
•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTll<l>llKAT AHAJIIl3A 

Product: Cetrine® film coated tablets, 10 mg 
flpo)lyKT: ~eTPHH® Ta6JleTKH, nOKPbITbre nneHOlfHOH o60J!Ol{KOH, 10 Mf 

Market/ PblHOK : Russia/ Poccm1 

Batch No./ 
V2601268 

Batch Quantity/ 
CepuH N2 

: 
Pa3Mep cepuu 

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 

25,00,000 tab I 
: 

25,00,000 rn6 

Analytical Report No. / 
: 890001889300 

Date of Analysis/ 
: 19.06.2026 

AuaJ1HTH'leCKHH 0T'IeT N2 ,llaTa auaJ1H3a 

Date of Manufacture/ 
05/2026 

Date of Expiry/ 
04/2029 

,L(.aTa npoH3B0)lCTBa 
: 

f'o)leH ));0 
: 

Mfg. License No./ 
MA number:/ 

flp0113B0JlCTBeHHaH : MNB/05/263 
HoMep PY 

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

JIHueu3HH N2 
Analysis performed according to ND:/ AuaJ1H3 npoBe));eH no H,ll: JITT-N2(005456)-(Pf'-RU)-150524 
Artworks of primary package approved:/ MaKeTbI nepBH'IHOH ynaK0BKH YTBepJKAeHbr: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbl BTOpll'rnou ynaKOBKH yrnepm));eHbr: 17.02.2025 
PL approved: / JIB yrnepm));eu: 15.05.2024 

N2 Test/ floKa3aTeJ1b Result/ PeJyJ1LTaTbl Specification/ HopMa 

1 Description/ Onuca1111e White coloured, round, biconvex film White or off-white coloured, round, biconvex 
coated tablets with a break line on one film coated tablets with a break line on one 
side. White core on cross section. / side. White to off-white core on cross section. 
Kpyrnhre JJ.BO.RKOBbIITYKJlbie Ta6neTKH, I Kpyrnbre JJ,BO.RKOBbIITYKJlble Ta6JleTKH, 
UOKpb!Tble nneHOlfHOH o6onolfKoi1 noKpblTbie nneHOlfHOH o6oJJOlfKOH 6enoro 
6enoro UBeTa, C pHCKOH Ha 0)],HOH HJIH UOlfTH 6enoro UBeTa, C pHCKOH Ha 0)].HOH 
CT0p0He. Ha nonepelfHOM pa3pe3e - CTopoHe. Ha nonepe'IH0M pa3pe3e .R)lp0 OT 
.R.D.PO 6enoro UBeTa. 6enoro .D.O nolfTH 6enoro UBeTa . 

Remarks : The Product confirms to ND/ 
O.D.YKT CO0TBeTCTByeT T e6oBaHH.RM H.U 

Conclusion : APPROVED / 
3aKJ110'leuue: O,llOEPEHO 

Prepared by / 
Tio,uroTOBJJeHo: 
Ramakant 

~ 
Date/ 
Jlarn: 19.06.2026 

Checked by/ 
TipoBepetto: 
Pardeep Kumar 

(....-

Date/ 
}laTa: 19.06.2026 

Checked by (AQA) / 
TiposepeHo (AOK): Ajay 
Kumar Srivastava 

Date/ 
}lam: 19.06.2026 

Approved by: Quality Assurance/Authorized person/ 
O,uo6peHo: O6ecneqeHJ-1e Kalfecrna/OrneTcrneHttoe 
J!HI.J.O: 

Date/ 

Jlarn: 

~ 0 1 U l}fJ I 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +91 tl0 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr.Raddy'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: +9198166 56001-02 
www.drreddys.com 

Product: Cetrine® film coated tablets, 10 mg 
Ilpo~yrrr: UeTp1rn® rn6neTKH, n0Kp1,IT1,Ie nneHO'!HOM o6oJl04KOii, 10 Mr 

Market/ PblHOK : Russia / Poccm:1 

Batch No./ 
V2601268 

Batch Quantity I 25,00,000 tab/ 

CepuH .N'2 
: 

Pa1Mep cepuu 
: 

25,00,000 rn6 

Analytical Report No./ Date of Analysis I 
AHaJIHTH'feCKHU OT'feT .N'2 

: 890001889300 
)laTa a11aJiu1a 

: 19.06.2026 

Date of Manufacture/ 
05/2026 

Date of Expiry/ 
04/2029 

.LlaTa npOH3B0Jl.CTBa 
: 

roJ].eH Jl.O 
: 

Mfg. License No./ 
MA number:/ 

IlpOH3B0Jl.CTBeHHaH : MNB/05/263 
HoMep PY 

: J1TT-NQ(005456)-(Pr-RU) 

JIHUeHJHH .N'2 
Analysis performed according to ND:/ AnanuJ npoBeJJ.eH no H)l: JIII-.N'2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MatceTbt nepsuq11oii ynaKOBKH YTBep'lKJl:eHbt: 12.11.2024 
Artworks of secondary package approved:/ MatceTbt BTOpH'IHOii ynaicosicu yTseplKJJ.en1,I: 17.02.2025 
PL approved: / JIB yrneplKJJ.eH: 15.05.2024 

