
•·· Dr.Raddy's~;• 

CERTlFICATE OF A ALYSI 
CEPTH<l>HKAT AHAJUI3A 

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 
HpoJ]y11.,: LJ.eTpHH® Ta6JJeTKH, noKpblTble TIJleHOlJHOH o60JIO'IK0H, 10 Mr 

Market / PhJHOK : Russia/ Poccm1 

Batch No./ 
V2600396 

Batch Quantity/ 
: 

25,00,000 tab/ 

Cepm1 N2 
: Pa3111ep cep,111 25,00,000 rn6 

Analytical Report No./ : 890001867699 
Date of Analysis / 

: 07.03.2026 
AIUIJIUTll'feCKllii OT'feT N2 )laTa auanu3a 

Date of Manufacture / 
02/2026 

Date of Expiry/ 
01/2029 

AaTa npo11Joo:11crsa 
: 

ro)lell )lO 
: 

Mfg. License No. / 
MA number:/ 

IlpOH3BO:llCTBeHH3H : MNB/05/263 
HoMep PY 

: J1TT-N2(005456)-(Pf-RU) 

m11.ie11J11S1 N2 

Analysis performed according ND:/ AuaJJH3 npose)).eH no HJ1:: JIII-N2(005456)-(Pr-RU)-150524 
Labeling and artworks approved:/ MapK11posKa II MaKeTbl YTBCD)K)).Cllbr: 12.11.2024 

N2 Test I IloKaJaTeJib Result/ Pe3yJJbTRTbI Specification/ Hop111a 
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. 
Kpyrn b1e ABOltK0Bblll)"KJlbJe Til.6JleTKl'1, I Kpyrnb1e ABO}IKOBblllYKJlble Ta6JleTKH, 
TIOKpblTble nneHOLJHOJ:i o6onO'IKOH TIOKp'blTble nneHOlfHOH o6oJIOlJKOH 6enoro 
6enoro UBeTa C pl-lCKOH Ha 0,1},HOH 11J]J,f ITOlfTl1 6enoro UBeTll, C pHCKOH H8 OD.HOH 
CTOpOHe. Ha nonepe11HoM pa3pe3e - cTopoHe. Ha nonepe11HoM pa3pe3e .s!.UpO OT 
.si.upo 6enoro ueern. 6enoro .uo nolJTl1 6enoro ueeTa. 

Remarks : The Product confinns to ND/ Conclusion : APPROVED / 
npuMe'faHHe: TTpo,D.yKT COOTBeTCTByeT Tpe6oeaHHl!M H)], 3aKJ110•1e1111e: O)lOliPEHO 

Prepared by / 
TTo)lroTOBJieHo: 
Vishal Sharma 

a 
Date/ 
)lara: 07.03 .2026 

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

TTpoeepeHo?. Pr ve h TTpoeeper10 (AOK): Amit per on / O,Qo6petto: O6ecne'leH11e 
Ra1ia Kumar KalfCCTBa/OTBeTCTBeHHOe JI HU,0 '. 

['_/:_ rt¼~ 
l 

Date / Date/ !Date / Cfl3~ 3.,.... ~ '1-~ JJ.a-ra: 07.03.2026 JJ.aTa: 07.03.2026 nani: 

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: L8519SAP1984PLC004507 
www.drreddys.com 
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•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALY IS 
CEPTH<l>HKAT AHAJ1H3A 

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, IO mg 
OpORYl\'T: Ue-rpm1®Ta6J1eTKl1, n0Kpb1Th1e nJJetto4ttoi1 o6oJJOlfKOW, 10 Mr 

Market/ PblHOK : Russia / Poccm1 

Batch No./ V2600396 
Batch Quantity/ 

: 
25,00,000 tab I 

I Ccp11st N2 
: Pa3Mcp cepm1 25,00,000 Ta6 

Analytical Report No./ 
: 890001867699 

Date of Analysis / 
: 07.03.2026 

IA11anuT11'fecK11ii OT'feT N2 .ll,aTa aHaJI113a 

Date of Manufacture / 
02/2026 

Date of Expiry/ 
01/2029 : : 

