
•·· 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 
npo/lyirr: U,eTpM1-1® Ta6ne-nrn, n0KPbITb[e nJJeH04HOH o6oJJOYKOH, 10 Mr 

Market/ P1,rnoK : Russia / PoccHH 

Batch No./ 
: V2600399 

Batch Quantity/ 25,00,000 tab I 
Cep1rn N2 Pa3Mep cepuu 

: 
25,00,000 Ta6 

Analytical Report No./ 
: 890001870675 

Date of Analysis/ 
: 13.03.2026 

AHaJJHTH'-leCKHii OT'-leT N2 .LI:aTa auanu3a 
Date of Manufacture/ 

: 02/2026 
Date of Expiry/ 

01/2029 
.LI:aTa npOH3B0/lCTB8 ro.11;eu /lO 

: 

Mfg. License No./ 
MA number:/ 

IlpOH3BO/lCTBeuuasi : MNB/05/263 
HoMep PY 

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

JJHlleHJHH N2 
Analysis performed according ND:/ AnaJJHJ npose.11;eu no H.LI:: JIII-N2(005456)-(Pr-RU)-150524 
Labeling and artworks aovroved: / ManK11posKa u MaKeT1>I YTBC(),KAe111:,I: 12.11.2024 

N2 Test I IloKa3aTeJJh Result I Pe3yJJhTaThl Specification/ HopMa 
1 Description/ Onucauue White coloured, round, biconvex film White or off white coloured, round, biconvex 

coated tablet with a breakline on one film coated tablet with a breakline on one 
side. White core on cross section. I side. White to off-white core on cross section. 

Kpyrnbie ,ll.BOllKOBbinYKJlbie Ta6JJeTKH, / Kpyrnbre ,ll.BOllKOBbinyKJJbJe Ta6JJeTKH, 
noKpblTbJe nJJeHoYHOH o6oJJoYKOH noKpbITbie nJleHOYHOH o60J10'1KOH 6eJJoro 
6enoro useTa, C pHCKOH Ha 0.!(HOH HJlH TTOYTH 6eJJOro usern, C pHCKOH Ha 0,ll.HOH 
cTopoHe. Ha nonepeYHOM pa3pe3e - cTopoHe. Ha nonepe4HOM pa3pe3e ll,UpO OT 
ll,upo 6eJJoro useTa. 6eJJoro ,uo no4TH 6enoro u_BeTa. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
Tip11Me'taHue: ITpO/lYKT C0OTBeTCTByeT Tpe6oeaHHllM H.[l 3aKJJIO'-lenue: O)],OJiPEHO 

Prepared by / 
no)lf0TOBJJe1-10: 

YogeshCIV 

Date/ 
.[laTa : 13.03.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized 
ITposepe1-10: Rama Kant ITpooepe1-10 (AOK): Ajay person / O,uo6peHo: O6ecneYeHHe 

· ~~ 
Kum ar Srivastva KaYeCTBalOTBeTCTBeHHOe mIuo: 

~~ 6i 
Date / Dale / IDale/ ,-1 ro ~ ,,_ wi-l 
D.a111 : 13.03.2026 LlaTa: 13.03.2026 )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 
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•·· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTM<l>MKAT 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 
npo.ny,n: U.eTP11H®Til6JieTKl1, noKpb!TbJe nJieH04HOH o60JI04KOH, 10 Mr 

Market / PblHOK : Russia/ Poccttsi 

Batch No./ 
: V2600399 

Batch Quantity/ 25,00,000 tab/ 
CepHH .N'! PaJMep cepuH 

: 
25,00,000 rn6 

Analytical Report No./ 
: 890001870675 

Date of Analysis/ 
: 13 .03.2026 

AHaJIHTH'leCKHH OT'leT .N'! .LI.aTa attaJIHJa 

Date of Manufacture/ 
: 02/2026 

Date of Expiry/ 
01/2029 

.ll.aTa npOH3BOJJ,CTBa roJJ,eH JJ,O 
: 

Mfg. License No./ 
MA number:/ 

JI pOH3B0JJ,CTBeHHaH : MNB/05/263 
HoMep PY 

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

JIHUeHJHH .N'! 

