
••· Dr.Raddy's "'llllli;• 

CERTIFICATE OF ANALYSIS 
CEPTM<l>MKAT AHAJIM3A 

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

Product: Cetrine film coated tablets, 10 mg 
IlpoAyKT: ~eTpirn® Ta6neTKH, noKpbITbJe nnettOL!HOH o6onol.!KOH, 10 Mr 

Market/ PblHOK : Russia / Pocc,rn 

Batch No./ 
V2600295 

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

: 
Pa3Mep cepuu 

: 
25,00,000 rn6 

Analytical Report No. / 
: 890001866275 

Date of Analysis / 
: 19.02.2026 

AnanuTw1ec1rnu oP1eT .M! .l{aTa anaJitt3a 
Date of Manufacture / 

02/2026 
Date of Expiry I 

01/2029 
.l{aTa DPOH3BOACTBa 

: 
roAeH AO 

: 

Mfg. License No. / 
MA number:/ 

IlpOH3BOACTBeHHaH : MNB/05/263 
HoMepPY 

: JITI-N2(005456)-(Pf-RU) 
JIHUeH3HSI .N2 
Analysis performed according ND:/ Anaml3 npoBeAeH no H,LI;: JIII-.N2(005456)-(Pr-RU)-150524 
Labeling and artworks aooroved: / Map1rnpoBKa u MaKeThI YTBep,KJJ;eHhI: 17.02.2025 

--Test/ IloKaJaTeJJb R esult/ PeJyJH,TaTbl - Specification/ HopMa -
1 Description/ OnucaHue 

Remarks : The Product confirms to ND/ 

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. 
Kpyn1b1e /J,BOHKOBbinYKJJbie Ta6JJeTKH, 
JlOKpblTble rrneH04HOH o60JJ04KOH 
6enoro U,BeTa, C pHCKOH Ha 0,1],HOH 
cTopoHe. Ha rronepe4HOM pa3pe3e -
HApo 6enoro u,seTa. 
u,seTa. 

/ KpyrJJbie ABOHKOBblJlYKJJbie Ta6JJeTKH, 
JlOKpbITble TIJJeH04HOH o6oJJ04KOH 6enoro 
HJIH Jl04TH 6enoro U,BeTa, C pHCKOH Ha 0.11:HOH 
CTOpOHe. Ha rrorrepe4HOM 'pa3pe3e H.n:po OT 
6enoro .n:o no4TH 6enoro u:seTa. 

Conclusion : APPROVED / 
IlpuMe'!aH11e: TipOAYKT COOTBeTCTB)'eT Tpe6oBaHHHM H.U 3aKJJIO'Ienue: O)1.OEPEHO 

Prepared by/ Checked by/ Checked by (AQA) I Approved by: Quality Assurance/Authorized person/ 
TToJJ.rOTOBJJetto: nposepetto: TiposepeHo (AOK): OJJ.o6petto: 06ecne•1e1-111e K~ 4 CTBa/OTBeTCTBeHHoe 
Y ogesh Chm i1an / Ramakanl. A Amit Kumar JIHU:O: ~ / 

f/ -~ / /\-~ 
Date/ Date/ Date/ !Date/ 7,,.eJ .--u '?,,--- u u 
,UaTa: 19.02.2026 ,UaTa:: 19.02.2026 ,aarn: : 19.02.2026 ,aarn: 

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

CIN: L85195AP1984PLC004S07 
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 
'✓ ill. Khol, Na!agarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

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

Product: Cetrine film coated tablets, 10 mg 

Ilpoi:.yKT: UeTp1rn® rn6neTKl1, noKphIThie nnettOYHOH o6onoYKOH, 10 Mr 

Market/ PblHOK : Russia I Poccirn 

Batch No./ 
V2600295 

Batch Quantity I 25,00,000 tab/ 

Cepm1 .M, : 
Pa3Mep cepuu 

: 
25,00,000 rn6 

Analytical Report No. / 
: 890001866275 

Date of Analysis / 
: 19.02.2026 

AnaJIHTw1ecKuii OT'teT .M, llaTa auaJIH3a 
Date of Manufacture / 

02/2026 
Date of Expiry / 

01/2029 
llaTa npou3BOACTBa : roi:.eu )1.0 : 

Mfg. License No. / 
MA number:/ 

IlpoH380)1.CTBeHHaSI : MNB/05/263 
HoMep PY 

: JIIT-}fo(005456)-(Pf-RU) 
JIHU:eH3HSI .N'!! 
Analysis performed according ND:/ AuaJIH3 npoBei:.eu no H,ll.: JIII-.N2(005456)-(Pr-RU)-150524 
Labeling and artworks approved:/ MapKHPOBKa u MaKeTbI YTBep~eHhI: 17.02.2025 

