
•·· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTM<l>MKAT AHAJIM3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
I/ill. 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 
ITpo,11;yKT: U:eTpHH® Ta6JieTKH, noKpb!Tble nneHOllHOH 060110•1KOH, 10 Mr 

Market/ PbIHOK : Russia I Pocc1ui 

Batch No./ 
V2600522 

Batch Quantity/ 25,00,000 tab I 
: 

PaJMep cepnn 
: 

25,00,000 Ta6 Ceom1 .N'2 
Analytical Report No./ 

: 890001870849 
Date of Analysis/ 

: 13.03.2026 
AHaJIHTH'leCKHH 0T'leT .N'2 .JJ.aTa aHaJIHJa 

Date of Manufacture/ 
03/2026 

Date of Expiry / 
02/2029 

.llaTa DP0H3B0,/l;CTBa 
: 

ro.11:eu ,11;0 
: 

Mfg. License No./ 
MA number:/ 

flpOH3B0,/l;CTBeHH8H : MNB/05/263 
HoMep PY 

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

JIHl{eHJHH .N'2 
Analysis performed according ND:/ AnaJJHJ npoae.11:eu no H.JJ.: JIIT-.N'2(005456)-(Pr-RU)-150524 
Labelin~ and artworks approved: / MapKHPOBKa H MaKeTbt vrnepm,ueHbt: 12.11.2024 

.N'2 Test/ IToKaJaTeJib Result/ PeJyJihTaTbl Specification / HopMa 

1 Description/ Onncaune 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. 
Kpyrn1,1e JlB0HK0BbinYKJJbie Ta6neTKH, I Kpyrn1,1e JlB0HK0BbinYKJJble Ta6neTKH, 
noKpb!Tbie rrneHO'lHOH o60JIO'IKOH noKpb!Tble rrneHO'lHOH o6onollKOH 6enoro 
6enoro u.seTa, C pHCKOH Ha OJJ.HOH HJIH n0'lTH 6enoro u.seTa, C pHCKOH Ha 0,UHOH 
CT0p0He. Ha rrorrepellH0M pa3pe3e - cTopoHe. Ha rronepellH0M pa3pe3e HJJ.p0 OT 
H.UP9 6enoro LI.Bern. 6enoro .uo nO'lTH 6enoro u,Bern. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
ITpnMe'lanne: IIpoJJ.yKT cooTBeTcrnyeT Tpe6oBamrnM H.U 3aKJIIO'leHne: O)1.OliPEHO 

Prepared by / 
IIo.uroToBneHo: 

Yogest:;n 

!Date/ -
IJlaTa: 13.03 .2026 

Checked by / Checked by (AQA ) I Approved by: Quality Assurance/Authorized 
Hposepe1-10: R ama Kant flponepeHo (AOK): Aj ay person I O.uo6petto : O6ecnelleHHe 

w Kumar Sriva tva Kallecrna/OrneTCTBeHHOe JIHUO'. 

~ ~ 
D ate/ 

IIOate / IDate / /( ri)~ r ').61,.£ 
)].am: 13 .03.2026 Jl,aTa: 13.03.2026 ,z:J:arn: 

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 
CEPTH<l>HKAT AHAJIH3A 

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

Tel: +9198166 56001-02 
wv,w.drreddys.com 

Product: Cetrine film coated tablets, 10 mg 
n po.11yIrr: UeTpHH® Ta6neTKH, n0Kpb1T1,1e nneHO'IHOH o6ono'IKOH, 10 Mr 

Market/ PbIHOK : Russia/ Pocc11J1 

Batch No./ 
V2600522 

Batch Quantity / 25,00,000 tab I 
: 

PaJMep cepuu 
: 

25,00,000 Ta6 CepuH N2 

Analytical Report No./ 
: 890001870849 

Date of Analysis / 
: 13.03.2026 

AnaJIHTH'feCKHH OT'feT N2 Ll:aTa anaJIH3a 

Date of Manufacture / 
03/2026 

Date of Expiry/ 
02/2029 

Lt:aTa DPOH3B0.llCTBa 
: 

ro.aeH .llO 
: 

