
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 
IIpo,l1;yKT: U:eTp1-rn® rn6rreTKH, n0Kph1Tb1e nrrettol{HOH o6orroqKoi1, 10 Mr 

Market/ PbIHOK : Russia I Poccm1 

Batch No./ 
V2600118 

Batch Quantity / 25,00,000 tab/ 

Cepust N2 
: 

Pa3Mep cepuu 
: 

25,00,000 Ta6 

Analytical Report No. / 
: 890001860885 

Date of Analysis / 
: 27.01.2026 

AuaJIHTH'leCKHH OT'leT N2 .l(aTa auaJIH3a 
Date of Manufacture / 

12/2025 
Date of Expiry / 

11/2028 
,UaTa UPOH3B0,lJ;CTBa 

: 
ro,lJ;eH ,IJ;O 

: 

Mfg. License No. / 
MA number:/ 

IIpOH3BO,lJ;CTBeHHaH : MNB/05/263 
HoMep PY 

: nrr-N2(005456)-(Pf-RU) 
JIHQeH3HH .N'!! 
Analysis performed according ND:/ AHaJIH3 np0Be,1J;eu no H,U: JIII-N2(005456)-(Pr-RU)-150524 
Labeling and artworks aooroved: / MapKHPOBKa H MaKeThl YTBep)K,IJ;em.1: 17.02.2025 

- -- - -
Test/ Ilotca1aTeJJb Result/ PeJYJJbTaTbI Specification / HopMa 

1 Description/ Onncanne White coloured, round, biconvex film 
coated tablet with a breakline on one 

White or off white coloured, round, biconvex 
film coated tablet with a breakline on one 

side. White core on cross section. / side. White to off-white core on cross section. 
KpyrJih[e )l,BOHKOBbinYKJibie Ta6JieTKl1, 
noKpblTbie nJieHO'-JHOH o60JIO'-JKOH 
6eJioro UBeTa, C pHCKOH Ha 0)1,HOH 
cTopoHe. Ha nonepe'-IHOM pa3pe3e -
H)l.po 6eJioro ueern. 
UBeTa. 

/ Kpyrnh1e )l.B0HKOBhmyKJibie rn6JieTKH, 
noKpbITbie nJieHO'-JHOH 060J10'-JKOH 6eJioro 
HJIH no'-JTH 6eJioro ueeTa, C pHCKOH Ha 0)1,HOH 
CTopone. Ha nonepe'-IHOM pa3pe3e H)l.po OT 
6eJioro )l.0 nO'-ITH 6eJioro ueern. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMeqauue: IlpoAyKT coorneTCTBYCTTpe6oeattH.llM H,[I, 3aKJJIO'letrne: O,LI.OliPEHO 

Prepared by/ 
flo11.rorne,1eHo: 

Ra,nakanw 

D ate / 
,UaTa: 27.01.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized person/ 
llpoeepeHo: Pardeep flpoaepeHo (AOK): OJl06peno: O6ecne'leH11e Ka'lecrna/OrneTCTBeHHoe 
Kumar Am it Kumar f l lil.lO: 

~~ ~ /\~~ 
l 

Date / Date / IDate / <]___'£ ---z, , ~ '2-0 •J,-b 
,llaTa: : 27.01.2026 .lJ.aTa: : 27 .01.2026 .LI.am: 

Registered Office: 8-2-337, Road No. 3, Banjarc1 Hills, Hyderabad • 500034, Telangana, India 
Tel : +91 40 4900 2900, Fax: +9140 4900 2999, Email: ma il@drreddys .com 

Cl N: L85195AP1984PLC004507 
www.drreddys.com 
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•·· Dr. Raddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTli<l>HKA T 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 
Ilp0Ay1n: 1.J,eTp1rn® rn6neTKH, nOKPhIThie nneHO'-IHOtt o6ono'-!KOtt, 10 Mr 

Market/ PbIHOK : Russia/ Poccm1 

Batch No./ 
V2600118 

Batch Quantity/ 25,00,000 tab/ 

CepuH .N'2 
: PaJMep cepuu 

: 
25,00,000 Ta6 

Analytical Report No. / 
: 890001860885 

Date of Analysis / 
: 27.01.2026 

AnaJmTuqecKuii oTqeT .N'!! ,l(aTa anaJiuJa 
Date of Manufacture / 

12/2025 
Date of Expiry / 

11/2028 
,l(aTa npOH3BOACTBa 

: 
roAeH AO 

: 

