
•·· Dr.Raddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTII <I> IIKAT AHAJIII3A • 

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

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

Tel: +91 98166 56001-02 

www.drreddys.com 

Product: Cetrine film coated tablets, IO mg 

Ilpot1;y1n: U:eTpttH® Ta6JJeTKH, noKpb!Tbie nJJeHOlfHOH o60JJOlfKOH, 10 Mr 

Market/ PbIHOK : Russia/ Poccm, 

Batch No./ 
: V2600376 

Batch Quantity/ 25,00,000 tab I 
CepuH N2 Pa1Mep cepuu 

: 
25,00,000 Ta6 

Analytical Report No. / 
: 890001867479 

Date of Analysis/ 
: 27.02.2026 

AHaJIHTH'leCKHH OT'leT N2 ,UaTa· auaJIHJa 

Date of Manufacture/ 
: 02/2026 

Date of Expiry / 
01/2029 

,UaTa IlPOHJBO)l;CTBa rot1;eH AO 
: 

Mfg. License No./ 
MA number:/ 

IlpoHJBO)l;CTBeHH3H : MNB/05/263 
HoMep PY 

: J1Il-NQ(00545 6)-(Pf-RU) 

JIHUeHJHH N2 
Analysis performed according ND:/ AuaJIHJ nposet1;eu no H,U: JIII-N2(005456)-(Pr-RU)-150524 
Labeling and artworks annroved: / MapKuposKa " MaKeTbt yTsep,K,lJ,eHbt: 12.11.2024 

N2 Test I IloKaJaTeJib Result/ Pe1yJibTaTbt 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. I side. White to off-white core on cross section. 

KpyrnbJe )lBOl!KOBbITTYKJJbJe Ta6JJeTKH, / KpyrJlb1e )l;BOl!KOBbITTYKJJbie Ta6JJeTKH, 
noKpbITbie nJJeHO'-IHOH o6oJJO'-IKOH noKpb!Tbie nJJeHO'-IHOH o60JJOlfKOH 6eJJoro 
6eJJoro U:BeTa, C p11CK0H Ha 0)lH0H 11JIH TI0'-ITH 6eJJoro U:BeTa, C pHCKOH Ha Otl;HOH 
CTOpOHe. Ha nonepe'-IHOM pa3pe3e - CTopoHe. Ha nonepe'-IHOM pa3pe3e lltl;pO OT 

ll,l.l,po 6eJJoro u:sern. 6eJJoro ,1.J,O no'-ITH 6eJJoro U:BeTa. 

Remarks : The Product confoms to ND/ Conclusion : APPROVED / 
IlpttMe'lauue: Ilpo)lyKT coorneTcrnyeT Tpe6oBaHHl!M H,U 3aKJIIO'leuue: O,UOEPEHO 

Prepared by / 

Pravesh Rana 
ITon.roTOBJJettoi · 

Date/ 
.lJ.aTa:25.02.2026 

Checked by / Checke-0 by (AQA) I Approved by: Quality Assurance/Authorized 
IlponepeHo: Ramakant TTpoeepe1-10 (AOK): Amit person / O.D,ci6peHo: O6ecnelfeHue 

~~ 
Kumar 

ka•,ecr~0TOOTOT~ ~ 

/\~ 
Date / IDate / IIDate / <2-,£·~ 1-:-- ?-,e) ?-b . .Uarn: 25 .02.2026 :)laTa: 25.02.2026 .lJ.aTa: 

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 
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•·· Dr.Red'dy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTM<l>MKAT AHAJIM3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Kho!, 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 
IlpoJJ,y1a: UeTptttt® rn6neTKtt, ITOKPbIThie rrneHOLIHOH o6oJIOLIKOH, 10 Mr 