)laTa n POll3BOACTB3 ro.n,eH AO 

Mfg. License No. / 
MA number:/ 

fipOH3BOACTBCHHaH : MNB/05/263 
HoMep PY 

: J1I1-N~(005456)-(Pf-RU) 

Jl llUeHlHH .N"2 
Analysis performed according ND:/ AuaJJH3 npoBe)leH no H,11.: Jlll-.N"2(005456)-(Pr-RU)-150524 
Labeling- and artworks aooroved: / MaoK11DOBKa II MaKCTbl VTBCP,K,llCllbJ: 12.11.2024 

2 
Test I IlotcaJaTeJib 

Identification / 
11ACIITllll>HK811HH 

HPLC/ B3)KX 

11
Rema1·k : The Product confirms to ND/ 

Result/ PeJyJJ1>TaT1>1 
h retention time of the main peak in th 

chromatogram of test solution compl 
with the retention time of the main pea 
in the chromatogram of Cetirizin 
Hydrochloride reference standar 
olution. I 

Specification/ Hopllla 
he retention time of the main peak in th 

chromatogram of test solution should comp\ 
with the retention time of the main peak in th 
chromatogram of Cetirizine Hydrochlorid 
reference standard solution (section "Assay"). 
BpeMll y.n;ep)l{HBaHHll OCHOBHOro 

BpeMll y.nep)l{HBaHHSI OCHOBHOro n11Ka H HCnbITyeMoro 
•poMaTOrpaMMe HCnhlTyeMOro paCTBOp f01DKHO COOTBeTCTBOBaTh BpeMeH 

coo1·eeTCTByeT epeMeHM y.uep)f(f1BaHHll)'Jlep)l{HBaHMll OCHOBHOro nHKa H 
0CHOBHOro nHKa Ha xpoMa-rorpaMM poMaTorpaMMe CTaH)lapTHOro paCTB0p 
CTatt.napTttoro pacrnopa u,e-rnpH3HH U.e"l'l'1pH3HHa rn.npoxnopHJla (pa3Jle 

11.upoxJ1op1'1Jla. <Komt•ieCTeem1oe onpe.nenett11e» ) . 

Conclusion : APPROVED I 
TTp11MeqaHne: npo.uyKT C00TBeTCTB)'CT Tpe6oe8HHl!M H.[l 3atcJIJO'fettne: 0)).06PEHO 

Prepared by I 
noaroTOBJJeMo: 
Vishal Sharma 

~ 
Date/ 
,ll.aTa: 07.03 .2026 

Checked by/ Checked by (AQA) / Approved by: Quality A surance/Aul11orized 

~:;epeH? avesh 
npoeepeHO (AOK): Amit per on / O.no6petto: O6ecne4ett11e 
Kurnar Ka4ecrna/OTBeTCTBeHHOe JlHU,0: 

r (J¼:0 
Date I Date / !Date / o-9 ---0 3. ~ V>~ )laTa: 07.03.2026 ,D.aTa: 07.03.2026 ,D.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.Raddy's~;• 

CERTIFICATE O i ANALYSI 
CEPTH<D.HKAT AHAJill3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Kho!, 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 
IlpoJlyK'r: U,eTPl1H® Ta6neTKl1, n0Kpb!Tb1e nneHO'{HOM 06ono·•1Koti, 10 Mr 

Market/ Pb1HOK : Russia I Pocc11.si 

Batch No./ 
V2600396 

Batch Quantity/ 
: 

