
•·· Dr. Reddy's ~;• 

CERTIFIC TE 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 93166 56001-02 
www.drreddys.com 

Product: Cetrine film coated tablets, IO mg 
flpo,ll.yKT: l.J,eTp1rn® Ta6JJeTKH, ITOKpb!Tble ITJJeHO'iHOH o60JJO'!KOH, 10 Mr 

Market/ PM HOK : Russia I Poccm1 

Batch No. I 
V2600067 

Batch Quantity / 25,00,000 tab I 
: 

Pa3Mep cepHH 
: 

25,00,000 rn6 CepHH .N'g 

Analytical Report No. I 
: 890001859865 

Date of Analysis / 
: 25.01.2026 

AHaJHITH'-leCKHH OT'-leT _N'g )l:aTa aHaJIH3a 

Date of Manufacture/ 
01/2026 

Date of Expiry / 
12/2028 : : 

)l:aTa npOH3B0)lCTBa ro,ll.eH)lO 

Mfg. License No. I 
MA number:/ 

flpOH3B0)lCTBeHHaH : MNB/05/263 
HoMep PY 

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

JIHUeH3HSI .N'!! 
Analysis performed according ND:/ AHaJIH3 npoBe)leH no H)l:: Jlfl-.N'!!(005456)-(Pr-RU)-150524 
Labelin2 and artworks approved: / MapKHPOBKa H MaKeTbl YTBep~eHbI: 12.11.2024 

.N'!! Test/ floKa3aTeJib Result/ Pe3yJibTaTbl Specification/ HopMa 

1 Description/ OnucaHHe 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. 
KpyrJJbie /lBO!IK0BbinYKJibie Ta6neTKH, I Kpyrnb1e /lBO!IKOBbinYKJibie Ta6JieTKH, 
ITOKpb!Tbie nneHO'!Hoii o6onoqKoi1 noKpbITbie ITJJeHO'iHOH o6ono'!KOH 6enoro 
6enoro UBeTa, C pHCKOH Ha 0/lHOH HJIH ITO'!TH 6eJJoro UBeTa, C pHCKOH Ha 0/lHOH 
CTOpOHe. Ha nonepe'IHOM pa3pe3e - CTopoHe. Ha rronepe'!HOM pa3pe3e ll/lPO OT 
.11.npo 6enoro UBern. 6enoro .no ITO'lTH 6erroro IJ,BeTa . 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
flp11111c•1a1mc: [lponyKT C0OTBeTCTByeT Tpe6osaHH!IM HJ:i: 3aKJIIO'-leHue: O)l:O6PEHO 

Prepared by / 
flO)lfOTOBJieHo: 

Ashish Kumar 

>-
Date/ 
)J:arn:25 .01 .2026 

Checked by / Checked by (AQA) I Approved by: Quality Assurance/ Authorized 
TipooepeHo: Pravesb rlposepeHo (AOK): Amit person / O)lo6peHo: O6ecne'leHHe 

Rana 

f 
Kumar Ka'!ecrna/OrneTCTBCHHOe JJHIJ,O: 

~ ;_ ~~ 
Date/ Date / !Date/ 1--, §1-o l ~ '2-0 1.£ JJ.,na: 25.01.2026 ,llaTa: 25 .01.2026 Ll,a-ra: 

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

Tel: +9193166 56001-02 
www.drreddys.com 

CERTIFICATE OF ANALYSIS 
CEPTM<l>MKAT AHAJIM3A 

Product: Cetrine film coated tablets, 10 mg 
IlpoJiyirr: Uerpi-rn® Ta6JJeTKH, noJ<pblTb1e nneHO'IHOH o6ono'-IKOH, 10 Mr 

Market/ PLIHOK : Russia/ Poccm1 

Batch No./ 
V2600067 

Batch Quantity / 25,00,000 tab I 

CepuH N2 
: 

P:nMep cepm1 
: 