- - ---------, 
.N'2 Test I IloKaJaTeJib 

2 Identification / 
II)l.eHTH$HKaU.HH 

HPLC/B3)1(X 

Remarks : The Product confirms to ND/ 

Result/ Pe.Jym,TaT1>1 pecifica l:ion / Hop ta 

he retention time of the main peak in th he retention time of the main peak in th · 
chromatogram of test solution comp! chromatogram of test solution should comp I 

ith the retention time of the main pea vi h the retention time of the main peak in lh 
in the chromatogram of Cetirizin chromatogram of Cetirizine Hydrochlorid 

ydrochloride reference standard reference standard solution (section "Assay"). 
olution. / BpeMll y,11,ep)Ki1BaHl1H OCHOBHOro Ill1Ka H 

BpeMH y,11,ep,Ki1BaHl1H OCH0BHOl'O Ill1Ka H xpm,,aTorpaMMe 11CilhITYeMoro pacroop 
xpoMaTorpaMMe 11CilhlTYeMoro paCTBOp 0n,KH0 COOTBeTCTBOBaTb 
COOTBeTCTByeT BpeMeH11 y)l.ep)K11BaHl1H )l.ep,Ki1BaHJ1H OCHOBHOfO n11Ka 
OCHOBHOfO n11Ka Ha xpoMaTorpaMM CTatt,napTHOfO 
CTaH.ll.apTttoro pacTBopa u,eT11p11311H u,en1p11311Ha r11.npoxnop11.ll.a 
rn.npoxnop11,11,a. <Konw1ecTBe1rnoe orrpe)l.enett11e»). 

Conclusion : APPROVED I 

paCTOOp 

(paJJJ.en 

ITpnMe'laHne: TTpo,11,yKT cooTBeTcTByeT Tpe6osamrnM H.ll: 3aKJIIO'leHne: O,LJ:OEPEHO 

Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized person/ 
noJJ,rOTOBnetiO: npoeepeHQ: npoeepe1-10 (AOK): Ono6pe1-10: O6ecne'leH11e Ka;reCT. a/OTeeTcrneHMOe 

Yog~h Cir~ R,rn,km~ Amit Kumar/" n11u.o: G¼ I'- / \ 
-Date/ 

)].am: 19.02.2026 
Date/ Date/ !Date/ ri,.o ~1...-- 1,,-01--C. 
)].am: : 19.02.2026 )].am:: 19.02.2026 ,[(am: 

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

Tel: +9140 4900 2900, Fax: t9140 4900 2999, Email: mail@drreddys.com 
CIN: L85195AP1984PLC004507 

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

CERTIFICATE OF ANALYSIS 
CEPTII <l>IIKAT AHAJIII3A 

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

Viii. Khol, Na!agarh Road, Baddi, 
Distt. So!an, H.P., 173 205, INDIA 

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

Product: Cetrine film coated tablets, 10 mg 

IIpo,nyKT: U:eTplrn® Ta6JieTKH, TIOKpblTbie TIJieH04HOH o60JI04KOH, 10 Mr 

Market/ PbIHOK : Russia I Pocc1rn 

Batch No./ 
V2600295 Batch Quantity I 25,oo,ooo tab I 

Cepusi .N'2 
: 

PaJMep cepuu : 
25,00,000 rn6 

Analytical Report No./ 
: 890001866275 Date of Analysis / 

: 19.02.2026 AuaJIUTHl.fecKuii OTl.feT .N'2 l,UaTa auaJIHJa 
Date of Manufacture / 

02/2026 Date of Expiry/ 
01/2029 ,UaTa DPOH3BO,nCTBa : 

ro.neu ,no : 

Mfg. License No./ 
MA number:/ IIpouJBOACTBeuuasi : MNB/05/263 
HoMepPY : Jif1-N~(005456)-(Pf'-RU) 

JIH~eH3HSI .N'2 

Analysis performed according ND:/ AuaJitt3 npoBe,neu no H,U: JIII-.N'2(005456)-(Pr-RU)-150524 
Labelinf and artworks approved: / MapKupoBKa u MaKeThI yTBep~eubl: 17.02.2025 

- - -- -- -
.N'2 Test/ IloKa3aTeJib Result/ Pe3YJibTaTbI Specification / HopMa 

UV- spectrophotometry/ Complies / CooTBeTcTByeT rrhe UV-spectrnm of the test sol ution and the 
Y<I>- cneKTpOtpOTOMeTpHSI Cetirizine Hydrochloride reference ·tandard 

solution in the range 200 nm to 400 nm houll 
exhibit maxima absorbance al about the am 
wavelengths with an allowed variation of ± 
nm. / Y<I>-cITCKTJ)bl norno.LU~HHJl HCllbITyeMOro 
pacTaopa 11 cTa1•1J1apTt1oro pacruop 
ue:n1p1a131-ura rn11poxnop1a1na B o6nacrn OT 20( 

l!J.O 400 HM .UOJl)f(Hbl HMeTb M3KCHMYMb1 
nornou,1eHHJ1 np11 OAHMI .H TOH )f(C .llJlH H( 
BO,TJHbl c ,a,onycTHMblM 01'KIIOHeHHeM :J:: 2 HM. 

