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

Tel : +91 98166 56001-02 

www.drreddys.com 

CERTIFICATE OF ANALYSIS 
CEPTII<I>IIKAT AHAJIII3A 

Product: Cetrine film coated tablets, 10 mg 
ITpoJJ.y10-: Ue-rpHH® Ta611eTKH, n0KpbrrbIe nneHO"IHOH 06011o"IKOH 10 Mr 

Market I Pi.mote : Russia/ Poccm1 

Batch No./ 
V2600523 

Batch Quantity/ 25 ,00,000 tab/ 

Cepm1 .N2 
: 

Pa3Mep cep1111 
: 

25,00,000 m6 

Analytical Report No./ 
: 890001870697 

Date of Analysis / 
: 13.03.2026 

AHaJJHTH'leCKHH 0T"leT .N2 ,l],arn aHaJJH3a 

Date of Manufacture / 
02/2026 

Date of Expiry / 
01/2029 

A:na npo113B0JJ.CTBa 
: 

ro11,eH /1,0 
: 

Mfg. License No./ 
MA number:/ 

fipOH3B0/J,CTBeHHaH : MNB/05/263 
HoMep PY 

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

JIIIQeH3HH .N2 
Analysis performed according ND:/ AHaJJH3 npoeeJJ.eH no H.ll:: JITT-.N2(005456)-(Pr-RU)-150524 
Labeling and artworks aooroved: / Map1mpoeica H MaKeT1>1 YTBCP;KJ1eH1>1: 12.11.2024 

.N2 Test/ ITotca3aTeJJi. Result/ Pe3yJ11>TaT1>1 Specification/ HopMa 

1 Description/ OnttcaHHe 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. 
KpyrJJble AB0HK0BbJnYKJJbie Ta611eTKH, I Kpyrnb1e AB0HK0BbinyKJJbie Ta6neTKH, 
noKpbITbie nneHO"IHOH 06011o'IKOH noKpb!TbJe nneHO'IHOH 060110"1KOH 6enoro 
6enoro UBeTa, C pHCKOH Ha OJI.HOH HJIH 0O"ITH 6enoro useTa, c pHCKOH Ha OJI.HOH 
CTOpOHe. Ha nonepe'lHOM pa3pe3e - cTOpoHe. Ha nonepe4HOM pa3pe3e .st.Up0 OT 
.si.upo 6e11oro usem. 6enoro .uo no"ITH 6enoro usem . 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
ITpllMC'latrne: npo.uyKT C00TBeTCTBYCT Tpe6osaHH.s!M H.U 3aKJJtO"leHue: OAO6PEHO 

Prepared by / 
flo.uroTosneHo: 

Yogosi : 

Date/-

)].am: 13.03 .2026 

Checked by I Checked by (AQA) I Approved by: Quality Assurance/Authorized 
flposepeHo: Rama Kant flposepeHo (AOK): Ajay person / O.uo6peHo: O6ecne'leH11e 

~~ 
Kumar Srivastva Ka"lecTBal OTBeTCTBeHHOe 1111uo: 

~ 
D ate / Date/ !Date/ 
)].a-ra: 13.03.2026 ,UaTa: 13.03.2026 LI.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 
CEPTM<l>MKAT AHAJIM3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. 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:eTpHH® Ta6neTKH, noKpblTble nneHoqHoH o6onoqKOH, 10 Mr 

Market/ PbIHOK : Russia/ Poccm1 

Batch No./ 
V2600523 

Batch Quantity / 25,00,000 tab/ 
Cepm1 .N'! 

: 
PaJMep cepnn 

: 
25,00,000 rn6 

Analytical Report No./ 
: 890001870697 

Date of Analysis / 
: 13.03.2026 

AuaJIHTH'-Iecicnu oTqeT JV! )laTa auaJIHJa 

Date of Manufacture/ 
02/2026 

Date of Expiry/ 
01/2029 

)laTa IIOOH3B0,/\CTB3 
: 

fo,/\eH ,11.0 
: 

Mfg. License No. / 
MA number:/ 

fipOH3B0,/\CTBeHH3H : MNB/05/263 
HoMep PY 

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

J1HLI;eH3HH .N'! 