25,00,000 Ta6 

Analytical Report No. / 
: 890001859865 

Date of Analysis / 
: 25.01.2026 

AuaJIHTHl.feCKHH OTl.feT N2 )l.aTa auaJIH3a 

Date of Manufacture/ 
01/2026 

Date of Expiry/ 
12/2028 

,ll.:na OPOlllBOJlCTB3 
: 

ro,ll,eH JlO 
: 

Mfg. License No./ 
MA number:/ 

fipOH3B0JlCTBeHHaH : MNB/05/263 
HoMep PY 

: JU1-N2(005456)-(Pf-RU) 

JIHUeH3HSI N2 
Analysis performed according ND:/ AuaJJnJ npoBeJleH no H,ll.: JITI-.N'2(005456)-(Pr-RU)-150524 
Labeling and artworks approved:/ MapK11posKa u MaKeTLI VTBep~eu1,1: 12.11.2024 

2 

Test/ IloKa3aTeJIL 
Identification / 
l{JleuTn4>uKauusi 

HPLC/B3)KX 

Result/ PeJyJJLTaTLI Specification/ HopMa 
he retention time of the main peak in th he retention time of the main peak in th 

chromatogram of test solution comp! hromatogram of test solution should comp! 
ith the retention time of the main pea ith 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"). 

olution. I BpeMll y,nep)KHBaHHll ocHOBHoro nHKa H 
BpeMll y,nep)KHBaHHJI OCHOBHOro TTHKa H xpoMaTorpaMMe HCTThITyeMoro paCTBOp 
poMaTorpaMMe HCTThITyeMoro paCTBOp COOTBeTCTBOBaTh 

COOTBeTCTByeT BpeMeHM y,nep)l(HBaHHJI .nep)KHBaHHJI OCHOBHOro m1Ka H 

OCHOBHOro n11Ka Ha xpoMaTorpaMM CTaH,napTHoro 
crntt,napTHoro pacTBopa u,en-1pH3HH ueTHpH3HHa rw.npoxnopw,na 

pacTBop 
(pa3,nen 

rn,npoxnop11,na. <KOJIH'IeCTBeHttoe onpe,nenettwe»). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMel.faHne: ITpo,nyKT COOTBeTCTByeT Tpe6oBaHHJIM H,U JaKJIIOl.feuue: O,Lt:OEPEHO 

Prepared by/ 
ITo,nrOTOBJJeHo: 
Ashish Kumar 

>-
Date/ 
.UaTa:25.01 .2026 

Checked by / Checked by (AQA) I Approved by: Quality Assurance/Authorized 
nponepeHo: Pravesh ITponepetto (AOK): Amit person I O,no6petto: O6ecne1IeHHe 
Rana. 

1 
Kumar Ka'leCTBa/OTBeTCTBeHHOe JIHU,O: 

~-:- ~}~~ 
Date I Date/ 'Date I 1,)g --o~ -- 'U9 ·1., G 
)laTa: 25.01.2026 ,Uarn: 25.01.2026 ,l].arn: 

Registered Office: 8-2-337, Road No, 3, 13anjara Hil ls, Hyderabad - 500034, Telangana, Ind ia 
Tel: +91404900 2900, Fax: +9140 4900 2999, F.mail: mail@drred dys com 

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

CERTIFICATE OF ANALYSIS 
CEPTll<l>llKAT AHAJill3A 

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

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

Tel: +91 93166 56001-02 

www.drreddys.com 

Product: Cetrine film coated tablets, 10 mg 
Tipo,llyKT: 1...Lerp1rn® Ta6JJeTKl1, noKpblTbie nJJeHO'-IHOH o60JIO'-IKOH, 10 Mr 

Market/ P1,rnoic : Russia/ Poccm1 

Batch No./ 
V2600067 

Batch Quantity / 25,00,000 tab/ 

Cepust .N2 
: 

PaJMep cepun 
: 

