaUHOHHOM ,QOCbe CTpattbl-11MITOpTepa. 3an11c11 no np0113B0,QCTBY, 

ynaKOBKe J,i aHaJIH3Y nposepeHbl, 11 ycTaHOBJieHO 11X COOTBeTCTBl1e Tpe6osaH11HM TTpas1111 Ha,QJie)KalI.(eH np0113B0,QCTBeHHOH 

npaKTl1Kl1 Espa3HHCKoro 3KOHOMl1'1eCKOro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpHMe'laHHe: TTpo,nyKT COOTBeTcTByeT Tpe6oBaHHHM H,[{ 3aKmo<teune: O,l],OliPEHO 

Prepared by/ 

TTOJlfOTOBJieHO: 
Y ogesh Chaul 1 

Q ,~ 
D ate I -
.D,arn: 19.02.2026 

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

TTpoaepeHo: TTposepetto (AOK): ◊l106peHo: O6ecrre'!ett11e Ka•1eCTBJ TBCTCTBeHHOe 

Ramak~ o/ Ami, K,m~ 
m 1uo: (\)6' ~1/ 

Dale / Date/ 'Date / 
,UaTa : : .1 9.02.2026 )laTa: : 19.02.2026 :Jla-ra: ~----v7---. ~"'2.{_ 

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

Tel: +9140 4900 2900, Fax: t9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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