25,00,000 tab/ 

Cep11si .N'2 
: PaJMep cep1111 25,00,000 Ta6 

Analytical Report No./ 
: 890001867699 

Date of Analysis / 
: 07.03.2026 

I A Hamrr114ec1<11it 0T<teT .N'2 .ll,aTa auaJIHJa 

Date of Manufacture/ 
02/2026 

Date of Expiry / 
: 01/2029 

)laTil ap0ll3B0JJ.CTB3 
: ro)leH )10 

Mfg. License No./ 
MA number:/ 

IlpOH3BOJJ,CTBeHH3H : MNB/05/263 
HoMepPY 

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

JlltUCH3IIH .N'2 
Analysis performed according ND: / Auann3 nposeJJ,eH no H)l: JJ TI-.N'l!(005456)-(Pr-RU)-l 50524 
Labeling and artworks approved:/ MaPKIIPOBKa II MaKeTbt YTBep,KJlCHbt: 12.11.2024 

.N'2 Test I IloKaJaTeJib Result/ Pe3yJtbT3TbI Specification/ HopMa 

UV- spectrophotometry I The UV-spectrum of the test solution and th9 

Y<I>- crreKTpO<pOTOMeTpH.s! Celirizine Hydrochloride reference standar~ 
solution in the range 200 nm to 400 nm houl~ 
exhibit maxima absorbance at about the same 
wavelengths with an allowed variation of ±2 

Complies I CooTBeTcTByeT nm. / Y<l>-crreKTpbI nornomem1.si HCnb1Tyer,10ro 
pacTBopa J,f CTaHJJ.apTH0ro pacTBopa 
l.(CTHpHJHHa ni11.poxnop11JJ.a B 06nacn1 OT 200 
.a,o 400 HM .uomKHbl HMeTb MaKCHMYMbl 
nornomeHH.s! rrpH 0}].HOM H TOM )Ke )lJTHHe 
B0JIHbl c JJ.OITYCTHMbIM OTKJIOHeHHeM ± 2 HM. 

0 Dissoh1tion / PacTBopeuue Not less than 80% (Q) of the labeled amount 
of C21 H2sCIN2O1 • 2HCI ( cetirizine 

97 %; 99 %; 94 %; 97 %; 97 %; 101 %. 
dihydrochloride) after 30 min./ He Mettee 
80 % (Q) OT HOMl1HaJibHOro co.uep)l(aH!-1.s! 
C~1H2sCIN2Or 2HCI (uernp113HHa 
1AltrHJlpOxnop11.u) •1epe3 30 Ml1H. 

4 !Uniformity of dosage units / Acceptance value (AV) should be not more 

O.llHOpO.llHOCTb ,U03Hp0B3HHblX 4.8 han 15.0 I TToKa3aTeJib rrp11eMneMocrn (AV) 
CD.LIIHII.( i/l0Jl>KeH 6bITb He 6onee 15,0. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
ITpHMelfa•me: npocyKr cooTBeTCTByeT Tpe6oea1m11M H,l], 3aKJIIO'leHne: O.ll,O6PEHO 

Prepared by/ Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized 
11.on.roTOBJieHO: flpoeepeHo: Pravesh TTpoeepeHO (AOK): Amit person / OJJ.06pe110: O6ecneqem1e 
Vishal Sharma Rana -1 Kumar 

<a,em,10mTCT~~ 

(1/ ~ ...---
,Date / !D ate/ 

'

'Date/ 

'

'Date/ ~ ---o 3, r-"UJ '1--C 
)),aTa: 07.03.2026 L{aTa: 07.03 .2026 .llaTa: 07.03.2026 ,UaTa: 

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: L8519SAP1984PI.C004507 
www.drreddys.com 

I 



•·· Dr. Reddy's ~~• 

CERTIFICATE OF AN LY IS 
CEPTH<l>HKAT AHA.Jllf3A 

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 
n poJl,yKT: Ll.eTPH H® Til6JleTKM, noKPbl1'ble nneHO'IHOH o6ono'IKOH, 10 Mr 