Mfg. License No./ 
MA number:/ 

IlpoH3B0,llCTBeHHaH : MNB/05/263 
HoMep PY 

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

JIH[ICH3HH N2 
Analysis performed according ND:/ AnaJJH3 npoue,11;en no H,n:: JITT-N2(005456)-(Pr-RU)-150524 
Labeling and artworks approved:/ MapKIIPOBKn II MaKeTbl YTBep,K,UeHbl: 12.11.2024 

N2 Test I Iloica3aTeJJb Result I Pe3yJJhTaTbl Specification/ HopMa 

2 Identification / The retention time of the main peak in the The retention time of the main peak in the 

M,11;eHTHlj>HKa[IHH 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/B3)1(X Ill the chromatogram of Cetirizine chromatogram of Cetirizine Hydrochloride 

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

solution./ BpeMl! y,11;ep)l(l-1BaHl1ll OCHOBHOfO TIHKa Ha 
BpeMl! yAep)l(HBaHHll OCHOBHOr0 n11Ka HaxpoMaTorpaMMe HCllbITyeMoro pacrnopa 
xpoMaTorpaMMe HCllbITyeMoro pacrnop om1rno COOTBeTCTBOBaTb BpeMeHH 
~OOTBeTCTByeT BpeMeHH y.uep)f(l1BaHm1y.uep)l(l1BaH11ll OCHOBHOro n11Ka Ha 
OCH0BHOro n11Ka Ha xpoMaTorpaMMe xpoMaTorpaMMe CTaH.uapTHOr0 pacrnopa 
CTaH.n:apTH0ro pacrnopa l.(en1p11311Ha l.(eTHp11311Ha rn.upoxnop11.ua (pa3.uen 
r11.upoxnop11.n:a. <Kon11'1ecrneHHoe onpe.ueneH11e»). 

Remarks : The Product confinns to ND/ Conclusion : APPROVED / 
IlpuMe'fanue: flpo.uyKT coorneTcrnyeT Tpe6oeaHHllM H,A 3aicJJt0'1enue: O)]:OliPEHO 
::=:::========::::::::;;;::::=======:::::::::::::==.r==========: 
Prepared by I 
n o.uroTOBJTCHO: 
Y ogesh Cha fan 

Date/ 
)laTa: 13.03.2026 

Checked by/ Checked by (AQA) I 
ITposepe1m: Rama Kant nponepetto (AOK): Ajay 

Kumar Srivastva 

Date/ Date/ 
,l{aTa: 13.03.2026 )laTa: 13.03.2026 

Approved by: Quality Assurance/Authorized 
person / OJJ,o6petto: O6ecne'lett11e 
Kal.!eC1lla/OrneTcTBem1oe msuo: 

. §!_ 

!Date/ 
LI.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 
CEPTM<l>MKAT AHAJIM3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Di~tt. Sulan, H.P., 173 205, INDIA 

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

Product: Cetrine film coated tablets, 10 mg 
Ilpo.11:yKT: U:eTp1rn® Ta6JleTKl1, noKpblTble nneHO'IHOH o60J10'-IKOH, 10 Mr 

Market/ PbIHOK : Russia I PocrnH 

Batch No./ 
V2600522 

Batch Quantity/ 25,00,000 tab/ 

CepuH JVg 
: 

Pa3Mep cepuu 
: 

25,00,000 Ta6 

Analytical Report No./ 
: 890001870849 

Date of Analysis / 
: 13.03.2026 

AuaJil1THlfeCKHH 0TlfeT .N2 ,[(aTa auaJ1113a 

Date of Manufacture/ 
03/2026 

Date of Expiry/ 
02/2029 

,[(aTa np0H3BOJJ:CTBa 
: 

ro.11:eu .11:0 
: 

Mfg. License No. / 
MA number:/ 

IlpOH3BOJJ:CTBeHHaH : MNB/05/263 
HoMep PY 

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

JIHQeH3HH JVg 

Analysis performed according ND: I AuaJIH3 npose.11:eu no H,[(: JIIl-.N2(005456)-(Pf-RU)-150524 
Labeling and artworks aooroved: / MapK11pOBKa u MaKeTbl yTsep'IK,ll.eHbl: 12.11.2024 

.N2 Test/ IloKaJaTeJib Result/ Pe3yJibTaTbl Specification/ HopMa 

UV- spectrophotometry I The UV-spectrum of the test solution and the 
Y<I>- cneKTpocpoTOMeTp1151 Cetirizine Hydrochloride reference standard 

solution in the range 200 nm to 400 nm shoul1 
exhibit maxima absorbance at about the sam~ 
wavelengths with an allowed variation of± 

