
••• Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH<I>HKAT AHAJIH3A 

Dr. Reddy's Laboratories Ltd . 
Fo~mulation Unit-6 
Viii. Khol, Naiagarh Road, Baddi, 
Dis,t. Solan, H.P., 173 205, INDIA 

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

Product: Cetrine® film coated tablets, 10 mg 

Ilpo)lyKT: UeTpHH® Ta6JJeTKH, nOKPblThle nJJeHO'lHOH o6oJJo'lKOH, 10 Mr 

Market/ PMHOK : Russia / Poccm1 

Batch No./ 
V2601332 

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

: 
Pa1Mep cepuu 

: 
25,00,000 rn6 

Analytical Report No./ 
: 890001891415 

Date of Analysis/ 
: 25.06.2026 

AnaJIHTtt'tecKuii OT'leT .N"2 )].aTa anaJ1u1a 
Date of Manufacture / 

06/2026 
Date of Expiry/ 

05/2029 
)].aTa npOU3B0)lCTBa 

: 
ro)leH JlO : 

Mfg. License No./ 
MA number:/ 

IlpOH3B0JlCTBeHHaH : MNB/05/263 
HoMep PY 

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

JlU~eHJUH .N°2 
Analysis performed according to ND:/ AuaJiuJ npoBe)leu no H,ll.: JII1-.N"2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKen,1 nepBH'IHOH ynaKOBKH YTBep~eu1,1: 12.11.2024 
Artworks of secondary package approved:/ MaKeThl BTOpH'fH0tt ynaKOBKH YTBepJKJleHhl: 17.02.2025 
PL approved:/ JIB yrnepJKJleH: 15.05.2024 

N2 Test/ IloKaJaTeJib Result/ Pe1yJ11,TaTbl Specification/ HopMa 
1 Description/ Onucauue 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. 
Kpynlble .llBOllKOBbinYKJibie Ta6JJeTKH, I KpyrJlb1e )lBOllKOBbinYKJible Ta6JJeTKH, 
noKpblTble nJieHO'-IHOH o6oJIO'lKOH noKpblTbie nJJeHO'lHOH o6oJIO'iKOH 6eJioro 
6eJioro UBeTa, C pHCKOH Ha OJ{HOH HJIH nO'lTH 6eJioro UBeTa, c pHCKOH Ha OJ{HOH 
CTOpOHe. Ha nonepe'-!HOM pa3pe3e - CTopoue. Ha nonepe'-!HOM pa3pe3e ll.llp0 OT 
llAPO 6eJioro UBeTa. 6eJioro !lO no'lTH 6eJioro ueeTa. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3aKJIIO'leuue: O.llOliPEHO IlpuMeqauue: IT o.u KT COOTBeTCTB eT T e60BaHHllM HJl 

Prepared by / 
IT o .uroTo BJI e Ho: 
Shagun 

V 
Date/ 
)];am: 25.06.2026 

Checked by/ 
ITpoeepetto: 

Pcavesh Ran, { 

Date/ 
,[I.am: 25.06.2026 

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

...-,'\ 
- -

Date/ 
,[I.am: 25.06.2026 

Approved by: Quality Assurance/ Authorized person / 
OAo6petto: O6ecneqeu11e Ka'-lecTBalOTBeTcTBeHHOe 

Date/ 

,ll;aTa: 

Registered Office : 8-2-337, Road No. 3, Barijara 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 
CEPTH <l>HKA T AHAJIH3A 

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

Te! : +91 98166 56001-02 
www.drreddys.com 

Product: Cetrine® film coated tablets, 10 mg 
Ilpo.nyKT: UeTpi-rn® Ta6neTKH, noKphIThie nneH0"4HOM o6ono4KOH, 10 Mr 

Market/ PbIHOK : Russia/ Poccm1 

Batch No./ 
V2601332 

Batch Quantity / 25,00,000 tab/ 

Cepusi .N"2 
: 

PaJMep cepuu 
: 

25,00,000 Ta6 

Analytical Report No. / 
: 890001891415 

Date of Analysis / 
: 25.06.2026 

AuaJJHTH'leCKHM OT'leT .N"2 )],aTa auaJJuJa 

Date of Manufacture / 
06/2026 

Date of Expiry I 
05/2029 

)],aTa npoHJBO)l,CTBa 
: 

fo.QeH AO 
: 

Mfg. License No./ 
MA number:/ 

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

: JU1-.N~(005456)-(Pf-RU) 

JIHU.eHJHH ,N"g 

Analysis performed according to ND:/ AuaJJHJ npoBe.QeH no H)],: JIIl-.N"2(005456)-(Pf-RU)-150524 
Artworks of primary package approved:/ MaKeTbI nepBH'IHOH ynaKOBKH yTBep~eubI: 12.11.2024 
Artworks of secondary package approved: / MaKeTbI BTOpH'IHOH ynaKOBKH yTBep.K.neubI: 17.02.2025 
PL aooroved: / JIB yrnep,K.Qeu: 15.05.2024 

.N"2 Test I IloKaJaTeJJb Result/ PeJyJJhTaTbl Specification/ HopMa 

2 Identification / The retention time of the main peak in 
l-beuTuct,uKau,usi the chromatogram of test solution [he retention time of the main peak in the 

~hromatogram oftest solution should comply complies with the retention time of the 
HPLC/83)KX main peak in the chromatogram of ~ith the retention time of the main peak in the 