Market/ PblHOK : Russia / Poccm1 

Batch No./ 
: V2600376 

Batch Quantity I 25,00,000 tab I 
CepttH .Ng Pa3Mep ceptttt 

: 
25,00,000 Ta6 

Analytical Report No./ 
: 890001867479 

Date of Analysis / 
: 27.02.2026 

AuaJIHTH'leCKHH 0T'leT _Ng ,llaTa auaJitt3a 

Date of Manufacture/ 
: 02/2026 

Date of Expiry/ 
01/2029 

Jl:aTa np0H3B0/J,CTBa roJJ,eH /J,0 
: 

Mfg. License No,/ 
MA number:/ 

IlpOH3B0/J,CTBeHH3H : MNB/05/263 
HoMep PY 

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

JlHl.-leH3HH .N2 
Analysis performed according ND:/ AuaJitt3 npoBeJJ,eH no H,U: JIII-.N2(005456)-(Pr-RU)-150524 
Labelin2 and artworks approved:/ MapKttpOBKa u MaKeTbl YTBepmJJ,eHbl: 12.11.2024 

.NQ Test I IloKa3aTeJib Result I PeJyJibTaTbI Specification / HopMa 

2 Identification / The retention time of the main peak in the The retention time of the main peak in the 
l-beuTtt4'ttKaL1ttH chromatogram of test solution comply chromatogram of test solution should comply 

with the retention time of the main peak with the retention time of the main peak in the 
HPLC/B3)KX in the chromatogram of Cetirizine chromatogram of Cetirizine HydrochloridA 

Hydrochloride reference standarj reference standard solution (section "Assay"). I 
solution./ BpeMR y,uep)l(l1BaHirn OCHOBHOro ITttKa Hj 
BpeMR yJJ,ep;1urnaH11R OCHOBHOro ITttKa H xpoMaTorpaMMe 11CIThITyeMoro pacTBop~ 
xpoMaTorpaMMe HCIThITyeMoro pacTBOpu,UOJI)l(HO COOTBeTCTBOBaTb speMeHH 
C00TBeTCTByeT speMem-1 y JJ,ep)l(i,rnaHttR y,uep)l(ttBaHttR 0CH0BH0ro ITH Ka Ha 
0CH0BH0ro ITHKa Ha xpoMaTorpaMMe xpoMaTorpaMMe CTaH,uapTH0r0 pacTBopa 
CTaH,uapTH0ro pacTBopa u:eTttpH311Ha u,eTttp113HHa r11,upoxnop11,ua (pa1,uen 
rn,upoxnop11,ua. <KOJil1'{eCTBeHHoe onpeJJ,eJieHtte»). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
flpttMe'lauue: ITpo,uyKT cooTBeTcTByeT Tpe6osamrnM H)J; 3aKJito'leuue: O,UOEPEHO 

I!======= ==:::::;,:=======:===,;========~:========== 
Prepared by/ 

n o.l],rOTO BJieHO'f 
Pravesh Rana 

l'1 

Date / 
.[laTa:25 .02.2026 

Checked by/ 
TTp0eepeH0! Ramakant 

Date / 
nan: 25.02.2026 

Checked by (AQA) I 
npoeepeHo (AOK): Amit 
Ku mar 

..-A....-

Date / 
,UaTa: 25.02.2026 

Approved by: Quality Assurance/ Authorized 
person / O,uo6peHo: O6ecrre11eH11e 

, asema/OTmcTB~~ 

[
Date/ 

narn: '2-'g ,--z, '2--- 1-0 1--b 

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.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 98166 56001-02 
www.drreddys.com 

Product: Cetrine film coated tablets, 10 mg 
Ilpo)lyKT: IJ.eTPHH® Ta6J1eTKH, nOKPhlTbie nneH04HOH o6on04KOH, 10 Mr 

Market / P1,rnoK : Russia/ Pocc11ii 

Batch No./ 
: V2600376 

Batch Quantity/ 25,00,000 tab/ 

CepnH N2 PaJMep cepnn 
: 

