
•·· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTII <I> IIKA T AHAJIII3A 

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 

Product: Cetrine film coated tablets, 10 mg 

Ilpoi:.yKT: UeTp1-rn® rn6neTKH, noKphIThie nJieHOL!HOH o6ono4KOH, 10 Mr 

Market/ PbIHOK : Russia/ Poccm1 

Batch No./ 
: V2600116 

Batch Quantity/ 25,oo,ooo tab / 

CepuH .N'2 PaJMep cepuu 
: 

25,00,000 rn6 
Analytical Report No./ 

: 890001860718 
Date of Analysis / 

: 27.01.2016 
AuaJIHTH'lec1rnii OT'leT .N'2 J:(aTa auanuJa 
Date of Manufacture / 

: 01/2026 
Date of Expiry / 

12/2028 
J:(aTa np0H3BOACTBa roAeHAO 

: 

Mfg. License No. / 
MA number:/ 

IlpouJBOACTBennaH : MNB/05/263 
HoMepPY 

: JITT-NQ(005456)-(Pf-RU) 
JIHI~eH3HH .N'!! 
Analysis performed according ND:/ AnaJIHJ npoBeAeH no HJ:(: JIIl-.N'!!(005456)-(Pr-RU)-150524 
Labeling and artworks approved:/ Map1rnposKa u MaKeTbl yTsep~eub1: 17.02.2025 

-- --- - - - . - --- - -
N2 Test I IloKaJaTeJib Result I PeJyJibTaTbI Specification/ HopMa 
1 Description/ Onucauue 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. / side. White to off-white core on cross section. 
Kpyrnhie ,!l.B0HKOBhinYKJJhle rn6neTKH, / Kpyrnh1e ,!l.BOllK0BhinYKJlhle Ta6neTKH, 
I10Kph1Thle rrneH04HOtt o6ono4KOH I10Kpb1Tble rrneH04HOH o6ono4KOH 6enoro 
6enoro UBeTa, C pHCKOH Ha O,!l.HOH HJIH ITOYTH 6enoro UBeTa, c pHCKOH Ha O,!l.HOH 
CT0pOHe. Ha nonepeYHOM pa3pe3e - cTopoHe. Ha nonepe4H0M pa3pe3e 11,!l.p0 OT 
ll.D.po 6enoro uBeTa. 6enoro .D.O IT04TH 6enoro UBeTa. 
UBeTa. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
ripuMe'lauue: Tipo.D.yKT cooTBeTCTByeT Tpe6oBaHHJIM HA 3aKJ1to'leuue: O,ll.OEPEHO 

Prepared by I 
TTo.D.roToBnetto: 

Ramakant ~ 

~~ 
Date/ 
,[(am: 27.01.2026 

Checked by / Checked by (AQA) I Approved by: Quality Assurance/Authorized person/ 
np0Bepe1,10: Pardecp TTpoBepetto (AOK): 

~:::peHo 06ecne~?m•eHHoe 
Kumar Amit Kumar 

~ /\~ \ ' 

Date / Date / !Date/ c:s \-Z> 1.--- t--0 ·'2.-k, ,llaTa: : 27.01.2026 )lam: : 27.01.2026 )lam: 

Registered Office: 8-2-337, Road No. 3, Banjarn Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: f9140 4900 2999, Email: mail@drreddys.com 

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

CERTIFICATE OF ANALYSIS 
CEPTII <I> IIKA T 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.drreddys.com 

Product: Cetrine film coated tablets, 10 mg 
IIpoAyKT: IJ.eTpHH® rn6neTKH, noKphIThie nneHOIJHOH o6onoIJKOH, 10 Mr 

Market/ PblHOK' : Russia / Poccm1 

Batch No./ 
: V2600116 

Batch Quantity/ 25,00,000 tab/ 
CepuH N2 Pa3Mep cepuu 

: 
25 ,00,000 Ta6 

Analytical Report No. / 
: 890001860718 

Date of Analysis / 
: 27.01.2016 AnaJiuTuqec1rnii oTqeT .M, I.U:aTa auaJIH3a 

Date of Manufacture/ 
: 01/2026 

Date of Expiry / 
12/2028 

IJ(aTa npou3BOACTBa roAeHAO 
: 

Mfg. License No./ 
MA number:/ IIpon3BOACTBeunaH : MNB/05/263 
HoMepPY 

: JITI-N~(005456)-(Pr-RU) 
JIHQeH3HH .N'2 
Analysis performed according ND:/ AnaJIH3 npoBeAeH no HJ(: JIII-.N'2(005456)-(Pr-RU)-150524 
Labeling and arhvorks approved:/ Map1rnp0B1ca n MaKeTbl yTeep,K,1J,eubl: 17.02.2025 