Cetirizine Hydrochloride reference thromatogram of Cetirizine Hydrochloride 

standard solution./ BpeMJI y,!l,ep)l{HBaHHJI reference standard solution (section "Assay"). 
I 

OCHOBHOro nHKa Ha xpoMaTorpaMMe 
BpeMJI y,!l,ep)l(l'.IBaHHJI OCHOBHOro n11Ka Ha 11cnbITyeMoro paCTBOpa COOTBeTCTByeT 

apeMeHl1 y,!l,ep)l{11BaHHJI OCHOBHOro IlHKa xpoMaTorpaMMe HCilhITyeMoro pacTBopa 

Ha xpoMaTorpaMMe cTaH,!l,apTHoro ,11,0Jl)l{HO COOTBeTCTBOBaTh BpeMeHH 

pacTBopa QeTHpH3HHa rH,!l,pOXJJOpH,!l,a. y,!l,ep)l{HBaHHJI 0CHOBHOro nHKa Ha 

xpoMarnrpaMMe CTaHAapTHOro pacTBopa 
QeTHp113HHa rn,upoxnop11,!l,a (pa3,uen 
«Konw1ecTBeHHOe onpe,!l,enettHe»). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3aKJJIO'leHue: O)],O6PEHO Il uMe'lauue: IT o,u 

Prepared by / 
ITo.uroTOBJJetto: 
Shagun 

Date/ 
,[{am: 25.06.2026 

KT COOTBCTCTB eT T 

Checked by I 
ITpoBepetto: 

PmeshR,.j 

Date/ 
L{arn: 25.06.2026 

e60BaHHJ1M H.U 

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

Date/ 
.Uarn: 25.06.2026 

Approved by: Quality Assurance/Authorized person/ 
O.uo6petto: O6ecneqettHe Ka'!ecTBa/OTBeTCTBettttoe 

Jl11UO: (fo,-, Jj)_) \LOLA1 W\ 

Date/ 
,[{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 



•·· Dr.Raddy's~;• 
Dr. Reddy's Laboratories Ltd . 
Fo rmulation Unit-6 
Viii. Khol, Naiagarh Road, Baddi, 
Disi:'(. Solan, H.P., 173 205, INDIA 

-1-el : +91 98166 56001-02 

www.drreddys.com 

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

Product: Cetrine® film coated tablets, 10 mg 
IlpoJJ.yKT: IJ.e-rp11H® Ta6JieTKl1, nOKPhlThie nJieHO<iHOH o6oJI0<iKOH, 10 Mr 

Market/ PbIHOK : Russia/ PoccIDI 

Batch No./ 
V2601332 

Batch Quantity I 25,00,000 tab / 

Cepusi .N'! 
: 

Pa3Mep cepuu 
: 

25,00,000 m6 

Analytical Report No./ 
: 890001891415 

Date of Analysis / 
: 25.06.2026 

AuannTnqecicun oTqeT .N'! .IJ:aTa auaJIH3a 

Date of Manufacture/ 
06/2026 

Date of Expiry I 
05/2029 

)laTa np0H3B0,[{CTBa 
: 

ro,[{eH ,[{0 
: 

Mfg. License No. / 
MA number:/ 

IlpomBOACTBeuuasi : MNB/05/263 
HoMep PY 

: J1TI-N~(005456)-(Pr-RU) 

JIHU,eH3HH .N'~ 
Analysis performed according to ND:/ AHaJIH3 npose,Qeu no H)l: JIII-.N'!(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaiceTbI nepsuquon ynaicoBKH yrnep,KJJ.eHbI: 12.11.2024 
Artworks of secondary package approved:/ MaiceTbI BTOpH<tHOH ynaicosicu YTBep'.IKAeHbt: 17.02.2025 
PL approved: / JIB yrnep,KJJ.eu: 15.05.2024 

.N'! Test I Iloica3aTeJib Result/ Pe3yJibTaTbt Specification/ HopMa 

~ 

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 

UV- spectrophotometry/ 
wavelengths with an allowed variation of ±2 

Y<l>- cneKTpOQJOTOMeTp11ll Complies I CoorneTcrnyeT 
nm. I Y<l>-cneKTph1 nornomeHHll 
HCnhnyeMoro paCTB0pa H CTaH,QapTHOro 
pacrnopa ueTHpH3HHa rHAP0XJI0pH,[{a B 
o6JiaCTH OT 200 ,[{0 400 HM ,[{0JI)l(Hhl HMeTb 
MaKCHMYMbl nornomeHHll npH 0,[{HOH H TOH 
)Ke ,llJIHHe B0JIHhl C ,llonyCTHMhIM 
OTKJI0HeHHeM ± 2 HM. 

Dissolution/ PaCTsopeune Not less than 80% (Q) of the labeled amount 
of C2 1H2sClN2O3· 2HCI ( cetirizine 

96 % ; 96 %; 96 % ; 94 % ; 90 % ; dihydrochloride) after 30 min./ He MeHee 
92% 

Remarks : The Product confirms to ND/ 
Il HMeqaune: TI 0.D: KT cooTBeTCTB eT T e6oeamrnM Hll 

Prepared by I Checked by I Checked by (AQA) I 
ITo.llrOTOBJieHo: flpoeepeuo: flpoeepeHo (AOK): Amit 

Sh~ P,avesh Ra,1 Kum~ r 
Date/ Date/ Date/ 
)].am: 25.06.2026 )].am: 25.06.2026 )].am: 25.06.2026 

80 % (Q) OT H0MHHaJibH0ro CO,llep,KaHHll 

C21H2sClN2O3· 2HC1 (uernp11311Ha 
~HrH,[{POXJIOPH.ll) <iepe3 30 MHH. 