Mfg. License No. / 
MA number:/ 

IlpOH3BOACTBeHHaH : MNB/05/263 
HoMepPY 

: JIIT-N!!(005456)-(Pf-RU) 
JIHI~eH3HH .N'!! 
Analysis performed according ND: I AttaJiuJ npoBeAeH no H,l(: JIIl-.N'2(005456)-(Pr-RU)-150524 
Labelim? and artworks annroved: / Map1mpoBKa u MaKeTbI YTBep~eHbI: 17.02.2025 

.N'2 Test/ IloicaJaTeJJb Result/ PeJyJJhTaTht Specification/ HopMa 
2 Identification/ 

l1,!leHTH4IHKaUHH 

HPLC/ 83)KX 

he retention time of the main peak in th , he retention time of the main peak in th 

chromatogram of test solution compl lchromatogram of test solution should comp! I 
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 
Hydrochloride reference standard reference standard solution (section "Assay"). 
olution. / BpeMSI yAep)trnsamu, ocH0BHOro m1Ka Ii 

BpeMll ytJ,ep)KHBaHIUI OCHOBliOfO nHKa Hll/XPOMaTOrpaMMe HCCThlTyeMoro pacTBop 
poMaTorpaMMe HCCThITyeMoro pacrnopal 0Jl)KH0 C00TBeTCTB0BaTb BpeMeHH 

C00TBeTcTByeT BpeMem1 yAep)KHBaHHSI .1:t.ep)KHBaHHR 0CH0BHOro 
OCHOBliOro CTHKa Ha xpoMaTorpaMM xpo.MaTorpaMMe CTalitJ,apTH0ro 
cmHAapTHoro pacrnopa ueT11p1-1311Ha uentpH3HHa r11,npoxnop1-tAa 

n11Ka Ii 

paCTBOp 

(paJJ(e 
rn,npoxnopHAa. <Konw-1ecrseH Moe onpe,neneHHe» ). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
npnMeqanne: IIpoAyKT coorneTcrnyeT Tpe6osaHHSIM Hll 3aicmoqenue: 0)].0liPEHO 

Prepared by / 
flO.ll.fOTOBneHo: 

Ramak.a~nl ~ 
~1/ 

Date/ \ 

.[(am: 27.01.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized person/ 
IIposepetto: Pardeep TTpoaepeHo (AOK): O)lo6pe1m: O6ecneT.JeH11e KaT.Jecrna/OrneTCTBeHHOe 

Kumar -J.-::- Amit Kumar JIHUO : 

~~ ~--
Date / Date/ IDate / 
)laTa:: 27.01.2026 .[(am: : 27.01.2026 '7,, i -o )- ~ 2-b .[(am: 

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

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

CERTIFICATE OF ANALYSIS 
CEPTH<DMKAT 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,uy1rr: UeTp1rn® Ta6neTKH, nOKPhIThre nneHO'!HOH o6onolfKOH, 10 Mr 

Market/ PM HOK : Russia / Poccm1 

Batch No./ V2600118 
Batch Quantity I 25,oo,ooo tab/ 

Cepnsi ,N'g : Pa3Mep cepuu : 
25,00,000 rn6 

Analytical Report No./ 
: 890001860885 

Date of Analysis / 
: 27.01.2026 

AnaJIHTH'lecKuu OT'leT Ng I.Uarn anaJIHJa 
Date of Manufacture / 

12/2025 
Date of Expiry/ 

11/2028 
.L(aTa npOH3B0.!J.CTBa 

: 
ro.LJ.eH AO 

: 

Mfg. License No./ 
MA number:/ 

IIponJBO.!J.CTBeuuasi : MNB/05/263 
HoMepPY : JH1-N1(005456)-(Pf-RU) 

JIUUeH3HSI ,N'g 
Analysis performed according ND:/ AuaJIH3 npoBe,ueu no HJ:(: JIIJ-Ng(005456)-(Pr-RU)-150524 
Labeling and artworks aooroved: / MapKupoBKa u MaKeTbI yTBep,K.LJ.eubr: 17.02.2025 

-- - - -x~ Test I IloKa3aTeJib Result/ Pe3yJibTaTbl Specification/ HopMa 

UV- spectrophotometry / Complies / CooTBeTcTByeT The UV-spectrum of the test solution and the 
Y<l>- cneKTpOqlOTOMeTpl-UI Cetirizine Hydrochloride reference standarc 

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. I Y<l>-cneKTpb1 nornomemui 11cnbITyeMorc 

~acTBopa H CTaHJJ.apTHOro paCTBOpE 
ueTHpH3HHa rttJJ.pOXJJOpHJJ.a B o6JJaCTH OT 20C 

in:o 400 HM JJ.OJl)l(Hbl HMeTb MaKCHMYMbl 
nornomeHHJI np11 OJJ.HOH H TOH )Ke JJ.JIHHe 
BOJIHbl c JJ.OnycTHMblM OTKJIOHeHHeM ± 2 HM. 