N~ I Test/ IloKaJaTeJib Result I PeJyJILTan.1 I SpcciJicatiou / HopMa 
,Identification / 
J1.ueHTH<j>HK'3UHH 

he retention time of the main peak in thqfhe retention time of the main peak in th 
chromatogram of test solution complffhromatogram of test solution should compl 
with the retention time of the main pea~~ith the retention time of the main peak in th 

in the chromatogram of Cetirizinichromatogram of Cetirizine Hydrochlorid IHPLC / B3)KX 
Hydrochloride reference standar reference standard solution (section "Assay"). 
olution. / Bper,rn y.uep)l(J1BaHHll ocHOBHoro m1Ka H 

BpeMl! y.11-ep)l(l1BaHHll OCHOBHOro ITHKa Ha p0MaTorpaMMe 11CITblTYeMoro 
poMaTOrpa~Me HCITb!TYeMoro pacTBop f!l0lDKH0 C00TBeTCTB0BaTb BpeMeH 

iC00TBeTCTByeT BpeMeHl1 y.uep)l(HBaHHllty.D.ep,1<1,flJaHHll 0CH0BH0ro rr11Ka 
iOCH0BH0ro ITHKa Ha xpoMaTorpaMMejxpoMa1·orpaMMe CTaH.D-apTH0ro 

rntt.11-apTHoro pacTBopa 1..1,eT11p11311ttaiuernp113HHa rn.upoxJ1op11.ua 
rn.upoxJiopH.11-a. <Konw-tCCTBeHHoe onpe.ueJ1ett11e» ). 

paCTB0p 
(pa1J1e1 

Remarks : The Product confinns to ND/ Conclusion : APPROVED / 
I IIpnMetJaune: TTpo.11-yKT C00TBeTcrnyeT Tpe60BaH11HM HD. 3aKJ110tJeune: O,ll,OEPEHO 

Prepared by I 
TTo.uroTOBJieHo: 
Ramakant 

Date/ 
.[(am: 27.01.2026 

Checked by / 
nponepetto: Pardeep 

Kumar ~ 

Date/ 
.[J,a-ra: : 27.01.2026 

Checked by (AQA) / 
Oponepetto (AOK): 
Am il Kumar 

~------

Date / 
)laTa: : 27.01.2026 

Approved by: Quality Assurance/Authorized person I 
O1106peHo: O6ecne1leH11e Ka1leCTBa/OTBeTcrneHHOe 
,mn.10: 

[
Date/ . 
.[J,ani: ~ ~ .--z, r-'"1.-0 2..--6 

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

Tel: +9140 4900 2900, Fax: +9140 4900 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 : +91 98166 56001-02. 
www.drreddys.com 

CERTIFICATE OF ANALYSIS 
CEPTII <I> IIKA T AHAJIIl3A 

Product: Cetrine film coated tablets, 10 mg 
Tip0AyKT: U.e1-pi,1H® Ta6neTKl1, I10Kph1TbJe I1JieHOl.fHOi1 o6oJIOl.fKOi1, 10 Mr 

Market/ PbIHOK : Russia/ Poccm1 

Batch No./ 
: V2600116 

Batch Quantity I 25,0o,ooo tab I 
Cepusi .N'!! Pa3Mep cepuu 

: 
25,00,000 rn6 

Analytical Report No./ 
: 890001860718 

Date of Analysis / 
: 27.01.2016 AuanuTuqec1rnii oTqeT .N'!! )],am auanH3a 

Date of Manufacture / 
: 01/2026 

Date of Expiry / 
12/2028 

)],aTa np0H3B0ACTBa roAeHAO 
: 

Mfg. License No. / 
MA number:/ IIpouJB0/1:CTBeuuasi : MNB/05/263 
HoMepPY 

: JIIT-N!!(005456)-(Pf-RU) 
JIUI.{eH3HSI .N'!! 

Analysis performed according ND:/ Auanu3 npose.a:eu no H)],: JIII-.N!!(005456)-(Pr-RU)-150524 
Labeling and artworks approved:/ Map1rnposKa u MaKeThI yTBep,KJ:J:eHbI: 17.02.2025 

-- ----x~ Test I IloKa3aTeJ1b Result/ PC3yJ1bT8Tbl Specification/ liopr.ia 
UV- spectrophotometry/ Complies/ CooTBeTcrnyeT The UV-spectrum of the test solution and the 
Y<D- cneKTpO<pOTOMeTpHll Cetirizine Hydrochloride reference standarc 

solution in the range 200 nm to 400 nm shoulc 
exhibit maxima absorbance at about the same 
wavelengths with an allowed variation of ±2 
nm./ Y<D-cneKTpbl flOfJ!Oll(eHI-UI HCilbITyeMoro 
pacrnopa H cmH)],apTHOro paCTBOp2 
IJ,eTHpH3HHa rHAPOXJIOPHAa B o6JTaCTH OT 20( 

no 400 HM .nomKHbl HMeTb MaKCHMYMbl 
nornoll(eHml rrpH O.ll,HOH H TOH )Ke .ll,JIHHf 
BOJIHbl c )],OnycTHMbJM OTKJIOHeHHeM ± 2 HM. 