25,00,000 rn6 

Analytical Report No./ 
: 890001859865 

Date of Analysis / 
: 25.01.2026 

AHaJJHTHlfeCKHH OTlfeT .N2 .lJ:ara aHaJJn3a 

Date of Manufacture/ 
01/2026 

Date of Expiry / 
12/2028 

.lJ:ara npOH3B0,llCTBa 
: 

ro,lleH ,llO 
: 

Mfg. License No./ 
MA number:/ 

TipoH3BOACTBeHHaSI : MNB/05/263 
HoMep PY 

: JU1-N~(005456)-(Pr-RU) 

JlHlleH3HSI ,Ng 

Analysis performed according ND:/ AHaJJH3 npoBe,lleH no H.lJ:: JITI-.N2(005456)-(Pr-RU)-150524 
Labeling and artworks approved:/ MapicupoBKa u MaKeTbI YTBep~eHbt: 12.11.2024 

.N2 Test/ TioicaJaTeJJb Result/ PeJyJJbTaTbl Specification/ HopMa 

UV- spectrophotometry I Complies/ CooTBeTcTByeT The UV-spectrum of the test solution and the 
Y<l>- crreKTpOqJOTOMeTpHJl Cetirizine Hydrochloride reference standard 

solution in the range 200 nm to 400 nm should 
exhibit maxima absorbance at about the same 
wavelengths with an allowed variation of ±2 
nm. / Y<l>-cneKTphl nornomemrn 11cnh1TyeMoro 
pacTBopa 11 CTaHJl.apTHOro pacreopa 
L(en!pH3HHa rHJl.pOXJIOPH.D.a B 06J1aCT11 OT 200 

AO 400 HM Jl.OJl)l(Hbl HMeTb MaKCHMYMhl 

nornomeHHll np11 O.D.HOtt 11 TOH )Ke .D.J111He 
BOJIHhl c ,D.OnycTHMblM OTKJIOHeHHeM ± 2 HM. 

3 Dissolution I PacTBopeH11e Not less than 80% (Q) of the labeled amount 
ofC21H2sClN2O3·2HCl (cetirizine 

98 %; 96 %; 96 %; 97 %; 96 %; 97 %. 
dihydrochloride) after 30 min./ He MeHee 
80 % (Q) OT HOMHHaJlbHOro CO,D.ep)l(aHHll 
C21H2sClN2Or 2HC1 (L(ernpm1rna 
iAlffH.ll.POXJIOpHJl.) 41;pe3 30 MHH. 

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

OJl.HOpOAHOCTb A03HpOBaHHhlX 6.4 ~han 15.0 / TioKa3aTeJih np11eMJ1eMocrn (AV) 
ell.HHHU iAOJI)l(eH 6bITh He 6onee 15,0. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
TipuMe'laHue: Tipo,D.yKT COOTBeTCTByeT Tpe6oeaHHllM H.[( 3aKJJIOlfeHne: O.l1:O6PEHO 

Prepared by/ Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
TIO.llfOTOBJieHO'. TipoeepeHo: Pravesh nposepeHo (AOK): Amit person / O.no6peHo: O6ecne'-!eH11e 
Ashish Kumar Rana 

{ 
Kumar 

,.,ec,,WOneTCT~~ 

> ~;_ 
Date I Date/ Date / I Date / U ·~, ... '2-()1.,g 
.[(arn:25.01.2026 .[(am: 25.01.2026 )lam: 25.01.2026 )lara: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



•·· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTMcI>MKAT AHAJIM3A 

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

Tel : +91 93166 56001-02 
www.drreddys.com 

Product: Cetrine film coated tablets, l 0 mg 
n p0n.yKT: Ue1wm@ TilfineTKH noKpb!Tble nneHO<iHOH 060JJ04KOH, l 0 Mr 

Market/ PbIHOK : Russia/ Poccm1 

Batch No./ 
V2600067 

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

; 
PaJMCp ccpmt 

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

: 890001859865 
Date of Analysis/ 

: 25.01.2026 
AHaJJHTH'leCKHH OT'leT .N"2 )].aTa auanuJa 
Date of Manufacture/ 

01/2026 
Date of Expiry / 12/2028 

D,aTa n1>0H3BO.L\CTBa 
: 

roJJ:eH JJ:O 
: 