3 Dissolution/ PaCTsopeuue !Not less than 80% (Q) of the labeled amount 
of C21H2sClN2O3· 2HCl (cetirizine 

96 %; 96 %; 98 %; 97 %; 98 %; 94 %. 
dihydrochloride) after 30 min./ He MeHee 
80 % (Q) OT HOMUHaJJbHOro co.uep)KaHHll 
c , ,H2sClN2O3" 2HC1 (uernpH3HHa 

l!lHrfU].pOXJIOPHJJ.) 4epe3 30 MHH. 

4 Uniformity of dosage units/ Acceptance value (AV) should be not more 
O,11;uopo,11;HOCTb JJ:03Hp0B8HHblX 4.5 than 15.0 I noKa3aTeJJb np11eMJ1eMocrn (AV) 
e,ll;UHHLI n.omKeH 6brrb He 60;1ee 15,0. 

Remark : The Product confirms to ND/ Condu ion : APPROVED / 
TI p11Me<Jaune: ITpo.uyKT CO0TBe-rcTByeT Tpe6oeaHl1JIM H.U 3aKJJto'-teune: O)].Ol>PEHO 

Prepared by / 
TTo,nro-roa11eHo: 

Ramaka~ 

Dale / 
,Uarn: 27.01.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized person/ 
ITpoBepeHo: Pardeep ITpoBepeHo (AOK): O,no6peHo: O6ecnetJeH11e Ka•1ecTaa!OTaeTCTBeHHOe 

Kumar Amit Kumar 
JIHL(O: Cl1~~ r ~ "'~ =-1- <----

Date I Date/ IDate/ '2-q, ~ l ~ '2.-0 ~ ,UaTa: : 27.01.2026 ,Uarn: : 27.01.2026 :)la,-a: 

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 
CEPTM<l>MKAT AHAJIM3A 

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

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

Product: Cetrine film coated tablets, 10 mg 
IlpoAyKT: U,e-rp1,rn® rn6neTKH, noKphIThie nnettoL£HOH o6onoL£KOH, 10 Mr 

Market/ PblHOK : Russia I Pocc11ll 

Batch No./ : V2600118 
Batch Quantity / 25,00,000 tab/ 

Cepusi .N'!! Pa3Mep cepuu 
: 

25,00,000 rn6 

Analytical Report No. / 
: 890001860885 

Date of Analysis / 
: 27.01.2026 

AnaJIHTH'leCKHii OT'leT .N'!! )J.aTa anaJIHJa 
Date of Manufacture / 

12/2025 
Date of Expiry/ 

11/2028 
)J.aTa npOH3BOACTBa 

: 
roAeHAO 

: 

Mfg. License No./ 
MA number:/ 

Ilpon3BOACTeeuuasi : MNB/05/263 
HoMepPY 

: nn-.N~(005456)-(Pf-RU) 
JlHl(eH3HSI .N'!! 
Analysis performed according ND:/ AnaJIH3 npoeeAeH no H)J.: JIII-.N'2(005456)-(Pr-RU)-150524 
Labeling and artworks annroved: / MapKupoeKa u MaKeThl yTeepmAem,1: 17.02.2025 

5 Impurities/ IlpuMecu 

Impurity A/ 
TTp11Mecb A 

lmpurity B / 
np11MeCb B 

Impurity C / 
TTp1-1Mech C 

Impurity D / 
TTp11Mec1, D 

Impu1ityE / 
Op11Mecb E 

Impurity F / 
□p11Mec1, F 

Below LOD (LOD =0.005 %) I Htt)Ke Not more than 0.2 % / He 6onee 0,2 % 
npe.D,ena 06ttapy)KeH11.si (ITO= 0,005 %) 

0.03% Not more than 0.2 % / He 6onee 0,2 % 

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

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

Below LOQ (LOQ = 0.023 %) / HH)Ke Not more than 0.2 % / He 6onee 0,2 % 
npe..a:ena Konw1ecTBeHHoro onpe)l.eneHHll 