Conclusion : APPROVED / 
3aicmoqeune: O.IJ:OEPEHO 
Approved by: Quality Assurance/ Authorized person I 
O,llo6peHo: O6ecne<iett11e Ka<iecrna/OrneTCTBeHHOe 

JIHUO:~_l_(µ ,~~ 

Date/ 
)];am: 

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

Tel : +91 40 4900 2900, Fax : +91 40 4900 2999, Email: mail@drreddys. com 
CIN : L85 195AP1984PLC004507 

www.drreddys.com 



•·· Dr.Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Fo:·mulation Unit-6 
Viii. Khol, Naiagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 
1·e1 : +91 98166 56001-02 
www.drreddys.com 

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

Product: Cetrine® film coated tablets, 10 mg 
IlP0JJ.YK'T: Ll,eTPl·Hl® Ta611eTKH, TTOKPb!Tble rnieH04HOH o6oJI04KOH, 10 Mr 

Market/ P1,rnoK : Russia / Poccw1 

Batch No./ 
V2601332 

Batch Quantity / 25,00,000 tab/ 
Cepua Jfa 

: 
Pa3Mep cepuu 

: 
25,00,000 Ta6 

Analytical Report No./ 
: 890001891415 

Date of Analysis / 
: 25.06.2026 

AnaJJHTH'leCKHii OT'leT N2 )J:arn ananu3a 

Date of Manufacture/ 
06/2026 

Date of Expiry/ 
05/2029 

,Il;aTa DPOH3BOJ].CTBa 
: 

ro.a.en .a.o 
: 

Mfg. License No./ 
MA number:/ 

IlpOH3B0.!I.CTBeHHaH : MNB/05/263 
HoMep PY 

: J1Il-N2(005456)-(Pf-RU) 
nuu:en3HH N2 
Analysis performed according to ND:/ AnaJJH3 npoBe.a.en no H,11;: JIII-N2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeT1>1 nepBH'IHOH ynaKOBKH YTBep,K,!1.en1,I: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbl BTOpH'IHOH ynaKOBKH YTBep:ite.a.enbl: 17.02.2025 
PL aooroved: / JIB yTBep:iteAen: 15.05.2024 

N2 Test/ IloKa3aTeJJb Result/ PeJyJJbTaTbl Specification/ HopMa 
4 Uniformity of dosage units / 

OanopO,llHOCTb ,ll03HpOBaHHblX 7.2 
e,!I.HHHU: 

Remarks : The Product confirms to ND/ 
II HMe'!anue: Ilpo,uyKT CO0TBeTCTB eT T e6oBaHH»M HL{ 
Prepared by / Checked by / Checked by (AQA) / 
Ilo,uroTOBJietto: r1poaepetto: 

1 

j ITpoaepetto (AOK): Amit 
Shagun Prnvesh Rana)- Kuma, 

~ ~ \ 

Date / Date/ Date/ 
,[(am: 25.06.2026 ,[(am: 25.06.2026 ,[(am: 25.06.2026 

Acceptance value (AV) should be not more 
than 15.0 / TioKaJaTeJib npHeMneMOCTH (AV) 
inOJI)l(eH 661Tb He 6onee 15,0. 

Conclusion : APPROVED / 
3aKJJIO'Ienue: O)J:OEPEHO 
Approved by: Quality Assurance/Authorized person / 
O.a.o6petto: O6ecneqem-1e KaqecTBa/OTBeTCTBeHnoe 

Date/ 
,[(am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad· 500034. Telangana, India 
Tel: +91404900 2900, Fax: +91 40 4900 2999, Email : mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH'1>MKAT AHAJIM3A 

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

-,el: +9198166 56001-02 

www.drreddys .com 

Product: Cetrine® film coated tablets, 10 mg 
Ilpo.11:yKT: U:eTpHH® Ta6JleTKH, nOKPbITI,Ie nneHO'IHOH 060J10'IKOH, 10 Mr 

Market/ PblHOK : Russia/ Poccm1 

Batch No./ 
V2601332 

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

: 
Pa3Mep cepuu 

: 25,00,000 Ta6 
Analytical Report No. / 

: 890001891415 
Date of Analysis / 

: 25.06.2026 
AuaJIHTHttecteuii 0T"leT N2 JI:aTa auaJIH3a 
Date of Manufacture / 

06/2026 
Date of Expiry/ 

05/2029 
)laTa np0H3B0.ll:CTBa 

: 
ro.11:eu .11:0 

: 