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

98 %; 97 %; 99 %; 97 %; 99 %; 97 %. 
di hydrochloride) after 30 min./ He MeHee 
80 % (Q) OT HOMHHaJibHOfO co.nep>KaHml 
C11H2sClN2Or 2HC1 (u,ernp113HHa 
ID.Hnt.nPOXJTOp11.n) qepe3 30 MHH. 

4 Uniformity of dosage units / [Acceptance value (AV) should be not more 
O)],HOp0,11,HOCTh )],03Hp0B3HHblX 7.0 than 15.0 / noKaJaTeJlb npHeMJTeMOCTl1 (AV) 
e,11,HHHI.\ ~0JI)KeH 6b1Tb He 6onee 15,0. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMe'!aHne: ITpo.nyKT COOTBeTCTByeT Tpe6oBaHHHM H,D, 3aKJ110<1eune: O,ll.OliPEHO 

Prepared by / 
nollr0TOUJie110: 

Ramaka~ 

Date I 
)],am: 27.01.2026 

Checked by I Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
ITpoBepetto: Pardeep ITpoBepeHo (AOK): O.no6peHO: O6ecne'leHHe Ka'!ecrna/OrneTcTBeHHoe 
Kumar 

c=k-
Amit Kumar JlHQO: 

~~ I'--~ 
Date I Date/ Date/ 

<3, ro 1.--'")_.o ~ )],am: : 27.01.2026 )],am: : 27.01.2026 )],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 



•·· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTII <l>IIKAT AHAJIM3A 

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 
flpo.nyKT: Ll,er pHH® Ta6JleTKH, nOKPblTble nJleHO'-IHOH o6onOl.{KOH, 10 Mr 

Market / P1,rnoK : Russia/ Poccm, 

Batch No./ 
: V2600116 Batch Quantity/ 25,00,000 tab I 

Cepnsi .M, Pa3Mep cepnu : 
25,00,000 Ta6 

Analytical Report No./ 
: 890001860718 

Date of Analysis / 
: 27.01.2016 AuaJIHTH'leCKHH 0T'leT .N'~ lllarn auaJIH3a 

Date of Manufacture / 
: 01/2026 

Date of Expiry / 
12/2028 

.LJ:arn DDOH3B0.lJ.CTBa ro.11eu ,110 
: 

Mfg. License No./ 
MA number:/ IlpOH3B0,!1CTBeHHast : MNB/05/263 
HoMep PY 

: JU1-NQ(005456)-(Pf-RU) 
JIH~eH3HSI .N'2 
Analysis performed according ND:/ AuaJIH3 np0Be,11eu no H.LJ:: JIII-.N'2(005456)-(Pr-RU)-150524 
Labeling and arh,•orks aooroved: / Map1e11posKa II MaKeTbl YTBep'1C)J.enbl: 17.02.2025 

----~-
5 Impurities/ IlpnMecn 

Impurity A/ 
llp11MCCb A 

Impurity B / 
llp1-1Mecb B 

!Impurity C / 
np11MeCb C 

Impurity D / 
ITTp11MeCb D 

!

Impurity E / 
np1-1Mecb E 

llmpurity F / 
llp11-111ecb F 

Below LOD (LOD =0.005 %) I HmKe !Not more than 0.2 % / He 6onee 0,2 % 
npeL1ena o6Hapy)KeHl1.!1 (ITO= 0,005 %) 

0.03 % INot more than 0.2 % / He 6onee 0,2 % 

Not detected I He o6ttapy)Ketta !Not more than 0.2 % / tte 6onee 0,2 % 

Not detected I He o6ttapy)KeHa !Not more than 0.2 % / He 6onee 0,2 % 

Below LOD (LOD = 0.008 %) I HH)Ke !Not more than 0.2 % / He 6onee 0,2 % 
npeL1ena o6ttapy)KeHH.!I (ITO= 0,008 %) 

Below LOD (LOD = 0.015 %) I HH)Ke !Not more than 0.2 % / He 6onee 0,2 % 
npeL(ena o6Hapy)KeHH.!I (ITO= 0,015 %) 