Analysis performed according ND:/ AnaJIH3 nposeti.en no H.LI.: JIII-.N'!(005456)-(Pf-RU)-150524 
Labeling and artworks approved:/ MapKHPOBK'.a u MaKeTbt yTBepm.ti.eHbI: 12.11.2024 

.N'! Test/ IIoKaJaTeJib Result/ PeJyJibT3Tbl Specification/ HopMa 

2 Identification / [he retention time of the main peak in the The retention time of the main peak in the 
Hti.eHTHQ>HK'.3UHH chromatogram of test solution comply chromatogram of test solution should comply 

with the retention time of the main peak with the retention time of the main peak in the 
HPLC / 83)1{X m the chromatogram of Cetirizine chromatogram of Cetirizine Hydrochloride 

Hydrochloride reference standarjreference standard solution (section "Assay"). 1 

solution. I BpeMsi yJJ.ep)l(HBattwsi ocH0BH0ro nttKa Ha 
BpeMSI yJJ,ep)l{ttBaHHSI OCHOBHOro m1Ka HaXpoMaTorpaMMe HCnb1TyeMoro pacrnopa 
xpoMaTorpaMMe HCnbnyeMoro pacrnop+ OJJ)l(HO C00TBeTCTBOBaTb speMeHH 
~OOTBeTCTByeT speMeHH yJl.ep)l{HBamrny.uep)l{ttBaHJUI OCHOBHOro nttKa Ha 
K)CHOBHOfO m1Ka Ha xpoMaTorpaMMe ;xpoMaTorpaMMe cTattnapTH0ro pacTBopa 
K:TaHJJ,apTHOfO pacrnopa ueTttpH3HHa ueTttpH3HHa rtt)J.pOXJIOptt)J.a (pa1)1.eJJ 
rHJJ.pOXJJOpttna. «Kom1qecTBeHHOe onpeJJ,enetttte» ). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
Ilp11Me'!a1111e: TTponyKT cooTBeTcTsyeT Tpe6osaH1-1S1M H)]. 3aKJHO'-lenne: O.LI.O6PEHO 

Prepared by / 
TTo.uroTosnetto: 

Yogesh C7a an 

;/ 
Date/ '-' 

,UaTa: 13.03.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized 
TTposepeno: Rama Kant nposepetto (AOK): Ajay person / O)1.o6peHo: O6ecne<Jetttte 

~ 
Kumar Srivastva K84eCTBalOTBeTCTBeHHOe JJHI._\O: 

~_>- ~ 
Date/ Date/ IDate / I ~--6 ~,- '),,o'),,( 
,Uarn: 13.03 .2026 )],am: 13.03.2026 )],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 
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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 Roac!, Baddi, 

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

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

Product: Cetrine film coated tablets, 10 mg 
Ilpo.llyKT: UeTp1m® rn6neTKH, noKpbITbIe nneHO'lHOM 060JJO'lKOH, 10 Mr 

Market/ Pb!HOK : Russia/ Poccm, 

Batch No./ 
: V2600399 

Batch Quantity / 25,00,000 tab / 

Cepm1 .N'2 PaJMep cepuu 
: 

25,00,000 rn6 

Analytical Report No./ 
: 890001870675 

Date of Analysis / 
: 13.03.2026 

AHaJIHTH'lecicuii OT'leT .N'2 )l.aTa 8H8JIH38 

Date of Manufacture/ 
: 02/2026 

Date of Expiry/ 
01 /2029 

)l.aTa npOH3B0)J,CTB8 fo,lleH JlO 
: 

Mfg. License No. / 
MA number:/ 

flpOH3B0,/lCTBeHHaH : MNB/05/263 
HoMep PY 

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

JIHLl_eHJHH ,N'g 

Analysis performed according ND:/ AnaJJuJ npoBe,llen no H)l.: JIIl-.N'2(005456)-(Pf-RU)-150524 
Labeling and artworks approved:/ MapicupoBKa u MatceTbl VTBepm)lem,I: 12.11.2024 