3 Dissolution / Pacrnopeuue Not less than 80% {Q) of the labeled amount 
of C21H2sClN203' 2HCI (cetirizi ne 

99 %; 97 %; 94 %; 97 %; 101 %; 98 %. 
dihydrochloride) after 30 min ./ He MeHee 
80 % (Q) OT HOMIHtailbHOfO co,a,ep,1rn1HIH 
C11H 2sCIN203· 2HCI (u,enspMJHHa 
mm111.pOXJJOPMll) <1epe3 30 ~nm. 

4 Uniformity of dosage units / Acceptance value (AV) should be not more 
O,a,uopo,a,HOCTb ,l1;03Up0B8HHbIX 3.8 [han 15.0 / noKa'3aTeJJb npHeMJJeMOCTH (AV) 
e,a,UHHI.J, ,D,onmeH 6b1T1> 1-1e 6onee 15,0. 

1
Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
llpuMe'laHue: Ilpo,a,yKT COOTBeTcTByeT Tpe6oBaHHSIM H,U 3aKJIIO'leuue: O)1:OEPEHO 

Prepared by / 
Ilo,a,roTOBJl HO: 

Y ogesh Cl"p )?an 

r, / 
Date/ 
)J.aTa: 19.02.2026 

Checked by I Checked by {AQA) / A pproved by: Quality Assurance/ Authorized person/ 
Ilpoaepeuo: npoaepeHo (AOK): 01106peHo: 06ecne11ett11e KaIJecrna/OrneTcTBeHHOe 

Ram,kao~$ 
Amit Kumar m tu,o: 

(;~ _,,; 
I ~ l 

Date/ Date/ IDate / r}p ---o 7,,,-- 7J2J 2-~ )la,a: : 19.02.2026 }laTa:: 19.02.2026 :)la-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 



•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTM<l>MKAT AHAJIII3A 

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

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

Product: Cetrine film coated tablets, 10 mg 

Ilpoti.yicr: IJ.eTp1rn® rn6rreTKH, noKpbITbie nrreHoqHott o6orroqKott, 10 Mr 

Market/ PhIHOK : Russia I Poccm, 

Batch No./ 
: V2600295 

Batch Quantity I 25,00,000 tab / 

CepuH .N'2 PaJMep cepuu 
: 

25,00,000 Ta6 

Analytical Report No./ : 890001866275 
Date of Analysis I 

: 19.02.2026 
AuaJiuTu11ec1rnii OT'leT .N'2 .UaTa auaJIHJa 
Date of Manufacture / 

02/2026 
Date of Expiry / 

01/2029 
.UaTa npOH3B0L{CTBa : roL{eH tl.0 

: 

Mfg. License No. / 
MA number:/ 

IlpOH3B0tJ.CTBeHHaH : MNB/05/263 
HoMepPY 

: flTI-M1(005456)-(Pf-RU) 
JIHUeH3HH .N'2 
Analysis performed according ND:/ AuaJIH3 npOBeL{eH no H,lJ;: JIIl-.N'2(005456)-(Pr-RU)-150524 
Labeling and artworks approved: / Map1rnp0BI.:a u MaKeThI YTBep)Kt).eHhI: 17.02.2025 

s Impurities/ IlpuMecu 

Impurity A/ 
TTp11MeCb A 

Impurity B / 
ITp1<1MeCb B 

Impurity C / 
ITp1<1Mec1, C 

Impurity D / 
TTpHMecb D 

Impurity E / 
TTpHMCCb E 

lmpu1ity F / 
Op1<1Mec1, F 

Below LOD (LOD =0.005 %) I Htt)Ke Not more than 0.2 % / He 6onee 0,2 % 
npe,n:ena 06Hapy)KeH11» (TIO= 0,005 %) 

Below LOQ (LOQ = 0.010 %) I Htt)Ke N ot more than 0.2 % / He 6onee 0,2 % 
npe.neJ1a Kon11qecTBeHHoro orrpe,n:eneH11» 

(TIKO = 0,10 %) 