25,00,000 Ta6 

Analytical Report No./ 
: 890001867479 

Date of Analysis / 
: 27.02.2026 

AuaJIHTH'leCKHH OT'leT N2 ,UaTa auannJa 

Date of Manufacture/ 
: 02/2026 

Date of Expiry/ 
01/2029 

,UaTa npoHJBO)lCTBa ro)leH JlO 
: 

Mfg. License No. / 
MA number:/ 

IlpOHJBOJlCTBeHHaH : MNB/05/263 
HoMep PY 

: JITT-NQ(Q05456)-(Pr-RU) 

nnueuJHH N2 
Analysis performed according ND:/ Auann1 npose)leH no H,U: JII1-N2(005456)-(Pr-RU)-150524 
Labeling and artworks approved:/ MapKnposKa " MaKeTbI yTsep,KJ1,euM: 12.11.2024 

N2 Test/ IloKaJaTeJib Result/ Pe1yJ11>TaTbl Specification/ HopMa 

UV- spectrophotometry I Complies I CoorneTcrnyeT The UV-spectrum of the test solution and thd 

Cetirizine Hydrochloride reference standar~ Y<l>- cneKTpocpoTOMeTpHll 
solution in the range 200 nm to 400 nm shout 
exhibit maxima absorbance at about the sam 
wavelengths with an allowed variation of± 
nm. I Y<l>-cneKTphI nornorueHHll 11cnh1TyeMorol 
pacTBopa 11 CTaHJlapTHoro pacrnop~ 
lleT11pH3HHa rn,11;poxnop11)la B 06nacT11 OT 200 
µ:i,o 400 HM )l0Jl)l(Hbl HMeTb MaKCl1MYMhl 
nornomeH11ll np11 OAHOH 11 TOH )Ke An11m 
BOJ1Hhl c )],onycTl1MhIM OTKJlOHeHHeM ± 2 HM. 

3 Dissolution/ PacTsopeune Not less than 80% (Q) of the labeled amount 
of C21 H2sClN2O3· 2HC1 (cetirizine 

98 %; 100 %; 101 %; 101 %; 103 %; kiihydrochloride) after 30 min. I He MeHee 
101 %. 80 % (Q) OT HOMl1HaJlhH0ro C0)lep)KaHl1ll 

K::21 H2sClN2O3 • 2HCI ( u.ernp11311Ha 
ID,HrH)lPOXJ10Pl1)l) 4epe3 30 MHH. 

4 Uniformity of dosage units / Acceptance value (AV) should be not more 
O)lHOp0)],HOCTb )l03HpOBaHHblX 4.7 than 15.0 I TToKa3aTenh np11eMJ1eMOCT11 (AV) 
e)lHHHU. ,D,0Jl)KeH 6hITh He 6onee 15 0. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
ITpnMe'laune: TTpOAYKT coorneTcrnyeT Tpe6osaHHllM H.U 3aKmoqeune: O,UOEPEHO 

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

TToJ1rOTOBJ1eH01 · TTpoeepe1-10: Ramakant TTposepeHo (AOK): Amit person / O,no6peHo: O6ecne4ett11e 
Pravesh Rana 

~ 
Kumar 

"8<0CTea/0TBeTC,-B~ O~ 

/"r~ 
Date/ Date/ Date/ IDate / 

0,~---02--·-'2.-€)7.k )laTa:25.02 .2026 )],am: 25.02.2026 )],am: 25 .02.2026 )],am: 

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

CIN : L85195AP1984PLC004507 
www.drreddys.com 
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•·· Dr.Reddy'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 98166 56001-02 
www.drreddys.com 

Product: Cetrine film coated tablets, 10 mg 
IlpoAyKT: U:eTpHH® Ta6JleTKH, noKphITbie nneHO'fHOH o60Jl0'IKOH, 10 Mr 