Remarks : The Product confirms to ND/ 

II
Conclusion : APPROVED I 
3aKmo•1cnne: 0,lJ.OEPEHO ITp11Mc<1a1111e: TipoAyKT cooTBeTcrsye,- Tpe6osattH.!IM H.U 

Prepared by/ Checked by I Checked by (AQA) / 
llo11roTosneHo: ITposepeHo: Pardeep ITposepeHo (AOK): 

Ramaka~ Kuma< 4-z Amit ~ 

Date/ 
.D.ina: 27.01.2026 

Date/ 
na,-a:: 27.01.2026 II

Date / 
.Uarn: : 27.01.2026 

Approved by: Quality Assurance/Authorized person/ 
O.uo6peHo: O6ecne1IeHwe Ka'tec-rsa/OTBeTcTBeHHoe 
Jl11UO: 

!Date / 
)lam: 

~~ 
~ ro~----'2-.0u. 

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 



•·· Dr. Raddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
\/ill . Khol , Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, iNDIA 
Tel : +9198166 56001-02 
www.drreddys.com 

CERTIFICATE OF ANALYSIS 
CEPTll <I> IIKA T AHAJlll3A 

Product: Cetrine film coated tablets, 10 mg 
IlpoJJ.yKT: l.{eTp1rn® rn6neTKM, noKpbITbie nneHOlJHOtt o6onotJKOH, 10 Mr 

Market/ PbIHOK : Russia/ Pocc1rn 

Batch No./ 
: V2600116 

Batch Quantity/ 25,oo,ooo tab/ 

CepuH .N'!! Pa3Mep cepuu 
: 

25 ,00,000 rn6 

Analytical Report No. / 
: 890001860718 

Date of Analysis / 
: 27.01.2016 

AuaJIHTH'lec1rnii OT'leT .N'!! ,ll,aTa auaJiu3a 
Date of Manufacture / 

: 01/2026 
Date of Expiry / 

12/2028 
,ll,aTa np0H3B0)].CTBa ro)J.eH)J.O 

: 

Mfg. License No. / 
MA number:/ 

Ilpon3BOJJ.CTBeunaH : MNB/05/263 
HoMepPY 

: JITT-N2(005456)-(Pf-RU) 
JIHQeH3HSI .N'!! 
Analysis performed according ND:/ AuaJiu3 npoBeJJ.eH no H,ll,: JIII-.N'!!(005456)-(Pr-RU)-150524 
Labelim?: and artworks approved:/ MaPKHPOBKa u MaKeTbI YTBep,KJJ.eHbI: 17.02.2025 

~ individual unidentified 
impurity I Jl106aj( e.nHHHl.fHa}I I Below LOQ (LOQ = 0.05 %) / HmKe !Not more than 0.2 % / 
Her1.neHTHcjmur1poaaHHa}I np11Mecb npeJ].ena KOJIHlfeCTBeHHoro onpe.neneHH.11IHe 6onee 0,2 % 

tfotal impurities / 
:CyMMa np11Mecei1 

(IlKO = 0,05 %) 

0.0263 % 
!Not more than 2.0% / 
He 6onee 2,0% 

Remarks : The Product confitms to ND/ 'Conclusion : APPROVED / 
I CTpnMe'IaHue: H po.n.yKT C0OTBeTCTByeT -rpe6osaHH.IIM H)l 3aK.TI JO'lfeHue: O,Ll.O.EPEHO 

Prepared by / Checked by/ Checked by (AQA) / 
Tio.n.roToenetiO: npoaepeHo: Pardeep IlpoaepeHo (AOK): 
Ramakanl ~ Kumar Amit Kumar 

~ J-::; f\-_,A--
Date / D ate / Date I 
.[laTa: 27.01.2026 )]_am: : 27.01.2026 X(aTa:: 27.01.2026 

Approved by: Quality Assurance/Authorized person / 
O1106pe110: O6ecnel.feH11e 1<al.fecrna/OrneTCTBeHHoe 
JlHLI_O : 

[
Date / 
JJ.aTa: 

~/ 
"1 rv 1.-'),.e)21) 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad • 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: t91 40 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys. com 



•·· 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, iNDIA 
Tel: +9198166 56001-02 
www.drreddys.com 

Product: Cetrine film coated tablets, 10 mg 
IIpoJl:yKT: UeTpirn® rn611eTK11, noKpbITbie n11eHOlfHOH 06011olfKOH, 10 Mr 