.N'2 Test I IloicaJaTeJih Result I Pe1yJihTaTbt Specification/ HopMa 

2 Identification / The retention time of the main peak in 
The retention time of the main peak in the IIJJ.eHTH$HKaUHH he chromatogram oftest solution 
chromatogram oftest solution should comply complies with the retention time of the 

HPLC/ B3)1{X main peak in the chromatogram of with the retention time of the main peak in the 

Cetirizine Hydrochloride reference chromatogram of Cetirizine Hydrochloride 

standard solution. / BpeMll yAep)KHBamrn reference standard solution (section "Assay"). 
I 

OCHOBHOfO ITHKa Ha xpoMaTorpaMMe 
BpeMll yJJ.ep)K11BaHl1ll OCHOBHOfO ITHKa Ha 11CITbJTyeMoro pacTBopa COOTBeTcTByeT 

BpeMeHH y J].ep)KHBaHHll OCHOBHOfO ITHKa xpoMaTorpaMMe 11cn1,ITyeMoro pacTBopa 

Ha xpoMaTorpaMMe CTaHJ].apTHOfO P,OJI)KHO COOTBeTCTBOBaTh speMeHH 

pacTBopa ueTHp11311Ha r11Jl.pOXJIOpH,!1,a. yAep)K11BaHl1ll OCHOBHOfO ITHKa Ha 

xpoMaTorpaMMe CTaHAapTHoro pacTBopa 
ueT11p11311Ha rHApoxnop11JJ.a (pa3AeJI 
<Kon111-1eCTBeHHOe orrpeJ].eJieHHe»). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3aKJ1t0'1e11ue: O)lO6PEHO TI UMe'lanue: n 

Prepared by / 
ITOAfOTOBJietto: 
Ramakant 

~ 
Date/ 
,llarn: 19.06.2026 

o.n,yKT COOTBeTcTByeT T 

Checked by/ 
Tiposepetto: 
Pardeep Kumar 

Date / 
,llarn: 19.06.2026 

e6osaHHllM H.ll 
Checked by (AQA) / 
ITposepetto (AOK): Ajay 
Kumar Srivastava 

Date/ 
,llarn: 19.06.2026 

Approved by: Quality Assurance/Authorized person/ 
O.n,o6petto: O6ecrre'!eH11e KalfecTBa/OTBeTCTBeHHOe 
JIHUO: 

Date/ 

JJ.arn: 

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

Tel : +91 40 4900 2900, Fax: +91 -10 4900 2999, Email: mail@drreddys.com 
CIN: L85195AP1984PLC004507 

www.drreddys.corn 



•·· Dr.Reddy's ~;• 

Product: Cetrine® film coated tablets, 10 mg 

CERTIFICATE OF ANALYSIS 
CEPTll «I> llKAT AHAJill3A 

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 

IlpoJ:J:yKT: UeTPHH® rn6neTKH, n0KPhlThie nJieHOYHOH o6onoYKOH, 10 Mr 

Market/ PblHOK : Russia I Pocc,rn 

Batch No./ 
V2601268 

Batch Quantity I 25,00,000 tab I 

CepuH .N"2 
: 

PaJMep cepuu 
: 

25,00,000 Ta6 

Analytical Report No. I 
: 890001889300 

Date of Analysis / 
: 19.06.2026 

AttaJIHTH'-IeCKHH 0T4eT .N'2 .l{aTa anaJIHJa 

Date of Manufacture/ 
05/2026 

Date of Expiry / 
04/2029 

.l{aTa np0H3B01J:CTBa 
: 

roJ:J:eH /1:0 
: 

Mfg. License No./ 
MA number:/ 

IlpoH3B01J:CTBeHHaH : MNB/05/263 
HoMep PY 

: JII1-N2(005456)-(Pf-RU) 

JIHUeHJHH N2 

Analysis performed according to ND:/ AnaJIH3 npoBeJ:J:eH no H.lJ:: JITI-.N"2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKen,1 nepBH'IHOH ynaKOBKH YTBep~enbl: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbI BTOpH'IHOH ynaKOBKH yTBep,11:J:J:eHbI: 17.02.2025 
PL approved: / JIB vrnep,11:J:J:en: 15.05.2024 

N2 Test I IloKaJaTeJib Result/ PeJyJibTaTbI Specification/ HopMa 

l3 

UV- spectrophotometry/ 
Y<l>- cneKTpO<pOTOMeTpHH 

Dissolution / PaCTBopenue 

Remarks : The Product confirms to ND/ 
TI HMe'lanue: f1 0).1. KT C00TBeTCTB eT T 

Prepared by I Checked by I 
n onroTo"Bnetto: ITposepetto: 

Pardeep Kumar 

Date/ Date/ 
)lam: 19.06.2026 )lam: 19.06.2026 

The UV-spectrum of the test solution and the 
Cetirizine Hydrochloride reference standard 
solution in the range 200 nm to 400 nm should 
exhibit maxima absorbance at about the same 
wavelengths with an allowed variation of ±2 

Complies / CooTBeTcTByeT 
nm./ Y<l>-cneKTpbI nornomemrn 
HCrihITyeMoro pacTBopa H CTaH)],apTH0ro 
pacTBopa u:eT11pmIrna rH).l.poxnopH).l.a B 
o6JiaCTH OT 200 ).1.0 400 HM )],QJI)l(Hbl HMeTb 
MaKCHMYMbl nornomeHH51 npH 0).1.HOH H TOH 
)Ke ).I.JIHHe B0JIHbl C ).I.0rIYCTHMbIM 
0TKJI0HeHHeM ± 2 HM. 