Complies I CoorneTcTByeT nm. I Y<I>-crreKTpbI norno111emrn 11cnhtTyeMoro 
pacTBopa 11 CTaH.11:apTHoro pacTBop 
ueT11pm1rna rn.11:poxnop11,11.a B 06nacT11 OT 20( 
AO 400 HM ,11.0Jl)l(Hbl 11MeTb MaKC11MYMbl 
norno111eH11H np11 O/lHOH 11 TOH )l(e ,11.n11He 
BOJlHbl c ,/lonycTHMblM OTKJIOHeHHeM ± 2 HM. 

3 Dissolution/ PacTBOpeuue [Not less than 80% (Q) of the labeled amount 
of C21H2sCIN2Oy 2HCI ( cetirizine 

99%; 99 %; 97 %; 94 %; 99 %; 98 %. 
dihydrochloride) after 30 min./ He MeHee 
80 % (Q) OT HOMHHaJibHOro co.uep)KaHl151 
C21 H2sCIN2O3 • 2HCI ( uernpm HHa 
AHrH/lPOXJIOP11/l) 4epe3 30 Ml1H. 

4 Uniformity of dosage units/ Acceptance value (AV) should be not more 
O.11:uopOJJ.HOCTb ,/l03HpoBaHHblX 4.2 than 15.0 I IToKa3aTeJih np11eMJieMOCTH (AV) 
eJJ.HHHL{ 1/.1.0Jl)KeH 6h1Th He 6onee 15,0. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMelfauue: ITpoayKT coorneTcrnyeT Tpe60Bam-u1M H,[( 3aicmoqeuue: O)J:OEPEHO 

Prepared by / Checked by I Checked by (AQA) / Approved by: Quality Assurance/Authorized 
ITo.uroTOBJleHo: nposepe1w: Rama Kant TTposepeHo (AOK): Ajay per on / Oao6peHo: O6ecne'lett11e 

Yogesh,l ha !fan 

~ 
Kumar Srivastva Ka•tecrna/OrneTCTBeHHOe JI11U.O: 

/ ~ ~ -~ 
Date/ Date / Date / I~:.:.:: 1.fr O ~r %fJ.d 
,ll,aTa: 13.03.2026 ,/.laTa: 13.03.2026 llaTa: 13.03.2026 

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 

I 



•·· Dr. Reddy's ~~• 

CERTIFICATE OF ANALYSIS 
CEPTII<l>HKA T AHAJIH3A 

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

Tel : +91 98166 56001-02 

www.drreddys.com 

Product: Cetrine film coated tablets, IO mg 
TipoJ1yKT: Ll,eTpttH® Ta6JieTK11, UOKPblTbie UJieHO'IHOH o6oJI0'4KOH, IO Mr 

Market/ P1,rnoK : Russia/ Pocc1111 

Batch No./ 
V2600522 

Batch Quantity / 25,00,000 tab/ 

CepHH ,N'g 
: 

Pa1Me p cepHH 
: 

25,00,000 Ta6 

Analytical Report No. / 
: 890001870849 

Date of Analysis / 
: 13.03.2026 

AttaJIHTH'feCKHH OT'feT ,N'g ,lJ:aTa aHaJIHJa 

Date of Manufacture / 
03/2026 

Date of Expiry/ 
02/2029 

,lJ:aTa npoHJBOJ1CTB3 
: 

roJ1eH J10 
: 

Mfg. License No./ 
MA number:/ 

TipOH3B0J1CTBeHHaH : MNB/05/263 
HoMep PY 

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

JIHUeHJHH ,N'g 

Analysis performed according ND:/ AuaJIHJ npoBeJ1eH no H,LJ:: Jlfl-.N'g(005456)-(Pr-RU)-150524 
Labeling and artworks approved:/ MapKHPOBKa H MaKeTbl VTBeP'lK,lleHbl: 12.11.2024 