Mfg. License No./ 
MA number:/ 

IlpOH3B0.IJ:CTBeHHaH : MNB/05/263 
HoMep PY 

: JITI-N2(005456)-(Pr-RU) 
JIHQeH3HH N2 
Analysis performed according to ND:/ AuaJIHJ npose.11:eu no HJI:: JIU-.N'2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MateeTb1 nepBH"IHOii ynaK0BKH yrnep~eub1: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbI srnputtuoii ynaK0BKH yrnep,K.11:eub1: 17.02.2025 
PL approved: / JIB yrnep~eH: 15.05.2024 

s Impurities/ IlpuMecu 
Impurity A/ 
TipuMec1, A 

Impurity B / 
Tip11Mec1, B 

Impurity C / 
Tip11Mec1, C 

ImpurityD / 
TipuMec1, D 

Impurity E / 
ITpuMec1, E 

impurity FI 
flp11Mec1, F 

Remarks : The Product confirms to ND/ 

Below LOD (LOD =0.005 %) I Hu)Ke INot more than 0.2 % / He 6011ee 0,2 % 
npe.uena o6Hapy)KeHHH (TIO= 0,005 %) 

!Not more than 0.2 % / He 6onee 0,2 % 
0.05 % 

Not detected/ He o6Hapy)KeHa !Not more than 0.2 % I He 6011ee 0,2 % 

Not detected/ He o6Hapy)KeHa tNot more than 0.2 % I He 6011ee 0,2 % 

0.02% !Not more than 0.2 % I He 6011ee 0,2 % 

Below LOD (LOD =0.015 %) / H11)Ke !Not more than 0.2 % / He 6onee 0,2 % 
npe,11.ena o6Hapy)Kemrn (TIO= 0,015 %) 

IlpuMettauue: Ilpo.uyKT C0OTBeTCTByeT Tpe6oBamrnM H,[( 
Conclusion : APPROVED I 
3aKJIIO'leuue: OJI:OEPEHO 

Prepared by/ Checked by/ Checked by (AQA) / 
Ilo.nroTOBJJeHo: IlpoBepeHo: IlpoBepeHo (AOK): Amit 
Shagua P,avesh Raaa ~ Kumm 

7 1 ~~~ 
1 

Date/ Date/ Date/ 
narn: 25.06.2026 narn: 25.06.2026 narn: 25.06.2026 

Approved by: Quality Assurance/ Authorized person / 
O.no6peHo: O6ecne"leH11e Ka'lecTBa!OTBeTCTBeHHoe 

JJHL~~ ~W\ 

/1~,F~fo I 

Date/ 
narn: 

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: L8519SAPJ.984PLC004507 

www.drreddys.com 



•·· Dr.Raddy's~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Naiagarh Road, Baddi, 

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

Te! : +91 98166 56001-02 
www.drreddys.com 

CERTIFICATE OF ANALYSIS 
CEPTH <l>HKA T AHAJIH3A 

Product: Cetiine® film coated tablets, 10 mg 
Ilpo.11.yKT: Ue-rp1-rn® rn6neTKH, n0Kpb1Tb1e nneHO'-IHOH o6ono'c!KOH, 10 Mr 

Market/ PblHOK : Russia I Poccm1 

Batch No./ 
V2601332 

Batch Quantity / 25,00,000 tab / 
CepnH X2 

: Pa1Mep cepnn : 25,00,000 Ta6 
Analytical Report No./ 

: 890001891415 
Date of Analysis / 

: 25.06.2026 
AnaJIHTH'iecKnii 0T'ieT X2 .I(aTa auaJIH3a 
Date of Manufacture/ 

06/2026 
Date of Expiry / 

05/2029 
llaTa np0H3B0JlCTBa 

: ro)leH .11.0 : 

Mfg. License No./ 
MA number:/ 

IlpoH3BOJJ.CTBeHHaH : MNB/05/263 
HoMep PY 

: JU1-N2(005456)-(Pr-RU) 
JinuenJnH X2 
Analysis performed according to ND:/ AnaJIH3 npoBe.11.eu no H.I(: JIU-X2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbI nepBH'iHOii ynaK0BKH yrnep,KJ1.eub1: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbI BTOpH'fHOii ynaK0BKH yTBepm.11.enb1: 17.02.2025 
PL aooroved: / JIB yrnep,KJ1.en: 15.05.2024 

Any individual unidentified 
impurity/ Jlio6a.H e,nHHH4Hall 
HeH,neHTH<pHI.J.HpOBaHHall npHMeCb 

rrotal impurities / 
CyMMa np11Meceif 

Remarks : The Product confirms to ND/ 

0.05 % 

0.2% 

IlpnMe'ianne: ITpo,nyKT cooTBeTCTBVeT Tpe6oeaHHllM Hll 
Prepared by/ Checked by/ Checked by (AQA) / 
ITo.nroTOeneuo: ITpoeepetto: ITpoeepeuo (AOK): Amit 

Sh;, Prnvesh Ra1 Kuma, /'-~ 

Date/ Date/ Date/ 
llarn: 25.06.2026 llarn: 25.06.2026 llarn: 25.06.2026 

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

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

Conclusion : APPROVED / 
3aKJIIO'ienne: O.I(OliPEHO 
Approved by: Quality Assurance/Authorized person/ 
O,no6petto: O6ecne4ett11e Ka4ecTBa/OTBeTcTBeHHOe 

JIHUO: ~lOJ \~VV) 

/7r,_~ f. 