Market / PbIHOK : Russia/ Poccm1 

Batch No./ V2600396 
Batch Quantity/ : 

25,00,000 tab / 

1Cepm1 N2 
: Pa:iMep cep1111 25,00,000 Ta6 

Analytical Report No./ 
: 890001867699 

Date of Analysis / 
: 07.03.2026 

AuaJJHTHlfeCKHii 0TlfCT N2 )].an auanma 

Date of Manufacture / 
02/2026 

Date of Expiry/ 
01/2029 : : 

JJ,aTa OJ)01O80Jl.CTB3 ro)lCH )lO 

Mfg. License No. / MA number:/ 
IIp0H3BO)lCTBCHHaH : MNB/05/263 

HoMep PY 
: JITT-N~(005456)-(Pf-RU) 

JJIIUCH3HH .N! 
Analysis performed according ND:/ AuaJJH3 npoBe)leH no H,LI,: JIII-N2(005456)-(Pr-RU)-150524 
Labelin2 and artworks aooroved: / Map1rnpoBKa u MaKeTbI vn,emKJlCllbl: 12.11.2024 

5 lmpuritics / IIpuMecu 
Jmpurity A/ 
Op1•1Mecb A 
Impurity B / 
Hp11Mecb B 
Impurity C / 
ITpHMeCb C 
Impurity D / 
OpHMeCb D 
Impurity E / 
np1-1Mecb E 
Impurity F / 
ITpHMech F 

Below LOD (LOD =0.005 %) / H11)1(e 
npe)lena o6Hapy:>KeHH.!I (TTO = 0,005 %) Not more than 0.2 % / He 6onee 0,2 % 

0.04% 
Not detected/ He o6Hapy)KeHa 

Below LOQ (LOQ = 0.003 %) / H11)Ke 

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

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

npe.a.ena KOJJH'lecTBeHHoro onpeJ1eneHl4lf Not more than 0.2 % / He 6onee 0,2 % 
(ITKO = 0,003 %) 

Below LOQ (LOQ = 0.023 %) / H11)Ke 
npen.ena Kon11qecrneHHoro onpeJJ.eneH11.!I 

(ITKO = 0,023 %) 

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

Below LOD (LOD = 0.015 %) I H11)Ke !Not more than 0.2 % / He 6onee 0,2 % 
!Any individual unidentified npe)lena o6ttapy)KeHH.!I (ITO= 0,015 %) 
impurity/ J1106a.H e)l11Hwrna.!I 
HeHLleHTH~>m.,111poeaHHalf npHMeCb Below LOQ (LOQ = 0.05 %) I HmKe INot more than 0.2 % / 

npe.nena Kon11qecrneHHoro onpe.neneHH.!I He 6onee 0,2 % 

tfotal impurities/ 
CyMMa np11Mece/:i 

(ITKO = 0,05 %) 

0.0449 % 
!Not more than 2.0% / 
He 6onee 2,0% 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
3aKJJt0•1cu11e: O)1.OliPEHO fl p11MC'l8HHe: npO)lyKT COOTBeTCTByeT Tpe6oBaH11llM HJI: 

Prepared by/ Checked by/ Checked by (AQA) I 
ITo,nroTosneHo: rtpoaepeHO: Pravesh TTpooepeHo (AOK): Amit 

Vish(1_: Raoa { K,msc t r;_ 

Date/ Date / Date/ 
)laTa: 07.03.2026 .D,aTa: 07.03.2026 .D,aTa: 07.03.2026 

Approved by: Quality Assurance/Authorized 
per on I O,no6peHo: 06ecne'leH11e 

""'"rna/tme=,~;~ 

!
Date / 
_.naTa: 

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 

CERTJFJCATE OF ANALYSI 
CEPT.H<l>HKAT AHAJI1BA 

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 

OpOJlYKT: UeTJ>HI-I® rn6neTKH, noKPbITbie nne1-10Y1-1011 06ono•1K0H. 10 Mr 

Market/ PblHOK : Russia/ Poccm1 

Batch No./ 
V2600396 

Batch Quantity/ 
: 