(IlKO = 0,023 %) 

Below LOD (LOD =0.015 %) / HH)Ke Not more than 0.2 % / He 6onee 0,2 % 
npe.D,ena o6ttapy)KeHHll (ITO= 0,015 %) 

Reniarks : The Product confirms to ND/ Conclusion : APPROVED / 
aKJJIO'leHue: O,ll.06PEAO ,Ilp11111c'1a1111e: Ilpo.nyKT COOTBeTCTByeT Tpe6oBaHHllM H,U 

Prepared by/ 
IlOAfOTOBJleHo: 

Ramakaw 

Date / ' 
,llaTa: 27.01.2026 

Checked by I 
TTpoeepeHo: Pardeep 
Kumar 

Date/ 
.[(aTa: : 27.01.2026 

Checked by (AQA) I 
Ilpoeepetto (AOK): 
Amit Kumar 

(\~ 
Date/ 
.[laTa: : 27.01.2026 

Approved by: Quality Assurance/Authorized person/ 
O.a.o6peHo: O6ecneYeHHe KaLtecrna/OrneTCTBeHttoe 

JIHUO: ~~ 
..,, I 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad •• 500034, Teiangana, 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 ~;• 
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 
CEPTM<l>MKAT AHAJIM3A 

Product: Cetrine film coated tablets, 10 mg 
IIpo)J.yKT: L(eTp1rn® Ta6JieTKH, ITOKPhlTbie ITJieHotIHOH o6oJI04KOH, 10 Mr 

Market / PLIHOK : Russia/ Poccm1 

Batch No./ 
: V2600118 

Batch Quantity / 25,00,000 tab/ 

CepuH.M! Pa3Mep cepuu : 
25,00,000 rn6 

Analytical Report No. / 
: 890001860885 

Date of Analysis / 
: 27.01.2026 

AuaJIHTH'lec1rnn OT'leT .N'!! ,UaTa auaJIH3a 
Date of Manufacture / 

12/2025 
Date of Expiry / 

11/2028 
,UaTa UPOH3B0)],CTBa 

: ro)J,eH )J,O 
: 

Mfg. License No. / 
MA number:/ 

1IpOH3B0)],CTBeHHaH : MNB/05/263 HoMepPY 
: JITI-N2(005456)-(Pf-RU) 

JIHQCH3HSI .M! 
Analysis performed according ND:/ AuaJin3 npoBe)J.eu no H,I(: JIII-.M!(005456)-(Pr-RU)-150524 
Labeling and artworks approved:/ MapKitP0BK'a u MaKeTbI yTeep,K)J,eHbI: 17.02.2025 

Any individual unidentified Below LOQ (LOQ = 0.05 %) / Hm1<e Not more than 0.2 % / 
impurity/ JI106all e.LUfHH4Hall npe.n.ena KOJJH4ecTBeHHoro onpe.neneHHll He 6onee 0,2 % 
tteHJ1eHTwqmu.11posattttall npHMecb (ITKO = 0,05 %) 

rI"otal impurities/ 
CyMMa npHMecew 

Remarks : The Product confirms to ND/ 

0.0315% 
Not more than 2.0% / 
He 6onee 2,0% 

Conclusion : APPROVED / 
IlpuMe'iaHne: npolJYKT cooTseTernyeT Tpe6ouaHHllM H)]. 3aKJJIO'ieHue: O,IJ:OEPEHO 

1::=::=====::::::::::::::::::::;;;:::::::========:=:::;-;::::::======~ 
Prepared by / 
no.uroTosneHo: 

R,mak•w 

Date/ 
J],aTI'I: 27.01.2026 

Checked by I 
ITposepetto: Pardeep 
Kumar 

~ 
Date/ 
narn: : 27.01.2026 

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

~--
Date / 
)lam: : 27.01.2026 

Approved by: Quality Assurance/Authorized person I 
O.n.o6peHO: O6ecneLJeHHe Ka4eCTBalOTBeTCTBeHHOe 
nHu.o: ~& 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad • 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: t9140 4900 2999, Email: rnail@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, 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,!\yKr: l..(eTp1rn® rn6neTKH, n0Kp1,1T1,1e nneHOlfHOH o6ono'1KOH, 10 Mr 