,N'g Test I IlotcaJaTeJJb Result/ PeJyJ1bT8Tb1 Specification/ HopMa 

UV- spectrophotometry I rrhe lN-spectrum of the test solution and th9 
Y<l>- cneKTpO<pOTOMeTpHS! Cetirizine Hydrochloride reference standarl 

solution in the range 200 nm to 400 nm shoul 
exhibit maxima absorbance at about the sam 
wavelengths with an allowed variation of± 

Complies I CooTBeTcTByeT nm. I Y<l>-cneKTpbI nornomeH11S111cmnyeMor 
pacrnopa 1-1 crnHJJ,apTHoro pacrnop~ 
ueT1-1p11311Ha rn,llpoxnop11JJ,a B o6rracTH OT 20( 

IJlO 400 HM /J,OJI)!(Hbl HMeTb MaKCHMYMhl 
nornomeHHll nptt OJJ,HOH H TOH )Ke JJ,rr11m 
BOJIHbl c JJ,OnyCTHMblM OTKJIOHeHHeM ± 2 HM. 

3 Dissolution/ PaCTBopenue !Not less than 80% (Q) of the labeled amount 
of C21 H2sClN2O3' 2HCI ( cetirizine 

100%; 93 %; 96 %; 101 %; 98 %; dihydrochloride) after 30 min./ He MeHee 
100 % . 80 % (Q) OT HOMHHaJibHOro COJJ,ep)KaHH.sl 

C21H2sCIN2Or 2HCI (uernpH3HHa 
IJlHrH/l,pOXJIOPHJJ,) 4epe3 30 MHH. 

4 Uniformity of dosage units / Acceptance value (AV) should be not more 
OJJ,HOpO,/lHOCTb )J,03Hp0B8HHblX 5.1 ~han 15.0 I TioKa3aTeJih npHeMneMocrn (AV) 
e)J,HHHU IJJ,OJI)KeH 6hITb He 6onee 15,0. 

Remarks : The Product confiims to ND/ Conclusion : APPROVED I 
npuMe'lanue: TipoJJ,yKT coornei-c-rsye-r Tpe6onaH11.siM H,LJ. 3atcJIIO'lenue: O)1.OliPEHO 

Prepared by I Checke.d by I Checked by (AQA) / Approved by: Quality Assurance/Authorized 
TTo)lrOTOBJleHo: nponepeHo: Rama K ant f1poBepeHo (AOK): Ajay person/ OJJ,o6peHo: O6ecne'l.eH1-1e 
Yogesh Cha· an 

~ 
Kumar Sri vastva Ka4eCTBal OTBeTCTBeHHOe JIHU.O: 

f II ~ ~ 
D ate / - D ate I Date/ !Date / 1 ~r()?,. r't,oi{ 
)].am: 13.03.2026 Aan: 13.03.2026 )I.am: 13.03 .2026 )].aTa: 

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

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

CERTIFICATE OF ANALYSIS 
CEPTH<l>HI(AT AHAJU13A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
\J ill . Kho\, Nalagarh Road, Baddi, 
Distt. Sol an, H.P., 173 205, INDIA 

Tel: +91 98166 56001-02 
W\VW.drreddys.com 

Product: Cetrine film coated tablets, 10 mg 
Ilpo)lY IIT: Ue-rp1,rn® Ta6neTKH, noKpblTble nnetto9HOH 060110YK0H, 10 Mr 

Market/ Pi,rnoic : Russia/ Poccm1 

Batch No./ 
: V2600399 Batch Quantity/ 25 ,00,000 tab I 

CepHH .N2 PaJ~tep cep1m 
: 

25,00,000 Ta6 
Analytical Report No./ 

: 890001870675 
Date of Analysis/ 

: 13 .03 .2026 AHaJIHTH'lec1rnu OT'leT .N2 ,lJ.aTa attaJIHJa 
Date of Manufacture / 

: 02/2026 
Date of Expiry/ 

01 /2029 )].:na 11 1)0ll380JJ.CTB3 ro)J.eu )).0 : 