Mfg. License No./ 
MA number:/ 

IlpoHJBOJJ:CTBeHHaH : MNB/05/263 
HoMep PY 

: JU1-NQ(005456)-(P1-RU) 
JIHU.eHJHH .N"2 
Analysis performed according ND:/ AuannJ nposeJJ:eH no H)].: JITI-.N"2(005456)-(Pr-RU)-150524 
Labclin2 and artworks approved:/ MammposKa n MaKeTbI yrnepiK/le1Jb1: 12.11.2024 

5 Impurities / TipnMecu 
Impurity A/ 
TipnMech A 
Impurity B / 
TipnMecb B 
Impurity C / 
TipnMech C 
Impurity D / 
TipnMeCb D 
Impurity E / 
TipnMecb E 
Impurity F / 
TipnMecb F 

Any individual unidentified 
impurity/ JlJ06a» en.11H11<1Ha» 
Hen.n.eHTH!pHl..(HpOBaHHa» npHMeCb 

Total impurities/ 
CyMMa npnMeceif 

Below LOD (LOD =0.005 %) / Hn)Ke 
npen.ena o6Hapy)KeHH» (TIO= 0,005 %) !Not more than 0.2 % / He 6onee 0,2 % 

0.05 % 

Not detected/ He o6Hapy)KeHa 

Not detected/ He o6Hapy)KeHa 

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

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

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

Below LOQ (LOQ = 0.023 %) / H11)Ke [Not more than 0.2 % / He 6onee 0,2 % 
npeJJ.ena Kon11<1ecTBeHHoro onpeJleneHHS! 

(TIKO = 0,023 %) 

Below LOD (LOD = 0.015 %) / Hn)Ke Not more than 0.2 % / He 6onee 0,2 % 
npe.n.ena o6Hapy)KeHH» (ITO= 0,015 %) 

0.06 % 

0.1 % 

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

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
IlpnMe'laune: Tipon.yKT cooTBeTcTByeT Tpe6oeaHH»M H,[( JaKJIIO'leuue: O)].OliPEHO 

1::=:::=======::::;:;::;;;:======:::::::::::=::;,:::========: 
Prepared by/ 
no)l.rOTOBJJeHo: 
A hi h Kumar 

Date/ 
)larn:25.01.2026 

Checked by I 
TipoeepeHo: Pravesh 
Rana 

1 
Date/ 
)laTa: 25.01.2026 

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

::==========: 
Date / 
)la-ra: 25.01.2026 

Approved by: Quality Assurance/Authorized 
person/ On.o6peuo: O6ecne<ieHHe 

KasecrnWOrnew~~ 

!Date/ 
,[(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 ~~• 

Product: Cetrine film coated tablets, 10 mg 

CERTIFICATE OF ANALYSIS 
CEPTll<l>llKAT AHAJill3A 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Vii i. Kho\, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, \NOIA 

Tel: +9193166 56001-02 
www.drreddys.com 

ITpoi1yKT: ~e-rp1rn® Ta6JieTKH, TIOKpbITble TIJieHO'iHOH o6oJIO'iKOH, 10 Mr 

Market/ P1,rnoK : Russia/ Poccm1 

Batch No./ 
V2600067 

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

: 
Pa1Mep cepnn 

: 
25,00,000 Ta6 

Analytical Report No./ 
: 890001859865 

Date of Analysis/ 
: 25.01.2026 

AuaJIHTH'lecKnu OT'leT N2 .LJ:an aHaJ1n1a 

Date of Manufacture/ 
01/2026 

Date of Expiry/ 
12/2028 

)laTa npOH3B0llCTBa 
: 

fot1eH llO 
: 

