
•·· 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 : +91 98166 56001-02 
www.drreddys.com 

Product: Cetrine film coated tablets, 10 mg 
IlpO)ffKT: ~eTpJ.rn® Ta6JJeTKH, IT0Kph!Thie ITJJeHOlJHOH o6oJJOlJKOH, 10 Mr 

Market / P1,rnoK : Russia I Poccm1 

Batch No./ 
V2600064 

Batch Quantity/ 25,00,000 tab / 

Cepm1 .N'2 
: Pa1Mep cepuu : 

25,00,000 Ta6 

Analytical Report No./ 
: 890001859868 

Date of Analysis/ 
: 25.01.2026 

AuaJIHTHl.feCKHii OTl.feT N2 )]:aTa auaJIHJa 
Date of Manufacture / 

12/2025 
Date of Expiry / 

11/2028 
)]:aTa npOHJBOJJ.CTBa 

: ro)J.eH ,ll.O 
: 

Mfg. License No./ 
MA number:/ 

IIponJBO,ll.CTBeHHaH : MNB/05/263 
HoMep PY 

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

JIHl.leH3HH .N'2 
Analysis performed according ND:/ AuaJinJ npoee.a.eu no H;:I:: JIII-.N'2(005456)-(Pr-RU)-150524 
Labeling and arhvorks approved:/ Map1cupoe1<:a n MaKeThl YTBep)KJJ.eHhl: 12.11.2024 

.N'2 Test I II0Ka1ann1, Result/ Pe1yJJ1>TaThl Specification/ HopMa 
I Description/ Onucaune White coloured, round, biconvex film White or off white coloured, round, biconvex 

coated tablet with a breakline on one side. film coated tablet with a breakline on one 
White core on cross section. / KpyrJlh1e side. White to off-white core on cross 
ABOllKOBhmyKJJhle Ta6neTKl1, noKph!Thle section. I KpyrJlh1e .11,B0llKOBhIITYKJJhle 
ITJJeHOlJHOH o60JJOlJKOH 6enoro I.IBeTa, C Ta6JJeTKl1, ITOKph!Thle ITJieHO'fHOH 
pHCKOH Ha OAHOH cTopoue. Ha o6onotJKOH 6eJJoro HJJH ITOlJTH 6enoro 
nonepetJHOM pa3pe3e - ll.ll.P0 6enoro I.IBeTa, C pHCKOH Ha o,nuoi-1 cTOpoue. Ha 
I.IBeTa. nonepetJH0M pa3pe3e ll.11,po OT 6enoro .11.0 

ITOlJTH 6enoro I.IBeTa. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMet.Jauue: Ilpo.11,yKT C00TBeTCTByeT Tpe6osaHHllM HJl 3aKJIIOt.Jeuuc: O)1:OliPEHO 

Prepared by / 
Tio.11.roTOBJieuo: 
Vishal Sharma 

ri 
Date/ 
}laTa:25.01.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized person/ 
Tipoaepeuo: Pravesh TTpoaepeuo (AOK): O.11.06peuo: O6ecnetJeu1-1e KatJecrna/OrneTcTaeuuoe 
Rana 

1 
Amit Kumar mrno: 

~~ 
-~UN I l t:ult'1 ,~ le_ 

.--(vv} 
Dale / Date/ 'Date/ 

I 

}laTa: 25 .0J .2026 Jlarn: 25 .01.2026 0 {;-oJ,,-j_Ol-6 
Ll_aTa: 

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 

I 



•·· Dr. Raddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTil<l>IIKAT AHAJIIl3A 

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 
Ilpo,llyi.."T: Ue-rp1-tH® -ra611eTK11, noKpblTbte nneHO'IHOH o6ono'IKOW, 10 Mr 

Market/ PbIHOK : Russia/ Poccm1 

Batch No./ 
V2600064 

Batch Quantity / 25,00,000 tab / 

Cep11H .N'2 
: 

Pa3Mep cep1m 
: 