Registered Offi ce: 8-2-337, Road No. 3, Banjara Hill s, Hyderabad - 500034. Telangana, India 

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

www drreddys.com 



·•· Dr.Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Naiagarh Road, Baddi, 
Di stt. Solan, H.P., 173 205, INDIA 
Te! : +91 98166 56001-02 
www.drreddys.com 

CERTIFICATE OF ANALYSIS 
CEPTM<l>MKAT AHAJill3A 

Product: Cetrine® film coated tablets, 10 mg 
Ilpo.11.yKT: 11.eTpHH® m6neTKl1, TT0KPblTble nneH09HOH o6oJJ09KOH, 10 Mr 

Market/ PblHOK : Russia/ Poccm1 

Batch No./ 
V2601332 

Batch Quantity / 25,00,000 tab/ 
Cepm1 X2 

: 
Pa3Mep cepnn 

: 
25,00,000 m6 

Analytical Report No. I 
: 890001891415 

Date of Analysis / 
: 25.06.2026 

AttaJIHTH'-leCKHH OT'-leT .N'! ):(aTa auaJiu3a 

Date of Manufacture/ 
06/2026 

Date of Expiry/ 
05/2029 

):(aTa np0H3B0.II.CTBa 
: 

ro.11.eu .11.0 
: 

Mfg. License No. / 
MA number:/ 

IlpOH3B0.II.CTBeHHaH : MNB/05/263 
HoMep PY 

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

JIHIJ;eH3HH .N'! 
Analysis performed according to ND:/ AuaJIH3 npoue.11.eu no H):(: JIU-X2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbl nepBH'-IHOH ynaK0BKH YTBep,KtI.eHbl: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbl BTOpH'-IHOH ynaicouicu YTBep,te.11.eubI: 17.02.2025 
PL annroved: / JIB yTBep,te)leH: 15.05.2024 

.N'! Test I IloKaJaTeJib Result I PeJyJibTaTbl Specification/ HopMa 

6 Water content I 
3.1 % 

Not more than 8.0% / 
Coti.ep,teauue BO.llbl He 6onee 8,0 % - -- -

7 Microbiological purity* / 
Muicpo6HOJIOfH'-leCKaH 
'IHCTOTa* 
a) Total aerobic microbial count/ NA Not more than 1000 CFU/g / 
O6w.ee 911CJ10 a3p06HblX He 6onee 1000 KOE/r 
M11KpoopraHl13M0B 

b) Total combined yeasts and NA Not more than 100 CFU/g I 
mould count/ O6mee q11cno He 6onee 100 KOE/r 
lup0)IOKeBblX 11 nnecHeBbIX rp1160B 

NA Shall be absent in lg/ OTcyTcrn11e B 1 r 
~)E.coli 

8 Assay/ KoJIH'-leCTBeuuoe From 9.0 mg to 11.0 mg of 
onpe.11.eJieuue 

9.84 mg /9,84 Mr 
C21H2sCIN2Or2HCl (Cetirizine 

98.4 % 
Dihydrochloride) in tablet (90.0 % to 110.0 % 
of label claim)./ OT 9,0 Mr .11.0 11,0 Mr 
C21 H2sCIN2O3 • 2HCI ( u.emp11311Ha 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
n1nmeqauue: Tipo)lyKT C0OTBeTCTByeT Tpe60BaHI1»M H)l JaKJIIO'-leuue: O)1:OEPEHO 
Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized person/ 
Tio.11.roTOBJJeHo: flposepetto: TiposepeHo (AOK): Amit O.11.06peHo: O6ecneqeHJ-1e KaqecTaa/OTseTCTBeHHoe 
Shagun PrnvoshR>y Kumar 

Jll1~~ \tau$\,\/) 

~ {'---- /7_, I ~ t.. 
Date/ Date/ Date/ Date/ \___ )~~'V' 
)lam: 25 .06.2026 )lam: 25.06.2026 )lam: 25.06.2026 )lam: -, 

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 

www.drreddys.com 



•·· Dr.Reddy's ~;• 

Product: Cetrine® film coated tablets, 10 mg 

CERTIFICATE OF ANALYSIS 
CEPTII<l>IIKA T AHAJIII3A 

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

-1-el : +91 98166 56001-02 
www.drreddys.com 

IlpotJ,yKT: IJ.eTpHH® m6JieTKH, Jl0KpbITb!e rrJieHO'IHOH o60JIO'IKOH, 10 Mr 

Market / PbIHOK : Russia I Poccllil 

Batch No./ 
V2601332 

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

: 
PaJMep cepHH 

: 
25,00,000 m6 

Analytical Report No. / 
: 890001891415 

Date of Analysis / 
: 25.06.2026 

AuaJIHTH'leCKHH 0T'leT .N'! Jl:aTa auaJIHJa 

Date of Manufacture / 
06/2026 

Date of Expiry / 
05/2029 

Jl:aTa DP0H3B0tl,CTB3 
: 

ro,11,en ,11,0 
: 

Mfg. License No. / 
MA number:/ 

IlpoU3B0,IJ,CTBeHH3H : MNB/05/263 
HoMep PY 

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

JIHUeH3HH .N'! 
Analysis performed according to ND:/ AuaJIU3 np0Bet1,eu no HJ!:: JIU-.N'2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbI nepBu11uoii ynaK0BKH YTBepm,11,eubI: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbI BTopu11uoii ynaKOBKH yTBep,K,11,enbI: 17.02.2025 
PL approved:/ JIB yTBepm,11,eu: 15.05.2024 

.N'! Test/ Iloi.:aJaTeJib Result/ PeJyJibTaTbI Specification/ HopMa 

~HrHtJ.pOXJIOpH,11,) B m6JieTKe ( OT 90,0 % ,11,0 
110,0 % OT H0MHHaJibHOro co,11,ep)KaHmI). 