Market/ PM HOK : Russia I Pocettll 

Batch No./ 
: V2600376 

Batch Quantity / 25,00,000 tab/ 
CepuH .N'2 Pa3Mep cepuu 

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

: 890001867479 
Date of Analysis / 

: 27.02.2026 
AHaJIHTH'leCKHH OT'teT .N'! )l;aTa aHaJIH3a 

Date of Manufacture / 
: 02/2026 

Date of Expiry/ 
01/2029 

llaTa npott3BOACTBa roAeH AO 
: 

Mfg. License No./ 
MA number:/ 

IlpOH3BOACTBeHHaH : MNB/05/263 
HoMep PY 

: JITI-N!!(005456)-(Pf-RU) 
JIHU,eH3HH .N'! 
Analysis performed according ND:/ AHaJIH3 npoBeAeH no H)l;: JIIl-.N'2(005456)-(Pr-RU)-150524 
Labelin~ and artworks aooroved: / MapKHPOBKa u MaKeTbI yTBep,imeHbI: 12.11.2024 

5 lmpurities / IlpuMecu 
nmpurity A/ 
Op11Mech A 
Impurity B / 
np11MeCb B 
Impurity C / 
TTp11MeCb C 
lmpurityD / 
TipHMecb D 
lmpudty E / 
TTpHMecb E 
Impurity F / 
TTpmvteCb F 

'Any individual unidentified 

Below LOD (LOD =0.005 %) / HmKe 
npe,nena o6Hapy)l(eHHll (TIO= 0,005 %) !Not more than 0.2 % I He 6onee 0,2 % 

0.04% 
Not detected/ He o6Hapy)l(eHa 

Below LOD (LOD =0.001 %) / HH)l(e 

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

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

rrpe,nena o6Hapy)l(eHHll (ITO= 0,001 %) jNot more than 0.2 % / He 6onee 0,2 % 

Below LOQ (LOQ = 0.023 %) / HH)l(e jNot more than 0.2 % / He 6onee 0,2 % 
npe11e;ia KOJlWieCTBeHHOfO onpe,neneHHll 

(TIKO = 0,023 %) 

Below LOD (LOD = 0.015 %) / HmKe 
npe,nena o6Hapy)l(eHHll (TIO= 0,015 %) !Not more than 0.2 % / He 6onee 0,2 % 

impurity I Jlio6all eAHHw-rnall I Below LOQ (LOQ = 0.05%) I HmKe 
He1111eHTwcp11u11poaa~11-1aJ1 npwMeCh npe11ena K0J1H11ecTBeHHoro onpe,neneHHH~ ot more than 0.2 % / 

(TIKO = 0,05 %) IHe 6onee 0,2 % 

h.'otal impurities / 
CyMMa npHMecefi 0.0443 % 

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

!
Remarks : The Product confirms to ND/ IIConclusion : APPROVED/ 
npuMe'laHue: ITpo,nyKT cooTBeTcTByeT Tpe6oeaHHllM HJJ: 3aicnio•1cH11e: O)l;OEPEHO 

1::=========::::::::;;:=============tt=========:~========== 
Prepared by/ Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized 
no11roT0BneHo:f Tlposepetto: Ramakant ITpoeepetto (AOK): Amit person / O,no6peHo: O6ecne11eHHe 

P.-.vesh Rana J ~ K,ma< /\,.--/' .,.-- """"'"'Om=ae~ 

Date/ 
,Uarn:25 .02 .2026 

Date/ Date/ 
D,aTa: 25.02.2026 ,UaTa: 25.02.2026 [

Dare/ 
J].aTa: ~ ,-z) ·'2.,.;-'7..-0t...--f!, 

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.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 
CEPTI:I <I> l:IKA T AHAJII:13A 

Product: Cet1ine film coated tablets, 10 mg 
IlPOJJ.YKT: UeTp11tt® rn6neTK11, noKpbIThJe nneH04HOtt o6oJI04Koi1, 10 Mr 