!Not less than 80% (Q) of the labeled amount 
of C21 H2sClN2O3 • 2HCI ( cetirizine 

97 %; 96 %; 96 %; 95 %; 95 %; dihydrochloride) after 30 min./ He Mettee 

94% 

e6oBaHH51M H,l], 

Checked by (AQA) I 
IlpoBepetto (AOK): Ajay 
Kumar Srivastava 

Date/ 
)lam: 19.06.2026 

80 % (Q) OT HOMHHaJihHOro co,nep)l(aHH51 
C21H2sClN2O3·2HCl (u:ernpH3HHa 
ltl,HrHJJ,POXJIOPHA) 4epe3 30 MHH. 

Conclusion : APPROVED / 
3aKJIIO'lenue: O.Ll:OliPEHO 
Approved by: Quality Assurance/ Authorized person/ 
O).l.o6petto: O6ecne4eHHe Ka4eCTBalOTBeTCTBeHHOe 
JIHU:O: 

Date/ 

Darn: 

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.corn 



•·· 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 
CEPTII<l>IIKAT AHAJIII3A 

Product: Cetrine® film coated tablets, 10 mg 
Ilpo,11;yirr: UeTpHH® Ta6JieTKH, rroKpbITbie rrneHOLfHOH o6oJIOLfKOH, 10 Mr 

Market/ PblHOK : Russia/ Poccmr 

Batch No./ 
V2601268 

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

: 
PaJMep cepuu 

: 
25,00,000 Ta6 

Analytical Report No./ 
: 890001889300 

Date of Analysis / 
: 19.06.2026 

AHaJIHTtt'tecKuii 0T'teT .N'2 .IJ:aTa 8H8JIH38 

Date of Manufacture/ 
05/2026 

Date of Expiry/ 
04/2029 

.11:aTa UP0H3B0,ll;CTBa 
: 

ro,11;eH ,11;0 
: 

Mfg. License No./ 
MA number:/ 

IlpOH3B0,ll;CTBeHHaH : MNB/05/263 
HoMep PY 

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

JIHUeH3HH .N'2 
Analysis performed according to ND: I AHaJIHJ npone,11;eH no H.IJ:: JIU-.N'2(005456)-(Pr-RU)-150524 
Artworks of primary package approved: / MaKeTbI nepBH'IHoii ynaKOBKH YTBepmJJ.eHbI: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbl BTOptt<tHoii ynaK0BKH yTnepm,11;eHM: 17.02.2025 
PL approved: / JIB yTBepm,11;eH: 15.05.2024 

.N'2 Test/ IlmcaJaTeJib Result/ PeJyJibTaTbl Specification / HopMa 

4 Uniformity of dosage units / 
O,11;Hopo,11;HOCTb ,11;03Hp0BaHHblX 4.3 
e,ll;HHHU 

Remarks : The Product confirms to ND/ 
n HMe'taHue: TI 
Prepared by / 
Tio,11;roTOBJieHo: 

=~ 
Date/ 
narn: 19.06.2026 

on KT cooTBeTCTB eT T e6oBaHHl!M Hll 
Checked by/ Checked by (AQA) / 
TipoBepeHo: IlpoBepeHo (AOK): Ajay 
Pardeep Kumar Kumar Srivastava 

Date/ Date/ 
narn: 19.06.2026 narn: 19.06.2026 

Acceptance value (AV) should be not more 
than 15.0 / IloKa3aTeJib rrpHeMneMOCTH (AV) 
!/lOJI)KeH 6bnb He 6onee 15,0. 

Conclusion : APPROVED / 
3aKJIIO'teHue: O.IJ:OliPEHO 
Approved by: Quality Assurance/ Authorized person / 
O.uo6petto: O6ecrreLfeHHe KaLtecTBalOTBeTCTBeHHoe 
JIHUO: 

Date/ 
D,arn: 

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

Tel: +9140 4900 2900, Fax: +91404900 2999, Email: mail@drreddys.com 
CIN: L85195AP1984PLC004507 

www.drreddys.co rn 



•·· Dr.Raddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH<I>IIKA 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 
IlpoavKT: UeTp1-rn® m6neTKH, ITOKPbJTbte rrneHO'IHOH o6ono'IKOH, 10 Mr 

Market / PbIHOK : Russia/ Pocc1rn 

Batch No./ 
V2601268 

Batch Quantity / 25,00,000 tab/ 
CepnH .N'2 

: 
PaJMep cepnn 

: 
25,00,000 m6 

Analytical Report No./ 
: 890001889300 

Date of Analysis / 
: 19.06.2026 

AnaJIHTH'-leCKHii OT'-leT .N'2 ,l(aTa anaJinJa 

Date of Manufacture/ 
05/2026 

Date of Expiry/ 
04/2029 

,l(aTa DPOHJBOll.CTBa 
: 

ro,llCH ,llO 
: 