Not detected I He o6Hapy)KeHa 

Not detected I He o6Hapy)KeHa 

0.02% 

Below LOD (LOD =0.015 %) I Htt)Ke 

N ot more than 0.2 % / He 60J1ee 0,2 % 

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

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

rrpe.1:i_eJ1a 06Hapy)KeH11» (TIO= 0,015 %) Not more than 0.2 % / He 6onee 0,2 % 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
flp11Me'-laHue: Opo11yK'r COOTBeTCTBye-i· Tpe6oemrn.nM HJJ: 3aKJIIO'-leHue: 0)1.0EPEHO 

1:=::=======:;-;::::::=======:;-;::::::======== 
Prepared by / 
IToJJ,roTOBneHo: 

Yogeshr;, 

Date/ 
}laTH: 19.02.2026 

Checked by/ 
TTpoBepeHo: 

R,mak~ 

Date/ 
LlaTa-:: 19.02.2026 

Checked by (AQA) / Approved by: Quality Assurance/Authorized person I 
ITpoBepeHo (AOK): On.o6peHo: O6ecrre'-!eHtte KaLfeCT~a/OrneTCTlleHnoe 

Amit Ku/ ac ~ nauo ~ 

:::::======== =: 
Date / 
}laTa:: 19.02.2026 

IDate / 
Ltarn: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr. Raddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Na!agarh Road, Baddi, 
Distt. Soian, H.P., 173 205, INDIA 

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

CERTIFICATE OF ANALYSIS 
CEPTll <l>llKAT AHAJill3A 

Product: Cetrine film coated tablets, 10 mg 
Ilpo)J,yKT: [(eTpttH® rn6neTKH, noKphIThie nneH04HOtt o6ono4KOtt, 10 Mr 

Market/ PM HOK : Russia/ PoccHll 

Batch No./ 
V2600295 

Batch Quantity I 25,00,000 tab/ 

CepnH .N'2 : PaJMep cepuu : 
25,00,000 Ta6 

Analytical Report No. / 
: 890001866275 

Date of Analysis / 
: 19.02.2026 AuaJiuTu11ec1mii 0T'leT .N'2 ,UaTa auaJiuJa 

Date of Manufacture / 
02/2026 

Date of Expiry / 
01/2029 ,UaTa npOU3B0)),CTBa : ro)J,eH )),0 : 

Mfg. License No. / 
MA number:/ IlponJBO)J,CTBeuuaH : MNB/05/263 
HoMepPY 

: JITT-NQ(005456)-(Pf'-RU) 
JIUQeH3UH .N'2 
Analysis performed according ND:/ AuaJiuJ npoBe)J,eu no H,U: JIII-.N'2(005456)-(Pr-RU)-150524 
Labeling and artworks approved:/ Map1mp0B1.:a u MaKeThl yTBepiK,!I,eHbI: 17.02.2025 

Any individual unidentified 
impurity / JII06all e;:urnH'IHall 
He1-111e1c1n1Cju11..v1poea1rnan np11Mecb 

rrotal impurities / 
CyMMa np11Meceil 

0.05 % 

0.1% 

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

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

Remarks : The Product confilms to ND/ Conclusion : APPROVED/ 
IlpnMe'lanne: llpO.D.)'KT cooTBeTCTByeTTpe6oeamtllM H.U 3aKnlOlfe1me: OJ].06PEHO 
::=======::::::;-;::::::=====:::::::::::::::;-;::::::=======::::::::: 
Prepared by / 
Ilo)],roTOBJieHO: 

Y ogesh C,~ 

Date / 
,Uarn: 19.02.2026 

Checked by/ 
TT poeepetto: 

R,,n,~ 

Date / 
Jlai-a: : 19.02.2026 

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

~~ 
Date / 
)laTll:: 19.02.2026 

Approved by: Quality Assurance/Authorized person/ 

OJJ.o6peHo: O6ecne1IeH11e Ka~•1eCTBa/..OTBeTCTBeHHOe 
!11-1.UO : /7 c) 

( \ '-; I 

I 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, T2langana, 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, Na!agarh Road, Baddi, 
Distt. Soian, H.P., 173 205, INDIA 

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

CERTIFICATE OF ANALYSIS 
CEPTII <l>IIKAT AHAJIII3A 

Product: Cetrine film coated tablets, 10 mg 
IlpoAyKT: U:eTp1rn® Ta6JieTKH, TI0KpblTbie nJieHO'-IHOtt o6oJIO'-IKOl1, 10 MI' 