Market/ P1,rnoK : Russia/ Poccm1 

Batch No./ 
: V2600376 

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

: 
25,00,000 Ta6 

Analytical Report No./ 
: 890001867479 

Date of Analysis / 
: 27.02.2026 

AHaJJHTH'-teCKHH OT4eT .N2 LI:aTa anaJJHJa 

Date of Manufacture / 
: 02/2026 

Date of Expiry/ 
01/2029 

llaTa npoHJBOACTBa roAeH AO 
: 

Mfg. License No./ 
MA number:/ 

IlpOH3BOACTBeHHaH : MNB/05/263 
HoMep PY 

: JU1-N2(005456)-(Pr-RU) 
JJHUeH3HH .N2 
Analysis performed according ND:/ AnaJJH3 npoBeAeH no HLI:: JIU-.N2(005456)-(Pr-RU)-150524 
Labelin~ and artworks anoroved: / MapKHPOBKa H MaKeThl YTBep,KJJ;eHM: 12.11.2024 

.N2 Test I IloKaJaTeJJh Result/ Pe3yJJhT3Thl Specification/ HopMa 
6 !Water content/ 

3.0 % 
rNot more than 8.0% I 

CoAepJKaHHe BOAhl He 6onee 8,0 % 

r7 Microbiological purity* / 
MHKp06HOJJOfll'teCK3H 
'IHCTOT3* 
a) Total aerobic microbial count/ NA !Not more than 1000 CFU/g / 
O6mee 411cno a:ipo6tth1x He 6onee 1000 KOE/r 
M11KpoopraHl13MOB 

NA 
b) Total combined yeasts and !Not more than 100 CFU/g / 
mould count/ O6mee 411cno He 6onee 100 KOE/r 
Apm10KeBblX 11 nnecHeBblX rp1160B NA 

c) E.coli Shall be absent in 1 g / OTCYTCTB11e B 1 r 
8 Assay / KoJJtt'teCTBeuuoe Not less than 9.0 mg and not more than 

onpeJJ,eJJeutte 11.0 mg C21H2sClN2Or2HCI (cetirizine 

10.13 mg/10,13 Mr 
dihydrochloride) in tablet (between 90,0 % 

101.3% 
and 110,0 % oflabel claim)./ OT 9,0 Mr AO 
11,0 Mr C21H2sClN2O3·2HCl (uernp11111tta 
A11r11Jlp0XJJOP11Jl) B Ta6JieTKe ( OT 90,0 % AO 
110 0 % OT HOMl1HaJibHOro COAep)KaHml). 

R emarks : The Product confirms to ND/ C onclusion : APPROVED / 
Ilp11Me•iaH11e: TTpo.llyKT cooTBeTCTByeT Tpe6oeaHJ,tSIM H)], 3 aKJ1 lO'le1111e: O,ll,06PEHO 

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized 

Oo.LJ.roTOBJietto: i TTpoeepetto: Ramakant TTpoeepetto (AOK): Amit person I O.no6petto: O6ecne4ett11e 
Pravesh Rana /i 

~ 
Ku mar 

"'°'"WOrnOTOTSO~ ~ 

[' /;_ 
Date / Date/ Date / IDate / <?.-)S--O 2=- 2.0--U /.J.aTa:25.02.2026 ,UaTa: 25.02.2026 /.1.aTa: 25.02.2026 ,l.laTa: 

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 
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•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTII<l>IIKAT AHAJIII3A 

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

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

Product: Cetrine film coated tablets, 10 mg 
IlpOJIYKT: Ll,eTpHH® Ta6JleTKH, noKpblTble nJJeHO'iHOH o60JlO'lKOH, 10 Mr 

Market/ P1,rnoK : Russia/ Poccm1 

Batch No./ 
: V2600376 

Batch Quantity/ 25,00,000 tab / 
Cepm1 .N'! Pa3Mep cepnn 

: 
25,00,000 Ta6 

Analytical Report No./ 
: 890001867479 

Date of Analysis / 
: 27.02.2026 

AuaJJHTH'leCKHH OT'leT .N'! ,[(aTa auaJJHJa 

Date of Manufacture/ 
: 02/2026 

Date of Expiry/ 
01/2029 

,[(aTa npOH3B0,!J.CTBa ro,!J.eH )1.0 
: 

Mfg. License No. / 
MA number:/ 

IlpOH3B0,!J.CTBeHHaH : MNB/05/263 
HoMep PY 

: JITI-NQ(005456)-(Pf-RU) 
JIHl.(eH3HH .N'! 