9 Subdivision of tablets / rrhe tablets comply with the test, if not more 
µJ:eJieuue Ta6JieTOK ~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 
~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./ 

Complies/ CooTBeTcTByer rra6JieTKH C0OTBeTCTB)'IOT Tpe60B8HHJIM, eCJIH 
He 6oJiee 1 etJ,HHH'IHaJI Macca 0TKJI0HJleTCJI 3a 
npe,neJibl 85%-115% OT cpe.ntteH MaCCbl. 
rra6JieTKH He COOTBeTCTBYIOT Tpe60B8HHJIM, 
ecJIH 6oJiee 'leM 1 HHJJ:HBH,uyaJibHaJI Macca 
OTKJIOHJleTCJI OT 3THX npe,neJIOB HJIH, ecJIH 1 
HH)lHBH,Uyam,HaJI Macca 0TKJI0HHeTCJI 38 
rrpe,ueJihl 75%-125% OT cpe,uHeH MaCCbl. 

10 Packa2e / OnHcauHe ynaKOBKH 10 tablets in PVC/PVDC//aluminum 10 tablets in PVC/PVDC//aluminum blister. 2 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
3ai.:mo<teuHe: O.Il:OliPEHO Il HMe'laHHe: fl 

Prepared by / 
Ilo,uroTOBJietto: 
Shagun 

Date/ 
)lam: 25.06.2026 

o.n KT C00TBeTCTB eT T 

Checked by/ 

Tipoaepeno, a I 
Pravesh Rani 

Date/ 
)lam: 25.06.2026 

e6osaHHJIM HJJ: 
Checked by (AQA) / 
Ilposepetto (AOK): Amit 
Kumar 

Date/ 
)lam: 25.06.2026 

Approved by: Quality Assurance/Authorized person/ 
O,uo6petto: O6ecneqettHe KaqecTBa/OTBeTcTBettttoe 

JIHUO: ~ wJ teow ~ 

Date/ 
)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: L85195AP J.984PLC004507 

www.drreddys.com 



•·· Dr.Raddy's~;• 

CERTIFICATE OF ANALYSIS 
CEPTII<l>lIKAT AHAJIII3A 

Cr. Reddy's Laboratories Ltd . 
Fo,mulation Unit-6 
Viii. Khol, Naiagarh Road, Baddi, 

Dist t. Solan, H.P., 173 205, INDIA 
1·e!: +9198166 56001-02 

www.drreddys.com 

Product: Cetrine® film coated tablets, 10 mg 

Ilpo)lyKT: U.eTp1rn® Ta6neTKl1, TTOKPblTble nneHO'IHOH o60JIO'lKOH, 10 Mr 

Market/ P1>rnoK : Russia/ Poccm, 

Batch No./ 
V2601332 

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

: 
PaJMep cepuu 

: 
25,00,000 Ta6 

Analytical Report No./ 
: 890001891415 

Date of Analysis/ 
: 25.06.2026 

AuaJJHTH'leCKHH 0T'leT N2 ,I(aTa auanuJa 

Date of Manufacture/ 
06/2026 

Date of Expiry/ 
05/2029 

,I(aTa IlP0H3B0,ll;CTBa 
: 

roJJ,eH ,11;0 
: 

Mfg. License No./ 
MA number:/ 

IlpOHJBOJJ,CTBeHHaH : MNB/05/263 
HoMep PY 

: JIIT-.N2(005456)-(Pr-RU) 

nuu.euJusi N2 

Analysis performed according to ND:/ AuaJJHJ npoee,11;eu no H,I(: JIII-N2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeT1>1 nepBHlfHOH ynaK0BKH YTBep~eu1>1: 12.11.2024 
Artworks of secondary package approved:/ MaKeThI BTOpH'IHOH ynaK0BKH yTsep)KAeH1>1: 17.02.2025 
PL approved:/ JIB YTBePJKAeH: 15.05.2024 

N2 Test/ IIoKaJaTeJJh Result/ PeJyJJ1>TaThl Specification / HopMa 
blister. 3 blisters and patient information or 3 blisters and patient information leaflet in 
leaflet in a carton./ ITo 10 rn6neTOK e a carton . / ITo 10 Ta6neToK e 

ITBX/IIB,UX//amoMHHHeBOM 6nHCTepe. ITBX/ITB,D.X//amoMHHHeBOM 6JIHCTepe. rro 2 
(lo 3 6JIHCTepa BMeCTe c JIHCTKOM- HJIH 3 6JIHCTepa BMeCTe c JIHCTKOM-
BKJiaAblWeM ynaKOBaHbl B na'lKY BKJiaAbIWeM ynaKOBaHbl B na'¾KY KapTOHHyIO. 

-- - KapTOHHYJO. -
11 Labeling/ MapKupoeKa Complies I CooTBeTcTByeT See Module 1, section 1.3.2 of registration 

dossier./ B COOTBeTCTBHH C pa3AeJIOM 1.3.2 
MOAYJill 1 perncTpau.110HHOro AOCbe. 