5 Impurities / TipuMeCH 
Impurity A/ 
np11MeCb A 
Impurity B / 
ITpHMCCb B 

Imputity CI 
npm,-1ecb C 

Impurity D / 
npHMeCb D 

Impurity E / 
npHMeCb E 

Impurity F / 
np11Mec1, f 

Remarks : The Product confirms to ND/ 

Below LOD (LOD =0.005 %) / Htt)Ke 
npeJ1eJ1a 06Hapy)KeH1111 (ITO= 0,005 %) Not more than 0.2 % / He 6onee 0,2 % 

0.04% INot more than 0.2 % / He 6onee 0,2 % 

Below LOD (LOD = 0.006 %) / Htt)Ke !Not more than 0.2 % I He 6onee 0,2 % 
npeJ1eJ1a 06Hapy)KeH1111 (TIO= 0,006 %) 

Not more than 0.2 % / He 6onee 0,2 % 
Below LOQ (LOQ = 0.003 %) I Htt)Ke 

npeJ1eJ1a KOJIH'lecrneHHOro onpenene1rn.111Not more than 0.2 % / He 6onee 0,2 % 
(JlKO = 0,003 %) 

Below LOQ (LOQ = 0.023 %) / HH)Ke 
npe,11,ena KOJIH'leCTBeHHoro onpeJ1eJieH1111 

(JlKO = 0,023 %) 
Not more than 0.2 % I He 6onee 0,2 % 

Below LOQ {LOQ = 0.041 %) I Hm1<e INot more than 0.2 % / 
lnpe,11,ena KOJIH'leCTBettttoro onpe,uenett1111 ue 6onee 0,2 % 

(TT.KO= 0,041 %) 
!Not more than 2.0% I 
He 6onee 2,0% 

Conclusion : APPROVED/ 
IlpHMeqanue: IlpOJ1YK1' co0TBeTCTByeT Tpe6osatt1111M HA 3aKJitolfeHHe: O,LJ:OBPEHO 

1:==========:::::::::;;:::::=======:::::::::=::,;:;;========: 
Prepared by/ Checked by/ Checked by (AQA) I Approved by: Quality Assurance/Authorized 
Jlo,uroTOBJieHo: nposepe1-t0: Rama Kant Ilpoaepeuo (AOK): Ajay person/ O,uo6petto: O6ecnetJem1e 

Yogesh u ~ K"'"" S;__ ,mm,l(h,e,oneHHoe n"""' 

Date/ 
.[laTa: 13.03.2026 

Date/ 
llaTa: 13.03.2026 

Date/ 
.l{aTa: 13.03.2026 

!Date/ 
)lam: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 

~ 



•·· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTl.f <l>llKAT AHAJlll3A 

Product: Cetrine film coated tablets, IO mg 
IlpoJlyKT: UeTp11H® Ta6neTKl1, noKPbITb1e nneHOlfHOtt 06ono1IKOH, IO Mr 

Market/ PblHOK : Russia I Pocc11l! 

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 

Batch No./ 
V2600522 

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

CepHH N2 PaJMep cepun 25,00,000 Ta6 

Analytical Report No./ 
: 890001870849 

Date of Analysis / 
: 13.03.2026 

AHaJIHTH'-leCKHH OT'-leT .N"! ,[1:aTa 3HaJIHJa 

Date of Manufacture/ 
03/2026 

Date of Expiry / 02/2029 
,[l:aTa npOH3BOJlCTBa 

: 
ro}leH JlO 

: 

Mfg. License No./ 
MA number:/ 

IlpOHJBOJlCTBeuuaH : MNB/05/263 
HoMep PY 

: JHI-N~(005456)-(Pf-RU) 
JIHU.eHJHH .N"2 
Analysis performed according ND:/ AuaJIHJ npoBeJleH no H,[I:: JIIl-.N"2(005456)-(Pr-RU)-150524 
Labeling and artworks aoorovcd: / MapKIIPOBKa II MaKeTbI VTBeo,KJleHbt: 12.11.2024 

Any individual unidentified 
impurity/ Jho6all e}l11H111IHal! 
He[,IJJ,eHTmjmu.[,lpoeaHH3SI np11MeCb 

Below BDL (BDL= 0.05 %) / Hm1<e 
nopora per11cTpau.m-1 

Total impurities/ 
CyMMa np11Mecett 

(ITP =0.05%) 