Mfg. License No./ 
MA number:/ 

IlpoHJBOll.CTBCHHaH : MNB/05/263 
HoMep PY 

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

JIHLI;eHJHH .N'2 
Analysis performed according to ND:/ AnaJIHJ nposeaen no H,l(: JIIJ-.N'2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbt nepBH'-IHOH ynaKOBKH YTBepm.u,enbt: 12.11.2024 
Artworks of secondary package approved: / MaKeTbt 

0

BTopn"IHOH ynaicosKn YTBepmaenbl: 17.02.2025 
PL annroved: / JIB vrnepmaen: 15.05.2024 

5 lmpurities / IlpnMecn 
Impurity A/ 
TTpHMecb A 

Impurity BI 
TTpHMecb B 

Impurity C / 
TTpHMecb C 

Impurity D / 
TTp11Mecb D 

Impurity EI 
IlpHMecb E 

Impurity F / 
IlpHMecb F 

Remarks : The Product confirms to ND/ 

Below LOD (LOD =0.005 %) I HH)Ke 
npe.nena o6Hapy)KeHHll (TIO= 0,005 %) ot more than 0.2 % / He 6onee 0,2 % 

0.05 % ot more than 0.2 % / He 6onee 0,2 % 

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

Not detected I He o6Hapy)l(eHa 

Below LOQ (LOQ = 0.023 %) I HH)l(e 
npe,nena KOJJH'leCTBeHHoro onpe.nenemui 

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

(TIKO = 0,023 %) ot more than 0.2 % / He 6onee 0,2 % 

Below LOQ (LOQ = 0.041 %) I HH)l(e 
npe,nena KOJJH'leCTBeHHoro onpe,neneHMJI ot more than 0 .2 % / He 6onee 0,2 % 

(TIKO = 0,041 %) 

II HMe'-laHne: n O.Q KT COOTBeTCTByeT Tpe6osaHHllM H.D: 
Conclusion : APPROVED / 
3aKJIIO'-lenne: O,l(OEPEHO 

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
O,llo6petto: O6ecne'!eHHe Ka'-lecrna/OrneTcTBeHHoe 
m1uo: 

Tio,nroTOBJJeHo: TiposepeHo: TiposepeHo (AOK): Ajay 
Ramakant Pardeep Kumar Kumar Srivastava 

w 
Date/ 
.[{am: 19.06.2026 

Date/ 
,Aam: 19.06.2026 

-fu \ ____,--
Date/ 
.[{am: 19.06.2026 

Date/ 
]lai-a: 

Registered Office : 8-2-3.37, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Ind ia 

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

CIN: L85195AP1984PLC004507 
www.drreddys.corn 



•·· Dr.Reddy's ~;• 

Product: Cetrine® film coated tablets, 10 mg 

CERTIFICATE OF ANALYSIS 
CEPTH <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 

Ilpo.avKT: UeTPHH® Ta6neTKH, noKpbJTbre nneHO'-IHOM o6oJIO'-IKOM, IO Mr 

Market / PbrnoK : Russia I Pocc1151 

Batch No./ 
V2601268 

Batch Quantity / 25,00,000 tab I 
Cepust N2 

: 
PaJMep cepuu 

: 
25,00,000 m6 

Analytical Report No./ 
: 890001889300 

Date of Analysis / 
: 19.06.2026 

AHaJJuTuqecKuu OT'-leT N2 )I:aTa aHaJIHJa 

Date of Manufacture/ 
05/2026 

Date of Expiry/ 
04/2029 

)I:aTa UPOHJB0)lCTBa 
: 

ro)leH )):0 
: 

Mfg. License No./ 
MA number:/ 

IlpOHJBO)lCTBeHHaSI : MNB/05/263 
HoMep PY 

: Jffl-N2(005456)-(Pf-RU) 
nuu.eHJHH N2 
Analysis performed according to ND:/ AHaJIHJ npose)leH no H)I:: JIII-N2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbl nepBH'-IH0i-1 ynaK0BKH yrnep~eHbI: 12.11.2024 
Artworks of secondary package approved: / MaKeTbI BTOpH'-IHOu ynaK0BKH yTsep,K.aeHbI: 17.02.2025 
PL approved: / JIB vrnep,K.aeH: 15.05.2024 

Any individual unidentified 
impurity / Jlio6aH e)lHHH'-IHa.si 
HeH)leHTHcl>HU.HpOBaHHa.s! npHMeCb 

otal impurities / 
CyMMa np11Mecei1 

0.05 % 

0.2 % 

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

ot more than 2.0% / 
He 6onee 2,0% 

Remarks : The Product confiims to ND/ 
IJ HMe'-laHHe: II 0.!l KT C0OTBeTCTB eT T e6oBaHH.s!M H.U 

Conclusion : APPROVED / 
3aKJ11oqeu11e: O)I:OliPEHO 

Prepared by / Checked by / 
Ilo.aroTOBJieHo: IlpoBepetto: 
Ramakant Pardeep Kumar 