Market/ PbIHOK : Russia I Poccm, 

Batch No./ 
: V2600116 

Batch Quantity/ 25,00,000 tab / 
CepnSI .N2 PaJMep cepnu 

: 
25,00,000 Ta6 

Analytical Report No. / 
: 890001860718 

Date of Analysis / : 27.01.2016 
AnaJIHTHlfec1rnii OTlfeT .N2 )J:aTa anaJinJa 

Date of Manufacture / 
: 01/2026 

Date of Expiry I 
12/2028 

)J:aTa IlPOH3B0.ll:CTBa ro.ll:eH .ll:0 
: 

Mfg. License No. / 
MA number:/ 

1Ipott3B0Jl:CTBeHHaSI : MNB/05/263 
HoMepPY 

: JITI-NQ(005456)-(Pr-RU) 
JIHU:eH3HSI .N2 
Analysis performed according ND:/ AnaJiu3 npoBe.ll:eH no H)J:: JIII-.N2(005456)-(Pr-RU)-150524 
Labeling and artworks approved:/ Map1rnpoBKa u MaKeTbl yTBep,KJJeHhI: 17.02.2025 

- - . 
.N"2 Test/ IIoKaJaTeJib Result/ PeJyJibTaTbl Specification/ HopMa 

6 Water content/ 
1.4%/1.4% 

Not more than 8.0% I 
Co.i:.ep,1rnnne BOllbl He 6onee 8,0 % 

7 Microbiological purity* / 
MnKp06HOJIOrHlfeCKaH 
'fHCTOTa* 
a) Total aerobic microbial count/ NA Not more than 1000 CFU/g I 
O6ll\ee 'HICJlO a3p06HhlX He 6onee 1000 KOE/r 
M11KpoopraHl13MOB 

NA 
b) Total combined yeasts and Not more than 100 CFU/g / 
mould count/ O6ll\ee 1.rncno NA He 6onee 100 KOE/r 
~pm!OKeBhlX 11 rrnecHeBhIX rp1160B 

c) E.coli Shall be absent in 1 g / OTcyTcrn11e B 1 r 
8 !Assay/ KoJin'feCTBennoe Not less than 9.0 mg and not more than 

onpe.i:.eJienue l 1.0 mg C21H2sClN2O3·2HCl (cetirizine 

9.94 mg /9.94 Mr 
dihydrochl oride) in tablet (between 90,0 % 

99.4% 
and 110,0 % of label claim)./ OT 9,0 Mr ,no 
11,0 Mr C21H2sCIN2O3·2HCl (u:ernp11J11tta 
,o.11r11,o.poxnop11A) B rn6neTKe ( oT 90,0 % ,no 

- - • - -~----- -~ --- -- .!} 0,0 % OT H0Ml1H8JlbHOr.Q_ co.g.ep>KaH~I,!). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
ITpuMe•ianue: Ilpo,nyKT coorneTcrnyeT Tpe60Batt1rnM H,l], 3aKJIIO'fenne: O,lJ,OliPEHO 

1::::=:::=======::::::::::::;-;:===========::;--;:==========!========= 
Prepared by / 
nollrOTOS11eHO: 
Rainakant 

Date/ 
)].aTa: 27.01.2026 

Checked. by / 
TTposepetto: Pardeep 

Kumar ~ 

Date / 
il,aTa: : 27.01.2026 

Checked by (AQA) I 
flposepeAo (AOK): 
Amit Kumar ., ,-<.--
Date / 
LI.am: : 27 .0 J .2026 

Approved by: Quality Assurance/Authorized person/ 
O».o6petto: O6ecnelfett11e Kal.Jecrna/OrneTCTBettttoe 
srnu:o: _,..........., A . A' \ 

. , .~~/ 

[
Date/ 
il,arn.: ~ '(-o 'bo·~ 

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 



•·· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTU<l>HKAT AHAJIH3A 

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 

IlpoAyKT: ~eTpirn® rn6neTKH, ·rroKphIThie rrneHoqHoH o6onoqKoi1, 10 Mr 

Market/ PMHOK : Russia/ Poccm1 

Batch No./ 
: V2600116 

Batch Quantity I 25,00,000 tab/ 

CepuH .N'2 PaJMep cepuu 
: 

25,00,000 Ta6 

Analytical Report No. / 
: 890001860718 

Date of Analysis / 
: 27.01.2016 AuaJiuTuqec1rnii oTqeT .N'2 )];aTa auaJiuJa 

Date of Manufacture/ 
: 01/2026 

Date of Expiry / 
12/2028 .ll:aTa DPOH3BOACTBa roAeH AO 

: 