25,00,000 Ta6 

Analytical Report No. / 
: 890001859868 

Date of Analysis / 
: 25.01.2026 

AHaJIHTH'leCKHii OT'leT .N'2 ,llaTa auaJJH3a 

Date of Manufacture/ 
12/2025 

Date of Expiry/ 
11/2028 : : 

J(aTa nr>0113B0/lCTBll ro,lleH .llO 

Mfg. License No./ 
MA number:/ 

IlpOH3BO,llCTBeHHaH : MNB/05/263 
HoMep PY 

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

JJIIU.eH3HH .N'! 
Analysis performed according ND:/ AuaJJH3 npoee,llen no H,ll: JIII-.N'2(005456)-(Pr-RU)-150524 
Labelin2 and artworks aooroved: / Map1rnpoBKa H MaKeThl }'TBep)K,11.Cllbl: 12.11.2024 

.N'2 Test/ IloKaJaTeJlb Result/ Pe1yJ11,TaT1,1 Specification / HopMa 

2 Identification / The retention time of the main peak in th<a The retention time of the main peak in the 

lbeuTn4>nKaUHH chromatogram of test solution compl,~chromatogram oftest solution should comply 
with the retention time of the main peak i with the retention time of the main peak in the 

HPLC/B3)KX •he chromatogram of Cetirizin chromatogram of Cetirizine Hydrochloride 
Hydrochloride reference standar~reference standard solution (section "Assay"). 
solution./ V 
BpeMll y.llep)l(HBaHJ1ll OCHOBHOfO n11Ka Ha BpeMll y .llep)l(11BaH11ll OCHOBHOro n11Ka Ha 
iXpoMaTorpaMMe ucnbnyeMoro pacTBopa xpoMaTorpaMMe HCTibITyeMoro pacTBopa 
C00TBeTCTByeT speMeHH Y.llep)l(HBaHHll iU0Jl)l(HO COOTBeTCTB0BaTh speMem-1 
0CH0BH0ro TIHKa Ha xpoMaTorpaMMt ~ .llep)l(HBaHHll OCH0BHOro TIHKa Ha 
cTaH,llapTHOfO pacTBopa u,eTHp113HHa iXpoMaTorpaMMe CTaH.llapTHOf0 paCTB0pa 
rH.llpoxnop11.lla. u,eTHpH3HHa rH.llpoxnop11.lla (pa3.lleJJ 

«KOJIH'leCTBeHHOe onpe.lleJieHHe» ). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
UpuMe'lauue: ITpO.llYKT cooTBeTcTByeT Tpe6osaHHllM H.U 3aKJ110'leuue: O,llOEPEHO 

Prepared by I 
ITo.nroTOsneHo: 
Vishal Sharma 

~ 
Date I 
)lam:25.01 .2026 

Checked by I Checked by (AQA) I Approved by: Quality Assurance/Authorized person/ 
ITpoeepeHo: Pravesh ITposepetto (AOK): O.11.06pe110: O6ecrre'!eHHe Ka'leCTBa!OTBeTCTBeHHOe 
Rana 

{ 
Amit Kumar 111-11..1.0: 

,...- (\n--• I L k'._ \J vvl,f-\l(____ 

~ ---~ lf'l} 
Date/ Date I !Date/ ) to /~ J§t t 
.[{am: 25.01.2026 .[{am: 25.01.2026 :)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: rnail@drreddys.com 

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

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

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.u.yKT: UeTp1rn® rn6neTKH, n0Kpb1T1,1e nneHO'lHOH o6ono'!KOH, 10 Mr 

Market/ PblHOK : Russia I PoccID! 