Analysis performed according ND:/ AuaJIHJ npoBe,/\eH no H)l: JITI-.lV!(005456)-(Pf-RU)-150524 
Labclin~ and artworks approved: / Map1rnpoBKa n MaKeTbl YTBep,KJI.eHbI: 12.11.2024 

2 

Test I Iloica1aTeJ1b 
Identification / 
lf,/\eHTH$HK3UHH 

HPLC/ B3)KX 

Remarks : The Product confirms to ND/ 

Result I Pe1yJ1bT3TbI 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) 
with the retention time of the main pea with the retention time of the main peak in thJ 
in the chromatogram of Cetirizin, chromatogram of Cetirizine Hydrochloridd 
Hydrochloride reference standar reference standard solution (section "Assay"). 
solution. I BpeM» y.llep)l(ttBaHH» octtOBHoro nwKa Ha 
BpeM» y.llep)l(HBaHJ-1» OCHOBHOro nHKa Ha poMaTorpaMMe HCilhITyeMoro paCTBOp 
poMaTorpaMMe HCITbITyeMoro paCTBopJr10JJ)l(HO C00TBeTCTBOBaTb 
OOTBeTCTByeT BpeMem1 y.uep)l(HBaHHil ,Llep)l(HBaHHR OCHOBHOfO nHKa H 

ocuoauoro m1Ka ua xpoMaTorpaMM poMaTorpaMMe CTaH,LlapTuoro pacrnop 
CTaH,LlapTuoro pacrnopa UeTHpH3HH eTHpH3HHa rn,upoxnopw,ua (pa3,ue 
rw,Llpoxnoptt,ua. «Kom1qecTBettttoe onpe,Llenettwe»). 

n p11MC'-1au ue: TI pony KT coorneTcrnyeT Tpe6oBatttt»M Hll 
Conclu iou : APPROVED / 
J:uCJ110•1e1111e: O)lOliPEHO 

Prepared by/ 
TTo,uroTOBJieHo: 
Yogesh Chat n 

Date/ 
JJ:arn: 13.03.2026 

Checked by/ Checked by (AQA) / 
TTposepeuo: Rama Kant TTposepeuo (AOK): Ajay 

Kumar Srivastva 

Date/ Date/ 
JJ:aTa: 13.03.2026 JJ:arn: 13.03.2026 

Approved by: Quality Assurance/Authorized 
per on / O,uo6peHo: O6ecneqem1e 
Ka'-lecrna/OrneTCTBeHHoe m1uo: 

!Date / 
JJ:arn: 

~ 

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 



•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTII <I>IIKAT AHAJUl3A 

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

Viii. Khol, Nalagarh Road, Baddi, 

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

Tel : +91 98166 56001-02 

www.drreddys.com 

Product: Cetrine film coated tablets, 10 mg 
IT po11yKT: Ue-rpHH® Ta6ne-rK11, 110Kpb!TbIe nneHo'-IHOH o6onoYKOH, 10 Mr 

Market/ PLIHOK : Russia I Pocc1rn 

Batch No. I 
V2600523 

Batch Quantity/ 25,00,000 tab/ 

Cepm1 N2 
: 

PaJMep ccp1111 
: 

25,00,000 Ta6 

Analytical Report No. I 
: 890001870697 

Date of Analysis / 
: 13.03.2026 

AuaJittTHl.feCKHii OTl.feT N2 ,llaTa auaJitt3a 

Date of Manufacture/ 
02/2026 

Date of Expiry/ 
01/2029 

ILlan npo11JB0ilCTBa 
: 

ro)lCH JlO 
: 