Market/ PbIHOK : Russia/ Pocc1rn 

Batch No./ 
: V2600118 

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

: 
25,00,000 Ta6 

Analytical Report No./ 
: 890001860885 

Date of Analysis / 
: 27.01.2026 

AuaJIHTH11ec1rnii OT'leT N!! IJlarn auaJiu3a 
Date of Manufacture/ 

12/2025 
Date of Expiry/ 

11/2028 
,l(aTa npOH3B0,!\CTBa 

: 
ro,!\eH ,!\0 

: 

Mfg. License No./ 

-

MA number:/ 
IlpoH3BOJ\CTBeuuaH : MNB/05/263 

HoMepPY 
: J1TT-N!!(005456)-(Pf-RU) 

JIHQeH3HH N!! 
Analysis performed according ND:/ AuaJIH3 npoBe~eu no H)l: JIII-N!!(005456)-(Pr-RU)-150524 
Labeling and artworks aooroved: / MapKHPOBKa u MaKeTbI YTBep,K,11;eub1: 17.02.2025 

Test I IloKaJaTeJib Result/ PeJyJibTaTbl 
6 

7 

8 

Water content/ 
Co,-ep:iKanne so,-b1 

icrobiological purity* / 
MHKpo6HOJIOrH'leCKaH 
'IHCTOT3* 
a) Total aerobic microbial count/ 
O611.lee 'HICJIO a1po6HblX 
MHKpoopraHH3MOB 

b) Total combined yeasts and 
mould count/ O611.lee '!HCno 

pm10KeBbIX 11 nnectteBblX rp1160B 

say/ KoJJH'leCTBeHHOe 
onpetteJ1euue 

Remarks : The Product confirms to ND/ 

2.1%/2.1% 

NA 

NA 

NA 

9.91 mg/9 .91 Mr 
99.1% 

fipHMe'laHHe: IlpO.!lYKT COOTBeTCTByeT Tpe6osaHHllM HD: 

Prepared by I Checked by I Checked by (AQA) / 
Ilo,uroTosnetto: ITpoeepetto: Pardeep ITpoeepe110 (AOK): 

R,m,k•~~ Kumar 

~! 
Amit Kumar 

(\._/ ---~ 

Date/ Date/ Date / 
)laTa: 27.01.2026 ,[],aTa: : 27.01.2026 ,[],a-ra: : 27.01.2026 

Specification / HopMa 
ot more than 8.0% I 

He 6onee 8,0 % 

ot more than 1000 CFU/g / 
He 6onee 1000 KOE/r 

ot more than 100 CFU/g / 
He 6onee 100 KOE/r 

Shall be absent in 1 / OTc TCTBHe s 1 r 
ot less than 9.0 mg and not more than 

11.0 mg C21H2sCIN2OJ"2HCl (cetirizine 
dihydrochloride) in tablet (between 90,0 % 
nd 110,0 % oflabel claim)./ OT 9,0 Mr AO 

11,0 Mr C21H2sCIN2OJ"2HCl (uernp11311Ha 
11r11,upoxrrop11,u) B rn6rreTKe ( OT 90,0 % ,uo 

110,0 % OT HOMHHaJib_!:!Oro co,uep)KaHHll). 

Condusion : APPROVED / 
3aK'J11011enne: O.l(OEPEHO 

Approved by: Quality Assurance/Authorized person/ 
O.ao6peHo: O6ecne4ett11e Ka4eCTBalOTBeTCTee1111oe 

,auo ~~ 
\ 

'Date/ 
D:arn: ~--oJ- '2--02£ 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad .. 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: ~91 40 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



•·· 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 

Ilpo;::i;yKT: UeTptttt® rn6neTKtt, noKpbIThie nnetto11ttoi1 06ono11Koi1, 10 Mr 

Market/ PbIHOK : Russia I Poccm1 

Batch No./ 
V2600118 

Batch Quantity/ 25,00,000 tab/ 

CepuSI .N'!! 
: 

Pa3Mep cepuu 
: 

25,00,000 rn6 

Analytical Report No. / 
: 890001860885 

Date of Analysis / 
: 27.01.2026 

AuaJIHTnqecKuii oTqeT .N'!! ,[(aTa auaJIH3a 

Date of Manufacture / 
12/2025 

Date of Expiry / 
11/2028 

,[(aTa npOH3BO)];CTBa 
: 

ro;::i;eu )];O 
: 

Mfg. License No. / 
MA number:/ 

IlpOH3BO)];CTBeHHaH : MNB/05/263 
HoMepPY 

: JUT-N!!(005456)-(Pf-RU) 
JIH~eH3HSI .N'!! 