12 Storage conditions / Y cnosusi At temperature not higher than 25 °C / ITpH TeMnepaType He BbIWe 25 °C. 
xpaueuusi 

13 Shelf-life (storage period) / CpoK 3 years. / 3 roAa. 
roJJ,H0CTH (cpoK xpaueum1) 

* Performed by the manufacturer at release periodically: one in every 20 batches or at least once a year. The parameter may be 
absent from the Company's certificate of analysis. / ITposo,11.11TCll npoH3BOAHTeJJeM np11 BhmycKe nepuoAH'leCKH: AJill Ka)f<AOH 20-oii 
cepHH HJIH He MeHee 1 pa3a B ro.u. IToKa3aTeJib MO)l(eT 6bITb He BKJIIO'leH B CepTHq>HKaT auan113a q>ttpMbl. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3aKmoqeune: O.llOliPEHO II HMe'laune: IT 

Prepared by / 
IT0AroToa11etto: 
Shagun 

Date I 
,[I.am: 25.06.2026 

OAYKT COOTBeTCTB eT T 
Chec;ked by/ 
ITposepetto: 

Prnvosh Raol 

Date/ 
}],am: 25.06.2026 

e6oaaHHllM H}], 
Checked by (AQA) / 
ITpoaepeuo (AOK): Amit 
Kumar 

Date/ 
,[I.am: 25.06.2026 

Approved by: Quality Assurance/Authorized person/ 
O.uo6petto: O6ecne'leHHe Ka'lecTBa!OTBeTcTBeHHOe 

JJHUO~~ ,eau: VV) 

Date/ 
}],am: 

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

Tel : +91 40 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys .com 
CIN: L8519SAP 1984PLC004507 

www.drreddys .com 



••• Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

Product: Cetrine® film coated tablets, 10 mg 
Ilpo));yKT: UeTpttH® m6neTKH, noKpbITble nneHO'IHOH o6ono'IKOH, 10 Mr 

Market/ PbIHOK : Russia I Pocc1-ui 

Batch No./ 
V2601332 

Batch Quantity / 

CepnH N! 
: 

Pa3Mep cepnn 

Dr. Reddy's Laboratories Ltd . 
Fo,mulation Unit-6 
Viii. Khol, Naiagarh 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 m6 

Analytical Report No./ 
: 890001891415 

Date of Analysis / 
: 25.06.2026 

AuaJIHTH'IeCKnii or<1eT N! ,UaTa auaJin3a 

Date of Manufacture / 06/2026 
Date of Expiry/ 

05/2029 
,UaTa TIPOH3B0)1.CTB3 

: 
ro)l.eH )1.0 

: 

Mfg. License No./ 
MA number:/ 

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

: J1IT-N2(005456)-(Pf-RU) 
JIHQeHJHSI N! 
Analysis performed according to ND:/ AnaJIH3 npose,L1;eu no H,U: JIIl-N!(005456)-(Pr-RU)-150524 
Artworks of primary package approved: / MaKeTbt nepsnquoii ynaK0BKH YTBep'lK.l{eHbt: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbl BTOpH'IHOH ynaK0BKH YTBep:ac,L1;ettb1: 17.02.2025 
PL approved: / JIB yTseo'lK,l{eu: 15.05.2024 

API name/ HanMeuosaune A<l>C: Cetirizine dihydrochloride / UernpH3HHa ,IIJ,frHL\poxnopHJJ. 
INN /MHH: Cetirizine / UernoH3HH 
API manufacturer batch number / BT00-26015, BT00-26020 
HoMep cepuu npouJBO!lHTeJIH A<l>C: 
FP Manufacturer API Batch number / FETA00180, FETA00192 
HoMep cepuu cy6cTaHQHH DP0H3B0,!lHTeJIH rJI<I>: 
API Manufactured by, address & country/ Glochem Industries Private Limited, 
IIpoH3B0JJ.HTeJib A<l>C, aJJ.pec H CTpaua: Survey No. 174 to 176, I.D.A. Bollaram, Sangareddy District, 

502 325, Hyderabad, Telangana, India/ 
rnoxeM Mtt.11:acTpwec ITpattBHT Jl11M11Te.11:, 

Y'!aCTKH N2 174-176, 11.,ll,.A., 6onnapaM, CattrapeMH 
,ll,ttcTpHKT - 502 325, Xatt.11:aoa6a.11:, WTaT TenaHraHa, l1H.D:HH 

Name, address, authorization No for FP manufacturing Dr. Reddy's Laboratories Ltd., 
site/ Control site/ Release site/ Formulation Unit-6, Viii. Khol, Nalagarh Road, Baddi, Distt. 
HauMeHOBauue, a,!lpec, JIHl.(CH3HH ,Ll;JIH Solan (HP) 173205, India (license No MNB/05/263). / 
IlpOH380)1.CTBeHHaH UJI0ll.la,!lKa / IIJioma.11:Ka K0HTpOJIH ,ll,-p PeMH'c Jla6opaTOpHC JlTJl:., 
Ka'leCTBa / IlJioma.11:Ka BhmycKa ITpo113BOJl:CTBeHHoe no.npa3.nenett11e-6, B11nn. Kxonb, Hanarapx 

PoyJJ., 6aMH, ,UttcTpHKT ConaH, x.rr., 173205, l1H.nm1 
(J1111.1,eH3HH N2 MNB/05/263). 