25,00,000 tab/ 

!Cepun .N'2 
: Pan1ep cepmt 25,00,000 Ta6 

Analytical Report No./ 
: 890001867699 

Date of Analysis/ 
: 07.03.2026 

A H8JI IITll 'leC.KII i'i 0TIJeT ,N'g .QaTa anamua 

Date of Manufacture/ 02/2026 
Date of Expiry/ 01/2029 : fo.D,eH AO 

: 
JlaTa 0P0ll3B0JlCTB:l 
Mfg. License No./ MA number:/ 
IlpoHJBO)J.CTBeHHaR : MNB/05/263 

HoMep PY 
: JITI-N~(005456)-(Pr-RU) 

Jlll UC113 llff ,N'g 

Analysis performed according ND:/ AuaJIH3 npose.a:eu no HJl: JIIl-.N'2(005456)-(Pr-RU)-150524 
Label.in2 and artworks approved:/ Map,mpoBKa II MaKeTbl vTBeD"')I_eHbt: 12.11.2024 

N2 Test I IloKaJaTeJib Result/ PelyJJbTaTbl Specification / Hop/Ila 

6 Water content/ 
3.1 % 

Not more than 8.0% I 
Coaepi!'.am,e B0.ll.bl He 6onee 8,0 % 

7 Microbiological purity* I 
MnKpo6uonoru1JecKaR 
'IIICTOTa* 
a) Total aerobic microbial count I NA INot more than 1000 CFU/g I 
06Ulee 4HCn0 a3p06Hb(X He 6onee 1000 KOE/r 
MHKpoopraHH3M0B 

NA 
b) Total combined yeasts and INot more than 100 CFU/g I 
mould count/ O6w_ee 4Hcno He 6onee 100 KOE/r 

!JlpO>IOKCBblX H nnecHeBblX rp1160B NA 

c) E.coli !Shall be absent in 1 g / OrcYTCTBHe a 1 r 
18 !Assay / KoJIHIJeCTBeHuoe N ot less than 9.0 mg and not more than 

onpCJ1eJ1e1me 11 .0 mg C21H2sCIN2O3 ·2HCI (cetirizine 

9.97 mg /9,97 Mr 
dihydroch loride) in tablet (between 90,0 % 

99.7 % 
and 110,0 % of label claim)./ OT 9,0 Mr .11,0 
11,0 Mr C21H2sCIN2O3·2HCI (uernp1rnrna 
~rn.11,poxnopHJt) a rn6neTKe ( OT 90,0 % .a:o 
110,0 % OT H0MHHanbHOro COJlCP)l(3HHH). 

Remark : The Product confirms to ND/ Conclusion : APPROVED / 
TipHMelJaHue: TTpo.uyKT COOTBeTCTByeT Tpe6osaHHi!M HJ]. 3aKmo11eHue: O)1,OliPEHO 

.Prepared by I Checked by I Checked by (AQA) / Approved by: Quality Assurance/Authorized 
n o.11,rOTOB!leHo: 

r:;,~:•peHol vesh 
npoeepetto (AOK): Amit per on / O.11,06peHo: O6ecneYeH11e 

Vi ha! Sharma Kumar l<cl'leCTJ3a/OTJ3eTCTBCIHiOe m,uo: 

~ ·f'~ ~
oJ 

1/ 
Date/ Date / Date/ 'Date I ~<"D:S.--.2-0u J].aTa: 07.03.2026 )].aTa: 07.03 .2026 J].aTa: 07.03.2026 :Aa,-a: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +91 40 4:i00 2999, Email : mail@drreddys.com 

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

CERTIFTC TE OF ANAL YSJS 
CEPTH<J>I11(AT AHAJIH3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Kho!, 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 
n po.Jl}'KT: UeTPHI~® Ta6neTKH, noKpblTbte nneH04HOH 06ono'l1<oi1, 10 Mr 