Mfg. License No. / 
MA number:/ 

IlpOU3BOACTBeHHaH : MNB/05/263 
HoMep PY 

: JITI-N2(005456)-(Pf-RU) 
JIHIJ,eH3HH .N'2 
Analysis performed according ND:/ AuaJIH3 npoBeAeH no H)];: JIIT-.N'2(005456)-(Pr-RU)-150524 
Labeling and artworks approved:/ Map1rnpoeKa u MaKeTbI YTBep)KJ):eHbI: 17.02.2025 

--- - -- -
.N2 Test/ IloKaJaTem, Result/ PeJyJ1bTaTbl Specification / HopMa 
9 Subdivision of tablets / Complies/ CoorneTcrnyeT rrhe tablets comply with the test, if not more 

)].eJJeHHe Ta6JJeTOK than I individual mass is outside the limits of 
85 % to 115 % of the average mass. The· 
tablets fai l Lo comply with the test, if more 
than l ind ividual mass is outside these limits 
or, if 1 individual mass is outside the l imits of 
75 % to 125 % of the average mass. / 

lfa6JleTK~I coorneTCTBYJOT Tpe6oaaHMSIM:, ecnM 
He 60J1ee 1 eD,HHM'lH8J! Macca OTIW0.H!leTCR Ja 

npe11em,1 85%-1 15% OT cpei rnei1 Maccr,1. 
Ta6neTKM He C001'Bel'CTI3YIOT Tpe6oBaHMllM, 
ecn11 6onee •1eM l MHJJ.HBMJlyaJl.bHSll Mac.ca 
OTKJlOlille,rcii OT )THX npe.n.enOB HJlH, eCJIH l 

11HD.11811D.YaJlbHall Macca OTKJl0HileTCll 38 

npeD.eJJbl 75%- 125% 01' cpe,D.MeH MaCCbl. 
10 Package/ YnaKOBKa 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 infmmation leaflet in 
leaflet in a carton. I ITo 10 m6neToK B a ca,ton. / 
TTBX/IT)lBX//amoMHHHenoM 6n11cTepe. f1o IO Tn6neTOK s 
fio 2 6JIHCTepa BMeCTe C JIHCTKOM- ITBX/D)lBX//anfOMMHMeBOM 6m1CTepe. Jlo 2 
BKJla.D,blIIJeM ynaKOBaHhl B na'IKY HJIH 3 6JJl,ICTepa BMeCTe C J111CTK0M-
KapT0HHYJO. BKJl3.U,blUJeM ynaKOBaHbl B na•IKY K3PTOHHYI0. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
ITpnMe'iaHne: ITpo.11,yKT coorneTcrnyeT Tpe6oaaHHHM H)l 3aKJJIO'ieHne: 0)1.0liPEHO 

1::=:::::====::::::::::=======::::::::::===============::::=========== 
Prepared by / 
TToAroTonnetto: 
Ramakanl 

Date/ 
)lam: 27.01.2026 

Checked by/ 
ITponepeHo: Pardeep 

Kumar J--c 
Date/ 
)lam: : 27.01.2026 

Checked by (AQA) / 
npoBepeH0 (AOK): 
Amit Kumar 

_,A ----
Date/ 
)lam: : 27.01.2026 

Approved by: Quality Assurance/Authorized person / 
Ono6peHo: O6ecne4em1e 1<a<1ecTBa/OneTCTBeHHoe 

MUO (y)i~ 
[
Date/ 
)lam: 

'bb ,~ ~ 1-G 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: t9140 4900 2999, Erna ii: 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 
CEPTH<l>HKAT AHAJIH3A 

Product: Cetrine film coated tablets, 10 mg 
Ilpo)l;y1n: I(eTpirn® rn6neTKH, noKphIThie nneH011Hoi1 o6ono'-IKOH, 10 Mr 

Market/ PblHOK : Russia/ Poccm1 

Batch No./ 
: V2600116 

Batch Quantity/ 25,00,000 tab I 
CeouH .N'!! Pa3Mep cepHH 

: 
25,00,000 Ta6 

Analytical Report No. / 
: 890001860718 

Date of Analysis / 
: 27.01.2016 

AnaJIHTH'leCKHii OT'leT .N'!! )laTa auaJIH3a 
Date of Manufacture / 

: 01/2026 
Date of Expiry / 

12/2028 
)laTa DPOH3B0tJ;CTBa roti;en .uo 

: 

Mfg. License No. / 
MA number:/ 

IlpottJBoti;cTeeunaH : MNB/05/263 
HoMepPY 

: JH1-N!!(005456)-(Pr-RU) 
JIHQeH3HH .N'!! 