Analysis performed according ND:/ AuaJIH3 npoBe;::i;eu no H,[(: JIIl-.N'!!(005456)-(Pr-RU)-150524 
Labelin2 and artworks approved:/ MapKupoBKa u MaKeThI yTBep,K)],eHhI: 17.02.2025 

---- - -- --
.N'!! Test/ IloKaJaTeJJb Result/ Pe3ym,TaTbl Specification / 1-lopMa 

9 Subdivision of tablets / Complies I CoorneTcrnyeT The tablets comply with the test, if not more 
~eJJeHHe Ta6JJeTOK than 1 individual mass is outside the limits of 

85 % to 115 % of the average mass. The 
tablets fail to comply with the test, if more 
han 1 individual mass is outside these limits 

or, if 1 individual mass is outside the limits of 
75 % to 125 % of the average mass./ 
Ta6JJeTKH CO0TBeTCTB)'IOT Tpe6osaHHllM, ecm-1 
He 6onee 1 e,nHHwrnall Macca OTKJJ0Hl!eTcl! 3a 
npe,neJJbl 85%-115% OT cpe,nHeJ:i MaCCbl. 
Ta6JJeTKH He COOTBeTCTBYJOT Tpe6osaHHllM, 
ecJJH 6onee 'leM 1 1rn,nHBH,nyaJJbHal! Macca 
OTKJJ0Hl!eTCll OT 3THX npe,neJJOB HJJH, eCJJH 1 
HH.!lHBH,nyaJibHall Macca OTKJJOHl!eTCll 3a 
npe,neJJbl 75%-125% OT cpe,nHeH 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 information leaflet in 
leaflet in a carton. I ITo 10 rn6neToK B a carton./ 
IIBX/Il,UBX//anJOMHHHeBoM 6m1cTepe. Ilo 10 rn6JJeTOK s 
Ilo 2 6JJHCTepa BMeCTe c JJHCTKOM- flBX/Il,UBX//aJIJOMHHHesoM 6n11cTepe. Ilo 2 
BKJla.!lblllleM ynaKOBaHhl B na'!KY HJJH 3 6JJHCTepa BMecTe c JIHCTKOM-
KapTOHHYJO. BKJJa,nbillleM ynaKOBaHbl B na'!KY KapTOHHYJO. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
UpuMe'lattue: Ilpo,nyKT coorneTcrnyeT Tpe6osaHHllM H,U 3aKJJIO'leHHe: o,a:OEPEHO 

Prepared by/ 
TT0.!lrOTOBJlel•I0: 

Ramakant A 
~/ 

Date I 
,Uarn: 27.01.2026 

Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
npoeepeHo: Pardeep npoeepeHO (AOK): O.11,06petto: O6ecne'!eHHe Ka'lecT~a/ eeTc-roeHHoe 

Kumar d-:- A mit Kumar JlHUO: ~ ;,,--

~~ 
Date/ Date/ 'Date/ ~--01-· "1.-e)'"L~ 
,Uarn: : 27.01.2026 ,Uarn: : 27.01.2026 ,Uarn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderc1bad ·• 500034, Teiangana, 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 
CEPTM<l>MKA T AHAJIM3A 

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

IIpo,uyKT: l.(eTp1rn® rn6neTKH, noKphITbie nneHO'lHOH 060JIOY.KOH, 10 Mr 

Market/ PMHOK : Russia / Pocc11,11 

Batch No./ V2600118 
Batch Quantity/ 25,00,000 tab/ 

Cepusi N2 
: PaJMep cepuu 

: 
25,00,000 Ta6 

Analytical Report No. / 
: 890001860885 

Date of Analysis / 
: 27.01.2026 

AHaJinTn'lecKnii OT'leT N2 l{aTa aHaJIHJa 
Date of Manufacture / 

12/2025 
Date of Expiry / 

11/2028 
,L{aTa nponJBO.UCTBa 

: ro,ueH ,UO : 

Mfg. License No. / 
MA number:/ 

IlponJBO,UCTBeHHaSI : MNB/05/263 
HoMepPY 

: flTT-N2(005456)-(Pf-RU) 
JIHQeHJHSI N2 
Analysis performed according ND:/ AuaJIHJ npoBe,ueH no Hl{: JIII-N2(005456)-(Pr-RU)-150524 
Labeling and artworks aooroved: / MapKupoBKa u MaKeThI YTBepJK,uenL1: 17.02.2025 

* Perfmmed 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. / IlpoBO,!(HTCH npoH3B0.!(HTeneM rrp11 BbmycKe rrepHO.!(H'-!eCKH: ,!(JJil Ka)K,!(Ott 20-oii cep1111 
HJIH He MeHee 1 pa3a B fO,!(. IloKa3aTeJJb M0)KeT 6bITb He BKJIIO'-!eH B CepTHqJHKaT aHaJJH3a cpHpMbl. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
Ilp11Me'-1au11e: Ilpo.!(yKT cooTBeTcrnyeT Tpe6osaHHHM H,U 3aKJJ10'-leu11e: O,LI.OEPEHO 

Prepared by / 
Ilo.!(roTosnetto: 

Ramak~-? 