Market/ P1,rnoK : Russia I Pocc11.si 

Batch No./ 
V2600295 

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

: 
Pa3Mep cepuu 

: 
25,00,000 Ta6 

Analytical Report No. / 
: 890001866275 

Date of Analysis / 
: 19.02.2026 

AuaJiuTutJecKuu OTlfeT .N'!! )].aTa auaJIU3a 
Date of Manufacture / 

02/2026 
Date of Expiry / 

01/2029 
)lam IlPOH3B0ACTBa 

: 
roAeHAO 

: 

Mfg. License No. / 
MA number:/ 

IlpoU3BOACTBeHHaH : MNB/05/263 
HoMepPY 

: JUT-N2(005456)-(Pf-RU) 
JIUil;eH3UH .N'!! 
Analysis performed according ND:/ AuaJIH3 npoBeAeH no H)l: JIII-.N'!!(005456)-(Pr-RU)-150524 
Labeling and artworks approved:/ MapKupoBKa u MaKeTbI yTBep'1CJ].eHbI: 17.02.2025 . 

-
N2 Test/ Iloi.:a1aTem, Result/ Pe1yJI1,TaThl Specification/ HopMa 
6 Water content/ 

2.9% I 2.9% 
Not more than 8.0% I 

Co,11,epmauue B0,11,hl He 6onee 8,0 % 
7 Microbiological purity* / 

MuKp06HOJIOI'HlfeCKaH 
lfHCTOTa* 
a) Total aerobic microbial count/ NA Not more than 1000 CFU/g I 
O6mee 1-rncno a3po6HbIX He 6onee 1000 KOE/r 
M11KpoopraHJ13MOB 

NA 
b) Total combined yeasts and Not more than 100 CFU/g / 
mould count / O6mee q11cJio NA He 6onee 100 KOE/r 
~pm10KeBbIX 11 nnecHeBblX rp1160B 

c) E.coli Shall be absent in lg/ OTcyTcTBHe B 1 r 
8 Assay / KoJIHlfecTseuuoe Not less than 9.0 mg and not more than 

onpeJ1eJtcHue l 1.0 mg C21H2sCIN2O3'2HC1 (cetirizine 

9.95 mg /9.95 Mf dihydrochloride) in tablet (between 90,0 % 

99.5% 
and 110,0 % of label claim)./ OT 9,0 Mr .no 
11,0 Mr C21H2sClN2O3·2HCI (ueT11p11311Ha 
iJ_11rn.n:poxnop11.n:) B rn6neTKe ( OT 90,0 % .no 

,_ - ---
l!_0,0 % OT HOMHHaJJbHOrO CO,Llep)l(attml). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
Op1u1e4auue: TTp0J.1.YK1' coorneTcrnyeT Tpe60Bam-u1M HA 3aKJIIOlfeuue: O)];OEPEHO 

Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized person/ 
ITo.n:roTOBJieHo: ITponepeHo: TTpoeepeHo (AOK): O.n:o6peuo: O6ecne1Jett11e Ka1Jecrea/OTBeTCTBeHt-1oe 

Yogesh Ch-,• /" Ramakant ~ Am it Kumar 
flHUO ~~ 

~ / (\ ~ 
Date / Dai.e l Date / IDate / ~ ---V 7- -'--:J-0 2-~ .ll.arn: 19.02.2026 )lam: : 19.02.2026 )laTa: : 19.02.2026 .Uan: 

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, relangana, India 
Tel: +9140 4900 2900, Fax: 191 40 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 

www.drreddys.com 

I 



•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTll <l>lIKAT AHAJill3A 

Dr. Re:ddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Na!agarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

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

Product: Cetrine film coated tablets, 10 mg 

IlpoJJ.yKT: Uerp1rn® ra6nerKH, rroKpbITbie rrneHO'-IHoii 060JIO'-IKoii, 10 M, 

Market/ PbIHOK : Russia / Pocorn 

Batch No./ 
V2600295 

Batch Quantity I 25,00,000 tab/ 

Cepm1 .N2 : PaJMep cepuu : 
25,00,000 Ta6 

Analytical Report No. / : 890001866275 
Date of Analysis / 

: 19.02.2026 AuaJiuTuqecKuii OT<IeT .N2 ,UaTa auaJIHJa 
Date of Manufacture / 

02/2026 
Date of Expiry / 

01/2029 ,UaTa npOH3BOJJ,CTBa : 
ro.a:eu.a:o 

: 

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

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

JIHQeHJHH .N'2 
Analysis performed according ND:/ AuaJIH3 npoBeJJ,eH no H,U: JIII-.N2(005456)-(Pr-RU)-150524 
Labeling and artworks aooroved: / MapKHJ)OBKa u MaKeThI YTBep,KJJ:eHhI: 17.02.2025 