Market/ PLIHOK : Russia/ Pocc1,rn 

Batch No./ 
V2600396 

Batch Quantity / 
: 

25,00,000 tab I 
Cep1rn N2 

: P:n~1ep cepmt 25,00,000 Ta6 

Analytical Report No./ 
890001867699 

Date of Analysis/ 
: 07.03.2026 

Anamnu•1ecK1111 OT'IeT N2 
: )laTa auaJJHJa 

Date of Manufacture I 
02/2026 

Date of Expiry/ 
: 01/2029 : 

ro.JleH ./lO .llnn np0ll3B0.lJ.CTBa 

Mfg. License No./ 
MA number: I 

IlpOH3B0./lCTBeHHaH : MNB/05/263 
HoMep PY 

: JIIT-N~(005456)-(Pf'-RU) 

JJHUC1131UI N2 
Analysis performed according ND: I AuaJIH3 npoBe./leH no H.ll: JIIl-N2(005456)-(Pr-RU)-150524 
Labelinf! and artworks aooroved: / MapKUPOBKa II MaKeTbI yraep)f(JJ,e11bl: 12.11.2024 

N2 Test I IloKaJaTeJib Result/ )>e-JyJJLTaTbI Specification / HopMa 

9 Subdivisi.on of tablets / Complies/ CooTBeTcrnyeT IThc tablets comply with the test, if not more 

~ene11ue Ta6JieToK than 1 individual mass is outside the limits of 
85 % to 115 % of the average mass. The 
~ab 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./ 
ITa6neT1<1-1 coorneTCTB)'lOT Tpe6oeaHl-lllM, ecm-1 
He 6onee 1 e,lU1HH4Hal! Macca OTKJIOHl!eTC51 3a 
npe.ll.e.Jlbl 85%-115% OT cpe./lHeH MaCCbl. 
Ta6neTKH He COOTBeTCTBYIOT Tpe6oBaHHHM, 
ccn11 6onee 4eM 1 HHAHBM.llyanbttal! Macca 
OTKJlOHlleTCll OT 3THX npe,QenoB HJIH, ecn11 1 
1-lHAl-lllHJzyaJibHall Macca OTKJlOHl!eTCll 3a 
npe,QeJlbl 75%-125% OT cpeAHeH MaCCbl. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
Jl p11Me•-rn11ue: npoJlyKT C00TBeTCTByeT Tpe60B31all-lllM H)J, 3aKJ11o•ien11e: O,II.OiiPEHO 

Prepared by/ Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized 
n oJlfOTOBJleHo: TipoeepeHo:? r esh npoaepeHo (AOK): Amit person / OAo6peHo: O6ecne'leH11e 

Vishal u:- Rana Kumar Ka•teCToa!OTBeTCTBeHMOe n11uo: 

\ ,--A ~~ -
!Date I Date/ Date / 'Date/ ~ --ti 1•-'7..-0U 
1)],aTa: 07.03 .2026 .D.arn: 07.03.2026 }larn: 07.03.2026 D,an: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 
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•·· Dr.Raddy'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 
n PO/lVKT: U.eTPH 1·1® ·ra6JJeTKl1, noKpblTble nJJeHO'lHOH o6oJJO'lKOH, 10 Mr 

Market/ PbIHOK : Russia/ Pocc11.SI 

Batch No./ 
V2600396 

Batch Quantity/ 25,00,000 tab/ 
: 

Pa1Mep cepuu 
: 

25,00,000 Ta6 Cepm1 .N"2 

Analytical Report No./ 
: 890001867699 

Date of Analysis I 
: 07.03.2026 

AuaJIHTH"leCKHH OT"leT .N"2 .Li:aTa auan111a 

Date of Manufacture/ 
02/2026 

Date of Expiry/ 
01/2029 : 

ro)leH )lO 
: 