0.0395 % 

Remarks : The Product confinns to ND/ Conclusion : APPROVED / 
IIpuMe'-laHue: npo,ey1<1· coOToeTCTBYeT Tpe6ooaH[,ISIM H)], 3aKJIIO'-leuue: O,[l:OliPEHO 

1:==========;;::::::;==========::;-;::=======:::::: 
Prepared by/ 
ITo.o,roTOBJTeH0: 

Yogesh ChauJ-a1i 

Date / 
.[laTa: 13.03.2026 

Checked by/ 
npoeepe1m: Rama Kant 

~ 
Date/ 
)],am: 13.03.2026 

Checked by (AQA) I 
HpoeepeHo (AOK): Ajay 
Kumar Srivastva 

!Date/ 
.[lam: 13.03.2026 

Approved by: Quality Assurance/Authorized 
person/ O.11:06peHo: O6ecne1IeH11e 
K8'-!eCTBalOTBeTCTBeHHOe Jll11.l0: 

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 . 
Formulation Unit-6 
Viii. Kho!, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 
Tel : +91 98166 56001-02 
www.drreddys.com 

CERTIFICATE OF ANALYSIS 
CEPTH<l>MKAT AHAJIM3A 

Product: Cetrine film coated tablets, 10 mg 
Ilpo,a:yKT: U:eTpHH® Ta611eTKH, ITOKpblTble ITJleHOlfHOH o6oJJOlfKOH, 10 Mr 

Market/ PbIHOK : Russia/ Poccm1 

Batch No./ 
V2600522 

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

: 
PaJMep cepuu 

: 
25,00,000 Ta6 

Analytical Report No./ 
: 890001870849 

Date of Analysis / 
: 13.03.2026 

AttaJIHTHl.fecicuii OT'-leT N2 ,ll.aTa 3H3JIH33 

Date of Manufacture/ 
03/2026 

Date of Expiry / 
02/2029 

,ll.aTa DPOH3B0,llCTB3 
: 

ro,a:eH ,llO 
: 

Mfg. License No. / 
MA number:/ 

IlpOH3B0,llCTBeHH3H : MNB/05/263 
HoMep PY 

: JITI-N2(005456)-(Pf-RU) 
JIHUCH31Ul N2 
Anal sis performed accord.iug ND:/ AnaJlHl npo.ae,lleu no H;ll.: JlO-.N'2(005456)-(Pr-RU)-150524 
Labclit11?. and artworks aooroved: / Mapicnpo.aica n 111atceTb1 VTBCPil\JJ.Cllbt: 12.11.2024 

.N'2 Test/ IloKaJaTeJlb Result/ PeJyJlbTaTbI Specification/ HopMa 

6 Water content/ 
2.5 % 

!Not more than 8.0% I 
Co,u:ep,1rnnue BO,llbt He 6onee 8,0 % 

7 Microbiological purity* / 
MuKpo6uonoruqecKaH 
'-IHCTOTa* 
a) Total aerobic microbial count I NA Not more than 1000 CFU/g / 
06mee l{J1CJIO a3p06HblX He 6onee 1000 KOE/r 
MHKpoopraHH3MOB 

NA 
b) Total combined yeasts and [Not more than 100 CFU/g I 
mould count I 06mee lfHCJio He 6onee 100 KOE/r 
µ:i:pm101<eBhIX 11 nnectteBbIX rp116os NA 

c) E.coli Shall be absent in lg/ OrcyTcTsue s l r 
8 Assay / Konul.feCTBeHHoe [Not less than 9.0 mg and not more than 

onpe,u:enettue 11.0 mg C21H2sClN203' 2HC1 (cetirizine 

10.01 mg/10,01 Mr 
dihydrochloride) in tablet (between 90,0 % 

100.1 % 
and 110,0 % of label claim)./ OT 9,0 Mr ,u:o 
11,0 Mr C21H2sCIN203·2HCl (~eTupHJ1rna 
1/luruii,poxnopu,!1.) s Ta6neTKe (oT 90,0 % /l.O 
110,0 % OT HOMHHaJibHOro co,u:ep'.lKaHH.11), 

Remarks : The Product confirms to ND/ Conclu ion: APPROVED I 
IlpuMe'-13HHe: npoJI,yKT COOTBeTCTByeT Tpe6oBaHHHM H)l 3aKJIIO'-leHue: O,ll.O6PEHO 