Analysis performed according ND:/ AuaJJH3 nposeJJ.eH no H,[(: JIIl-.N'!(005456)-(Pr-RU)-150524 
Labeling and artworks aoorovcd: / MapKnposKa " MaKeThI yTsep,KJJ.eu1,1: 12.11.2024 

.N'! Test/ IloKaJaTeJ11> Result I PeJyJ11>TaT1,1 Specification/ HopMa 

9 Subdivision of tablets / Complies I CoorneTcrnyeT !The tablets comply with the test, if not more 
,[(eneune 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 l individual mass is outside these limits 
or, if 1 individual mass is outside the limits of 
75 % to 125 % of the average mass./ 
1Ta6J1eTKH COOTBeTCTB)'IOT Tpe6osaHH.SIM, eCJIH 
ue 6onee 1 e.uHHH'iHa)I Macca OTKJIOH)leTc.si 3a 
npe,ll.eJlbl 85%-115% OT cpe.uueii MaCCbl. 
ITa6neTKH ue coorneTcrnyIOT Tpe6osaHH)IM, 
ecm1 6onee LfeM 1 HH.UHBH.Uyan1,ua.si Macca 
OTKJlOH.SleTC.SI OT 3THX npe.uenoB HJlH, ecm-1 1 
HH,!UfBH.UyaJlbHa.SI Macca OTKJlOH.SleTC.SI 3a 
npe.ueJJbl 75%-125% OT cpe,UHCH MaCCbl. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMe'laHHe: Tipo.uyKT COOTBeTCTByeT Tpe6osaHHllM H.D: 3aKJJIO'ICHHe: O,[(OBPEHO 

Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized 

00JifOTOBJleH01 . TTposepe1-10: Ramakant nposepeuo (AOK): Amit person / O.uo6peuo: O6ecne1Jeu11e 
Pravesh Rana 

~,§ 
Kumar .,,,rnn,JOrneTCrne~ 

/\~~ 
I 

Date/ Date / Date I IDate / <L-~ .-c, '"2-:- ?...b 2..(; ,/laTa:25 .02.2026 }laTa: 25.02.2026 [lam: 25.02.2026 )laTa: 

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

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

CERTIFICATE OF ANALYSIS 
CEPTH<l>MKAT AHAJIM3A 

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

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

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

Product: Cetrine film coated tablets, 10 mg 
Ilpoi.yKr: U:eTp11tt® rn6neTKl1, noKpbITbie nnettolJHOH o6ono4KOH, 10 Mr 

Market / PbrnOK : Russia / Poccm1 

Batch No./ 
: V2600376 

Batch Quantity / 25,00,000 tab / 
Cepnst }fo PaJMep cepnn : 

25,00,000 rn6 

Analytical Report No./ 
: 890001867479 

Date of Analysis / 
: 27.02.2026 

AnaJIHTH'leCKHH OT'leT .N'2 ,lJ,aTa anaJIHJa 
Date of Manufacture / 

: 02/2026 
Date of Expiry/ 

01/2029 
,lI,aTa npoHJBOJJ,CTBa roi.en AO 

: 

Mfg. License No. / 
MA number:/ 

IlpOHJBOJJ,CTBeHHaH : MNB/05/263 
HoMep PY 

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

JIHU,eHJHH .N'2 

Analysis performed according ND:/ AnaJIHJ npoBeJJ,eH no H,lI,: JIIl-.N'2(005456)-(Pr-RU)-150524 
Labeling and artworks approved:/ MapKnpoBKa n Matcen,1 yrnep~enhl: 12.11.2024 