.ll:aTa DPOH3BO)lCTBa 

Mfg. License No./ 
MA number:/ 

TTpOH3B0)lCTBeHHaH : MNB/05/263 
HoMep PY 

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

JIHU.eH3HH .N"2 
Analysis performed according ND:/ AuaJIH3 npoBe)leH no H.ll:: JITT-.N"2(005456)-(Pr-RU)-150524 
Labeline: and artworks approved:/ MapKUPOBKa II MaKeTbI yrnep,K,1J.eHb1: 12.11.2024 

.N"2 Test/ TT0Ka1aTeJib Result/ Pe1yJibTaTbI 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 leaflet in 
leaflet in a carton. I no 10 Ta6neTOK B a carton./ 
TTBX/IT.D:BX//anJOMHHHeBoM 6n11cTepe. Ilo 10 Ta6JJeTOK B 
no 3 6m1cTepa BMeCTe C Jll1CTKOM- ITBX!n,n:BX//an10M11tt11eBoM 6n11cTepe. no 2 
BKJJa)lblllleM ynaKOBaHbl B na'IKY 11Jll1 3 6mtCTepa BMecTe C Jll1CTKOM-

l<apTOHHYJO. BKJJa)lblllleM ynaKOBaHbl B na'IKY KapTOHHy!O. 

* Performed by the manufacturer at release penod1cally: one m every 20 batches or at least once a year. The parameter may be 
absent from the Company's certificate of analysis./ TTpoBO)ll1TCH npo111BO)ll1TeneM np11 BhmycKe nep110,uuqecK11: )lJJH Ka)KJ].ott 20-oti 
cep1111 11n11 He Mettee 1 pa3a B ro,u. IloKa3aTeJJh MO)KeT 6hITb He BKJIIO'Iett s CepT11dmKaT attan113a drnPMbl. 

API name/ Ha11Meu0Bau11e ACl>C: Cetirizine dihydrochloride / lf.ernp113irna )lHrn)lpoxnopHJl 

INN /MHH: Cetirizine / lf.ernp113HH 

API manufacturer batch number / BT00-25084 
HoMeo cepuu npon1B0,u11TeJIH ACl>C: 
FP Manufacturer API Batch number/ FETA00032 

HoMeD cepHH cy6cTaHU.HH Ill}OH3B0)lHTeJIH r JI<I>: 
API Manufactured by & country/ Glochem Industries Private Limited, India/ 

IlpOU3BOJlHTeJib Act>C, CTpaua: rnoxeM l1tt)lacTp11ec Ilpaii:B11T Jl11M11Te)l, l1tt,n11H 

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
fipHMe"laHHe: Ilpo)lyKT C0OTBeTCTByeT Tpe60B3HHJIM H.D: 3aKJito<ieuue: O,ll.O1.iPEHO 

Prepared by I 
no)lfOTOBJleH0: 

Vishaa: 

Date / 
)],am: 07.03.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized 
TTpoeepeHo: Pravesh TTpoBepetto (AOK): Amit person/ O)lo6petto: O6ecne'!ett11e 
Rana 

1 
Kumar Ka.L!eCTaalOTBeTCTBeHHOe n11uo: 

f _/\- ~ 
D ate/ Date / !Date/ ~cc:, 's.,-t,-()2---{, 
.llaTa: 07.03.2026 naTa: 07.03.2026 )].aTa: 

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. 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 
HpoJlytCT: UeTPHH® Ta6neTK.H, n0Kpb1Tb1e nnettotJHOH o6onotJKOH, 10 Mr 

Market/ PhlHOK : Russia I Poccm1 

Batch No./ 
V2600396 

Batch Quantity I 
: 