Mfg. License No./ 
MA number:/ IlpOH3B0)).CTBeuuaH : MNB/05/263 
HoMep PY 

: J1TI-N2(005456)-(Pf-RU) 
JIHl.(CH311H .N'2 
Analysis performed according ND:/ AuaJIH3 npoBe)J.eu no H,l],: JIIl-.N2(005456)-(Pr-RU)-150524 
Labeling and artworks approved:/ Map,mpOBKa II MaKeThl y·rncp;i,;:Ae11b1: 12.11.2024 

5 Impurities / IlpHMecu Below LOD (LOD =0.005 %) / Htt)Ke 
Impurity A / npe)J.eJJa o6Hapy)KeHH» (TTO = 0,005 %) tNot more than 0.2 % / He 6onee 0,2 % 
np~IMecb A 
[mµurity B / 0.04 % 1Not more than 0.2 % I He 6onee 0,2 % 
TTpHMCCb B 
I mpurity C / Not detected I He o6uapy)KeHa INot more than 0.2 % / He 6onee 0,2 % 
TTpHMCCb C 
I mµurity D / Below LOQ (LOQ = 0.003 %) / Htt)Ke ~ ot more than 0.2 % / He 6onee 0,2 % 
TTpHMecb D npe,11,ena KOJJH11ecTBeuHoro onpe11e11eHHS1 
Impurity E I (TIKO = 0,003 %) INot more than 0.2 % / He 6onee 0,2 % 
TipttMecb E Below LOQ (LOQ = 0.023 %) I H1-1)Ke 
Impuri ty F / npe11ena KOJJH11ecTBettuoro onpe11eneHHS1 
TlpttMecb F (ITKO = 0,023 %) 

Below LOD (LOD = 0.015 %) / HH)Ke 
npe,11,ena o6Hapy)KeHH» (DO = 0,015 %) iNot more than 0.2 % / ue 6onee 0,2 % 

!Any individual unidentified 
impuri ty / J1106an e,11,HHH'ltta» Below BDL (BDL= 0.05 %) I HH)Ke 
HeH,!1.CHTMcj>HUHpOBaHH3R npHMeCb nopora pernCTpau1-11-1 Not more than 0.2 % I 

(TIP =0.05%) He 6onee 0,2 % 

[otal impurities / 0.0412 % Not more than 2.0% / 
CyMMa np1-1Mecei1 He 6onee 2,0% 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMe'laHHe: Ilpo,11,yKT C0OT8eTCTByeT Tpe6osaHHllM H,[l 3aicJIIO'leHHe: O.Jl.Ol>PEHO 

Prepared by / 
TT O.llf OTOBJleHo: 

Yogesh 7;, 

Date I 
,._,. 

)laTa: 13.03.2026 

Checked by I Checked by {AQA ) / A pproved by: Quality Assurance/Authorized 
Ilpoeepetto: Rama K ant n ponepeHo (AOK): Ajay person/ O,11,06petto : O6ecneqettHe 

~~ 
Kumar Srivastva KaqecTea/OTBeTCTBeHHOe JJHUO: 

• 
IJ ~ 

Date / Date / 

I
IDate/ 1'?. --01,.-~~ 

D.aTa: 13.03.2026 ,Uina: 13.03.2026 )].ani: 

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

CIN : L85195AP1984PLC004507 
www.drreddys.co m 
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•·· 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 
CEPTM<l>MKAT AHAJIM3A 

Product: Cetrine film coated tablets, 10 mg 
IIpo,!J,yKT: U:eTpHH® rn6JieTKH, rroKpbITble ITJieH04HOH o60JIO'IKOH, 10 Mr 

Market/ P1,rnoK : Russia I Poccm1 

Batch No./ 
: V2600399 

Batch Quantity/ 25,00,000 tab I 
Cepirn N2 PaJMep cepun 

: 
25,00,000 Ta6 

Analytical Report No./ 
: 890001870675 

Date of Analysis/ 
: 13.03.2026 

AnaJ1nTn11ec1rnu OTl.feT N2 .Ll.aTa aHaJJHJa 
Date of Manufacture/ 

: 02/2026 
Date of Expiry / 

01 /2029 
)laTa ITPOll3B0,ll;CTB3 ro,ll;eH ,/J;O 

: 