Prepared by/ Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
nollrDTOBJieHO: nposepeuo: Rama Kant nposepeHo (AOK): Ajay per on/ 0)].o6peno: O6ecnelfenue 

YogeshCr n 

~ 
Kumar Sriva tva 1<a1.JeC'rna/OTBeTCTae1-1noe n11uo: 

i~ $ (I// 
Date/ 

I
IDate / Date / IDate / f f',tJfl_:..- U'l£ 

J.J:arn: 13.03 .2026 .UaTa: 13.03.2026 .[la-ra: 13.03.2026 J].aTa: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: t9140 4900 2900, Fax: t9140 4900 2999, Email: mail@drreddys .com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



•·· Dr. Raddy's ~;• 
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 

CERTIFICATE OF ANALYSIS 
CEPTM<l>IIKAT AHAJIII3A 

Product: Cetrine film coated tablets, 10 mg 

IIpo)lyKT: 1..1,eTp,IH® Ta6JieTKl1, IlOKpblTble ITJieHOlJHOH o6oJIO'IKOH, 10 Mr 

Market/ PblHOK : Russia/ Poccm, 

Batch No./ 
V2600522 

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

: 
PaJMep cepuu 

: 
25,00,000 Ta6 

Analytical Report No./ 
: 890001870849 

Date of Analysis/ 
: 13.03.2026 

AHaJJHTHlfeCKHH OTlfeT .N'2 ,l],aTa aHaJJHJa 

Date of Manufacture/ 
03/2026 

Date of Expiry/ 
02/2029 

.[1.aTa UPOH3B0)lCTBa 
: 

fo)leH .llO 
: 

Mfg. License No./ 
MA number:/ 

IlpOH3B0)lCTBeHHaH : MNB/05/263 
HoMep PY 

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

JIUQeH3HSI .N'2 
Analysis performed according ND:/ AHaJJH3 npoBe)leH no H.[I.: JIII-.N'2(005456)-(Pf-RU)-150524 
Labelin~ and artworks approved:/ Map1mposKa u MaKeTbI yrnep~eubI: 12.11.2024 

.N'2 Test/ IIotcaJaTeJll, Result I PeJyJibTaTbI Specification/ HopMa 

9 Subdivision of tablets / The tablets comply with the test, if not more 
.[l.eJJeHHe Ta6JieTOK 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 of 
75 % to 125 % of the average mass./ 

Complies I CooTBeTcTByeT Ta6JleTKl1 COOTBeTCTB)'IOT Tpe6oBaHHllM, eCJil1 
He 6onee 1 eAHHH'IHall Macca OTKJIOHlleTCll 3a 
npe)leJlbI 85%-115% OT cpe,11_HeH MaCCbl. 

Ta6neTK11 He COOTBeTCTBYIOT Tpe6oBaHHllM, 
ecn11 6onee LieM 1 HHAHBHAyanbHall Macca 
OTKJIOHlleTCll OT 3Tl1X rrpe)].eJIOB 11Jll1, ecn11 1 
11H)].11B11.ll.YaJ1bHal1 Macca OTKJIOHJieTCJl 3a 
npe)].eJlbI 75%-125% OT cpeJ1.HeH MaCCbl. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpuMelfaHHe: npoll)IKT C00TBeTCTByeT Tpe6oeaHHllM H,U 3a1rnm <1e1111e: O.[I.OEPEHO 

Prepared by I Checked by I Checked by (AQA) / Approved by: Quality Assurance/Authorized 
nonroToeneHo: □posepe1-10: Rama Kam TTpoeepeHo (AOK): Ajay person / OAo6peuo: O6ecrretJem1e 
Yogesh Chatth n 

~ 
Kumar Srivastva Ka•1ecTBa/OTBeTCTBeF1HOe JIHUO: 

~ -~ ~ 
Date/ Date/ Date / rate/ /('ro!rUU I .D.aTa: 13.03.2026 JJ,11Ta: 13.03.2026 llaTa: I 3.03 .2026 .LI.am: 

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: L8519SAP1984PLC004507 
www.drreddys.com 



•·· Dr. Raddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTII<l>IIKAT AHAJIII3A 