Mfg. License No. I 
MA number:/ 

IlpOH3B0JlCTBCHH3H : MNB/05/263 
HoMep PY 

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

JIHl.l,CHJHH .N'2 
Analysis performed according ND:/ AuaJIHJ npose)leu no H,11,: JIII-N2(005456)-(Pr-RU)-150524 
Labclin2: and artworks approved:/ Map1rnposKa H MaKeTLI yTBep~eHLI: 12.11.2024 

N2 Test/ II01<:aJaTeJ1b Result/ PeJyJILTaTLI Specification/ HopMa 

UV- spectrophotometry / The UV-spectrum of the test solution and th9 
Yet>- cneKTpO!pOTOMeTpi-Ul Cetirizine Hydrochloride reference standar~ 

solution in the range 200 nm to 400 nm shout 
exhibit maxima absorbance at about the same 
wavelengths with an allowed variation of ±2 

Complies/ CooTBeTcTByeT nm. I Y<t>-crreKTphI rrornomem,rn HCIThITyeMoro 
pacrnopa H CTaH,D,apTHOro pacTBopa 
u;eTHpH3HHa rH,D,pOXJI0pH,ll,a B o6JiaCTH OT 200 

/lO 400 HM ,ll,0JDKHhl HMeTh MaKCHMYMhl 

ITOrJI0II.\eHHSI rrpH O,ll,HOH H TOH )Ke ,ll,JIHHe 
BOJlHhl c ,ll,OITYCTHMhlM OTKJlOHeHHeM ± 2 HM. 

3 Dissolution/ PacTBopeutte Not less than 80% (Q) of the labeled amount 
of C21H2sClN1O3· 2HCI (cetirizine 

99%; 100 %; 97 %; 98 %; 92 %; 99%. 
dihydrochloride) after 30 min. I He MeHee 
80 % (Q) OT H0MMHaJihH0ro C0,D,eplKaHMSI 
C21H2sClN2Or 2HC1 (u.ernpm,rna 
,ll,HrM,ll,POXJIOpl-1,D,) yepe3 30 MHH. 

4 Uniformity of dosage units / Acceptance value (AV) should be not more 
O.a.uopO)lHOCTb JJ.03HpOB3HHbIX 5.2 than 15.0 I IToKaJaTenh npweMJieMOCTH (AV) 
eJlHHHIJ ,D,OJllKeH 6h1Th He 6onee 15,0. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
n p11Mel.f8Htte: npOJl.YK'T' CO0TBeTCTByeT Tpe60BaHHJIM H.JJ: 3a1rn10<1e1mc: O,11,OEPEHO 

Prepared by / Checked by I Checked by (AQA) / Approved by: Quality Assurance/Authorized 
noarOTOOJlCHO: nposepe1m: Rama Kant nponepeHo (AOK): Ajay person / O,D,o6peHo: O6ecne'-IeHHe 

Yogesh v 

~ 
Kumar Srivastva Ka'leCTBalOTBeTcTBeuHoe n111.1,o: 

ry-. @_ 

Date/ Date/ Date / IDate / 1(~1,- ~tl 
.JJ:aTa: 13.03.2026 )laTa: 13.03.2026 )lam: 13.03.2026 .[la-ra: 

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 
CEPTM<l>MKA T AHAJIM3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Kho\, Nalagarh Read, Baddi, 

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

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

Product: Cetrine film coated tablets, 10 mg 
Ilpo,ll.yKT: U:eTpHH® Ta6neTKH, noKpb!Tbie nneHOlJHOH o60JJO'IKOH, 10 Mr 

Market / P1,rnoK : Russia/ Poccm1 

Batch No./ 
V2600523 

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

: PaJMep cepHH : 
25,00,000 Ta6 

Analytical Report No./ 
: 890001870697 

Date of Analysis / 
: 13.03.2026 

AnaJIHTH'fec1mu OT'feT .N'2 )].aTa anaJIHJa 
Date of Manufacture / 

02/2026 
Date of Expiry/ 

01/2029 
)].aTa npOHJBO,ll.CTBa 

: 
ro.n.en ,ll.0 

: 