Mfg. License No./ 
MA number:/ 

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

: Jlf1-N~(005456)-(Pf-RU) 
nuuenJusi N2 

Analysis performed according ND: I AnaJJuJ npoBe,ll;eH no H,ll.: JIII-N2(005456)-(Pr-RU)-150524 
Labeling and artworks approved: / Map1rnpos Ka 11 111a1<:eTb1 y,-ncp~en1,1: 12.ll.2024 

N2 Test/ II0KaJaTeJJ1, Result/ PeJyJJhTaTM Specification/ HopMa 
6 Water content/ 

3.0 % 
Not more than 8.0% I 

Co,nep"'anue BO,/J;hl He 6onee 8,0 % 
7 Microbiological purity* / 

MnKpo6HOJJOrH1.feCK3SI 
1.fHCTOTa* 
a) Total aerobic microbial count I NA Not more than 1000 CFU/g / 
O6mee 'IHCJIO a3po6HblX He 6onee 1000 KOE/r 
MHKpoopraHH3MOB 

NA 
b) Total combined yeasts and Not more than 100 CFU/g / 
mould count/ O6mee 11ttcno He 6onee 100 KOE/r 
~pm10KeBbIX H nJieCHeBblX rpH60B NA 

c) E.coli Shall be absent in 1 g / OTcyTCTBHe B 1 r 
8 Assay/ KoJJH'-tecTBennoe Not less than 9.0 mg and not more than 

onpe,ll;enenue 11.0 mg C11H2sCIN2O3'2HCI (cetirizine 

10.02 mg /10,02 Mr (]ihydroch loride) in tablet (between 90,0 % 

100.2 % 
an,d 110,0 % of label claim). / OT 9,0 Mr .no 
11 ,0 Mr C21H2sCIN2O3'2HCI (uernpH3HHa 
,l).lirl1Jl.p0XJIOptt,n) s Ta6JieTKe ( OT 90,0 % .!lO 
110,0 % OT HOMHHaJibHOro co.n.eo>Ka l-lHR). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
DpnMel.fanue: flpo.n.yKT cooTBeTcTByeT Tpe6osam111M H,n 3aKJJt01.fenne: O.LI.OliPEHO 

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized 
Tio.u.roTOBJieHO: Tiposepetto: Rama Kan.I TipoeepeHo (AOK): Ajay person / O.uo6peHo: O6ecne11etttte 
Yogesh Cj·11an 

~ · 

Ku mar Srivastva Ka11ecrna/OrneTCTBeHHOe JIHL(O: 

r;; ~ 8 
!Date / 

, 
Date / IIDate / 

I
IDate / 'g .-o ;..- 2e>i--i 

1,[J.aTa: 13.03.2026 ,lla111: 13.03.2026 ,naTa: 13.03 .2026 ,[J.a-ra: 

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

CIN: L85195AP1984PLC004507 
www.drreddys. com 

I 



•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
\Jill. Khol, Nalagarh Road, Baddi, 
Di5tt. Solan, H.P., 173 205, INDIA 

Tel: +91 98166 56001-02 
W\Vw.drreddys .com 

Product: Cetrine film coated tablets, 10 mg 
IlDOJl VKT: UeTp11H® Ta6neTKM, noKpbITb1e nneHOl!HOH 06011ollKOi.i, 10 Mr 

Market / PblHOK : Russia/ Poccm1 

Batch No./ 
: V2600399 

Batch Quantity/ 25 ,00,000 tab I 
CepHH N2 Pa3Mep cepHH 

: 
25,00,000 Ta6 

Analytical Report No./ 
: 890001870675 

Date of Analysis / 
: 13.03.2026 

AnaJJHTH'leCKHH OT'leT N2 .ll:aTa anaJJu3a 

Date of Manufacture/ 
: 02/2026 

Date of Expiry/ 
01 /2029 

.ll:aTa UP0H3B0)),CTBa fo)J.eH AO 
: 