Date/ Date I 
,[lam: 19.06.2026 ):lam: 19.06.2026 

Checked by (AQA) / 
IIpoBepetto (AOK): Ajay 
Kumar Srivastava 

Date/ 
):lam: 19.06.2026 

Approved by: Quality Assurance/ Authorized person / 
O.ao6petto: O6ecne'-!eHHe Ka'-!ecTBa/OTBeTcTBeHHoe 
JIHU.O: 

Date/ 
.I{aTa: 

Registered Office: 8-2-337, Road No. 3, Banj~ra Hills, Hyderabad - 500034, Telangana, India 

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

www.drreddys.corn 



•·· 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 
CEPTII <I> IIKAT AHAJIII3A 

Product: Cetrine® film coated tablets, 10 mg 
Ilpo,11;yKT: UeTp11tt® rn6neTKH, rroKpbITbie rrneHO'IHOH o6onO'IKOH, 10 Mr 

Market/ PbIHOK : Russia I Poccm1 

Batch No./ 
V2601268 

Batch Quantity/ 25,00,000 tab I 
: 

Pa3Mep cepuu 
: 

25,00,000 Ta6 Cepusi .N2 

Analytical Report No./ 
: 890001889300 

Date of Analysis / 
: 19.06.2026 

AnaJIHTH'feCKHii OT'feT .N2 Jl:aTa anaJIH3a 

Date of Manufacture / 
05/2026 

Date of Expiry / 
04/2029 : : 

Jl:aTa UPOH3B0,ll;CTBa ro;::i:en AO 

Mfg. License No./ 
MA number:/ 

IlpOH3B0,ll;CTBeHHaH : MNB/05/263 
HoMep PY 

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

JIHUeH3HH .N"2 
Analysis performed according to ND:/ AnaJIH3 npose,11;eu no HJ!:: JIU-.N2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbI nepBH'fHOH ynaKOBKH YTBep,K,ll;eHbt: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbt BTOpH'fHOii ynaKOBKH yTsepm,11;enbl: 17.02.2025 
PL anoroved: / JIB yrnep,K,11;en: 15.05.2024 

.N2 Test I IloKa3aTeJib Result/ PeJyJibTaTbl Specification/ HopMa 

6 Water content/ 
2.5 % 

Not more than 8.0% I 
Co,11;epmanue BOAbI He 6onee 8,0 % 

7 Microbiological purity* / 
MuKpo6uonorttlfecKaH 
lfHCTOTa* 
a) Total aerobic microbial count I NA Not more than 1000 CFU/g / 
O6mee q11cno a3po6HbIX He 6onee 1000 KOE/r 
M11KpoopraHl13MOB 

b) Total combined yeasts and NA Not more than 100 CFU/ g I 
mould count I O6mee q11cno He 6onee 100 KOE/r 
,11;pm1OKeBbIX 11 rrnectteBbIX rp116os 

..,) E.coli NA Shall be absent in lg/ OTcyTcTBHe B 1 r 
8 Assay/ KonuqecTsennoe From 9.0 mg to 11.0 mg of 

onpe.11:enenue 
9.98 mg /9,98 Mr 

C21H2sClN2O3' 2HC1 (Cetirizine 
Dihydrochloride) in tablet (90.0 % to 110.0 % 

99.8 % 
of label claim)./ OT 9,0 Mr ;::i:o 11,0 Mr 
C21H2sClN2O3·2HCl (uernpmtrna 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe<J:anue: Ilpo;::i:yKT cooTBeTcTByeT Tpe6oBaHH~M Hll 3aKJIIO'fettue: O)lOliPEHO 
Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
Ilo;::i:roTOBnetto: Ilpoaepetto: Ilpoaepetto (AOK): Ajay O;::i:o6petto: O6ecrre'Iett11e Ka1.JecTBa/OTBeTCTBeHttoe 
Ramakant Pardeep Kumar Kumar Srivastava nmi:o: 

~ cJ c A \ fl ~ 
" 

Date I Date I Date I Date I ( 'i~/lJ ~ O th !lam: 19.06.2026 Darn: 19.06.2026 !lam: 19.06.2026 Darn: 
'\.J -- \'' 

, 

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 ~;• 

Product: Cetrine® film coated tablets, IO mg 

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 

Ilpo.uy1rr: Ue-rp1rn® Ta6neTKH, ITOKPblTble nneH04HOH o6ono4KOH, l O Mr 

Market/ PM HOK : Russia / Poccm1 

Batch No./ 
V2601268 

Batch Quantity/ 25,00,000 tab / 

CepHH .N2 
: 

Pa1Mep cepuu 
: 

25,00,000 Ta6 

Analytical Report No. / 
: 890001889300 

Date of Analysis / 
: 19.06.2026 

AuaJJHTH'fecKuii OT'feT .N2 .UaTa auanu1a 

Date of Manufacture / 
05/2026 

Date of Expiry I 
04/2029 

lllaTa npoH3BO./lCTBa 
: 

ro.ueu .uo 
: 