Batch No./ 
V2600064 

Batch Quantity/ 25,00,000 tab I 
Ceom1 .N"2 

: 
PaJMep cepuu 

: 
25,00,000 Ta6 

Analytical Report No./ 
: 890001859868 

Date of Analysis / 
: 25.01.2026 

AHaJIHTH'leCKHH oTqeT .N"2 ,LI:aTa aHaJIH3a 

Date of Manufacture/ 
12/2025 

Date of Expiry/ 
11/2028 

,LI:aTa npOH3B0.U.CTBa 
: 

ro.u.en AO 
: 

Mfg. License No./ 
MA number:/ 

IlpOH3B0,UCTBeHHaH : MNB/05/263 
HoMep PY 

: JITI-N!l.(005456)-(Pr-RU) 

JIHU.eH3HH .N"2 
Analysis performed according ND:/ AHaJIH3 nposei:.en no H,LI:: JIU-.N"2(005456)-(Pr-RU)-150524 
Labeling and artworks annroved: / MapicuposKa u MaKeTbJ YTBep,imeHbJ: 12.11.2024 

.N"2 Test I IloicaJaTeJib Result I PeJyJibTaTbl Specification/ HopMa 

UV- spectrophotometry / Complies I CoorneTcrnyeT The UV-spectrum of the test solution and the 
Y<f>- cneKTpO!pOTOMeTpHll Cetirizine Hydrochloride reference standarc 

solution in the range 200 nm to 400 nm shoulc 
exhibit maxima absorbance at about the same 
wavelengths with an allowed variation of ±2 
nm. I Y <f>-cneKTp1,1 nornomem-1ll 
HCflblTyeMoro pacrnopa 11 CTaH,uapTH0rc 
pacrnopa ueTHp113HHa r11.u.poxnop11,ua E 

o6JJaCTH OT 200 .!1.0 400 HM .!I.0Jl)KHbl HMen 
MaKCHMYMbl nornomeHHll np11 0.!1.HOH 11 TOfi 
)Ke .!1.JIHHe B0JIHbl C ,uonyCTHMblM 
0TKJI0HeHHeM ± 2 HM. 

3 Dissolution I PacTBopeHHC !Not less than 80% (Q) of the labeled amount 
of C21 H2sCIN2OJ' 2HCI ( cetirizine 

98 %; 98 %; 98 %; 96 %; 97 %; 98 %. 
dihydrochloride) after 30 min./ He Mettee 
80 % (Q) OT H0MHHaJibH0ro co.11,ep)KaHHll 
C21 H2sClN2O3 • 2HC1 ( uernp11311Ha 
.!l.lffH.!1.POXJIOPH.D.) qepe3 30 MHH. 

4 Uniformity of dosage units / Acceptance value (AV) should be not more 
O,UHOpOAHOCTb )l03Hp0B3HHblX 3.6 than 15.0 I TioKa3aTen1, np11eMneMocrn (AV) 
e.11.unm.1, .D.0JI)KeH 61,n1, He 6onee 15,0. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
llp11Me'l:rnue: Tipo./lyKT coorse-rcrsyeT -rpe6osaH!fflM HA 3a1rn10'lem1c: O,LI:O6PEHO 

Prepared by / 
Tio,D.rOTOBJieHo: 
Vishal Sharma 

~ 
Dare-/ 
)].aTa:25 .01 .2026 

Checked by I Checked by (AQA) / Approved by: Quality Assurance/Authorized person/ 
llposepeHo: Pravesh rlposepeHo (AOK): OJ106peH0: O6ecne'lett11e Ka'!ecrna/OrneTCTBeHHoe 
Rana 

{ 
Amit Kumar m,mo: 

_CVNI l I(_ Vvv'I f\-{\.__ 

/\~ _()~ 

Date/ Date/ 'Date I CY G-o /-J.C52,£ 
,[(ara: 25 .01.2026 ,llaTa: 25.01.2026 JlaTa: 

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.com 
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••• Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

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.uyKT: l.I,eTp1rn® Ta6J1eTK11, nOKPhITbJe nneHO'IHOH o6ono'IKOH, 10 Mr 