Mfg. License No./ 
MA number:/ 

Il pOH3B0,llCTBeH Haff : MNB/05/263 
HoMep PY 

: J1IT-.N2(005456)-(Pf-RU) 
J1uu_eu3usr N2 

Analysis performed according ND:/ AuaJJH3 npoBe.aeu no H)l.: JIIl-N2(005456)-(Pf-RU)-150524 
Labeling and artworks approved: / MapKHPOBKa u MaKeTbl yTBep,imeub1: 12.11.2024 

N2 Test I IloKaJaTeJJb Result/ PeJyJJhTaThI 

9 Subdivision of tablets / 
~eJJeHHe Ta6JJeTOK 

Complies / CooTBeTcTByeT 

Remarks : The Product confirms to ND/ 
OpttMe'laHHe: ITp0,11.YKT COOTBeTCTByeT Tpe6oBaHHSIM HJ:{ 

Prepared by I 
n oAroToeneuo: 
Yogesh Chiu1han 

~ 
Date / 
,llaTa: 13.03.2026 

Checked by / !!Checked by (AQA) / 
npoBepeHo: Rama Kant npoeepetto (AOK): Ajay 

Kumar Srivastva 

Date/ Date/ 
.lJ.aTa: 13.03.2026 .UaTa: 13.03.2026 

Specification/ HopMa 
The tablets comply with the test, if not more 
than 1 individual mass is outside the limits of 
85 % to 115 % of the average mass. The 
ab lets fail to comply with the test, if more 

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./ 
jfa6JJeTKH COOTBeTCTB)'IOT Tpe6oBaHHSIM, ecm1 
lie 6onee 1 e,u11u111rnasi Macca OTKJ1om1eTCJ1 Ja 
npe,nen1,1 85%-115% OT cpe,nuei-1 Macc1,1. 
ifa6neTKH He COOTBeTCTBYIOT Tpe6oBaHHJIM, 
ecn11 6onee 'leM 1 11u,n11B11,nyan1,HaJ1 Macca 
OTKJJOHJ!eTCJI OT '.)THX npe,ueJJOB HJJH, eCJJH 1 
HH,D:HBH,UyaJJbHaSI Macca OTKJJOHJ!eTCJI 3a 
npe,neJJbl 75%-125% OT cpe.ri:tteH MaCCbl. 

Conclusion : APPROVED I 
3aKJIIO'lenHe: O)l.O6PEHO 

Approved by: Quality Assurance/Authorized 
person / O,no6peuo: O6ecne<tett11e 
Ka<1ecTsa!OrseTCTBeMHOe JJHIJ:O: 

[
Date/ 
JJ.aTa: 

~ 

1 i.-o~r?-02-i° 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTIIcl>MKAT AHAJIM3A 

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

Viii. Khol, Nalagarh Read, Baddi, 

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

Tel : +91 98166 56001-02 

www.drreddys.com 

Product: Cetrine film coated tablets, 10 mg 
n poJlyKT: UeTPHH® ,-a6neTK11, n0Kpbll'b1e rrnettoYHOH o6onoYK0i1, 10 Mr 

Market / P1,rnoK : Russia/ Poccm1 

Batch No./ 
: V2600399 

Batch Quantity I 25,00,000 tab/ 

CepHH .N'2 PaJMep cepHH 
: 

25 ,00,000 Ta6 

Analytical Report No./ 
: 890001870675 

Date of Analysis / 
: 13.03.2026 

AHaJIHTH'leCKHH OT'leT .N'2 JI:arn attaJIHJa 

Date of Manufacture / 
: 02/2026 

Date of Expiry / 
01/2029 

Jl:aTa npOH3B0/J,CTBa [O/J,eH /J,O 
: 

Mfg. License No./ 
MA number:/ 

IlpOH3B0/J,CTBeHHaH : MNB/05/263 
HoMep PY 

: J1I1-NQ(00545 6)-(Pf-RU) 