Mfg. License No./ 
MA number:/ 

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

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

JIHl.leHJHH .N'2 

Analysis performed according ND:/ Auamn npose.n.en no H)].: JIU-.N'Q(00S456)-(Pr-RU)-150524 
Labelini? and artworks approved:/ MapKnposKa u MaKeT1,1 yTBep,K,Uen1,1: 12.11.2024 

s Impurities / IlpHMecu 
Impurity A I 
Tip11MeCb A 
Impurity B / 
Tip11Mec1, B 

Impurity C / 
Tip11Mec1, C 

Impurity D / 
I1p11Mec1, D 

Impurity E / 
Tip11Mec1, E 
= 

Impurity F / 
Tip11Mec1, F 

Any individual unidentified 
impurity I J1106all e.nHHH'IHall 
He11,a.eHT11cp11u.11posaHHal! np11Mec1, 

Below LOD (LOD =0.005 %) / Hm1<e 
npe.!\ena o6Hapy)KeHHll (TIO= 0,005 %) iNot more than 0.2 % I He 6onee 0,2 % 

0.04% !Not more than 0.2 % / He 6onee 0,2 % 

Below LOD (LOD = 0.006 %) / HH)Ke !Not more than 0.2 % I He 6onee 0,2 % 
npe.nena o6Hapy)KeHHll (TIO= 0,006 %) 

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

npe.n.ena KOJJH'!eCTBeHttoro onpeJJ.eJJett1--uilNot more than 0.2 % I He 6onee 0,2 % 
(llKO = 0,003 %) 

Below LOQ (LOQ = 0.023 %) / HH)Ke 
npe.n.ena KOJJH'!eCTBeHttoro onpe.n.enettHll 

(llKO = 0,023 %) 

0.04% 

0.05% 

iNot more than 0.2 % I He 6onee 0,2 % 

INot more than 0.2 % I 
He 6onee 0,2 % 

!Not more than 2.0% I 
Re 6onee 2,0% 

Remarks : The Product confirms to ND/ Conclu ion : APPROVED / 
Ilpm1e<1:m11e: Ilpo.nyKT cooTBeTcTByeT Tpe6osat111l!M H.U 3aKmoqenue: O)].O6PEHO 

1:========:;;:::::=======:::::;-;============: 
Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized 
TI0.nroroane1-t01 TTpoeepeHo: Rama Kant TTpm1epeH0 (AOK): Ajay person/ O.a.o6peHo: O6ecne1IeH11e 

Yogosh y w Kumru- ~va Kasocraa/OTBe,"CTBeHHOe nauo, 

D ate / 
llaTa: 13.03.2026 

IIDate I 
llllarn : 13.03.2026 

IDate / 
)],an: 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 



••• Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTM <l>IIKAT 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 
W\'v'W.drreddys.com 

Product: Cetrine film coated tablets, IO mg 
TipOJlYICT: Ll,e'T])HH® Ta6JJeTKH, noKpb!TbJe nJJeHO'-lHOH o6oJJ01.JKOH, 10 Mr 

Market/ PhIHOK : Russia / Poccm1 

Batch No./ 
V2600523 

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

: 
Pa3Mep cepHH 

: 
25,00,000 rn6 

Analytical Report No./ 
: 890001870697 

Date of Analysis/ 
: 13.03.2026 

AH3JIHTHlfeCKHH OTLleT .N"2 ,[(aTa aHaJJu3a 

Date of Manufacture/ 
02/2026 

Date of Expiry/ 
01/2029 

,[(aTa IlPOH3B0JlCTBa 
: 

ro.ueH JlO 
: 

Mfg. License No./ 
MA number:/ 

IlpOH3B0JlCTBeHHaH : MNB/05/263 
HoMep PY 

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

JIH~eHJHSI .N°! 