Market/ PLIHOK : Russia/ Pocc1rn 

Batch No./ 
V2600064 

Batch Quantity / 25,00,000 tab I 
: PaJMep cepuu 

: 25,00,000 rn6 CepuH X2 
Analytical Report No./ 

: 890001859868 
Date of Analysis / 

: 25.01.2026 
AHaJJHTHl!eCKHH OTlleT .N2 .n;an ananuJa 
Date of Manufacture/ 

12/2025 
Date of Expiry/ 

11/2028 : : 
.Lt:aTa UPOHJBO,!lCTBa ro,!leH ,!lO 

Mfg. License No./ 
MA number:/ 

IlpOHJBO,!lCTBeHHaH : MNB/05/263 
HoMep PY 

: JIIT-N~(005456)-(Pr-RU) 
JJHUeHJHSI .N2 

Analysis performed according ND:/ AnaJJHJ npose.uen no H.z:t:: JIU-.N2(005456)-(Pr-RU)-150524 
Labeline and artworks annroved: / MapKuposKa u MaKeTLI yrnep'lKJ].en1,1: 12.11.2024 

5 Impurities/ IlpuMecu 
Impurity A/ 
Ilp11Mecb A 
Impurity B / 
TTp11Mecb B 
Impurity CI 
TTp11Mecb C 
Impurity DI 
TTp11Mecb D 
Impurity E / 
Ilp11Mecb E 

Impurity FI 
ITpuMecb F 

Any individual unidentified 
impurity/ Jl106all e,a.11HHL1Hall 
Hett,!leHTHqJHU11pOBaHHall npHMeCb 

Total impurities I 
CyMMa npuMeceli 

Remark : The Product confirms to ND/ 

Below LOD (LOD =0.005 %) / Hu)l(e 
npe.uena o6Hapy)l(eHHll (ITO= 0,005 %) Not more than 0.2 % I He 6onee 0,2 % 

0.02 % 

Not detected I He o6Hapy)KeHa 

Not detected I He o6Hapy)l(eHa 

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

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

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

Below LOQ (LOQ = 0.023 %) I Hu)Ke Not more than 0.2 % / He 6onee 0,2 % 
npe,uena KonuqecTBeHHoro onpe,ueneHHll 

(IlKO = 0,023 %) 

Below LOD (LOD = 0.015 %) / Htt)l(e Not more than 0.2 % / He 6onee 0,2 % 
npe.uena o6Hapy)KeHHll (ITO= 0,015 %) 

Not more than 0.2 % / 
Below LOQ (LOQ = 0.05 %) / H11)1(e He 6onee 0,2 % 

npe,uena Konw-1ecTBeHHOro onpe,uenettull 
(IlKO = 0,05 %) Not more than 2.0% I 

He 6onee 2,0% 
0.0245 % 

IlpuMe'l.aHue: Tip0JlYKT cooi'BeTCTByeT Tpe6oaaHHllM H)l 
Couchtsion : APPROVED/ 
3aKJ110llenue: O.Lt:OEPEHO 

Prepared by/ Checked by I Checked by (AQA) / 
Tio,ll,rornaneHo: OpoaepeHo: Prave h Dpoaepetto (AOK): 

Visha~ R•n• j' Am;l K,,m~ 

Dale/ 
,ll.aTa:25.01.2026 

Date/ 
_L[a-ra: 25 .01.2026 

Date I 
.llaTa: 25.01.2026 

Approved by: Quality Assurance/Authorized person/ 
O,uo6peHo: O6ecne'!ett11e Ka'!ecTBa/OTBeTcTBeHHoe 

!Date / 
.UaTa: 

(U~I l_ f(JJvvJ /'.Jf2.___ 

_( 1 

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.Raddy's~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, f\Jalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, lf\JDIA 

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

CERTIFICATE OF ANALYSIS 
CEPTII <l>IIKAT AHAJIII3A 

Product: Cetrine film coated tablets, 10 mg 
Ilpo)J:yJIT: U:eTp1rn® Ta6JleTKH, noKpblTble nneH04HOH o60JIO'-IKOH, 10 Mr 