.N'2 Test I IloKaJaTeJlb Result/ PeJyJJhTaTbl Specification/ HopMa 
JO Package/ YnaKOBKa 10 tablets in PVC/PVDC//aluminum 10 tablets in PVC/PVDC//aluminum blister. 2 

olister. 3 blisters and patient information or 3 blisters and patient information leaflet in 
leaflet in a carton. I no 10 rn6neToK s a carton. I 
CTBX/ITABX//amoM11tt11esoM 6n11cTepe. flo 10 rn6nernK B 
Do 3 6n11cTepa BMeCTe C J111CTKOM- ITBX/ITABX//amoM11tt11esoM 6n11cTepe. flo 2 
BKJia,IJ,bIWeM ynaKOBaHbl B nalfKY 11Jil1 3 6JIHCTepa BMeCTe C JIMCTKOM-
KapTOHHYJO. BKJla/J,bIWeM ynaKOBaHbl B nalfKY KapTOHHylO. 

* 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./ ITposO,IJ,MTCll npo113so,1J,11TeJieM np11 BhmycKe nep110,1J,11lJeCK11: ,IJ,Jlll Ka)K/J,OH 20-oti 
cep1,u.1 HJil1 He Mettee 1 pa3a B ro)l. floKa3aTeJib MO)KeT 6bITb He BKJIIOlJeH B CepTHQJHK31' attanl13a cl>HPMbl. 

API name/ HanMenoBanne A<l>C: Cetirizine dihydrochloride / U:ernp11311na ,1J,HrH,1J,poxnop11,1J, 

INN /MHH: Cetirizine / U:ernp11311tt 

API manufacturer batch number / BT00-25084 
HoMep cepuu npouJBOJJ.HTeJIH A<l>C: 
FP Manufacturer API Batch number/ FETA00032 
HoMep cepun cy6cTauu,nn nponJBO/:lHTeJIH r JI <I>: 
API Manufactured by & country / Glochem Industries Private Limited, India / 

IlponJBO/J,HTeJib A<l>C, CTpana: fnoxeM l1H,1J,aCTp11ec flpaHBHT JlMMHTe)l, l1H,1J,11/I 

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMe'lanue: TipoAyKT coorneTcrnyeT Tpe6osaHHllM HA 3aKJJIO'ienne: O,lI,OEPEHO 

Prepared by/ 

0 0)lrOTOBneH1 : 
Pravesh Rana 

Date/ 
)],aTa:25.02.2026 

Checked by / Checked by (AQA) I Approved by: Quality Assurance/Authorized 
ITposepeno: Ramakant ITpoeepe,-10 (AOK): Amit person / OAo6petto: O6ecne4ett11e 

~ 
Kumar Ka'-1ecTsa/OTeeTc1'Bem1oe 11 11u,o: 

/' /::__ • ~~ · 
Date/ Date/ I Date/ '2-g,~ 2--~ ?.,() u JJ,aTa: 25.02 .2026 JJ.a-ra: 25.02.2026 .ll:arn: 

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. Reddy's "llllli;• 

CERTIFICATE OF ANALYSIS 
CEPTII <l>IIKAT AHAJIII3A 

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

Distt. Solan, H.P., 173 205, !NOIA 

Tel: +9198166 56001-02 

www.drreddys.com 

Product: Cetrine film coated tablets, 10 mg 
IlpOllYKT: UeTp1rn® Ta6JieTKl1, ITOKDbITbie ITJieHO'-IHOH o6oJIO'-IKOtt, 10 Mr 

Market/ PblHOK : Russia/ Poccm1 

Batch No./ 
: V2600376 

Batch Quantity/ 25,00,000 tab I 
Cepm1 N2 Pa1Mep cepuu 

: 
25,00,000 rn6 

Analytical Report No./ 
: 890001867479 

Date of Analysis/ 
: 27.02.2026 

AnaJIHTH'-leCKHH OT'leT N2 )],aTa aHaJJH3a 

Date of Manufacture/ 
: 02/2026 

Date of Expiry / 
01/2029 

llaTa ITPOHJBOllCTBa ro)leH llO 
: 