Mfg. License No. / 
MA number:/ 

IT pOH3B0llCTBeHHaH : MNB/05/263 
HoMep PY 

: JU1-N~(005456)-{Pf'-RU) 

JIHQeHJHH N2 
Analysis performed according ND:/ AHaJIHJ nposet1eH no H.LJ:: JIIT-N2(005456)-(Pf-RU)-150524 
Labeling and artworks approved: / MaPKHPOBKa u MaKeTbl yTBepiK,/\eH1>1: 12.11.2024 

N2 Test/ IT0Ka1aTeJ11> Result/ Pe1yJ11>TaTM Specification/ HopMa 

6 Water content/ 
1.5% 

Not more than 8.0% I 
Coi1ep:iKaune B0llbl He 6onee 8,0 % 

7 Microbiological purity* / 
MuKp06HOJIOrHlfeCKaH 
'IHCTOTa* 
a) Total aerobic microbial count/ Less than 10 CFU/g / Not more than 1000 CFU/g / 
06mee 'iHCJIO a3po6HblX MeHee 10 KOE/r He 6onee 1000 KOE/r 
MHKpoopramt3MOB 

b) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g I 
mould count I 06mee 'iHCJIO MeHee 10 KOE/r He 6onee 100 KOE/r 
~pO>K>KeBblX 11 TIJieCHeBblX rpw6os 

c) E.coli Absent in lg / OTcYTcTByeT B 1 r Shall be absent in 1 g / OTcyTCTBHe B 1 r 
8 Assay/ KOJIHlfeCTBeHHOe Not less than 9.0 mg and not more than 

onpeJ.1,eJ1e1rne I 1.0 mg C21H2sCIN203·2HCI (cetirizine 

9.92 mg /9,92 Mr 
dihydrochloride) in tablet (between 90,0 % 

99.2 % 
and 110,0 % of label claim). I OT 9,0 Mr i10 

11,0 Mr C21H2sClN20r2HCI (uernpH3HHa 
)lHrH.UpOXJIOpHJl) s Ta6JieTKe ( OT 90,0 % .uo 
110,0 % OT HOMHHaJihHOro CO,l],ep>KaHmi). 

Remarks : The Product confirms to ND/ 

I
IConclusion : APPROVED/ 

ITpllMC'llllme: npo.flyKT COOTBe'rCTByer i-pe6oeaH1-1l1M H,[( JaKJIIO'leHue: O.LJ:OliPEHO 

Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized 
lloJ1rorosneHo: npoeepeHo: Pravesh nposepe1.10 (AOK): Amit person / 0Ao6peHo: 06ecne'ieHHe 
A hi h Kumar Rana 

1 
Kumar ,,,,=WOTBmT~ 

ffe /\~ 
Date / 

'

Date/ Date/ !Date / ~d>)•-~t.-E, 
)],aTa :25.01.2026 Jlarn: 25.01.2026 .l].ara: 25.01.2026 :,ll.arn: 

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telarigana, India 
Tel: +9140 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, INDIA 

Tel : +91 93166 56001-02 
www.drreddys.com 

Product: Cetrine film coated tablets, 10 mg 
llpoJJ;ytn: 1.J,eTpI1H® Ta6JJeTKl1, noKpblTbie rmeHO'IHOH o60JIO'IKOH, 10 Mr 

Market/ P1>rnoK : Russia/ PoccID! 

Batch No./ 
V2600067 

Batch Quantity/ 25,00,000 tab I 
Cepm1 .N2 

: 
Pa3Mep cepuu 

: 
25,00,000 rn6 

Analytical Report No./ 
: 890001859865 

Date of Analysis/ 
: 25.01.2026 

AttaJIHTH'leCKHH OT'leT .N2 ,UaTa auaJIH3a 

Date of Manufacture/ 
01/2026 

Date of Expiry/ 
12/2028 

,UaTa DPOH3BOJJ;CTBa 
: 

roJJ;eH AO 
: 