Analysis performed according ND:/ AHaJJH3 npose.ueH no H,[(: JIIT-.N"2(005456)-(Pr-RU)-150524 
Labelina and artworks aooroved : / MapKHPOBKa H MaKeThI yTseplKJl,eHhl: 12.11.2024 

Total impurities/ 0.1 % 
CyMMa np11Mecei1 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
np11Me4a1111e: llpo.nyKT cooTBeTcTByeT Tpe6oeamrnM H.U 3aKJJtolfeHue: O,[(OliPEHO 

.Prepared by / 
no11roTosneHo: 

I 

Yogesh t ? 

Date/ 
JJ_a-ra: 13.03.2026 

Checked by / Checked by (AQA) / 
TipoeepeHo: Rama Kant DposepeHo (AOK): Ajay 

Kumar Srivastva 

Date / 
,ll.a-ra: 13.03.2026 

'

Date I 
JJ.a-ra: 13.03.2026 

Approved by: Quality Assurance/Autho1ized 
person / O1106peHo: O6ecne4eH11e 
Ka1.feCTBa/OTBeTCTBeHHOe n11uo: 

IDatc/ 
,ll.a-ra: 

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.dr;eddys.com 



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

Di$tt. Sulan, H.P., 173 205, !NOIA 

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

CERTIFICATE OF ANALYSIS 
CEPTll <l>llKAT AHAJill3A 

Product: Cetrine film coated tablets, 10 mg 
ITpo.u_yKT: UeTpHH@ Ta611eTKH, n0KDbITbie n11eH04HOH 06ono•1 Koi1, 10 Mr 

Market/ PbIHOK : Russia/ Pocc1rn 

Batch No./ V2600523 
Batch Quantity/ 

: 
25,00,000 tab I 

Cepun x~ : Pa3Mep ccpun 25 ,00,000 Ta6 

Analytical Report No. / 
: 890001870697 

Date of Analysis / 
: 13.03.2026 

AHaJIHTH'IeCKHH OT'IeT .N'~ Aina auaJIH3a 
Date of Manufacture/ 

02/2026 
Date of Expiry / 

01/2029 : : 
)lan n P0113B0JlCTBa ro]leH JlO 

Mfg. License No./ 
flpOH3B0JlCTBeHHaH : MNB/05/263 

MA number:/ 
HoMep PY 

: JITI-J'fo(005456)-(Pf-RU) 

JIHU,eH3HSI .N'~ 
Analysis performed according ND:/ AnaJIH3 npose)leH no HA: JIIl-N~(005456)-(Pr-RU)-150524 
Labelinl! and artworks aooroved: / MapKI-IDOBKa u MaKeTbI vTseoiK'D,eHbt: 12.11.2024 

_N'g Test/ IloKaJaTeJib Result/ PeJyJibTaTbI Specification/ HopMa 
6 !Water content/ 

2.9% 
Not more than 8.0% I 

CoJlep:lKanue BOJlbI He 6011ee 8,0 % 

7 Microbiological purity* / 
MuKp06HOJIOrH'IeCKaH 
'IHCTOT3* 
a) Total aerobic microbial count/ NA Not more than 1000 CFU/g / 
O6111ee '-IHCIIO a3po6HblX He 6011ee 1000 KOE/r 
M11KpoopraHH3MOB 

NA 
b) Total combined yeasts and Not more than 100 CFU/g / 
mould count / O6111ee 4Hcno He 6onee 100 KOE/r 
l,llpm,oKeBblX 11 nnecHeBblX rpH60B NA 

c) E.coli Shall be absent in 1 e: / 0TcyTCTBl1e B 1 r 

8 A say / Konu'IeCTseuuoe !Not less than 9.0 mg and not more than 

onpeJleJienue 11.0 mg C21H2sCIN2Oy2HCI (cetirizine 

10.23 mg / 10,23 Mr 
kl ihydrochloride) in tablet (between 90,0 % 

102.3 % 
and 110,0 % oflabel claim)./ OT 9,0 Mr ,no 
11,0 Mr C21H2sCIN2Or2HCI (uernp11311Ha 
i;.1_1,irM.11pOXJlOp11.11) e Ta6JieTKe ( OT 90,0 % )lO 
110 0 % OT HOMl1HaJibHOro CO)lep)KaHl1ll). 