Date/ ' 
,llaTa: 27.01.2026 

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

IlpoaepeHo: Pardeep TTposepeHO (AOK): On,o6peHo: 0 6ecne'-!eHHe Ka'-!ecrna/OrneTCTBeHHOe 
K umar A mit K umar nuuo: ~~ 
~ /\-_,A-- -.. __\ (""/' 

D ate / D ate/ ID ate / 
)].am:: 27.01.2026 ,llaTa: : 27.01.2026 '2,,-8 ~ \· '2.--(') L~ .[lam: 

Registered Office: 8-2-337, Road No. 3, Banjara Hill s, Hyderabad · 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: ma il@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 
CEPTM ct>MKAT AHAJIM3A 

Product: Cetrine film coated tablets, 10 mg 
IIpoJ{yKT: UeTp1rn® rn6neTKH, noKpbITbie nneHOLIHOtt o6onoLIKoii, 10 Mr 

Market/ PblHOK : Russia/ Poccm1 

Batch No./ 
V2600118 

Batch Quantity I 25,00,000 tab/ 
Cepm1 .M! 

: 
Pa3Mep cepuu 

: 
25,00,000 rn6 

Analytical Report No./ 
: 890001860885 

Date of Analysis/ 
: 27.01.2026 

AuanuTn'lec1rnii OT'leT .N'2 ,UaTa auanH3a 

Date of Manufacture / 
12/2025 

Date of Expiry / 
11/2028 

,UaTa npoU3B0,[{CTBa 
: 

ro,[{eH ,[{0 
: 

Mfg. License No. / 
MA number:/ 

IIpoH3B0,[{CTBeHHaH : MNB/05/263 
HoMep PY 

: JIIT-J\fo(005456)-(Pf-RU) 
JIHIJ:eH3HH .N'2 
Analysis performed according ND:/ Auanu3 npoBe,[{eH no H,U: JIII-.N'2(005456)-(Pr-RU)-150524 
Labeling and artworks approved: / Map1rnp0B1.:a u MaKeTbl YTBep~eubl: 17.02.2025 

API name/ HauMeuosauue A<l>C: Cetirizine dihydrochloride / Uernpm,rna .u11m.upoxnop11.u 
INN /MHH: Cetirizine / UernpH3HH 
API manufacturer batch number / BT00X25003 
HoMep cepuu npottJB0.11,HTeJIH A<l>C: 
FP Manufacturer API Batch number / 

FESA00620 
HoMep cepuu cy6cTam-1uu nponJBOti:HTeJIH rJI<I>: 
API Manufactured by & country/ Glochem Industries Private Limited, India/ 
IlpoHJBO.ll:HTeJib A<l>C, cTpaua: rnoxeM l1H.uacTp11ec IlpatisuT Jl11M11Te.u, l1tt.u11» 
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). / 

HauMeuoBauue, a,[{pec, nu1-1eu3uH ,[{JIH Ilpott3BO.UCTBeHHoe no.upa3.uenett11e-6, B11nn. Kxonb, Hanarapx 

IIpon3BO,[{CTBeuuaH nnom,a,[{Ka / Ilnom,a,[{Ka Poy.u, Ea.u.u11, JJ:11cTpHKT ConaH, x.rr., 173205, l1H.U11ll 

K0HTP0JIH Ka'leCTBa / IIJIOIUaJ{Ka BblDYCKa 
(Jlm.i:ett311ll 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'leHHe O COOTBeTCTBHH: «HacTOll!Ul1M ll ITO.UTBep)K,!LaJO, lJTO npHse.ueHHal! Bb!We 11HqJOpMal.(Hll llBJJl!eTCll .UOCTOBepHOH 11 
TOlJHOH. 3m cep11ll npo.uyKl..(1111 npo,nse.ueHa (BKJJJOlJal! ynaKOBKY (MapK11pOBKY) 11 KOHTpOJJb KalJeCTBa) Ha BbJWeyKa3aHHOH 
np0113BOACTBeHH0H nnoma.uKe (nnowaAJ(ax) B ITOJIHOM COOTBeTCTBl111 C TPe6oBaHHllM11 npaBHn Ha,!LJJe)Kameti npo~13BO.UCTBeHHOH 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
Ilp1tMC'ta1111e: TTpo)lyKT COOTBeTCTBy_eT Tpe6oea1mJ1M HJJ: a~mo<te1111e: O)].O6PEHO 

