
•·· Dr. Raddy's . ~;• 
Dr. Reddv's Laboratories Ltd . 

Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTII <I> IIKA T AHAJIII3A 

Product: Cetrine film coated tablets, 10 mg 

TI PO.ll.YK"T: 1.J,eTPHH® Ta6neTKl1, noKpb!Tble nneHO'lHOH 060J10lfK0A, 10 Mr 

Market/ P1,rnoK : Russia/ Pocc1rn 

Batch No./ 
: V2600394 

Batch Quantity/ 
Cep11H x~ Pa3111ep cepuu 
Analytical Report No./ 

: 890001867522 
Date of Analysis / 

A11anuTw-1ecKHii OPleT NQ )),aTa 3HaJJH33 
Date of Manufacture/ 

: 02/2026 
Date of Expiry/ 

.LJ.aTa np0IIJBOJJ.CTBa ro,lleH JJ,O 

Mfg. License No./ 

Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, !r~DIA 

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

25,00,000 tab/ 
: 

25,00,000 Ta6 

: 28.02.2026 

: 01/2029 

MA number:/ IlpOH3BOJJ,CTBeHH3H : MNB/05/263 
HoMep PY 

: JU1-NQ(005456)-(Pr-RU) 
JJHQeHJHH .N'Q 

Analysis performed according ND:/ A11aJJHJ nposeJJ,eH no H.l(: JIIl-NQ(005456)-(Pr-RU)-150524 
Labelin2 and artworks approved:/ MapKIIPOBKa u MaKeTM YTBCJ>"'1l,e111,1: 12.11.2024 

.N'Q Test I IloKaJaTeJJ1, Result I PeJyJJ1>TaT1,1 Specification / HopMa 
1 Description / On11ca11ue 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. 
Kpyrnbre Jl,BOllKOBbinYKJlble Ta6JieTKH, / Kpyrn1,1e Jl,BOllKOBbinYKJihle Ta6neTKH, 
noKpblTble nneHO'-IHOH o6ono'lKOH noKpblTbie nneHO'-IHOH o60JlO'lKOH 6enoro 
6enoro u:seTa, C pHCKOH Ha OJI.HOH HJ111 00'-ITH 6enoro U:BCTa, C pHCKOH Ha OJI.HOH 
cTopotte. Ha nonepe'-IHOM pa1pe3e - crnpotte. Ha nonepe'-IHOM pa3pe3e llJJ.PO OT 
llJJ.po 6enoro u:sern. 6enoro AO no'-ITH 6enoro u:sern. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'la1111e: IlpoJJ.yKT cooTBeTcTByeT Tpe6osaHHllM H.D: .3aKJJ10"le11ue: O.l(OliPEHO 

Prepared by I 

Pravesh Rana 
noAroTOBJieH01: 

Date/ 

,llarn:28.02.2026 

Checked by I Checked by (AQA) / Approved by: Quality Assurance/Authorized 
TTpoaepeHo: Ramakant OpoaepeHO (AOK): Amit person/ 0JJ.o6peHo: O6ecne'-lem-1e 

Kumar Ka'-ICCTBalOTBeTCTBCHHOe JlHU:O: 

~~ (\/;- ~~ 
Date / Date/ IDate / L---~ --z> '1---?....eJL----C J].ara: 28.02.2026 Aarn: 28.02.2026 Aarn: 

Registered Office: 8-2-337, Road No. 3, 8211Jara Hills, Hyderab;;d - 500034, Te,angana, Indio: 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email : maii@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

Dr. Reddv'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 
IlpoL{yICT: UeTpHH® Ta6JJeTKH, nOKPbITbie nJJeHO'-IHOH 060JJOlJKOH, 10 Mr 

Market/ PbIHOK : Russia/ Poccm, 

Batch No./ 
: V2600394 

Batch Quantity / 25,00,000 tab/ 

CeimH .N2 PaJMep cepHH 
: 

25,00,000 rn6 

Analytical Report No./ 
: 890001867522 

Date of Analysis / 
: 28.02.2026 

AttaJIHTH'leCKHH 0PieT .N2 ,[(aTa auaJIHJa 

Date of Manufacture/ 
: 02/2026 

Date of Expiry/ 
01/2029 

,T{aTa DPOH3B0L{CTBa roL{eH L{O 
: 