N2 Test I IloKa3aTeJib 

9 Subdivision of tablets I 
11:eJieHHe Ta6JieTOK 

10 Package/ YnaKOBKa 

-- -- - -
Result I Pe3yJi bTaTbl 

Complies I CooTBeTcTByeT 

10 tablets in PVC/PVDC//aluminum 

Specification/ HopMa 
The tablets comply with the test, if not more 
han 1 individual mass is outside the limits of 

85 % to 115 % of the average mass. The 
tab lets 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. I 
Ta6;1eTKH COOTBeTCTB)'lOT Tpe6oB3Hl1llM, eCJil1 
He 6oJiee 1 e,11,HHH'-!Hal! Macca OTKJIOHHeTCll 33 
npe,11,eJibl 85%-115% OT cpe,11,Hett. M3CCbl. 
Ta6JJeTKH He COOTBeTCTBY!OT Tpe60B3HHllM, 
ecm, 6oJJee '-!eM 1 HH,11,HBHAY3JJbH3ll Macca 
OTKJIOJ·!HCTC)I OT 3THX npe,11,eJJOB HJJl1, eCJJH 1 
I-IH.1111BH.ll.)'3JlbH3il Macca OTKJJOHHeTCll 33 
npeJ].eM,1 75%-125% OT cpe,11,Hett. MaCCbl. 
10 tablets in PVC/PVDC//aluminum bli ter. 2 

blister. 2 blisters and patient information or 3 blisters and patient infonnation leaflet in 
leaflet in a carton. I Ilo 10 rn6JJeTOK B a carton./ 
hBX/IIJlBX//amoMHHHeBoM 6n11cTepe. llo 10 TI1611eroK B 
no 2 6JJHCTepa BMeCTe C JJHCTKOM- llBX/TI)].BX//amoMHHHeBOM 6n11cTepe. no 2 
BKJJ3,[\blIIIeM yITaKOB3Hhl B fl3'-IKY HJIH 3 6JIHOTepa 6,Mec,·e C JIHCTK0M -
K3PTOHHYJO. BKJJa,UblWeM Yfl3K0B3Hbl B na'-IKY KaPT0I-IHYIO. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMeqaHue: Ilpo,11,yKT cooTBeTcTByeT Tpe6oBaHHllM HJl 3aKmoqeH11e: O.LJ:OliPEHO 

1:=::=======:;;:::::=====:::::::::::=:;;:::::========:: 
Prepared by I 
noJ1.roTouneuo: 
Y ogesh Cha '<In 

1/ 
Date / 
)].a-ra: 19.02.2026 

<:::hecked by/ 
nposepe,m: 

Ramaka 4 
Date / 
.l],aTa: : 19.02.2026 

Checked by (AQA) / 
TiposepeBo (AOK): 
Amit Kumar __A 

....--
Date / 
.D,a-ra:: 19.02.2026 

Approved by: Quality Assurance/ Authorized person / 
O.no6peHo: O6ecne'-!eHHe Ka'-!eCTBa/OTBeTCTBe1-1Hoe 

nMUO ~~ 

!Date I 
JlaTa: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad·· 500034, relangana, 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, Na!agarh Road, Baddi, 
Distt. Soian, H.P., 173 205, INDIA 

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

CERTIFICATE OF ANALYSIS 
CEPTll <l>llKAT AHAJIII3A 

Product: Cetrine film coated tablets, 10 mg 

IlpOAYKT: U:eTp1rn® rn6neTKtt, noKpbIThie nnetto4Hol1 o6ono4Kol1, 10 Mr 

Market / P1,rnoK : Russia I PoccHJI 

Batch No./ 
: V2600295 

Batch Quantity I 25,00,000 tab / 

CepuH .N'!! Pa3Mep cepuu 
: 

25,00,000 rn6 

Analytical Report No. / : 890001866275 
Date of Analysis / : 19.02.2026 

AuaJiuTuqecKuii oTqeT .N'2 .L(aTa auaJIH3a 
Date of Manufacture / 

02/2026 
Date of Expiry / 

01/2029 
)lam DPOH3BOACTBa 

: 
roAeH AO 

: 

Mfg. License No. / 
MA number: I 

IlpouJBOACTBeuuaH : MNB/05/263 
HoMepPY 

: nn-N2(005456)-(Pr-RU) 
JIHQeH3HH .N'!! 
Analysis performed according ND:/ AuaJiu3 npoBeAeH no H.L(: JIII-.N'2(005456)-(Pr-RU)-150524 
Labeling and artworks approved:/ MapKupoeKa u MaKeTbI yreepJKL{eHhI: 17.02.2025 