Remarks : The Product confirms to ND/ Conclusion: APPROVED/ 
n J)lll\te•.au ue: TipoJlyKT coorne,·cTByeT Tpe6oeam-1 iiM HA 3aKJHO'lenue: O,ll.OEPEHO 

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

Tiot1,roi oa11e1-1: ITpoeepeuo: Rama K ant Opoeepeno (AOK): Ajay person / O.uo6peno: O6ecneLieHtte 

Yog~h:;; ~ 
K umar Srivastva KaLieCTBalOTBeTCTBeHHOe JIHUO: 

~ ctf!_ 
Date/ Dat I Date/ 

'

'Date/ f(r01r2-61,/ 
.[laTa: 13.03 .2026 Aa-ra: 13.03 .2026 )laTa: 13.03 .2026 A 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 
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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 
Ilpoi.yKT: IJ,e-rp1rn® rn6neTKH, noKpbITbie nneH04HOH o6ono4KOH, 10 Mr 

Market/ PblHOK : Russia / Poccm1 

Batch No./ 
V2600523 

Batch Quantity/ 25,00,000 tab I 
Cepm1 .N"2 

: 
PaJMep cepuu 

: 
25,00,000 Ta6 

Analytical Report No./ 
: 890001870697 

Date of Analysis/ 
: 13.03.2026 

AuaJIHTH'leCKHH OT'teT .N"2 )I.aTa auanuJa 

Date of Manufacture/ 
02/2026 

Date of Expiry/ 
01/2029 

)I.aTa npoHJBOACTBa 
: 

foi.eu i.o 
: 

Mfg. License No./ 
MA number:/ 

IlpoHJBOACTBeHHaSI : MNB/05/263 
HoMep PY 

: J1TT-.N~(005456)-(Pf-RU) 

JIHUeHJHSI .N"2 
Analysis performed according ND:/ AuaJIHJ npoBeAeH no H)I.: JIIl-.N"2(005456)-(Pf-RU)-150524 
Labeling and artworks aooroved: / MapKupoBKa u MaKeTbl YTBep:iK,11,eubI: 12.11.2024 

.N"! Test/ IloKaJaTeJib 

9 Subdivision of tablets / 
eJieHHe Ta6JieTOK 

Result I PeJyJibTaTbl Specification / HopMa 

he tablet comply with the le l, if not more 
than l individual mas is outside the limits of 
85 % to 115 % of the average mass. The 
tablet fail to comply with the le t, if more 
than I individual ma i out ide these limit 

r if 1 individual ma s i ou1 ide the limit of 
5 % to 125 % of the average ma . / 

Complies / CooTBeTcTByeT 

Remarks : The Product confinns to ND/ 
IlpttMe4auue: TTpo.uyKT cooTBeTcTByeT Tpe6osan1-tllM HJJ: 

Prepared by / Checked by / Checked by (AQA) / 

noArOTOr:JleH: nposepeno: Rama Kant npoaepeuo (AOK): Ajay 

Yo gosh/ c"r] 
~ 

Kumar rivastva 

Date/ Date/ 

I
IDate / 

,[(ara: 13.03.2026 ,llarn: 13.03.2026 )lam: 13.03.2026 

a6neTKl1 COOTBeTCTBYK>T Tpe6onaHl-tJIM ecn11 
He 6onee I eAHHH"IHall Macca OTKflOHlle:I'Cll 33 

npeAenbl 85%-115% OT cpem1el1 M3CCbl. 
a6rreTJ<H He COOTBeTCTBYJOT -rpe6oeaH1-tllM 

ecms 6onee 'leM 1 ~1HJIHBHeyam,Hall Macca 
OTKJIOHlleTCll OT 3THX npeAeJIOB HnH, ecnH 1 
HH)].HBH.llY3JfbH8ll Macca OTKnOHSleTCll 38 

n e.D,eJibl 75%-125% OTC e,llHeif M3CCbl, 

Conclusion : APPROVED I 
3aKJIIO'ICHHe: O)1.OliPEHO 

Approved by: Quality Assurance/ Authorized 
per on / 0Jio6peuo: 06ecne4eH11e 
Ka LJ ecTaa/OTeeTcTeen Hoe n11 l..lO: 

ff! 
!Date/ 
)lara: 