Mfg. License No./ 
MA number:/ 

IlpOH3B0L{CTBeHHaH : MNB/05/263 
HoMep PY 

: J1TI-N2(005456)-(Pf-RU) 

JIHUeHJHH .N'2 

Analysis performed according ND:/ AuaJIHJ npoBeL{eu no H,[(: JIII-.N2(005456)-(Pr-RU)-150524 
Labeling and artworks approved:/ MapKHPOBKa H MaKeTbl yrnep,K,UeHbt: 12.11.2024 

.N2 Test/ IloKaJaTeJib 

dentification / 
lbe1nu4>HtcaUHH 

HPLC/ 83)KX 

Result/ PeJyJibTaTbt I Specification/ HopMa 
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! 
ith the retention time of the main pea with the retention time of the main peak in th 

in the chromatogram of Cetirizin chromatogram of Cetirizine Hydrochlorid 
ydrochloride reference standard reference standard solution (section "Assay"). 

,solution. I BpeMll yL{ep)KHBaHHll octtoBHoro 
BpeMll yL{ep)KHBaHHll OCHOBHOro nHKa HaxpoMaTorpaMMe HCITbITyeMoro paCTBOp 
poMaTorpaMMe HCnbITyeMoro paCTBOp OJl)KHO COOTBeTCTBOBaTb 

:coorneTcrnyeT BpeMeHH yAep)KHBaHHlllYAep)KHBaHHll OCHOBHoro ITHKa H 

:ocHOBHoro ITHKa Ha xpoMaTorpaMM1XpOMaTorpaMMe CTaHL{apTHOro 
TaHL{apTHOro paCTBOpa ueTHpH3HH ueTHpH3HHa fHL{pOXJJOpHL{a 

pacrnop 
(pa3L{eJJ; 

rHL{pOXJJOpHL{a. <KOJJHlJeCTBeHHOe orrpeL{eJJeHHe» ). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IIpnMe'lamte: npo.izyicr CO0TBeTCTBYeT -rpe60U8HHllM HLI: 3aicmoqeuwe: 0)1.0liPEHO 

Prepared by / 

Pravesh Rana 
floL{rOTOBJJeHOf. 

Date I 
,O:arn:28.02.2026 

Checked by I Checked by (AQA) I Approved by: Quality Assurance/Authorized 
OpoBepetto: Ramakant OpoBepetto (AOK): Amit person / OL{o6petto: O6ecrre'-!ettwe 

Kumar Ka'-!eCTBa!OTBeTCTBeHHOe JIHUO: 

~~ ~ / :- ~~ 
Date/ Date I IDate / 0---'i '?:) 1---- 2--e> 1--' ,Uarn: 28.02.2026 ,Uarn: 28.02.2026 ,Uarn: 

Registered Office: 8-2-337, Road No. 3, 82nJara Hills, Hyderabad - 500034, Te,angana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: maii@drreddys.com 

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

CERTIFICATE OF ANALYSIS 
CEPTil<I> IIKAT AHAJIIl3A 

Dr. Reddv's Laboratories Ltd . 
Formulation Unit-6 
Viii . Khol, Nalagarh Road, Baddi, 

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

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

Product: Cetrine film coated tablets, 10 mg 
IlpO/_\yKT: lJ.eTp1,rn® Ta6JleTKH, noKpbITbie nneH04HOM o60J104KOM, 10 Mr 

Market/ PbIHOK : Russia/ PoccHJ1 

Batch No./ 
: V2600394 

Batch Quantity / 25,00,000 tab/ 
Cepm1 N2 PaJMep cepuu 

: 
25,00,000 Ta6 

Analytical Report No./ 
: 890001867522 

Date of Analysis/ 
: 28.02.2026 

AuaJJHTH4eCKHM or<teT N2 ,IJ:aTa auanu3a 

Date of Manufacture/ 
: 02/2026 

Date of Expiry/ 
01/2029 

,IJ:aTa npOH3B0,llCTBa ro.ueu .uo 
: 