Market/ Pbrnotc : Russia/ Pocc1-rn 

Batch No./ 
V2600064 

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

: 
Pa1Mep cepuu : 25,00,000 Ta6 

Analytical Report No./ 
: 890001859868 

Date of Analysis / 
: 25.01.2026 

AnaJJHTH'leCtcHH OT'leT N2 1IaTa anaJJHJa 
Date of Manufacture/ 

12/2025 
Date of Expiry/ 

11/2028 
llaTa npoHJBOJJ:CTBa 

: 
ro)J:eH )):0 

: 

Mfg. License No./ 
MA number:/ 

IlpOH3B0)):CTBeHHaH : MNB/05/263 
HoMep PY 

: JII1-N~(005456)-(Pf-RU) 
JJttUeHJHH N2 

Analysis performed according ND:/ AnaJJttl npoBeJJ:eH no H1I: JIIl-.N'2(005456)-(Pr-RU)-150524 
Labelin~ and artworks approved:/ Maptcupostca tt MatceTbt YTBep,KJJ:enhl: 12.11.2024 

N2 Test I IlotcaJaTeJJb Result/ Pe1yJ1bTaTbI Specification/ HopMa 
6 Water content/ 

1.9 % 
!Not more than 8.0% I 

CoJJ:ep~anue B0JJ:bl He 6onee 8,0 % 
7 Microbiological purity* / 

Mtttcpo6ttoJJoruqectcaH 
'IHCTOTa* 
a) Total aerobic microbial count/ NA Not more than 1000 CFU/g I 
O6mee 'IHCJIO a3p06HhIX He 6onee 1000 KOE/r 
M11KpoopraHtt3M0B 

b) Total combined yeasts and NA Not more than 100 CFU/g / 
mould count/ O6mee '-lttcno He 6onee 100 KOE/r 
l/lpm10KeBbIX H rrnecHeBblX rp1160B 

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

onpeJ1e.nct111c 11.0 mg C21H2sCIN2O3'2HCI (cetirizine 

9.92 mg /9,92 Mr di hydrochloride) in tablet (between 90,0 % 

99.2 % 
and 110,0 % of label claim)./ OT 9,0 Mr JJ:0 
11,0 Mr C21H2sCIN2O3'2HCI (uernptt3ttHa 
l/ll1f HJ1pOXJ10p11.n) B Ta6JleTKe (OT 90,0 % Jl0 
110,0 % OT HOMHHaJlbHOro co.11,ep)K8.HHj1). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
npuMe'laHtte: Ilpo,nyKT COOTBeTcTByeT -rpe6o.B8HHRM HLJ: 3atcJJJO'leHtte: O1IOliPEHO 

Prepared by/ Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person/ 
Oo)lrOTOBJleHo: TiposepeHO: Pravesh TTposepeHO (AOK): O)).o6peHO: O6ecrre'-leHHe Ka'-!eCTBa!OTBeTCTBeHHOe 
Vishal Sharma Rana f Amit Kumar m1uo: 

__ Q \J 0 l l ~VH (U? 

~ /'/~ 
'-----

<v~ 

Date/ Date / Date / !Date / J-, G---o ! ----J__ 01 £ 
}larn:25.01 .2026 )lam: 25.01.2026 llaTa: 25.01.2026 AaTa: 

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 
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•·· 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: +9193166 56001-02 

www.drreddys.com 

Product: Cetrine film coated tablets, 10 mg 
Ilpot{yKT: Uerp1rn® rn611eTKH, noKpbIThie nneH04HOH o6oJI04KOH, 10 Mr 