Prepared by / 
ITo.uroTOBJJetto: 
Ramakant 

~/ 
Date I 
,Uarn: 27.01.2026 

Checked by I Checked by (AQA) I Approved by: Quality Assurance/Authorized person I 
flposepetto: Pardeep ITposepeHo (AOK): O.LLo6petto: O6ecne4ern,1e Ka4ecTBa/OTBeTCTBeHHoe 
Kumar Amit Kumar Jll11.(0: 

~~ c:L--- (\_// 
c... 

Date/ Date/ 'Date I ~ --0 )·-.-6 1..- C. JJ:arn: : 27.01.2026 JJ:arn: : 27.01.2026 JJ: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: L85195AP1984PLC00450l 
www.drreddys.com 
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•·· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH<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 

Ilpo.i.yicr: QeTp1rn® rn6neTKH, noKpbITbie nneHOLIHOH o6onoLIKOH, 10 Mr 

Market/ PbIHOK : Russia/ Poccm1 

Batch No./ 
V2600118 

Batch Quantity/ 25,00,000 tab/ 

Cepus1 .M! 
: 

PaJMe p cepuu 
: 

25,00,000 rn6 

Analytical Report No. / 
: 890001860885 

Date of Analysis / 
: 27.01.2026 

AuaJiuTuqec1rnii oTqeT .N'!! )].aTa auaJIHJa 
Date of Manufacture / 

12/2025 
Date of Expiry / 

11/2028 
)].aTa npOH3BO.i.CTBa 

: 
ro.i.eu .i.o 

: 

Mfg. License No. / 
MA number:/ 

1IpoH3BO.i.CTBeuuaSI : MNB/05/263 
HoMepPY 

: nrr-NQ(005456)-(Pf-RU) 
JIHIIeHJHSI .N'~ 
Analysis performed according ND:/ AuaJIHJ npoBe.i.eu no HJJ.: JIII-.N'~(005456)-(Pr-RU)-150524 
Labeling and artworks approved:/ Map1rnp0B1..:a u MaKeThI yTBep~eub1: 17.02.2025 

rrpaKTl1Kl1 EBpa311HCKoro 3K0HOMl1'leCK0ro COI03a 11 Tpe6oBaHl1llMl1 KOHTpOJill Ka'leCTBa JieKapcTBeHHblX cpe.[(CTB, a TaK:>Ke B 

COOTBeTCTBl111 co cneump11Kal{l1llMl1, CO.[(ep)Karn_11Ml1Cll B per11cTpau110HH0M .[\OCbe CTpaHbl-11MITOpTepa. 3arr11c11 ITO np0113B0.[\CTBY, 

yrraKOBKe 11 aHaJIH3Y rrpoBepeHbl, 11 ycTaHOBJieHO 11X COOTBeTCTBl1e Tpe6oBaHl1llM flpaBl1JI Ha.[\Jie)Karn_ett rrp0113B0.[(CTBeHHOH 
npaKT11Kl1 EBpa311HCKoro 3K0H0Ml1'leCKOro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMe<tauue: flpoeyKT COOTBeTcTByeT Tpe6oBaHl1llM HJJ: 3aKJJIO<teuue: o,n:oEPEHO 

Prepared by / 

flo.[(rOTOBJieHo: 

Ramaka~ 

Date / 
\ 

.l].a-ra: 27.01.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized person/ 
flpoeepe1m: Pardeep flpoeepeHo {AOK ): OA06pe1m: O6ecrreYeH11e KaYecrna/OrneTcTBeHHoe 

Kumar 

J-c 
Amit K umar Jil1UO : 

~~/ 1'~ 
' 

Date / Date / IDate / 
.D,arn: : 27.0 1.2026 .l].aTa: : 27.0 1.2026 :.Llarn: 

~ )·- '")..e.) 2A, 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad· 500034, Telangana, India 
Tel: +91 40 4900 2900, Fax: -+91 40 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
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