Mfg. License No. / 
MA number:/ 

IlpOH3B0,llCTBeHHaH : MNB/05/263 
HoMep PY 

: JU1-N!!(00S456)-(Pf-RU) 

JJHQeHJHH N2 
Analysis performed according ND:/ Auanu3 npoBe.ueu no H,IJ:: JIIl-N2(005456)-(Pr-RU)-150524 
Labelin~ and artworks approved: / MapKHPOBKa u MaKeTbl yTBep,K,lleHbI: 12.11.2024 

N2 Test I IloKaJaTeJJb Result/ PeJyJJbTaTbl Specification/ HopMa 
UV- spectrophotometry I !The UV-spectrum of the test solution and the 
YCl>- cneKTpOqJOTOMeTpttll 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/ CoorneTcrnyeT nm./ YCl>-cneKTpbI nornomeHttll ttcnbITyeMoro 
pacrnopa H CTaH.11,apTHOro pacrnopa 
ueTHpH3HHa rn,n;poxnopH,lla B o6JlaCTH OT 200 
µ:i,o 400 HM ,ll0Jl)l(Hbl HMeTb M8KCHMYMhl 
nornomeHHll npH 0.llHOH H TOH )Ke /1.JlHHe 
BOJlHbl c .uonyCTHMbIM OTKJlOHeHHeM ± 2 HM. 

3 Dissolution/ PacTBOpeune Not less than 80% (Q) of the labeled amount 
of C21H2sCIN2Or 2HCI (cetirizine 

100 %; 100 %; 99 %; 94 %; 97 %; 97 % . 
kiihydrochloride) after 30 min./ He Mettee 
80 % (Q) OT HOMHHaJlbHOro co.uep)KaHHll 

C21H2sCIN2Or 2HC1 (QeTHpH3HHa 
,llHrH/1.POXJJOPH.U) qepe3 30 MHH. 

4 Uniformity of dosage units / Acceptance value (AV) should be not more 
O.uuopO,llHOCTb ,ll03HpoBaHHblX 3.2 than 15.0 / I1oKa3aTeJlb nptteMneMocrn (AV) 
e,llHHHQ .UOJ1)Kett 6bITh He 6onee 15,0. 

I Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
lnpuMe'lauue: I1po.uyKT cooTBeTcrnyeT Tpe6oBaHHllM HA 3aKJJIO'lenue: O,IJ:OliPEHO 

Prepared by / 

I10J1.r0To8Jleuo: 1 
Pravesh Ra1~a 

Date / 
)la-ra:28.02.2026 

Checked by I Checked by (AQA) / Approved by: Quality Assurance/Authorized 
I1poaepetto: Ramakant npoeepeuo (AOK): Amit person / O.uo6peuo: O6ecne11eu11e 

Kumar Ka4eCTBalOTBeTCTBeHHOe n11uo~: 

~kt ~ __/'~ • R-zA / 
Date / Date/ IDate / ~ ---n 1.,.---- 1-..()'1..-..(; 
)laTa: 28.02.2026 }laTa: 28.02.2026 :)lina: 

Registered Office: 8-2-337, Road No. 3, 8a111ara Hil:s, Hyderabad - 500034, Te:angana, India 
Tel : +91404900 2900, Fax: +9140 4900 2999, Email : maii@drreddys.c.om 

CIN: L85195AP1984PLC004507 

www.drreddys.com 

I 



•·· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTU<l>UKAT AHAJI.U3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol ,. Nalagarh Road, Baddi, 
Distt . Solan, H.P.,. 173 205, lr~DIA 

Tel : +9198166 56001-02 
www.dri·eddys.com 

Product: Cetrine film coated tablets, 10 mg 
IlpotJ.yKT: l.l_e-rp1rn® rn6neTK11, noKpbITbie nneH04HOtt 060J104Koi1, IO Mr 

Market/ PbIHOK : Russia/ Poccm1 

Batch No./ 
: V2600394 

Batch Quantity / 25,00,000 tab I 
CepuH .N'2 Pa1Mep cepuu 

: 
25,00,000 Ta6 

Analytical Report No. / 
: 890001867522 

Date of Analysis / 
: 28.02.2026 

AuaJIHTH'leCKHtt 0T'leT ,N'g .ll,aTa auaJiu1a 

Date of Manufacture / 
: 02/2026 

Date of Expiry/ 
01/2029 

,ll.aTa npOU3BOtJ.CTBa rot1.eH t).0 
: 