25,00,000 tab I 
: Pa1Mep cepuu 25,00,000 Ta6 Cepm1 .N'2 

Analytical Report No./ : 890001867699 
Date of Analysis/ 

: 07.03.2026 
Attanuruqectcuii OTlJeT .N'2 )I.an auanu1a 

Date of Manufacture/ 
02/2026 

Date of Expiry / 
01/2029 : : 

L(arn npOH3B0~CTBa ro~eH ~O 

Mfg. License No./ MA number:/ 
fipOH3BO~CTBeHH3H : MNB/05/263 

HoMep PY 
: JIIT-N!!(005456)-(Pf-RU) 

JlHl.leHJHSI .N'2 
Analysis performed according ND:/ Ananu1 npoBe~en no HL(: JIIl-.N'2(005456)-(Pr-RU)-150524 
Labeling and artworks approved:/ MapKHPOBKa u MatceTbI vraep"'1JeHbt: 12.11.2024 

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

HauMeuosauue, a.a:pec, JIHQeHJHH JJ:JIH / IlpoH3BOJJ:CTBeHHoe no;:i:pa1;:i:e11em1e-6, Bttnn. Kxonh, 

IlpouJBOJJ:CTBeuuaH nnoma.a:Ka / llnoma.a:Ka Hanarapx Poy;:i:, BaMH, ,ll;ttcTpHKT ConaH, X.TI., 173205, 
KOHTPOJIH KaqecTBa / Ilnoma.a:Ka BhmycKa Htt;:i:m1 (Jim,1eH3ml N5! 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». 
3aKJJIO"leHHe O COOTBeTCTBHH: «HacTOlllil;l1M ll no.urnep)K,Ua!O, lJTO np1rne,ueHHal1 BbIWe 1mq,opMaI.1,l1ll .l!Bnl!eTCll .UOCTOBepHOH J,f 

TOlJHOH. 3Ta cepttll npo,uyKUH11 npoH3Be,ueHa (BKfl!O'-lall ynaK0BKY (MapKHpOBKY) H K0HTponb Ka'leCTBa) Ha BbIWeyKa3aHHOH 
npOH3B0,UCTBeHHOH nnoma,uKe (nnoma,uKax) B nonHOM COOTBeTCTBHl1 C Tpe6oBaHHllMH IlpaBHn Ha,une)Kamei1 npoH3B0,UCTBeHHOH 
npaKTHKH EBpa3HHCKoro 3K0HOMHlJeCKOro COI03a J,f Tpe6oBaHHllMH K0HTpOnll KalJeCTBa neKapCTBeHHblX cpe,UCTB, a TaK)Ke B 
COOTBeTCTBl1H co cneI.J,HqJHKaI.J,Hl!MH, co,uep)Kall(HMHCll B perncTpa11,110HHOM ,UOCbe CTpaHbl-HMnoprepa. 3anHCH no npoH3B0,UCTBY, 
ynaKOBKe J,f aHanmy npoaepeHbl, J,f ycrnHoBneHo HX COOTBeTCTBHe Tpe60BaH11JIM IlpaB11n Ha,une)Kall(eH npoH3B0,UCTBeHHOH 
npaKTHKH Espa311HCKOro 3KOHOMl1lJeCKOfO COI03a». 

IIRemarks : The Product confirms to ND/ Conclusion : APPROVED I 
Ilp11111eqan11e: npo,uyKT cooTBeTCTBYeT Tpe6osaHHRM HA atcJIIO"leuue: O)].O6PEHO 

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

nottrOTOBne1w: TTpoBepeHo: Pravesh npoaepeHo (AOK): Amit person / O,uo6petto: O6ecnetJett11e 
Vi hal Sharma Rana 

1 
Kumar KalJeC1'Ba/OTBeTC1'BeHHOe n1111,o: 

fl ~~ ~~ 
Date/ Date/ 

"

D ate/ !Date/ 
~ "L) s ~'U) '2,-(', ,Ua,-a: 07.03.2026 naTa: 07.03.2026 .Uarn: 07.03.2026 :Aarn: 

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 