7 5' r-tJ?.r- U/).t 

I 

I 
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•·· Dr. Raddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTII <l>IIKAT AHAJIII3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Kho!, Nalagarh Road, Baddi , 

Di~tt. Solan, H.P., 173 205, INDIA 

Tel: +9198166 56001-02 

www.drreddys.com 

Product: Cetrine film coated tablets, 10 mg 
ITpo.11.yKT: UeTp11tt® rn6JJeTKH, n0Kpb1Tb1e nJJeH04HOH 06011o<JKOH, 10 Mr 

Market/ PbIHOK : Russia I Pocc,rn 

Batch No./ 
V2600523 

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

: 
PaJMep cepuu 

: 
25,00,000 Ta6 

Analytical Report No./ 
: 890001870697 

Date of Analysis/ 
: 13.03.2026 

AHaJJHTH'leCKUH OT'leT .N'! ,ll,aTa ananuJa 

Date of Manufacture / 
02/2026 

Date of Expiry I 
01/2029 

,ll,aTa np0HJB0.11.CTBa 
: 

ro.11.en .11.0 
: 

Mfg. License No./ 
MA number:/ 

fi pOHJB0.11.CTBeHHaH : MNB/05/263 
HoMep PY 

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

JlUQeHJHH .N'! 

Analysis performed according ND:/ AnanuJ npoBe.11.en no H,ll,: JIIT-.N'2(005456)-(Pr-RU)-150524 
Labelin2 and artworks approved:/ MapKHPOBKa u MaKeTbI YTBep,KJ:i:eHbI: 12.11.2024 

.N'! Test/ IloKaJaTeJJb Result/ PeJyJJbTaTbI 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. / no 10 rn6nernK B a carton./ 
TTBX/II,[{BX//amoM11H11eeoM 61111cTepe. flo 10 Ta6JieTOK B 
flo 3 6m,cTepa BMecTe c JIHCTKOM- flBX/ll.D,BX//an10MHHHeBoM 6JJHCTepe. llo 2 
BKJJa,UbIWeM ynaKOBaHbl B na4KY J,fJ]J,f 3 6JJHCTepa BMeCTe c JIHCTKOM-
KapTOHHY!Q. BKJJa,UbIWeM ynaKOBaHbl 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./ llpoao,n,ncl! npoHJB0.11.HTeJJeM np11 BhmycKe nepHo.11.114ecK11: .UJJll Ka)K.11.ow 20-ow 
cep1111 HJIH He Mettee 1 pa:rn B ro,u. I1oKa3aTeJib MO)KeT 6b1Tb He BKJII04eH B Cepn!cpM!<aT attan113a diHPMbl. 

API name/ HauMettoBanue A<l>C: Cetirizine dihydrochloride / Uernp,,mrna ,u11r11,upox11op11.11. 

INN /MHH: Cetirizine I Uernp113HH 

API manufacturer batch number/ BT00-25060 
HoMep cepuu npouJB0.11.HTeJIH A<l>C: 
FP Manufacturer API Batch number/ FETA00078 
HoMep cepuu cv6cTaHQHH DP0HJB0.11.HTeJISI rJI<I>: 
API Manufactured by & country/ Glochem Industries Private Limited, India/ 
ITpoHJBO.UUTeJib A<l>C, cTpatta: fJJoxeM I1H,uacTpHec ITpaiisHT Jl11M11Te,u, l1H.11.Hll 