Mfg. License No. / 
MA number:/ 

IlpOH3BOt).CTBeHH3H : MNB/05/263 
HoMep PY 

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

JIHL{eH3HH ,N'g 

Analysis performed according ND:/ AuaJJH3 np0Bet1.eu no H,ll.: JIIl-.N'2(005456)-(Pr-RU)-150524 
Labelin2 and artworks aooroved: / MapKHPOBKa u MaKeTbl VTBep~eHbt: 12.11.2024 

5 !Impurities / IlpuMecu 
,Impurity A/ 
I 
'TTp11Mecb A 
1

lmpurity B / 
TTpHMecb B 
!Impurity C / 
TTp11Mecb C 
Impurity D / 
TTpHMecb D 
Impurity E / 
TTp11Mech E 
Impurity FI 
TTp11Mecb F 

Any individual unidentified 
impurity I JlJ06aii e,rurnH4Haii 
ue11,11.eHT11cp111.1.upoBaHHaH np11Mecb 

tTotal impurities/ 
CyMMa rrp11Mece11 

Remarks : The Product confirms to ND/ 

Below LOD (LOD =0.005 %) / HmKe 
rrpe,11.ena o6Hapy)l(eHHH {TTO = 0,005 %) !Not more than 0.2 % / He 6onee 0,2 % 

0.04 % 

Not detected/ He o6Hapy)l(eHa 

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

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

Below LOQ (LOQ = 0.003 %) / HmKe !Not more than 0.2 % / ue 6onee 0,2 % 
npe,11.ena Kon114ecTBeuuoro orrpe,ueneHHH 

(ITKO = 0,003 %) !Not more than 0.2 % / He 6onee 0,2 % 

0.03 % 

Below LOD (LOD = 0.oI5 %) / H11)1(e 
npe,11.ena 06Hapy)l(eHm1 (TTO = 0,015 %) \Not more than 0.2 % / He 6onee 0,2 % 

0.05 % 

0.1 % 

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

INot more than 2.0% / 
!He 6onee 2,0% 

n pt1Me<Jauue: TTpOJlYKT cooTBeTcrnyeT Tpe6oBaHHHM H,ll, 
Conclusion : APPROVED / 

aKJlIO'leHHe: O.ll,OnPEHO 

Prepared by / 

TTo}lrOTOBJleHo: ,P 
P,avosh Rana 1-

D are/ 
,ll,arn:28.02.2026 

Checked by/ IIChecked by (AQA) / 
TTposepe1-co: Ramakant npooepe110 (AOK): Amit 

Kumar 

~ ~~ 
Date/ 
,ll,arn: 28.02.2026 !

Date/ 
}laTa: 28.02.2026 

Approved by: Quality Assurance/Authorized 
person / O.no6peHo: O6ecne4em,1e 
Ka4ecrna/OTBeTCTBeHHOe JIHU.O: 

/'/ 0 ~oJ 
( )~~ 

]!
Date/ 
)laTa: ~'8 ~ '2--c- 2eJ ')__.-f:, 

Registered Office: 8-2-337, Road No. 3, 8211pra Hil:s, Hyderabad - 501JU34, Te,angana, India 
Tel : +9140 4900 2900, Fax: +91 40 4900 2':J99, Email : maii@drreddys.com 

CIN : L85195AP1984PLC004507 
www.drreddys.com 



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

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

CERTIFICATE OF ANALYSIS 
CEPTII <I> IIKAT AHAJIIl3A 

Product: Cetrine film coated tablets, 10 mg 
Ilpoti:yKT: UeTp1rn® Ta6neTKH, noKpbITbie nneHO'IHOH o6onO'IKOH, 10 Mr 

Market/ Pi,rnoK : Russia / Poccm, 

Batch No./ 
: V2600394 

Batch Quantity/ 25,00,000 tab I 
CepuH N2 Pa1Mep cepuu 

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

: 890001867522 
Date of Analysis / 

: 28.02.2026 
AuaJIHTH'leCKHii OT'teT .N'2 ,UaTa auaJiuJa 
Date of Manufacture/ 

: 02/2026 
Date of Expiry/ 

01 /2029 
)l,aTa npOH3BOACTBa roti:eH AO 

: 