Mfg. License No./ 
MA number:/ 

IlpOH3B0,llCTBeHHaH : MNB/05/263 
HoMep PY 

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

JIMUeH3HH .N2 
Analysis performed according to ND:/ Auanu1 npose.ueu no H.U: JIII-.N2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbl nepBH'fHOH ynaKOBKH yTsep,K,lleHbI: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbI srnpuquoii ynaKOBKH yrnep,i..ueuM: 17.02.2025 
PL approved: / JIB yrnep,i..ueu: 15.05.2024 

N2 Test/ IloKa3aTeJib Result/ Pe3yJibTaTbI Specification/ HopMa 

9 Subdivision of tablets/ 
.Ueneuue Ta6neTOK 

Remarks : The Product confoms to ND/ 
II nMe'tau11e: fl 
Prepared by I 
TTo.uroTOBJieHo: 
Ramakant 

Date I 
,[l,aTa: 19.06.2026 

o,nyKT COOTBeTCTByeT T 

Checked by I 
TiposepeHo: 
Pardeep Kumar 

Date/ 
,[l,aTa: 19.06.2026 

lu11rn,npoxnop11,n) B Ta6JJeTKe (oT 90,0 % .no 
110,0 % OT H0MJ1HaJlbH0f0 CO)].ep)K8H1-H1). 

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 
tablets fail to comply with the test, if more 
than 1 individual mass is outside these limits 
or, if 1 individual mass is outside the limits of 
75 % to 125 % of the average mass. I 

Complies / CooTBeTcTByeT lfa6JJeTKH COOTBeTCTB)'lOT Tpe6oBamtRM, eCJlM 

e60BaH11RM H,[I, 

Checked by (AQA) / 
TipoBepeHo (AOK): Ajay 
Kumar Srivastava 

Date/ 
)..(aTa: 19.06.2026 

He 6onee 1 e,nHHH4HaR Macca OTKJJOHReTCH 3a 

npe.nem,1 85%-115% OT cpe,nHei1 Macchi. 
ITa6neTKH He cooTBeTCTBYIOT Tpe6oBaHHRM, 
leCJJH 6onee 4eM l HH.D:HBH)lyaJJbHaR Macca 

OTKJJOHlleTCll OT 3THX npe,neJJOB HJJH, eCJJH 1 
HH)].HBH)lyaJJbHaR Macca OTKJIOHReTCH 38 

npe,neJJbl 75%-125% OT cpe,nHeH M3CCbl. 

Conclusion : APPROVED / 
3aKJIIO'feuue: O.lJ:OliPEHO 
Approved by: Quality Assurance/ Authorized person / 
O.uo6petto: O6ecne4eHHe Ka4ecTBa/OTBeTCTBeHHOe 
JIHIJ,O: 

Date/ 
,[l,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.corn 



•·· Dr. Raddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH <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, 10 mg 
IIpoAyKT: UeTpttH® rn6neTKl1, rroKpbITble rrneHO'IHOH o6ono'IKOH, 10 Mr 

Market/ P1,rnoK : Russia/ Poccm1 

Batch No./ 
V2601268 

Batch Quantity I 25,00,000 tab I 
CepuH N2 

: 
PaJMep cepuu 

: 
25,00,000 Ta6 

Analytical Report No./ 
: 890001889300 

Date of Analysis / 
: 19.06.2026 

AuaJIHTH<tecKuii OT'leT N2 ,11.aTa auanuJa 

Date of Manufacture / 
05/2026 

Date of Expiry/ 
04/2029 

,11.aTa npoUJBOACTBa 
: 

roAeH AO 
: 

Mfg. License No. / 
MA number:/ 

IIpottJBOACTBeHHaH : MNB/05/263 
HoMep PY 

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

Jrnu;ettJHH N2 
Analysis performed according to ND:/ Auanm npoBeAeH no H,11.: JIII-N2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeThI nepBH'IHOH ynaKOBKH YTBep,KJJ;etthl: 12.11.2024 
Artworks of secondary package approved: / MaKeThl BTopu<tHOH ynaKOBKH yTsepm:AeHhI: 17.02.2025 
PL approved:/ JIB yrnepm:Aett: 15.05.2024 

N2 Test I IloKaJaTeJih Result/ PeJyJihTaThl Specification/ HopMa 

10 Package/ Onucauue ynaKOBKH 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./ ITo 10 m6neTOK B a carton. / ITo 10 m6neTOK B 
TTBX/ITB,[(X//amoMHHHeBoM 6nHCTepe. TTBX/IlB,[(X//amoM11HHeBoM 6nwcTepe. no 2 
[lo 3 6JIHCTepa BMeCTe C JIHCTKOM- HJIH 3 6JIJ1CTepa BMeCTe c JIHCTKOM-
BKJia,[\bIWeM yrraKOBaHbl B rra'IKY BKJia,[\bIWeM yrraKOBaHbl B rra'IKY KapTOHHYIO, 
KapTOHHYJO. 