Mfg. License No. / 
MA number:/ 

llpOH3B0JJ;CTBeHHaH : MNB/05/263 
HoMep PY 

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

JIHUCH3HH .N2 

Analysis performed according ND:/ AHaJIH3 npoBeJJ;eH no H,U: JIII-.N2(005456)-(Pr-RU)-150524 
Labelin2 and artworks aooroved: / MapKHPOBKa u MaKeTbI YTBep,K,QeH1>I: 12.11.2024 

.N2 Test I IloKa3aTeJib Result/ Pe3yJILT3Tbl Specification/ HopMa 

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

iLJ,eneHHe Ta6JieTOK 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 
r,5 % to 125 % of the average mass. / 
rra6JJeTKl1 COOTBeTCTB)'IOT Tpe60B8Hl1HM, eCJJl1 
He 6oJJee 1 e)ll1H11'1H8H Macca OTKJIOHHeTCH 38 
npe)leJJbl 85%-115% OT cpe)lHeH MaCCbl. 

rra6JJeTKl1 He COOTBeTCTBYIOT Tpe60B8Hl1HM, 
ecJ111 6onee 'leM 1 11HA11B11AyaJJbHaH Macca 
OTKJIOHHeTCH OT 3THX npe,ll,eJJOB 111111, ecm, 1 
11H,ll,11B11,ll,yaJJbHaH Macca OTKJJOHHeTCH 3a 
npe,neJJbl 75%-125% OT cpe,nHeH MaCCbl. 

Remarks : The Product confinns to ND/ Conclusion : APPROVED / 
IlpttMe'laHue: Ilpo,nyKT cooTBeTcrnyeT Tpe6oeaHl1HM H,[( 3aKJIIO'leHue: O,1],OliPEHO 

Prepared by/ Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
flo.nrOTOBJJeHO: flpoeepeHo: Pravesh flposepe1w (AOK): Amit person I O.no6peHo: O6ecne'leH11e 
Ashish Kumar Rana 

i 
Kumar ,asecrna/OrneTCTae~ ~ 

~ /'~ 
Date/ Date I Date I IDate / <7,.,? --o l- ?® 2--( 
llam:25.01.2026 ,[(am: 25.01.2026 ,[(am: 25.01.2026 ,[(am: 

Registered Office: 8-2-337, Road No. 3, 13anjara Hill s, Hyderabad - 500034, Telarigana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.corn 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



••· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTM <I> MKA T AHAJIM3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Badd i, 

Distt. Sol an, H.P., 173 205, INDIA 

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

Product: Cetrine film coated tablets, 10 mg 
ITpo.uyKT: l.J,e-rp,rn® Ta6JJeTKl1, nOKPblTbie nJJeHO'!HOH o60JIO'!KOH, 10 Mr 

Market/ PM HOK : Russia/ Pocc11.11 

Batch No./ V2600067 Batch Quantity/ 25,00,000 tab / 

Cepm1 .N2 
: 

PaJMep cepnn 
: 

25,00,000 rn6 

Analytical Report No./ 
: 890001859865 

Date of Analysis/ 
: 25.01.2026 

AnaJJHTH'leCKHH OT'leT .N2 ,/1,aTa anaJJH33 

Date of Manufacture/ 
01 /2026 

Date of Expiry/ 
12/2028 

,/1,aTa npOH3B0.UCTB3 
: 

fo,lleH ,llO 
: 

Mfg. License No./ 
MA number:/ 

ITpOH3B0,llCTBeHHaH : MNB/05/263 
HoMep PY 

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

JJHll,eHJHH .N2 

Analysis performed according ND:/ AnanuJ npose.uen no H,/1,: JIIT-.N2(005456)-(Pf-RU)-150524 
Labeling and artworks approved:/ MapKHPOBKa H MaKeTbl VTBepmt1:eHb1: 12.11.2024 