JIHUeH3HH .N'2 
Analysis performed according ND:/ Aua.flH3 npoBe/J,eH no HJI:: JIU-.N'2(005456)-(Pf-RU)-150524 
Labeling and artworks approved:/ MapKHPOBKa H MaKeTbl yTBep~eu1,I: 12.11.2024 

.N'2 Test/ IloKaJaTe.flb Result/ PeJy.flbTaTbt Specification/ HopMa 

10 Package/ YnaKOBKa 10 tablets in PVC/PVDC//aluminum 10 tablets in PVC/PVDC//aluminum blister. 2 

blister. 3 blisters and patient information or 3 blisters and patient information leaflet in 

leaflet in a ca1ion. / I1o IO Ta6neTOK B a carton. / 

I1BX/I1)],BX//amoM11tt11eBOM 6n11cTepe. I1o 10 Ta6JJeTOK a 

I1o 3 6JJHCTepa BMeCTe c Jll1CTKOM- I1BX/I1)],BX/ /arr10M11H11eaoM 61111cTepe. I1o 2 

BK11a)1hlllleM ynaKOBaHhl B na4KY 111111 3 6m1cTepa BMeCTe C 1111CTKOM-

KapTOHHYIQ, BKna,n:hillleM ynaKOB8Hhl B na4KY 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. I I1poao,11,HTCH npo113ao,11,HTe11eM np11 BhmycKe nep110,11,114ecK11: )lllH Ka)K,11,011 20-011 

cep1111 111111 He Mettee 1 pa3a 8 ro,n. I1oKa3aTeJJh MO)KeT 6bITh He BK11!04eH B Cepnrcl>11KaT aHaJTl13a QHIPMbl. 

API name/ HauMeHoBauue A<IJC: Cetirizine dihvdrochloride / Uernp11J11Ha ,11,11r11,upoxnop11.n: 

INN/ MHH: Cetirizine / Uernp113HH 

API manufacturer batch number / BT00-25084, BT00-25090 

HoMep cepuu npOHJBOtJ:HTe.flH A<IJC: 
FP Manufacturer API Batch number/ FET A00032, FET A00033 

HoMep cepuu cv6cTaHI.1HH UPOH3B0,ll;HTeJIH r JI <IJ: 
API Manufactured by & country / Glochem Industries Private Limited, India/ 

IlpOHJBOtJ:HTe.flb A<IJC, cToaua: rnoxeM I1H.n:acTPMec I1oaHBl1T J111M11Te,D., l1HA11ll 

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

Remarks : The Product confirms to ND/ 
IlpHMe<J.aHue: Tipo,n:yKT COOTBeTcTByeT Tpe6oaaH11llM HJJ. 

Conclusion : APPROVED / 
3aK.1110•1e1111e: O)1,OEPEHO 

Prepared by/ 
I1ot1:roT0011etto: 
Yogesh Chauhan 

1/ 
D ate/ 
)J,aTa: 13.03.2026 

Checked by/ 
I1poaepetto: Rama Kant 

~1 
Date/ 

)],am: 13.03 .2026 

Checked by (AQA) / 
I1poaepetto (AOK): Ajay 
Kumar Srivastva 

Date/ 

JJ,arn: 13.03.2026 

Approved by: Quality Assurance/Authorized 
person / O,11,06petto: O6ecne4eH11e 
Ka4eCTBalOTBeTCTBeHHOe m1uo: 

[
Date / 

LlaTa: 

~ 

I grt)~ r'l,OU 

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.corn 

CIN: L85195AP1984PLC004507 
www.drreddys .co m 



•·· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTM <l>MKA T AHAJIM3A 

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

Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

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

Product: Cetrine film coated tablets, 10 mg 

nooAyKT: UeTpHH® Ta6neTKH, noKpbrrbre nnetto'-!HOH o6ono'-!KOH, 1 O Mr 

Market/ P1,rnoic : Russia I Poccm1 

Batch No./ 
: V2600399 

Batch Quantity/ 25,00,000 tab I 
CepHH .N'2 Pa3Mep cepuH 

: 
25,00,000 Ta6 

Analytical Report No./ 
: 890001870675 

Date of Analysis / 
: 13.03.2026 

AuanHTH'IeCKHH oT'leT .N'2 .LI.aTa auanu1a 

Date of Manufacture/ 
: 02/2026 

Date of Expiry / 
01/2029 

)],aTa npOH3B0).l;CTBa ro).l;eH AO 
: 