Mfg. License No. / 
MA number:/ 

0 pOH3BOACTBeHHaH : MNB/05/263 
HoMep PY 

: JITT-NQ(005456)-(Pf-RU) 
JIHQeHJHH N2 
Analysis performed according ND:/ AuaJIH3 npoBeti:eH no H.ll,: JIO-N2(005456)-(Pf-RU)-150524 
Labeling and artworks annroved: / MapKHPOBKa H MaKeTM YTBep,KtJ:euM: 12.11.2024 

N2 Test/ IloKaJaTeJib Result/ PeJyJihTaTM Specification/ HopMa 
6 Water content/ 

3.6 % 
[Not more than 8.0% I 

Coti:epmau11e B0Ahl He 6onee 8,0 % 
7 Microbiological purity* / 

MuKpo6HOJIOrH<teCK3H 
4HCTOTa* 
a) Total aerobic microbial count / NA Not more than 1000 CFU/g / 
O6w,ee 'IHCJlO a3p06HbIX He 6onee 1000 KOE/r 
MHKpoopraHH3MOB 

NA 
b) Total combined yeasts and !Not more than 100 CFU/g / 
mould count / O6mee 'IHCJJO He 6onee 100 KOE/r 
i.pm,oKeBbIX u nnectteBbIX rp116os NA 

c) E.coli Shall be absent in 1 g / OTCYTCTBHe s 1 r 
8 Assay/ KoJ1H<teCTBe1moe !Not less than 9.0 mg and not more than 

onpe1J,eJ1eu11e 11.0 mg C21H2sClN2Or 2HC1 (cetirizine 

9.95 mg 19,95 Mr dihydrochloride) in tablet (between 90,0 % 

99.5 % 
~nd 110,0 % oflabel claim). / OT 9,0 Mr .uo 
11,0 Mr C21H2sClN2O3· 2HC1 (L\eTHpH3HHa 
1u11rn.upoxnop11.u) s Ta6neTKe ( OT 90,0 % .uo 
110,0 % OT HOMHHaJJbHOro co.uep)l(aHmI). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
flp11Me<tauue: Ilpo.uyKT COOTBeTcTByeT Tpe6oea HIHIM HLJ: 3aKJHo<teuue: O,UOliPEHO 

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

IloJ1,rOTOsneHo/J1 llposepetto: Ramakant llpoeepeHO (AOK): Amit person/ O.uo6petto: O6ecneqem,1e 
Pravesh Rana Kumar Ka4CCTea/OTeeT¢TBeHHOe JIH~o: 

~ ~~ ~~ \ -,,----
Date I Date/ Date/ 'Date I ~Q--01---?,,()1--6 )];arn:28.02.2026 ,Uarn: 28.02.2026 ,Uarn: 28 .02.2026 naTa: 

Registered Offi ce: 8-2-337, Road No. 3, 82 nJara Hills, Hyderabad - 500034, Te:angana, India 
Tel: +91404900 2900, Fax: +91 40 4900 2999, Email : rnaii @drreddys.c.om 

CIN: L85195AP1984PLC004507 
www. drreddys.com 

I 



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

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

CERTIFICATE OF ANALYSIS 
CEPTM<l>MKAT AHAJIM3A 

Product: Cetrine film coated tablets, 10 mg 
n POAYKT: UeTp1rn® Ta6neTKM, n0Kpb!Tb1e nneHOlfHOH o6ono4K0H, 10 Mr 

Market/ PblHOK : Russia/ Pocc1rn 

Batch No./ 
: V2600394 

Batch Quantity/ 25,00,000 tab/ 
Pa3Mep cepuu 

: 
25,00,000 Ta6 Cepusi .N2 

Analytical Report No./ 
: 890001867522 

Date of Analysis/ 
: 28.02.2026 

AHaJIHTHlfectcuii OTlfeT N2 )].aTa aHaJIH3a 

Date of Manufacture / 
: 02/2026 

Date of Expiry/ 
01/2029 

)].aTa np0H3B0/J,CTB3 ro/1,eH /1,0 
: 