.N2 Test I IToKaJaTeJJb Result/ PeJyJJbTaTbt 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 information leafl et in 
leaflet in a carton. / ITo 10 Ta6JJeTOK B a carton./ 
ITBX/Il,[{BX//amoM11H11eBoM 6m1cTepe. TTo 10 Ta6neTOK s 
[lo 3 6JJHCTepa BMecTe c JJHCTKOM- ITBX/IT,l],BX//amoMHHHeBoM 6nHcTepe. ITo 2 
BKJJa,llblWeM ynaKOB3Hbl B na4KY HJll1 3 6JJHCTepa BMeCTe c JJHCTKOM-
KapTOHH)'IO. BKJlatJ,blWeM ynaKOBaHbl B na'!KY KapTOHHYIO, 

* 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./ IlposOA11TCH npoH3BOA11TeJJeM np1-1 BbmycKe nepHOAH'!eCKH: All» Ka)l{AOH 20-011 
cep1111 11n11 He Mettee 1 pa3a B roA. IToKa3aTeJJb MO)l{eT 6bJTb He BKJIJO'!eH B CepT11Q)11KaT attamna <lmpMbl. 

API name/ HauMenosan1-1e A<l>C: Cetirizine dihydrochloride / Uernp11J11Ha AHrHAPOXJ1op11A 

INN /MHH: Cetirizine / l.J,ernp11111H 

API manufacturer batch number / BT00X25003, BT00-25058 
HoMep cepnn npon1so.unTeJJH A<l>C: 
FP Manufacturer API Batch number/ FESA00620, FESA0062 l 
HoMep cepnn cy6CT3HUHH npOHJBO.llHTeJJH fJI<I>: 
API Manufactured by & country/ Glochem Industries Private Limited, India/ 
IlpouJBOiJ.HTeJib A<l>C, cTpana: rnoxeM Htt.11,acTp11ec ITpa11B11T Jl11M11Te.11,, 11HAHH 

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

RcmlU'ks : The Product confirms to ND/ Conclusion : APPROVED / 
ITpnMe'laHne: npon:yKT COOTBeTCTByeTTpe6osaH l1JfM H)l 3atcmoqe1111e: O,/1,OliPEHO 

Prepared by / 
no.[lrOTOBJTeHO: 

Ashish Kumar 

> 
Date/ 
)larn:25.01 .2026 

Checked by I Checked by (AQA) / Approved by: Quality Assurance/Authorized 
rlpoBepeHo: Pravesh TTposepeHo (AOK): Amit person / OAo6petto: O6ecne'!eH11e 
Rana 

{ 
Kumar ,a,ecrna/OTeeTCTSeH~~ 

f_/~ 

Date / Date I I Date/ ~ --e-1 •- '"2-e> t-B 
)],am: 25 .01.2026 ,l],aTa: 25.01.2026 ,UaTa: 

Regi stered Offi ce: 8-2-33, , Roa d No. 3, Banjara Hi ll s, Hyderabad - 500034, Telanga na, India 
Tel: +9140 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



••· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTM <l>MKA T AHAJil13A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagilrh Road, Baddi, 

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

Tel: +91 93166 56001-02 

www.drreddys. com 

Product: Cetrine· film coated tablets, 10 mg 

ITpo,nyKT: UeTp1rn® Ta6neTKl1, nOKPblTbie rn1eHO'IHOH o6ono<tKOH, 10 Mr 

Market/ PblHOK : Russia I Pocc11ll 

Batch No./ 
V2600067 

Batch Quantity I 25,00,000 tab / 

CepHH N2 
: 

PaJMep cepuu 
: 

25,00,000 Ta6 

Analytical Report No./ 
: 890001859865 

Date of Analysis/ 
: 25.01.2026 

AHaJIHTHqecKHH OT<teT N2 .l1:aTa auaJIH3a 

Date of Manufacture/ 
01/2026 

Date of Expiry/ 
12/2028 

)laTa npOH3B0JlCTBa 
: 

ro}leH JlO 
: 