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

Tel : +91 98166 56001-02 

www.drreddys.com 

Product: Cetrine film coated tablets, 10 mg 
npo}lyK"T: Ll.e-rp1,rn® Ta6J1eTKH, 00KPblTbie OJleH04HOH 060JIOl.(KOH, 10 Mr 

Market/ PblHOK : Russia/ Poccm, 

Batch No./ 
V2600522 

Batch Quantity/ 25,00,000 tab / 

CepHH N2 
: 

Pa3Mep cepu11 
: 

25,00,000 rn6 

Analytical Report No./ 
: 890001870849 

Date of Analysis/ 
: 13.03.2026 

AttaJIHTH4eCKHtt OT4eT N2 )],aTa auaJiu3a 

Date of Manufacture / 
03/2026 

Date of Expiry/ 
02/2029 

.LJ:aTa npOH3B0tJ;CTBa 
: 

fop;eH AO 
: 

Mfg. License No. / 
MA number:/ 

IlpOH3B0tJ;CTBeHHaH : MNB/05/263 
HoMep PY 

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

JIHUeH3HH N2 
Analysis performed according ND:/ AttaJIH3 npoBeti;eH no H)],: JITI-N2(005456)-(Pf-RU)-150524 
Labeling and artworks approved: / MapKupoBica u MaKen,I yrnep,rmettbI: 12.11.2024 

N2 Test/ IloKa3aTeJib Result/ Pe3yJibTaTbl 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 carton./ l10 10 rn6nernK B a carton./ 
ITBX/IT,[(BX/ !aJ110MHHHeBOM 6m-icTepe. ITo 10 Ta6neTOK e 
rro 3 6nucTepa BMeCTe c JIHCTK0M- ITBX/IT,l],BX//an!OMHHHeBOM 6JIHCTepe. no 2 
BKJiati;bIWeM ynaKOBaHbl B na4KY HJIH 3 6JIHCTepa BMeCTe c JIHCTKOM-
KapTOHHy!Q. BKJiati;bIWeM ynaKOBaHbl B na4KY KapTOHHylO. 

* 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. / flpoeot1;11TC.!l npomeop;HTeneM np11 BbmycKe nep110.11.114ecK11: .11.n.11 Ka)K)loi-1 20-oi-1 
cepHH HJIH He Mettee 1 pa3a B ro.11.. TTOK33aTeJib MO)l(eT 6bITb He BKJllOl.(eH B CepTM(~HKaT aHaJ1H3a cji11pMbl. 

API name/ HauMeHoBaHue A<l>C: Cetirizine dihydrochloride / U.ernpH3HHa .11.11rnp;poxnop11.11. 
INN /MHH: Cetirizine / IJ.ernptt3HH 

API manufacturer batch number/ BT00-25060 
HoMep cepuu npou3BOAHTeJIH A<l>C: 
FP Manufacturer API Batch number/ FETA00078 
HoMep cepuu cy6cTaHU,HH np0HJBOtl;HTeJIH fJI(I): 
API Manufactured by & country/ Glochem Industries Private Limited, India/ 
IlpoHJBOti;uTeJib A<l>C, cTpatta: rnoxeM l1tt.11.acTp11ec [Ipai-lBHT JlHMHTe.11., l1H.!1.HH 

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'laHue: flpo.11.yKT COOTBeTCTByeT Tpe6oeaHHHM H,l], 3aKJIIO'leuue: O.LJ:O6PEHO 

Prepared by I 
fI0.11.fOTOBJieHO: 

Yogesh v 

!Date/ -

111.arn: 13.03.2026 

Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized 
nposepeHo: Rama Kant nposepe1m (AOK): Ajay per·on / Op;o6peHo: O6ecne4eH11e 

~ 
Kumar rivaslva Ka4eCTBalOTBCTCTBe1rnoe JIHU.O: 

-~ 

Date / Date / IDate/ 
!J.aTa: 13.03.2026 ,D.arn: 13.03.2026 .O.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: L851%AP1984PLC004507 
www.drreddys.com 
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•·· Dr.Reddy'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 

llpo.a:yICT: Ue-rp1-rn® rn6neTKl1, noKPhlThle nneHO'!HOH o6ono'!KOH, 10 Mr 

Market/ PbIHOK : Russia/ Pocc11a 

Batch No./ 
V2600522 

Batch Quantity/ 25,00,000 tab I 
Cepusi ,N'g 

: 
PaJMep cepuu 

: 
25,00,000 Ta6 

Analytical Report No./ 
: 890001870849 

Date of Analysis / 
: 13.03.2026 

AHaJIHTuqecKHH OT'!eT ,N'g )],aTa aHaJiuJa 

Date of Manufacture/ 
03/2026 

Date of Expiry/ 
02/2029 

)],aTa npOUJBOJJ:CTBa 
: 

fo.a:eH .a:o 
: 