11 Labeling / MapKupOBKa Complies / CoorneTcrnyeT See Module 1, section 1.3 .2 of registration 
dossier./ B COOTBeTCTBl1H C pa3,neJIOM 1.3.2 
MO,nyJI» 1 pemcTpaU,HOHHOro ,[\OCbe, 

12 Storage conditions I Y CJI0BHH At temperature not higher than 25 °C / TipH TeMrrepaType He Bbiwe 25 °C. 
xpaueuuH 

13 Shelf-life (storage period) / CpoK 3 years. I 3 ro,na. 
roJJ;HOCTH (cpoK xpaneHUH) 

* 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. / TipoBOJJ;HTC» rrpo113BOJJ;J1TeJieM rrp11 BhmycKe rrep110JJ;11'1eCKH: .nn» Ka)l()]:OH 20-otl 
cep1111 11J111 He Mettee l pa3a B roJJ;, IloKaJaTeJib MO)l(eT 6bITb He BKJIIO'leH B CepTttq)J1KaT aHaJil13a q)J,jpMbl. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3aKJIIO'lenue: O,11.OliPEHO fi UMe'iattue: TI 

Prepared by / 
Ilo,nroToBneHo: 

~m~~4 

Date I 
,[(am: 19.06.2026 

o,nyKT COOTBeTcTByeT T 

Checked by/ 
IlpoBepeHo: 
Pardeep Kumar 

Date I 
,[(am: 19.06.2026 

e60BaH11»M Hll 

Checked by (AQA) / 
TipoBepeHO (AOK): Ajay 
Kumar Srivastava 

Date I 
llam: 19.06.2026 

Approved by: Quality Assurance/ Authorized person / 
O,no6petto: O6ecrre'!eH11e Ka11ecrna/OrneTCTBeHHoe 
J111U,O: 

Date I 
)lam: 

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.corn 



•·· Dr.Reddy's ~;• 
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 

CERTIFICATE OF ANALYSIS 
CEPTII<l>IIKAT AHAJIII3A 

Product: Cetrine® film coated tablets, 10 mg 
Ilpo.a,yKT: UeTp11H® Ta6neTKl1, noKpblTbie nneHO'lHOH 060JIOL!KOH, IO Mr 

Market/ PbIHOK : Russia I Pocc1151 

Batch No. I 
V2601268 

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

: 
Pa1MeD ceouu 

: 
25,00,000 Ta6 

Analytical Report No. I 
: 890001889300 

Date of Analysis/ 
: 19.06.2026 

AuaJiuTu'lecKuit OT'leT .N'2 )laTa auaJ1u1a 

Date of Manufacture / 
05/2026 

Date of Expiry / 
04/2029 

l(aTa npOU3B0,!l,CTBa 
: 

ro.a,eu .a,o 
: 

Mfg. License No./ 
MA number:/ 

fl pOH3B0)lCTBeHHaH : MNB/05/263 
HoMep PY 

: JITT-N2(005456)-(Pf-RU) 
.rrnueu1uH .N'2 
Analysis performed according to ND:/ AuaJiul npose.a,eu no H)l: JIIl-.N'2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbI nepsuquoii ynaKOBKH yrnepm.a,eubl: 12.11.2024 
Artworks of secondary package approved: / MaKeTbl BTopuquoii ynaKOBKU yTsep;K.a,eub1: 17.02.2025 
PL aonroved: / JIB vrnep;K.a,eu: 15.05.2024 

API name/ HauMeuosauue A<l>C: Cetirizine dihvdrochloride / Uen1011311ua .a,11rn.a,poxnop11Jl 
INN I MHH: Cetirizine / UeT11011311H 
API manufacturer batch number / BT00-26014 
HoMep ceouu noou1so.a,uTeJIH A<l>C: 
FP Manufacturer API Batch number/ FETA00I66 
HoMeD ceouu cy6cTaHUHU IlDOU3B0,lI;UTeJIH r JI<I>: 
API Manufactured by, address & country/ Glochem Industries Private Limited, 
Ilpou1so.a,uTeJ1b A<l>C, aii:pec u CTpaua: Survey No. 174 to 176, I.D.A. Bollaram, Sangareddy District, 

502 325, Hyderabad, Telangana, India/ 
rnoxeM 11H.a,acTpHeC ITpaHBHT JlHMHTe.a,, 

YT.faCTKH N2 174-176, 11.,[{.A., EonnapaM, Cattrape.!Ul.H 
.[lHCTPl1KT - 502 325, Xai1.a,apa6a.a,, WTaT TeJiaHraHa, l1H,!1.HSI 

Name, address, authorization No for FP manufacturing Dr. Reddy's Laboratories Ltd., 
site/ Control site/ Release site I Formulation Unit-6, Viii. Kho\, Nalagarh Road, Baddi, Distt. 
HaHMeHOBaHHe, aii:pec, JlUUeHJHH ,lI;JlH Solan (HP) I 73205, India (license No MNB/05/263). / 
IlpOH3B0,!l,CTBeHHaH IlJlOlUaJI:Ka / IlJIOIUaJI:Ka KOHTpOJIH ,[{-p Pe.!Ul.11' c Jla6opaTOp11c JlT)l., 
Ka'lecTBa / IlJiomaii:Ka BbmycKa ITpo113BOJlCTBeHHoe no.a,pa3.a,eneH11e-6, BHJIJI. KxoJih, HaJiarapx 

Poy.u, Ea.!Ul.H, )].HcTpHKT CoJiaH, x.rr., I 73205, 11H)lHSI 
(JI11ueH3HSI N2 MNB/05/263). 