Mfg. License No./ 
MA number:/ 

fipOH3B0JlCTBeHH3H : MNB/05/263 
HoMep PY 

: JITT-N'<.!(005456)-(Pf-RU) 

JIH u.eu3HH N2 
Analysis performed according ND:/ AuaJiu3 npoae}leu no H,a:: JITI-N2(005456)-(Pr-RU)-150524 
Labelin2 and artworks aooroved: / MapKHPOBKa H MaKeTbI YTBep,K,UeHbI: 12.11.2024 

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

HauMenoBauue, a,a:pec, JIHQeHJHH ,a:JIH / llpm11so~cTBeHHOe no~pa1~enem-1e-6, BHJIJI. KxoJih, 

IIpouJBo,a:crneuuaH nJioma,a:Ka / IIJioma,n:Ka Hanarapx Poy~, Ea~~H, ,n:wcTpHKT ConaH, X.11., 173205, 
KOHTPOJIH Ka'leCTBa / IIJioma,n:Ka BbIDYCKa l1H~Hll (nm.~eH3Hll NQ 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». 
3aKJIIOqeuue O C00TBeTCTBHH: «HacTOllll\HM SI 00,UTBep)l(,UaJO, 'ITO npHBe,UeHHal! Bblllle l1H!pOpMau11S1 l!BJJl!eTCll ,UOCTOBepHOH H 
TO'lHOH. 3m cep11S1 npo,uyKUl-111 np0113Be,UeHa (BKJIJO'lal! ynaKOBKY (MapK11pOBKY) 11 KOHTpOJlb Ka'leCTBa) Ha BblllleyKa3aHH0H 
np0113B0,UCTBeHHOH ITJI0ll.\a,UKe (nJJOLUa,UKax) B UOJIHOM COOTBeTCTBl-ll1 C Tpe6oBaHl1llMl1 IlpaBI-IJl Ha,UJJe)l(all\eH np0113B0,UCTBeHH0H 
npaKTl1Kl1 EBpa311HCKOro 3K0H0MH'leCKoro COJ03a 11 Tpe6oBaHl1l!Ml1 K0HTpOJJll Ka'leCTBa JleKapCTBeHHbIX cpe,UCTB, a TaK)l(e B 
COOTBeTCTBl111 co cneump11KaUl1llMH, co,uep)l(all\11Ml1CH B perncTpau110HHOM ,UOCbe CTpaHbl-1-!MUOpTepa. 3an11c11 no np0113B0JlCTBY, 
ynaKOBKe 11 aHaJ11-13y npoBepeHbl, 11 ycTaHOBJieHO I-IX COOTBeTCTBHe Tpe6oBaHl1l!M IlpaBHJI Ha,UJJe)l(all\eH np0113B0,UCTBeHHOH 
npaKTI-IKl1 Espa311HCKoro 3KOHOMl-l'leCKOro COI03a». 

Remarks : The Product confirms to ND/ 

I
IConclusion : APPROVED/ 

flp1u1c•1auue: npo.11.yKT coOTBeTCTBYeT Tpe60BaH11S1M HJ.I. 1a1cmo'le1111c: O.il:OliPEHO 

Prepared by I Checked by I Checked by (AQA) I Approved by: Quality Assurance/Authorized 
Ilo,uroToBJJeHo: TTpoBepeuo:Pravesh TTpoBepeHo (AOK): Amit person / O,uo6peHo: O6ecne'lett11e 
Ashish Kumar Rana 

1 
Kumar Ka'leCTBalOTBeTCTBeHHOe JII-IUO: ~ 

~ ~ ~~ 
Date/ Date/ Date/ IDate / 'JA?--01,- 1--0'-G J.l.arn:25.01.2026 J.l.arn: 25.01.2026 [lam: 25.01.2026 [{an: 

Registe red Office: 8-2-337, Road No. 3, Banjara Hill s, Hyderabad - 500034, Telangana, India 
Tel : +9140 4900 2900, Fa x: +91 40 4900 2999, Ema il: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 