Mfg. License No./ 
MA number:/ 

llpOHJBOJJ:CTBeHHaH : MNB/05/263 
HoMep PY 

: JlfI-Ng(005456)-(Pf-RU) 

JIHl.{eH3UH ,N'g 

Analysis performed according ND:/ AuanuJ npoBe.a:eu no H)],: Jll1-.N'g(005456)-(Pf-RU)-150524 
Labelin2 and artworks approved:/ MapKHPOBKa u MaKeTbI YTBepm.a:eubl: 12.11.2024 

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

HauMeuoBauue, a,11,pec, JIHQeHJHSI ,11,JISI / ITpoH3BO.LJ.CTBeHHoe no.npa.3.neneHHe-6, BHnn. Kxonb, 

IlpOH3B0,!J,CTBeHHaSI UJIOIIla,11,Ka / IIJIOIIla,11,Ka Hanarapx Poy.n, Ea.D..D.H, ,[(HCTpHKT ConaH, x.rr., 173205, 
KOHTponsi Ka'leCTBa / IIJiolllaJJ.Ka BbmycKa HH.D.H51 (Jlm..(eH3H51 .N!1 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». 

3aKJllO'leHue O COOTBeTCTBHH: «HacTOllW.11M 51 IlO)],TBep)KJJ:alO, '!TO np11BeJJ,eHHal! BhlWe 11HcpOpMaU11ll HBJil!eTCH )],OCTOBepHOH 11 

TO'!HOH. 3m cep11H npOAYKU1111 np0113BeJJ,eHa (BKJIIO'!aH ynaKOBKY (MapKHpOBKY) 11 K0HTp0Jih Ka'!ecrna) Ha BhlweyKa3aHHOH 

np0H3B0JJ:CTBeHHOH nnow.a.a:Ke (nnow.a.a:Kax) B IlOJIHOM COOTBeTCTBl111 C Tpe6oBaH11HMl1 TTpaBl1Jl HaJJ,Jie)Kaw.e/1 np0113B0)],CTBeHHOH 
npaKT11Kl1 EBpa311HCKOro 3KOHOMl1l{eCKOro COI03a 11 Tpe6oBaHl1l!Ml1 KOHTpOJIH Ka'!eCTBa JJeKapcTBeHHhIX cpeJJ,CTB, a TaK)Ke B 

C0OTBeTCTBl111 co cneu11cp11KaUl1llMl1, co.a:ep)KaW.11Ml1CH B per11CTpau110HHOM JJ:OChe CTpaHhl-11MTTOpTepa. 3an11c11 no np0113B0)],CTBY, 

ynaKOBKe 11 aHaJil13Y npoBepeHhl, 11 ycmHOBJieHO 11X COOTBeTCTBl1e Tpe6oBaHl1HM fipaBHJI HaJJ,Jie)Kaw.ew np0113BOJJ:CTBeHHOH 
npaKTl1Kl1 EBpa311HCKoro 3KOHOMH4eCKOro C0I03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
I1puMe11auue: IlpoAyKT coorneTcrnyeT Tpe6osatt11HM H)], 3aKJIIO'leHue: O)1,OliPEHO 

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

fioAroTOBJieuo: TTpoBepeuo: Rama Kant TTpoBepeuo (AOK): Ajay person / OJJ,o6peuo: O6ecneqeu11e 

Y ogesh Ch u. 1an 

~ 
Kumar Srivastva Ka'!ecrna/OrneTCTBeHHOe JIHU0: 

tf ~ 61! _,;.;---

Date I Date I Date/ IDate / I frf)~r'),(/}.( 
)],am: 13.03.2026 )],am: 13.03.2026 .Uarn: 13.03.2026 .Uarn: 

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

CIN: L8S195AP1984PLC004507 
www.drreddys.com 
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