Analysis performed according ND:/ AnaJIH3 npoee)l;eu no H,II;: JIII-.N2(005456)-(Pr-RU)-150524 
Labeling and artworks approved:/ MapKttpoeKa H MaKeTbI YTBepm,uenhr: 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. / Ilposo,1:i:i,1Tc» rrpo113BO/ll1TeneM rrp11 BhmycKe rrep11o)lw1ecK11: ilJJ» Ka)KJloH 20-oii cep1111 
11Jll1 He Mettee 1 pa3a B f'O)l. IloKa3aTeJJb MO)KeT 6bITb He BKJl!O'leH B CepTmp11KaT aHaJJl13a qmpMbl. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
I IlpuMeqaHue: IlpO/lYKT coorneTcrnyeT Tpe6osatt11»M HL( 3aKmoqeHue: O)1,OEPEHO 

Prepared by/ 
Il0,ll.rOTOBn.eH0: 

Ramakant -~ 

;o/ 
Date I 
D.aTa: 27.01.2026 

Checked by / 
TTpoeepetto: Pardeep 
Kumar 

c:L---
Date / 
L(arn: : 27.01.2026 

Checked by (AQA) / 
npoeepetto (AOK): 
Amil Kumar 

.../'_... 
Date / 
,l],aTa: : 27.01.2026 

Approved by: Quality Assurance/Authorized person/ 
O.no6peHo: O6ecrre1Iett11e Ka1Iecrna/OrneTCTBettttoe 
mmo: 

[
Date/ 
)lam: ~ '\--t:> \'"--"2-e, U, 

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 



•·· 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 
www.drreddys.com 

CERTIFICATE OF ANALYSIS 
CEPTll$HKAT AHAJIH3A 

Product: Cetrine film coated tablets, 10 mg 
Upo.!lyKT: l.l,eTp1rn® rn6neTKl4, n0Kph1Tb1e n11ettO'lHOH 0601101.JKOH, 10 Mr 

Market/ Pi,rnoK : Russia / Poccm1 

Batch No./ 
: V2600116 

Batch Quantity/ 25,00,000 tab/ 
Cepust .N2 PaJMep cepuu 

: 
25,00,000 rn6 

Analytical Report No./ 
: 890001860718 

Date of Analysis / 
: 27.01.2016 

AuanuTu•.iecKun oTqeT .N2 )];aTa auanuJa 
Date of Manufacture / 

: 01/2026 
Date of Expiry / 

12/2028 
)];aTa npOH3B0,l).CTBa ro_ueu .!l0 

: 

Mfg. License No. / 
MA number:/ 

IIponJBOJlCTBeuuasr : MNB/05/263 
HoMep PY 

: JITT-N!!(005456)-(Pf-RU) 
JIHQeHJHSI ,N'g 

Analysis performed according ND:/ AuaJIHJ npoBe)J.eu no HJ:J:: JIII-.N2(005456)-(Pr-RU)-150524 
Labeline and arhvorks aooro"cd: / Ma1nmponKa u MaKeTbl yTBep;K,!leHhI: 17.02.2025 

API name/ HauMeuoeauue A<l>C: Cetirizine dihydrochloride / Uernpu3utta ,uttrn,upoxnop11.n 
INN /MHH: Cetirizine / U:ernow3HH 
API manufacturer batch number/ 

BT00X25003 HoMep cepuu npou1eo.uuTem1 A<l>C: 
FP Manufacturer API Batch number/ 

FESA00620 HoMep cepuu cy6CT8HUHH llDOH3B0.llHTeJIH rJI<I>: 
API Manufactured by & country / Glochem Industries Private Limited, India/ 
IlpoH3BO.llHTeni, A<l>C, cTpaua: fnoxeM Htt.nacTowec TToaiiewT Jl11M11Te.ll, l1tt.n11H 
Name, address, authorization No for FP Formulation Unit-6, Vill. Kho!, Nalagarh Road, Baddi, Distt. 
manufacturing site / Control site / Release site / Solan (HP) 173205, India (license No MNB/05/263). I 
HauMeuoeauue, a)lpec, JIHQeHJusr .!lJISI flpott3Bo.ncrnettttoe no.npa3.uenett11e-6, Bwnn. Kxonb, Hanarapx 

IIpouJBO)J.CTeeuuasr nnoma)lKa / IInoma.!lKa Poy.u, Ea.n.ntt, ,UttcTpm<T ConaH, x.rr., 173205, 11H.UHH 