Declaration of certification: «I hereby certify that the above mformation is authentic and accurate. This batch of product has been 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
II uMe'lauue: IT OJlYKT cooTBeTCTB eT T e6oBaHHSIM H,[l 3aKJIIO'leHue: O)lO6PEHO 
Prepared by/ Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized person I 
ITo)lrOTOBJieHo: ITposepetto: TiposepeHo (AOK): Ajay O)lo6peHo: O6ecnel.feHHe KaL!ecTBa/OrneTCTBeHHoe 
Ramakant Pardeep Kumar Kumar Srivastava n11uo: 

~ ~ _l-
Date/ 
)].am: 19.06.2026 

Date / 
,[lam: 19.06.2026 

Date/ 
L{aTa: 19.06.2026 

Date/ 
,[lam: 

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 ~~• 

CERTIFICATE OF ANALYSIS 
CEPTM <l>MKAT AHAJIM3A 

Product: Cetrine® film coated tablets, 10 mg 

Ilpo11.y1CT: UeTp11tt® m6neTK11, noKpbITbie nneHOlJHOH o6oJiolJKOH, 10 Mr 

Market/ Pi,rnoK : Russia/ Poccm, 

Batch No./ 
V2601268 

Batch Quantity / 
CepuH N2 

: 
PaJMep cepuu 

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 

25,00,000 tab/ 
: 

25,00,000 m6 

Analytical Report No./ 
: 890001889300 

Date of Analysis / 
: 19.06.2026 

AuaJIHTH'leCKHii OT<teT N2 llaTa auaJiuJa 

Date of Manufacture / 
05/2026 

Date of Expiry/ 
04/2029 

)].aTa DPOH3BO!lCTBa 
: 

ro)leH JlO 
: 

Mfg. License No./ 
MA number:/ 

IlpOH3B0!lCTBeHH3H : MNB/05/263 
HoMep PY 

: JU1-N!!(00545 6)-(Pf-RU) 

JIHUeH3HH N! 
Analysis performed according to ND:/ AnaJiuJ npose11.en no H)].: JIU-N2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbt nepBH'IHOii ynaKOBKH YTBep"'ll.eHbt: 12.11.2024 
Artworks of secondary package approved: / MaKeTbt BTOpH'IHOH ynaKOBKH yTsep:a.:11.enbt: 17.02.2025 
PL aooroved: / JIB YTBep:a.:)leH: 15.05.2024 

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 (No. GMP/EAEU/RU/02329-2025 dt. September 19, 2025) 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: «HacTO.Slll\HM .SI TTOJlTBep)K11.a10, 11TO npHBe.[(eHHa.SI BbIWe HH<pOpMaU,H.SI .SIBJI.SieTC.SI .[\OCTOBepHOH [,{ 

T011HOH. 3m cep11.SI npo.n:yKUHH npOH3Be.[\eHa (BKJII011a.SI ynaKOBKY (MapKHpOBKY) [,{ KOHTpOJib Ka11ecTBa) Ha BhIWeyKa3aHHOH 

npOH3B0!lCTBeHHOH TTJ!Oll\a.[(Ke (TTJIO!l\a.[\Kax) B 0OJIHOM COOTBeTCTBHH C Tpe6oBaHH.SIMH IlpaBHJI Ha,n:Jie)Kall\eH npOH3B0!lCTBeHHOH 
npaKTHKH Espa3HHCKoro 3KOHOMH11ecKoro co103a (N!! GMP/EAEU/RU/02329-2025 OT 19 ceurn6p.SI 2025 r.) w Tpe6osau11.SIM11 

KOHTpOJI.SI KalleCTBa JieKapCTBeHHhlX cpe,n:CTB, a TaK)Ke B COOTBeTCTBHH co cneump11KaU,H.SIMH, co.n:ep)Kall\HMHC.SI B perwcTpaUHOHHOM 
.[\OCbe CTpaHbl-HMTTOpTepa. 3an11c11 no np0113B0.[\CTBY, ynaKOBKe 11 aHaJil13Y nposepeHhl, 11 ycTaHOBJJeHO 11X COOTBeTCTBl1e 
Tpe6oBaHl1.SIM IlpaBHJI Ha.[\Jie)Kall\eH npOH3B0.[\CTBeHHOH npaKTl1KH Espa3HHCKOfO 3KOHOMl111eCKOro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3aKJIIO'leuue: O)1.OliPEHO n HMe'laHue: TI 

Prepared by / 
Ilo,n:roTosneuo: 

Ramakant A 

~7 
Date/ 
)lam: 19.06.2026 

O!l}'KT COOTBeTCTByeT T 

Checked by/ 

Ilposepeuo: 

Pardeep Kumar 

Date I 
)lam: 19.06.2026 

e6osan1111M H.ll 

Checked by (AQA) I 
Ilposepetto (AOK): Ajay 
Kumar Srivastava 

Date/ 
)lam: 19.06.2026 

Approved by: Quality Assurance/Authorized person/ 

O.n:o6peuo: O6ecneYen11e Ka11ecTBalOTBeTCTBeHHoe 

Jl11U:O: 

Date I 
,[I.am: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 