Market/ PblHOK : Russia I Poccm1 

Batch No./ 
V2600064 

Batch Quantity/ 25,00,000 tab I 
C epm1 .N"2 

: 
Pau1ep cep1111 

: 
25,00,000 m6 

Analytical Report No./ 
: 890001859868 

Date of Analysis/ 
: 25.01.2026 

AHaJJHTH'leCKHH OT'leT .N"2 l.ll.aTa ananu1a 

Date of Manufacture/ 
12/2025 

Date of Expiry/ 
11/2028 

)].aTa npon:mo,ucTBa 
: 

ro,neH ,UO 
: 

Mfg. License No./ 
MA number:/ 

IlpOH3B0,UCTBeHH3H : MNB/05/263 
HoMep PY 

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

JJHUeHJHH .N"2 
Analysis performed according ND:/ Ananu1 npose,uen no H,[(: JIU-.N"2(005456)-(Pr-RU)-150524 
Labeling and artworks approved:/ Mapicuposica II MaKen,I yrsep)KJl.CllbI: 12.11.2024 

.N"2 Test/ Iloica1aTeJJb Result/ Pe1yJJbT3Tbt Specification/ HopMa 

9 Subdivision of tablets / Complies I CooTBeTcTByeT The tablets comply with the test, if not more 

~ eJJeHHe Ta6JJeTOK than 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 

of75 % to 125 % of the average mass./ 
Ta6JieTKl1 COOTBeTCTBYJOT Tpe6oBaHl1HM, 
ecm-1 He 6onee 1 e,u11H111IHaH Macca 
OTKJIOHHeTCH 3a npeneJibl 85%-115% OT 
cpenHeH MaCCbl. 

Ta6JieTKl1 He COOTBeTCTBYJOT Tpe6oBaHl1HM, 
ecn11 6onee 4eM 1 11H,u11011,uyaJibHaH Macca 
OTKJIOHHeTCH OT 3Tl1X npe,neJIOB 11JIH, eCJIH 1 
11H,!ll1B11.!lyaJibHaH Macca OTKJJOmreTCH 3a 
npe,neJJbl 75%-125% OT cpenHeH MaCCbl. 

R emarks : The Product con firms to N D / Conclusion : APPROVED / 
n pmItC'-13IJllC: [lpo.nyKT C00TBeTCTByeT Tpe6oeat•IHHM H)]. 3aKJJIO'lenue: O)].OliPEHO 

Prepared by / 
ITonroTOBJieHo: 
Vishal Sharma 

~ 
Date/ 
,[(am:25.01.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized person/ 
TTpo0epeHo: Pravesh Tipo0epeHo (AOK): Ono6peHo: 06ecne1IeH11e Ka'-IecTBa/OrneTcTBeHHOe 

R ana 

{_ 
Amit Kumar mm o: 

(v\--JI L i( uvvl f \ 12.__ 

t~ ---

__ (,rv) 

Date I Date/ !Date I ~ G-D J-J....cJ1h 
,[(am: 25.01.2026 ,[(am: 25.01.2026 .[(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 
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•·· Dr.Raddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH <l>HKA T 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 
Ilpo.11:yKT: UeTpttH® rn6neTKH, rr0Kpb1Tb1e rrneH04HOH o6ono4KOH, 10 Mr 

Market/ PblHOK : Russia/ Poccm, 

Batch No./ 
V2600064 

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

: 
Pa3Mep cepuu 

: 
25,00,000 Ta6 

Analytical Report No./ 
: 890001859868 

Date of Analysis/ 
: 25.01.2026 

AnaJJHTH'leCKHH OT'leT N2 ).]:aTa anaJJH3a 

Date of Manufacture/ 
12/2025 

Date of Expiry/ 
11/2028 

)laTa npOH3BOJJ:CTBa 
: 

ro.11:eH .11:0 
: 

Mfg. License No./ 
MA number:/ 

IIpoH3B0.llCTBeHHaH : MNB/05/263 
HoMep PY 

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

JJHUeH3HH N2 
Analysis performed according ND:/ AnaJJH3 npoBe.11:en no H).]:: JIII-N2(005456)-(Pr-RU)-150524 
Labeling and artworks approved:/ MapKHPOBKa H MaKeTbl YTBep'lK)J.eHbI: 12.11.2024 