Mfg. License No./ 
MA number:/ 

Ilp0H3B0tJ:CTBeHH3H : MNB/05/263 
HoMepPY 

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

Jiuu,eH3HH N2 

Analysis performed according ND:/ AuaJIH3 npoBe,a:eu no H)].: JJTI-N2(005456)-(Pr-RU)-150524 
Labelin~ and artworks aooroved: / MaptcupoBKa u MaKeThI yTBepiK,/J,eHbl: 12.11.2024 

.N"! Test I TioKaJaTeJih Result I PelyJILTaThI Specification/ HopMa 

9 Subdivision of tablets / Complies I CooTBeTcTByeT The tablets comply with the test, if not more 
µl.eJieHHe Ta6JieTOK han 1 individual mass is outside the limits of 

85 % to 115 % of the average mass. The 
ablets 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. / 
Ta6neTKJ,f COOTBeTCTBYJOT Tpe60B8HHllM, ecnH 
He 6onee 1 eti:HHH'IH8ll Macca 0TKJIOHlleTCll 38 
npe;i_eJibl 85%-115% OT cpe;i_HeH M8CCbl. 
Ta6JieTKH He C00TBeTCTBYIOT Tpe60B8HHllM, 
ecm1 6onee 4eM 1 HHAHBHAyaJibH8ll Macca 
OTKJIOHlleTCll OT 3TMX npe;i_eJIOB J,fJIJ,f, eCJIJ,f 1 
HHtJ:HBHAyaJihH8ll Macca OTKJlOHlleTCll 38 
npe;i_eJibl 75%-125% OT cpe;i_HeH M8CCbl. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
flp11MelfaHue: Tipo,nyKT C0OTBeTCTByeT Tpe6oeaHHSIM H.U 3a1rn10tteH11e: OJl,OJiPEHO 

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

ITo.nroTOBJieHo: 1 ITpoBepeHo: Ramakant npoeepetto (AOK): Amit person / O.no6peHo: O6ecnelfeHHe 
Pravesh Rana Kumar K84eCTBal OTBeTC~TBe1rnoe JIHLJ,O: 

-~\rtSt ~~ . el ' ~ 
D ate / Date I Date/ IDate / ~~--t) 1-~ 2-eJ24 

I naTa:28.02.2026 L(arn: 28.02.2026 D:arn: 28.02.2026 ,[{aTa: 

Registered Office: 8-2-337, Road No. 3, BanJa ra Hills, Hyderabad - 500034, Te,angan a, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Emili I: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr.Raddy's ~;• 

CERTIFICATE OF 
EPTH<l>MKAT AHAJilfJA 

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

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

Product: Cetrine film coated tablets, l O mg 
DpoJ{yKT: UeTpHH® -ra6neTKH, noKPblTbte nneH04HOH o6oJJ04KOH, 10 Mr 

Market/ PbIHOK : Russia/ Poccm1 

Batch No./ 
: V2600394 

Batch Quantity / 25,00,000 tab I 
Ccpm1 .N"2 PaJMep cep1111 

: 
25,00,000 Ta6 

Analytical Report No./ 
: 890001867522 

Date of Analysis/ : 28 .02.2026 
AuaJIUTUttec1rnn 0TtteT .N"! ,LJ_:in anaJiuJa 

Date of Manufacture/ 
: 02/2026 

Date of Expiry / 
01/2029 

)laTa np0ll3B0.llCTB8 ro,neH J{0 
: 

Mfg. License No./ MA number:/ 
IlpoUJBO,llCTBeHHaSI : MNB/05/263 

HoMep PY 
: JII1-NQ(005456)-(Pr-RU) 

JIii U.etO11 SI .N°! 
Analysis performed according ND: I Anam1J npoBe.lleH no H)],: JIII-.N"2(005456)-(Pr-RU)-150524 
Labelin!! and artworks aooroved: / ManK1tPOBKa u MaKeTbt VTBep~e11b1: 12.11.2024 