Mfg. License No./ MA number:/ 
IIpoH3B01lCTBeHHaH : MNB/05/263 

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

nuuenJHH N2 
Analysis performed according ND:/ Ananu1 ITpoBe)leH ITO H,11,: JIII-N2(005456)-(Pr-RU)-150524 
Labelin2: and artworks approved:/ MaPKHPOBKa u MaKeTbl VTBep'lK)leHbI: 12.11.2024 

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

HanMeHOBauue, a~pec, JIHD;eH3HH ~JIH / I1pOH3B0,ll,CTBeHHOe IT0,!1,pa3,!1,eJieHHe-6, BHJIJI. KxoJib, 

Ilpou3Bo~cTBeuuaH nJIOID;a~Ka / IIJioID;a~Ka Hanarapx Poy,ll,, EaMH, ,z::i:ttcTpttKT ConaH, X.Il., 173205, 
KOHTpomI KaqecTBa / IlJioID;a~Ka BhmycKa 11H.L(H51 (Jim.1,eH3H51 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». 
3aKJIIO'leHue O COOTBeTCTBHH: «HacTOSlll\11M SI ITOllTBep)l(,Ua!O, '-ITO ITp11Be,ueHHaSI BbIWe 11H<popMaI . .(11SI SIBJISieTCSI ,UOCTOBepHOH 11 

TO'-IHOH. 3m cep11si ITPO.UYKU1111 ITp0113Be)i:eHa (BKJIIO'laSI yITaKOBKY (MapK11pOBKY) 11 KOHTpOJib Ka'-lecrna) Ha BhIWeyKa3aHHOH 

ITp0113B0,UCTBeHHOH ITJIOll(a,UKe (ITJIOll(a,UKax) B ITOJIHOM COOTBeTCTBl111 C Tpe6oBaHl1SIMl1 TipaBl1Jl Ha,UJie)l(all(eH ITp0113B0,UCTBeHHOH 
ITpaKTl1Kl1 Espa311HCKOro 3KOHOMl1'-leCKOro COI03a 11 Tpe6oBaHl1HMl1 KOHTpOJIH Ka'-leCTBa JieKapCTBeHHhlX cpe,UCTB, a TaK)l(e B 

COOTBeTCTBl111 co CITeump11KaUl1SIMl1, co.uep)l(all(l1Ml1CH B per11cTpau110HHOM ,UOChe CTpaHbl-11MITOpTepa. 3aITl1Cl1 ITO ITp0113B0,UCTBY, 
yITaKOBKe 11 aHaJil13Y ITpOBepeHhl, 11 ycTaHOBJieHO 11X COOTBeTCTBl1e Tpe6oBaHl1HM ITpaBl1Jl Ha,UJie)f(all(ett ITp0113B0,UCTBeHHOH 

npaKTl1Kl1 Espa311HCKOfO 3KOH0Ml11.JeCKOro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IIpuMe'laHne: Tipo,uyKT COOTBeTcTByeT Tpe6oBaHl1HM HJJ: 3aKJito'lenue: O,11,OliPEHO 

Prepared by/ C hecked by/ Check ed by (AQA) / Approved by: Quality Assurance/Authorized 

flo,uroTOBJieHO/. ITpoeepeHo: Ramakant ITpooepeHo (AOK): Amit person / O,uo6peHo: O6ecne'-leH11e 
Pravesh Rana 

~ 
K umar 

''".'crna/Orne,CTse~~ 

1~ ~ --

Date / Date / Date / !Date_/ n__, i-a L--- t-.e> u nara:25.02.2026 ,[(aTa: 25.02.2026 ,[(aTa: 25.02.2026 Jla-ra : 

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 