N2 Test I IloKa3aTeJJb Result I PeJyJJbTaTbl Specification/ HopMa 

lO Package/ YnaKOBKa 10 tablets in PVC/PVDC//aluminum l 0 tablets in PVC/PVDC//aluminum blister. 
blister. 3 blisters and patient information 2 or 3 blisters and patient information leaflet 
leaflet in a carton./ Ilo 10 Ta6neToK B in a carton. / 
CTBX/Il.[I:BX/ /amoMHHtteBOM 6m1cTepe. [lo 10 Ta6neTOK s 
[lo 3 6Jil1CTepa BMeCTe c JIHCTKOM- TIBX/CT.[I:BX//amoM11H11esoM 6n11cTepe. Ilo 2 
BKJia,UbIWeM yrraKOB3Hbl B rra4KY l1Jil1 3 6nttcTepa BMeCTe c Jil1CTKOM-
KapTOHHYIO, BKJia,UbIWeM yrraKOBaHbl B rra4KY 

KapTOHHYIO, 

* 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. / Ilposo,u11TCH rrpo113so,u11TeJieM rrp11 BbmycKe rrep110,u114ecK11: ,um, Ka)K,UOH 20-ott 
ceptt11 11Jil1 He MeHee 1 pa3a B ro.u. IloKa3aTeJib MO)KeT 6bITb He BKJII04eH B CepT11cl>11KaT aHan113a cl>HPMbl ' 

API name/ HauMenoBanue A<l>C: Cetirizine dihydrochloride / Uernp11311Ha .u11r11.upoxnop11.u 

INN /MHH: Cetirizine / Uernp11311H 

API manufacturer batch number / BT00X25003 
HoMep cepuu npoH3BOllHTeJJH A<l>C: 
FP Manufacturer API Batch number / FESA00620 

HoMep cepHH cv6cTaHUHH DPOH3B0llHTeJJH r JI <I>: 
API Manufactured by & country / Glochem Industries Private Limited, India/ 

IIpott3BO.UHTeJib A<l>C, CTpana: rnoxeM I1H.uacTp11ec Ilpai1.s11T JI11M11Te.u, I1H.UHH 

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
Up11Me'!an11e: Ilpo,uyKT coOTBeTcrnyeT Tpe6oBaHHHM HJJ: JaKmo'!enue: O.Il,OJiP EHO 

Prepared by/ 
flo.nroTOBJieHO : 
Vi ha \ Sharma a-
D ate / 
)laTa:25.01.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized person I 
Ilposepetto: Pravesh IlposepeHo (AOK): O,uo6peHo: O6ecrreLieH11e KaLiecrna/OrneTCTBeHHOe 

Rana t Amit Kumar JI111..!_0 : 
_Clil-JI L kv\"-1n,1.__ ~-- ___ (vv) 

I 

Date I Date/ IDate / .-)_G--v J,-, \ 0 L b 
.D:arn: 25.01.2026 .D:arn: 25.01.2026 .[I:arn: 

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

CIN: L8519SAP1984PLC004507 
www.drreddys.com 
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•·· 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: +9193166 56001-02 
www.drreddys.com 

Product: Cetrine film coated tablets, 10 mg 

Ilpo.QyICT: L(eTpttH® Ta6neTKl1, noKphIThie nneHOlJHOH 060J10lJKOH, 10 Mr 

Market/ PbIHOK : Russia / PocrnJI 

Batch No./ 
V2600064 

Batch Quantity / 25,00,000 tab / 

Cepm1 N2 
: 

PaJMep cepnn 
: 

25,00,000 rn6 

Analytical Report No./ 
: 890001859868 

Date of Analysis/ 
: 25.01.2026 

AHaJIHTH'IeCKHH 0T4eT N2 ,11.aTa aHaJIHJa 

Date of Manufacture/ 
12/2025 

Date of Expiry/ 
11/2028 

,11.aTa npoHJB0.[{CTBa 
: 

ro.ueH ,[{0 
: 