.N"! Test/ O0Kll38TeJlb Result/ PCJ)'JTbTaTbl Specification / H.opMa 

10 Package/ YnaKOBKa IO tablets in PVC/PVDC//aluminum l O 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./ Ilo 10 rn6JJeToK a a carton./ 
n BX/n,O,BX/laJJIOMHHHeBOM 6JJHCTepe. llo 10 rn6JJeToK s 
llo 3 6JJHCTepa BMeCTe C JIHCTKOM- IITBX/n,UBX//3J1tOMHHHeBOM 6JJHCTepe. Ilo 2 
BKJl31lb!WeM ynaKOBaHbl 8 na'-IKY J,IJIH 3 6JIHCTepa BMeCTe c JIHCTKOM-

KapT01rny10. BKJia.QbtWeM ynaKOB3Hbl B nattKy KapTOHHyJO. 

* Perfonned 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. / TipoaO.llHTCH npo113so.nmeJJeM np11 BbmycKe nep110.nw-1ecK11: .nm, Ka)f(Jl_OH 20-oH 
cep1111 11n11 He Mettee l pa3a B ro.n. f1oKa3aTeJJb MO)l(eT 6bITb He BKJIJO'-leH s Cep-rHcbHKaT attamna dJHPMbI 

API name/ Ha11r.ie11osanue A<l>C: Cetirizine dihvdrochloride / Ue-rwoH3HHa t lMrt1.npox110pwJ1. 

INN/MHH: Cetirizine I UeTMDHJHH 

API manufacturer batch number / BT00-25084 
HoMeo ceo1111 noouJB0AIITeJIH A<l>C: 
FP Manufacturer API Batch number/ FETA00032 

HoMep CCPIIII cv6cTaHUIIII OP0IIJB0J{IITCJUI r Jl<I>: 
API Manufactured by & country/ Glochem Industries Private Limited, India/ 
Ilpo113B0JJ.tITeJib A<t>C. cTpa11a: rnoxeM vlH.!l.aCTOHeC floaHBMT JlMMl•l're.ll, J1H.QH51 

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

Remarks : The Product confinns to ND/ Conclusion : APPROVED / 
ITpuMettanne: flpo.nyKT COOTBeTCTByeT Tpe6osaHH51M H,ll 3aKmoqem,e: O.lJ,O6PEHO 

Prepared by / 

Pravesh Rana 
flo,u,rOTOBJJeHo:i 

Date/ 
,Ua-ra:28.02.2026 

Checked by/ Checked by (AQA) I Approved by: Quality Assurance/Authorized 
OpoeepeHo: Ramakant TTpoaepeHo (AOK): Amit person / O.no6peHo: 06ecne'-leH11e 

~~ 
Kumar Ka<reCTaa/OTBeTCTBeHHOe JlHUO: 

~ • ~~ 
!Date/ Date/ !Date/ 'L...-i?-o 2-:-- 2.J!)1,___--£ 
I.UaTa: 28.02.2026 naTa: 28.02.2026 )lam: 

Registered Office: 8-2-337, Road No. 3, Saniara HIiis, Hyderab.;d - 500034, Te,angana, India 
Tel: +9140 4900 2900, Felt: +9140 4900 2999, Em~il: maii@drreddys.com 

CIN: L8519SAP1984PLC004507 
www.drreddys.com 

I 



•·· Dr. Raddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTM <l>MKAT AHAJIM3A 

Product: Cetrine film coated tablets, 10 mg 

TI PO.UY KT: l.leTPHH® -ra6neTKH, n0KPblTbte nne1-1oqHow o6onoqKoH, 10 Mr 

Market/ Pi.rnoic : Russia/ PoccHll 

Batch No./ 
: V2600394 

Batch Quantity/ 
CepHH N2 PaJMep cepuH 

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

Viii. Khol, Nalagarh Road, Baddi, 

Distt. Solan, H.P., 173 205, \NOIA 

Tel: +91 98166 56001-02 

www.dn·eddys.com 

25,00,000 tab / 
: 

25,00,000 Ta6 

Analytical Report No./ 
: 890001867522 

Date of Analysis/ 
: 28.02.2026 

AnaJ1HTH'-1ecicuu OT'-leT N2 )].aTa anaJ1uJa 

Date of Manufacture/ 
: 02/2026 

Date of Expiry/ 
01/2029 

)].aTa npOH3B0.1J:CTBa roJJ:eH .IJ:O 
: 