Declaration of certification: «I hereby certify that the above mformat1on 1s authentic and accurate. This batch of product has been 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpuMe'laHue: ITpo.11.yKT COOTBeTCTByeT Tpe6oBaHHHM HJ], 3aKJIIO'lenne: O,ll;OliPEHO 

Prepared by I 
ITo.nroTOBneuo: 
Shagun 

et~ 
Date/ 
Ilam: 25.06.2026 

Checked by I Checked by (AQA) I Approved by: Quality Assurance/ Authorized person/ 
Dpooepeuo: Ilposepetto {AOK): Amit OA06peHo: O6ecne'!eHHe Ka4eCTBalOTBeTCTBeHHOe 

Prnvesh Rani Kumar 
JlHUO'.~ ~~ YV\ 

~ - /?,, ,J \.,. 

Date/ Date/ Date I ( )~~1; )],am: 25.06.2026 )],am: 25.06.2026 )],am: 

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

Tel : +91 40 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 
CIN: L85195AP1984PLC004507 

www drreddys.com 



•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTil<l>IIKAT AHAJIIl3A 

Product: Cetrine® film coated tablets, 10 mg 
IlPO.I\VKT: l..le-rp1rn® Ta6JJeTKH, noKpbITble nneHO'IHOH o60JJO'IKOH, 10 Mr 

Market/ PLIHOK : Russia/ Poccm1 

Dr. Reddy's Laboratories Ltd . 
Fo~mulation Unit-6 
Viii. Khol, Naiagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

-1-el : +91 98166 56001-02 
www.drreddys .com 

Batch No./ 
V2601332 

Batch Quantity / 25,00,000 tab/ 
: : 

CepuH .N'2 PaJMep cepuu 25,00,000 m6 -

Analytical Report No. / 
: 890001891415 

Date of Analysis / 
: 25.06.2026 

AHaJJHTHIJeCKHU 0TIJeT .N'2 ,LJ:aTa aHaJJH3a 

Date of Manufacture/ 
06/2026 

Date of Expiry/ 
05/2029 : 

ro,l\eH ,1\0 
: 

)laTa np0H3B0,I\CTBa 

Mfg. License No./ 
MA number:/ 

IlponJBO.I\CTBeHHaH : MNB/05/263 
HoMep PY 

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

JJHU,eH3HH .N'2 
Analysis performed according to ND:/ AHaJJH3 npoBe,l\eH no H,LJ:: JIIl-.N'2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbl nepBH'IHOH ynaKOBKH YTBep~eHLt: 12.11.2024 
Artworks of secondary package approved: / MaKeTht BTOpH'IHOH ynaK0BKH yTBepJK.l\eHbt: 17.02.2025 
PL approved: / JIB yrnep,K,l\eH: 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». I 
3aKJJIO'leHHe O C0OTBeTCTBHH: «HacTOSlllll'IM SI no,UTBep)K,UalO, 'ITO npHBe,UeHHast BbllJ.Je HHq>OpMaU:Hll SIBJJSleTCSI )lOCTOBepHOH H 
T0'IHOH. 3m cepmI npo,uyKU:HH np0H3Be,UeHa (BKJJIO'last ynaKOBKY (MapKHpOBKy) 11 KOHTp0JJb Ka'leCTBa) Ha BbIWeyKa3aHHOH 
npOH3B0,llCTBeHHOH nJJOllla,UKe (nJJOll\3,UKax) B flOJIH0M COOTBeTCTBHH C rpe60B3HHSIMH ITpaBHJJ H3,UJJe)KallleH npOH3B0,llCTBeHH0H 
npaKTHKH Espa3HHCKoro 3KOH0MH'lecKoro COJ03a (N2 GMP/EAEU/RU/02329-2025 OT 19 ceHTsi6psi 2025 r.) H Tpe6osaHHSIMH 
K0HTpOJJSI Ka'leCTBa JJeKapCTBeHHbIX cpe,UCTB, a TaK)Ke B COOTBeTCTBHH co cneu:uqmKaU:HSIMH, co,uep)l(3lllHMHCSI B perHCTpaU:H0HHOM 

)lOCbe CTpaHbl-HMnOpTepa. 3anHCH no npOH3B0,llCTBY, ynaKOBKe 11 aHanmy rrposepeHbl, " ycTaH0BJJeHO HX C00TBeTCTBHe 
Tpe6oBaHHSIM ITpaBHJJ Ha,llJJe)l(a!lleH npOH3BOACTBeHHOH npaKTHKH Espa3HHCKOro 3KOHOMH'leCKOro COJ03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3aKJJt01Jenue: O,LJ:OliPEHO fl HMelJaHHe: IT 

Prepared by / 
ITo,uroTosneHo: 
Shagun 

Date/ 
,[lam: 25.06.2026 

o,uyKT COOTBeTCTB eT T 

Checked by I 
ITposepeHo: 

Prnvesh """f 

Date/ 
)].aTa: 25.06.2026 

e6oBaHHSIM 1--U{ 
Checked by (AQA) / 
ITposepeHo (AOK): Amit 
Kumar 

Date/ 
)lam: 25.06.2026 

Approved by: Quality Assurance/Authorized person I 
O.a:o6peHo: O6ecnet.IeHHe Ka'lecTBa/OTBeTcTBeHHoe 

Date I 
)lam: 

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 : L8519 5AP1984PLC004507 

www.drreddys.com 