* Performed by the manufacturer at release periodically: one in every 20 batches or at least once a year. The parameter may be absent 
from the Company's certificate of analysis./ TipoBOJlHTCH rrpoH3BOJlHTeneM rrpH BblrrycKe rrepHOJlHqecK11: .nm1 Ka)KJlOH 20-ott cep11H 
HJll1 He MeHee 1 pa3a B fOJl, TioKa3aTeJJb MO)KeT 6b!Tb He BKJl!oqeH B CepTmpHKaT aHanH3a qmpMbl. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'lauue: Tipo,nyKT cooTBeTcTByeT Tpe60BaH11HM Hll 3aKmoqeune: O.UOEPEHO 

1:========:;;:::::=======:;;:::::======== 
Prepared by I 

Date / 
)lam: 19.02.2026 

Checked by I 
Tipooepe110: 
Ramakan t 

D ate/ 
JlaTa: : 19.02.2026 

Checked by (AQA) I 
Tipooepe1-10 (AOK): 
Amit Kumar 

Date/ 
)lam:: 19.02.2026 

Approved by: Quality Assurance/Authorized person/ 
OJ106pe1:Jo: O6ecrreqeHHe KalfecTBa/Or\ e-rcTBeHHOe 

JIHUO: {\1'~ 
IDate / 
JJ,a-ra: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr.Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Na!agarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

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

CERTIFICATE OF AN LY I 
CEPTH<l>HKAT AHAJill3A 

Product: Cetrine film coated tablets, 10 mg 

IlpOAYKT: UeTpHH® rn6neTKH, noKPblTble nneHO'-lHOH 060JIO'-IKOH, 10 Mr 

Market/ PblHOK : Russia/ Pocc1u1 

Batch No./ 
V2600295 

Batch Quantity / 25,00,000 tab I 
Cepm, N!! 

: 
Pa3Mep cemrn 

: 
25,00,000 Ta6 

Analytical Report No./ : 890001866275 
Date of Analysis / : 19.02.2026 

Anam1TH•1ec1rnii oTqeT .M! l.llan auaJitt3a 
Date of Manufacture / 

02/2026 
Date of Expiry/ 

01/2029 
l.llaTa nponJB0ACTBa 

: 
roJ(eH ,1).0 

: 

Mfg. License No. / 
MA number:/ 

Ilpon3BO,IJ.CTBeuuaH : MNB/05/263 
HoMepPY 

: JITT-N!!(005456)-(Pf-RU) 
JIHUCH3HSI N!! 
Analysis performed according ND: / AuaJIHJ npose,1J.eH no H.L(: Jil1-N!!(005456)-(Pf-R )-150524 
Labeling and artworks approved:/ Map1mpoB1ca H MaKen1 yrnep)KJJ.CHbt: 17.02.2025 

API name/ Ha11MeuosaHne A<l>C: Cetirizine dihydrochloride / JJ,ernp1131111a .n11nu:tpoxnopltll 

INN /MHH: Ceti1izine / Uernp113HB 

API manufacturer batch number / 
BT00-25082 

Hol\lep cep1J11 npo11Jnonirrem1 A<l>C: 
FP Manufacturer API Batch number/ 

FETA00031 
HOM CD cep1111 cy6CTaHU,HH Ul)0113B0J111TeJIR r Jl(f>; 

API Manufactured by & country I Glochem Industries Private Limited, India / 
Ilpo113B0J.l1tTCJJb A<l>C, crpaua: rnoxeM vlH.1.1.acTp11ec npaHBHT ni-1Ml1Te.n., HH,IIJ!ll 

ame, address authorization No for FP Formulation Unit-6, Yill..Khol , Nalagarh Road, Baddi Di tt. 

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

RaHMeHosauMe, a pee, m1ueH3HH AJISl npoH3BOJI,CTBeHHoe noJ1pa3,ne11e1-111e-6 B11rrn. Kxonb, Hanarapx 

l1pOH3BOACT8eHHaSI 0JI0IUa.u.Ka / Ilnomat1Ka Poy.n, 68,ll,L(H, )J.HCTpHKT CoJlaH, x.rr., 173205 vlBJl~1ll 

K0HTp0JISl Ka'IeCTBa / l1JI01Uam<:a BblfiYCl<:
0

3 
(Jl11ue1-131111 N2 MNB/05/263). 

Declaration of certification: «I hereby certify that the above infonnation is authentic and accurate. Thi batch of product has been 
manufactured, including packaging/labeling and quality control al the above mentioned ite(s) in full compliance with rhe GMP 
requirement of the Eurasian Economic Union and requirement· to the medicinal quality and with the specifications in the Marketing 
Authorization do ier of the importing country. Production packaging and testing records are verified and their compl iance with 
Good Manufacturing Practice of the Eurasian Economic Union i eslabli hed>>. 