Mfg. License No./ 
MA number:/ 

IlpOH3B0.IJ:CTBeHH8H : MNB/05/263 
HoMep PY 

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

JlHU.eH3UH .N'!! 
Analysis performed according ND:/ AnaJJH3 npoBeJJ:en no H)].: JITI-N2(005456)-(Pr-RU)-150524 
Labeling and artworks approved:/ Map1mpOBKa n MaKeTbl YTBepil\!l,em,1: 12.11.2024 

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

HauMeHoBauue, a)l.pec, JIHU.eH3HH )l.JIH / TTpoH3BOJWTBeHHoe rro.n.pa1.n.eneH11e-6, B11nn. Kxonb, 

IIpouJBO)l.crneuuaH nJIOI.I.J.a)l.Ka / IIJioI.I.J.a)l.Ka Hanarapx Poy.n., Ea.n..n.11, ,[(11crp11KT ConaH, X.TT., 173205, 
KOHTpOJIH Ka'teCTBa / IIJIOI.I.J.a)l.Ka BhIDYCKa l1H)J.IUJ (Jlm.(eH3m! .NQ MNB/05/263}. 

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of product has been 
manufactured, including packaging/labeling and quality control at the above mentioned site(s) in full compliance with the GMP 

requirements of the Eurasian Economic Union and requirements to the medicinal quality and with the specifications in the Marketing 
Authorization dossier of the importing country. Production, packaging and testing records are verified and their compliance with 
Good Manufacturing Practice of the Eurasian Economic Union is established». 

3aKJIIO'leHHe O CO0TBCTCTBHU: «HacTOllll.(lfM ll nOJJ:TBep)K.n:aIO, 1-ITO npHBe)],eHHall Bh!We HHq>OpMal..(Hll llBJilleTCll )],OCTOBepHOW lf 
TOqHOH. 3m cepHll npo.n:yKUHH 11pOH3Be)],eHa (BKJllOqall ynaKOBKY (MapKHpOBKY) lf KOHTpOJih KaqecTBa) Ha BhlllieyKa3aHHOW 
npOH3B0)],CTBeHHOH ITJIOll.(a,n:Ke (nJioma.n:Kax) B ITOJIHOM COOTBeTCTBHH C Tpe6oBaHHllMH ITpaBHJI HaJJ:ne)Kameii rrpOH3B0JJ:CTBeHHOH 

npaKTHKH EBpa3HWCKoro 3KOHOM11qecKoro COI03a 11 Tpe6oBaHHllMH KOHTpOJill Kal.JeCTBa JieKapCTBeHHhIX cpe.n:cTB, a TaK)Ke B 
COOTBeTCTBHH co cneu11q>11Kal..(1fl!MH, co.n:ep)Kall.(HMHCll B perHCTpaUHOHH0M )],OCbe CTpaHbl-HMnopTepa. 3anHCH no npOH3B0JJ:CTBY, 
ynaKOBKe H attaJIH3Y npoBepeHbl, H ycTaHOBneHO HX COOTBeTCTBHe rpe6oBaHHllM ITpaBHJI Ha.LlJle)Kameii rrpOH3B0)],CTBeHHOW 

npaKTHKH EBpa3Hi1CKOro 3KOHOMH1.JeCKOro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
npuMe'lanne: ITpo.n:yKT cooTBeTCTByeT Tpe6oBaHHllM HA 3aKJ1IO'leune: O)1.OliPEHO 

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

TTo.nroTOBlleHoy. npoBepetto: Ramakant npoaepeHO (AOK): Amit person / O.n:o6petto: O6ecrre1.Jett11e 

Pravesh Rana 

~u§, 
Kumar Ka"!eCTBalOTBeTCTBeHHOe JJHl..(O: 

~ ~~ ' ~ 
Date/ Date I Date I 'Date I ~~--v '2...;-'U!J '2~ 
Aam:28.02.2026 Aam: 28.02 .2026 .[{am: 28.02.2026 .[{am: 

Registered Office: 8-2-337, Road No. 3, Ba11Jara Hills, Hyderabad - 500034, Te:angana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: maii@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 