Mfg. License No./ 
MA number:/ 

IlpOHJBO,[{CTBeHHaH : MNB/05/263 
HoMep PY 

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

JIHUeH3HH N2 
Analysis performed according ND:/ AHaJIH3 npose.ueH no H)],: JIIl-N2(005456)-(Pr-RU)-150524 
Labelin2 and artworks approved: / Map1mpos1rn " MaKeTbI YTBepm)J,eHbI: 12.11.2024 

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

HauMeuoBauue, a)],pec, nuu:euJHH )],JIH / Tipo113B0,11.cTBeHHOe no,11.pa1,11.eJieH11e-6, B11JIJI. KxoJih, 

IIponJBO)],CTBeuuaH nnoin:a)].Ka / IInoin:a)],Ka HaJiarapx Poy,11., Ea,!1.,!1.11, ,[(11cTp11KT CoJiaH, X.TI., 173205, 
KOHTPOJIH KaqecTBa / IInoin:a)],Ka BhrnycKa l1H,11.J1j{ (JI111.~eHJJ1j{ N2 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». 
3aKJII04eHHe 0 C0OTBeTCTBHH: «HacTOlIW:11M lI nO,[{TBep)l(.QalO, 4TO npI1Be,[{eHHal1 BhIIIIe 11H<pOpMaU11ll lIBJllleTCll ,[{OCTOBepHOH 11 

TOlJHOH. 3m cep11.si npo.uyKU:1111 np0113Be,[{eHa (BKJllOlJall ynaKOBKY (MapKttpOBKY) 11 KOHTpOJlh KalJeCTBa) Ha BhIIIIeyKa3aHHOH 

np0113B0,[{CTBeHHOH nnor.u:a;:I:Ke (nnor.u:a;:I:Kax) B nOJlHOM COOTBeTCTBl111 C Tpe6oBaHl1lIMl1 IlpaBl1Jl Ha.[{Jle)l(ar.u:eii np0113B0,[{CTBeHHOH 
npaKT11Kl1 EBpa311HCKoro 3KOHOMl1lJeCKOro COI03a 11 Tpe6oBaHl1lIMl1 KOHTPOJlll KalJeCTBa JTeKapCTBeHHhIX cpe;:I:CTB, a TaK)l(e B 

COOTBeTCTBl111 co cneu:11<p11KaU:11lIMl1, co.uep)l(aW:11Ml1Cll B per11cTpau:110HHOM ,[{OCbe CTpaHhl-11MnopTepa. 3an11c11 no np0113B0,[{CTBY, 
ynaK0BKe 11 attaJ1113y npoBepeHhI, H ycTaHOBJTeHO 11X COOTBeTCTBHe Tpe6oBaHl1lIM IlpaBl1Jl Ha.QJTe)l(all\eH np0113B0,[{CTBeHHOH 
npaKT11Kl1 EBpa311HCKOro 3KOHOMl1lJeCKOro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMe<taHne: Ilpo.uyKT cooTBeTcTByeT Tpe60BaH11.siM H.U 3aKJIIO'leHHe: O,11.OnPEHO 

Prepared. by / 

IlonroTosneHo: 
Vi shal Sharma 

A/' 
Date/ 

}la-ra:25.01.2026 

Checked by I Cheeked by (AQA) / Approved by: Quality Assurance/Authorized person/ 
ITposepetm: Pravesh npoBepeMo (AOK): Ono6pett0 : O6ecnetJeH11e KatJecTBa/OTBeTcTBettttoe 

Rana 

{ 
Amil Kumar mn.1,0: 

(lJr-.1I L ~ \J vV1 () 1L 

~ ~vj 
Date / Date / IDate/ J ___ J,-1) ),Jo1 6 
}laTa: 25 .0 l.2026 ,11.aTa : 25.0 l.2026 .ll.aTa: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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