KOHTPOJISI KaqecTBa / nnoma)lKa BhIDVCKa (JlttUeH311H 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 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'teHne O CO0TBeTCTBHH: «HacTOHIUHM H IlO.UTBep)l(,UaJO, GTO np11Be)],eHHaH BbIWe HHcjiopMaum1 HBJlHeTCH .UOCTOBepHOH 11 
T04HOH. 3Ta cepHH npo.nyKUWW npOW3Be.netta (BKJllOGall ynaKOBKY (MapKHpOBKy) H KOHTp0Jlb KaGecrna) Ha BbJWeyKa3aHHOH 
npo113BOJJ,CTBeHH0H nnoma.nKe (nnoma.nKax) B IlOJlHOM C0OTBeTCTBHH C Tpe6oBaHHllMH npaa,w Ha.D.Jle)l(aIUeH IlJ)_0113BO.UCTBeHHO}I 

Remarks : The Product confinns to ND/ Conclusion : APPROVED / 
Jl pHMe'taHHe: CTpOllYKT C00TBeTOTBYeT Tpe6oeattlillM H,U 3aKJIIO<teuue: O,l(OEPEHO 

Prepared by I 
CTO.l.lrOTOBnetto: 

Ramaka~ 

Date I 
.Uarn: 27.01.2026 

Checked by I Checked by (AQA) I Approved by: Quality Assurance/Authorized person/ 
TTpoeepetto: Pardeep TipoeepeHo (AOK): O.uo6petto: O6ecneGett11e KaGecrna/OrneTcrnettttoe 
Kumar 

~ 
Amit Kumar n11uo: 

~ /\~ 
Date I Date/ !Date/ <"?,-yn ~..----u, ~ .Uarn: : 27.01.2026 LlaTa:: 27.01.2026 Jl.aTa: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India 
Tel: +9140 4900 2900, Fax: f9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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•·· 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 ct> IIKAT AHAJIII3A 

Product: Cetrine film coated tablets, 10 mg 

IlpoAyKT: L(eTp1rn® rn6neTKH, rroKphITbie rrneHO'-IHOH o6oJIO'-IKOH, 10 Mr 

Market/ PMHOK : Russia I Poccm, 

Batch No./ 
: V2600116 

Batch Quantity I 25,00,000 tab I 
CepuH N2 Pa3Mep cepuu 

: 
25,00,000 Ta6 

Analytical Report No. / 
: 890001860718 

Date of Analysis / 
: 27.01.2016 

AuaJIHTH'lec1rnu oT<1eT N2 lllaTa auaJIH3a 
Date of Manufacture / 

: 01/2026 
Date of Expiry / 

12/2028 
llaTa npouJBOACTBa roAeHAO 

: 

Mfg. License No. / 
MA number:/ 

Ilpon3BOACTBeuuaH : MNB/05/263 
HoMepPY 

: JIIT-NQ( 005456)-(Pf -RU) 
Jim~euJuH NQ 
Analysis performed according ND:/ AuaJIH3 npoBeAeH no H)I,: JIII-NQ(005456)-(Pr-RU)-150524 
Labeling and artworks anoroved: / MapKHPOBKa u MaKeTbl YTBep,KAeHhI: 17.02.2025 

rrpaKTl1Kl1 Eepa311H.CKOro 3K0H0Ml1'leCKoro C0I03a 11 Tpe6oBaHl1$1Ml1 KOHTponH Ka'leCTBa JJeKapCTBeHHblX cpe,UCTB, a TaK)Ke B 

CO0TBeTCTBl1H co cneumpHKaU11HMl1, co.nep)KalI.lHMl1C)l B perncTpau.110HHOM .nocbe CTpaHbHIMITOpTepa. 3anHCH no rrpoH3B0.UCTBY, 
yrraKOBKe 11 attaJ1113y nposepeHbl, 11 ycTaHOBJieHO HX C00TBeTCTBl1e Tpe6oeaHHHM npaBHJl Ha,UJ1e)Kamd1 rrpOH3B0.UCTBeHHOH. 

rrpaKTHKH Espa311HCKOro 3KOHOMH'leCKoro COI03a». 

Remarks : The Product confinns to ND/ Conclusion : APPROVED / 
I np11Me'1aHHe: npo.nyKT C0OTBeTcTByeT Tpe6osaHH.ilM HA 3aKJJIO'ICIIIIC: 0)1.0JiPEHO 

Prepared by/ 
rio.nro-roeneMo: 

Ramakant , ~ 

1/ 

Date/ 

)lam: 27.01.2026 

Checked by/ 
Opoeepetto: Pardeep 
Kumar 

~ 
Date/ 

)laTa: : 27.01.2026 

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

Date/ 
)lam: : 27.01.2026 

Approved by: Quality Assurance/Authorized person I 
Ouo6peuo: O6ecne4eu11e Ka4eCTea/OrneTcTeeuuoe 
m1u,o: 

[
Date/ 

,LI:am: ~',n \-'L,0U, 

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 
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