Mfg. License No./ 
MA number:/ 

IlpOH3B0).l;CTBeHHaH : MNB/05/263 
HoMep PY 

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

JIHUeH3Hff ,N'g 

Analysis performed according ND:/ Auanu1 npoBeAeH no H)],: JIIl-.N'2(005456)-(Pr-RU)-150524 
Labeling and artworks approved:/ MapicupoBKa" MaiceT1>I yTBep~eHbl: 12.11.2024 

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

HauMeHOBanue, aApec, JlU~eH3HSI AJISI / I1pOH3BOACTBeHHOe no,npa3,!l.eJieHHe-6, B11JIJI. KXOJib, 

1IpOH3BOACTBeuuasr UJIOLQa~Ka / IIJIOLQaAKa Hanarapx Poy,u, Ea,u,u11, ,ll;HCTpHKT ConaH, x.rr., 173205, 
KOHTponsr KaqecTBa / IInoLQa,uKa Bhm__y_cKa l1H,u11.S1 (Jim.1,eH3H.SI }faMNB/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 CO0TBeTCTBHH: «HacTOll~HM ll no,urnep)K,Ua!O, '-!TO npHBe,UeHHaSI BbIWe HHQJOpMal.(Hll l!BJil!eTCSI ,UOCTOBepHOH H 
TO'-!HOH. 3Ta cepHH rrpo,nyKUHH npOH3Be,UeHa (BKJIIO'-!al! ynaKOBKY (MapKHpOBKY) H KOHTpOJib Ka'-!eCTBa) Ha BblWeyKa3aHHOH 

npOH3B0,UCTBeHHOH ITJIOIUa,UKe (nJIOIUa;.i:Kax) B ITOJIHOM COOTBeTCTBHH C Tpe6oBaHHl!MH ITpaBHJI Ha,UJie)KaJUeH npOH3B0,1I:CTBeHHOH 

npaKTHKH EBpa3HHCKOfO 3KOHOMHlJeCKOro COI03a H Tpe6oBaHHl!Ml1 KOHTpOJill Ka'-!eCTBa JieKapCTBeHHblX cpe,nCTB, a TaK)Ke B 

COOTBeTCTBHH co crreuHQJHKaUHl!MH, co,nep)l(aJUHMHCSI B perHCTpauttOHHOM AOCbe CTpaHbl-HMITOpTepa. 3anHCH no npott3B0).l;CTBY, 

ynaKOBKe H aHaJIH3Y npoBepeHbl, H ycTaHOBJieHO HX COOTBeTCTBHe Tpe6oBaHHl!M ITpaBHJI Ha,UJie)KaJUeH np0113B0,UCTBeHHOH 
npaKTHKH EBpa3HHCKOfO 3KOHOMH'-!eCKOro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'!aHHe: ITpo,uyKT COOTBeTCTByeT Tpe6oBaHHSIM H,U 3aKJ110•1e1-me: O)],O6PEHO 

Prepared by / Checked by I Checked by (AQA) / Approved by: Quality Assurance/Authorized 
ITo,nroTOBJietto: npoBepeHo: Rama Kant nposepeHo (AOK): Ajay person / O,uo6petto: O6ecne'-!eHtte 

YogeshCt 

~~F 
Kumar Srivastva Ka•1eCTBa/OTSCTCTBCHHOe JIHUO: 

~ if!i 
-

IIDate / Date/ Date/ 'Date/ H..-6?.. rwu 
,[lam: 13.03.2026 nna: 13.03 .2026 :D.aTa: 13.03.2026 ,[{aTa: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 