3aKJJloqeune O COOTBCTCTBHH: «HacTOllll(HM ll nOJJ.TBep)l(JJ.alO, '!TO np11BeJJ.eHHall Bh!We HHqJOpMau.m1 llBJJlleTCll JJ.OCTOBepHOH H 
TO'IHOH. 3Ta cepHll npo,nyKU.1111 npoH3ee.neBa (BKJIIO'lal! ynaKOBKY (MapKHpOBKY) H KOBTpOJib Ka'leCTBa) Ha BhIWeyKa3aHHOH 
np0H3BOJJ.CTBeHHOH nnoma.nKe (nnOl.1(8}lKax) B noJIBOM COOTBeTCTBHH C Tpe6oaaBHJ'IMl1 ITpaBHJl B8JJ.J1e,1<awew npOl13BO,llCTBeHHOH 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
n pmie"la1me: n.pOJlYKT cooTneTcTByeT Tpe6oeaHHRM H)J. 3a1rn1o"leH11e: O.ll.O6PEHO 

1:========::::::::;-.=======~;:::========: 
Prepared by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized person I 
no.nro-roenetto: Hpoeepe,rn (AOK): Ono6peMo: O6ecne4ett11e Ka•1ecTBalOTBeTCTBeBHO 
Yogesh Chaul n Amit Kumar n11u.o: 

~ 
.,------

Date/ 
)J.a-ra: 19.02.2026 

Date/ 
)J.aTa: : 19.02.2026 

!Date/ 
)J.aTa: 

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

CJN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTII <I> IIKAT AHAJIII3A 

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

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

Product: Cetrine film coated tablets, 10 mg 

IIpoL1.yKT: lJ,eTpHH® rn6neTKH, ITOKpb!Tbie nneHOL!HOM o6oJJ04KOM, 10 Mr 

Market/ PM HOK : Russia/ Poccm, 

Batch No./ 
V2600295 

Batch Quantity/ 25,00,000 tab / 

CepnH .N'!! 
: 

PaJMep cepnn 
: 

25,00,000 rn6 

Analytical Report No. / 
: 890001866275 

Date of Analysis / 
: 19.02.2026 

AuaJinTnqecKnii oTqeT .N'!! )I:aTa auaJinJa 
Date of Manufacture/ 

02/2026 
Date of Expiry / 

01/2029 
lllarn npomBOLJ.CTBa 

: 
roJ).eH LJ.O 

: 

Mfg. License No. / 
MA number:/ 

IIponJBOLJ.CTBeuuaH : MNB/05/263 
HoMepPY 

: nIT-N!!(005456)-(Pr-RU) 
JinueuJnH N2 
Analysis performed according ND:/ AuaJIH3 npoBeLJ.eu no H)I:: JIII-N2(005456)-(Pr-RU)-150524 
Labeling and artworks approved:/ MapKnpoBKa n MaKeTbI YTBep:lK,lJ,eHbI: 17.02.2025 

npaKTHKH Espa3HHCKOro 3K0H0MHL!eCK0ro C0I03a H Tpe6oBaHHHMH K0HTp0Jrn KaqecTBa JieKapCTBeHHblX cpe,UCTB, a TaK)l(e B 

C00TBeTCTBHH co cneumpttKaUHHMH, co,uep)l(all.\HMHCH B perttcTpaUH0HH0M .U0Cbe CTpaHbl-HMn0pTepa. 3arrHCH [10 rrpoH3B0.UCTBY, 
yrraK0BKe H aHaJIH3Y nposepeHbl, 11 ycTaH0BJieH0 HX C00TBeTCTBHe Tpe6oBaHHHM IlpaBHJI Ha,UJie)l(ameii rrp0113B0,UCTBeHHOH 

npaKTHKH Espa3HHCKoro 3K0H0MH'-IeCK0f0 C0I03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpuMe<JaHue: Tipo,uyKT C00TBeTcrnyeT Tpe6oBaHHHM HL( 3aKJIIO'leHue: O,11,OnPEHO 

Prepared by/ 
Tio.uroTOBJieHo: 

Yog~h C/;,, 

Date / 
!).an1: 19.02.2026 

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

flpoeepetto: flposepetto (AOK): O,uo6petto: O6ecrrEqett11e KaqecT~sa/~ TBeTCTBeMMOe 
Ramakant -'[ Amit Kumar 

JIHUO: a~ '7 
~/ I'~ I 

Date/ Date / IDate / L,--0 --zi "2.,c--~ Lt, 
LJ:arn:: 19.02.2026 ll,aTa:: 19.02.2026 L(arn: 

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

Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.con" 
CIN: L85195AP1984PLC004507 

www.drreddys.com 
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