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

Rema·rks : The Product confirms to ND/ Conc.lusion : APPROVED / 
aKJIIO'leuue: O.11.OBPEHO OpnMe'lauue: llpo,uyKT coorne-rcrnyeT Tpe6osa1111llM HA 

Prepared by I 
flo.11.rOTOBJieHo: 
Y ogesh C lrnn 

Date/ 
.IJ:arn: 13.03.2026 

Checked by I Checked by (AQA) I 
TTpoeepeHo: Rama Kant npoeepeuo {AOK): Ajay 

~ K•ma,Sd"'11v, 

D ate/ Date/ 
)],am: 13.03.2026 ,D.aTa : 13.03.2026 

Approved by: Quality Assurance/Authorized 
per on / O,uo6petto: O6ecne4eHHe 
K3°1eCTea/OTBCTCTBCHHOe JIHI..\O: 

IDate / 
.LlaTa: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: -19140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



••• 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, INDl.l\ 

Tel : +91 98166 56001-02 

wv,w.drreddys.com 

Product: Cetrine film coated tablets, 10 mg 
IIpo,'l,yKT: UeTpHH® m6neTKH, noKpbITbie nneHO'lHOH o6ono'lKOH, 10 Mr 

Market/ PblHOK : Russia/ Poccm1 

Batch No./ 
V2600523 

Batch Quantity/ 25,00,000 tab/ 

CeouH N2 
: 

Pa3Mep cepuu 
: 

25,00,000 m6 

Analytical Report No./ 
: 890001870697 

Date of Analysis/ 
: 13.03.2026 

AuaJIHTH'feCKHH OT'feT N2 ,LI.am auaJiu3a 

Date of Manufacture/ 
02/2026 

Date of Expiry/ 
01/2029 

,ll.aTa DDOH3BO,'J,CTBa 
: 

ro,'J,eH ,'J,0 
: 

Mfg. License No. / 
MA number:/ 

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

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

JiuueuJHH N2 
Analysis performed according ND:/ AuaJIHJ npone,'J,eH no H,LI.: JIII-N2(005456)-(Pr-RU)-150524 
I Labeling and artworks aooroved: / Mapicnposica H MaKeTbl VTBeo~eubI: 12.11.2024 

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

HauMeHoBauue, a,-pec, JIHQeHJHSI AJIH / TTpo113BO,Acrnettttoe no,Apa3,Aenett11e-6, Bunn. Kxonb, 

IlpOH3BOACTBeHHaSI DJIOW:aAKa / IlJiom:aAKa Hanarapx Poy,A, EaMH, ,[{11cTpHKT Conatt, x.n., 173205, 
KOHTpOJISI Ka'leCTBa / IlJiom;a,-Ka BhmycKa Htt.AH.sI (Jlm1,ett3H.sI N!! 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'feHHe O COOTBCTCTBHH! «HaCTOill.llJIM ii IlO,llTBeplK,'l,aJO, 'lTO npHBe,neHHaa Bbil.lle HHcpopMaU:Hil ilBJJHeTCil AOCTOBepHOH H 
TO'lHOH. '.:ha cepHa npo,'l,yKL\HH npOH3Be,'J,eHa (BKJJJO'lail ynaKOBKY (MapKHpOBKY) H KOHTpOJib Ka'feCTBa) Ha BbJWeyKa3aHHOH 
npOH3BOACTBeHHOH nnoma.nKe (nJJOII.\a,'l,Kax) B noJJHOM C0OTBeTCTBHH C Tpe6oBaHHi!MH TipaBHJl Ha,nJJelKall\eH npOH3B0,'J,CTBeHHOH 
npaKTHKH Eapa3HHCKoro 3KOHOMH'-leCKOro COJ03a H Tpe6osaHHilMH KOHTpOnil KaYeCTBa JJeKapCTBeHHblX cpe,ncTB, a TaKlKe B 
COOTBeTCTBHH co cneu:mpHKaU:HilMH, co,neplKall\HMHCil B perncTpal\HOHHOM ,'J,OCbe CTpaHbl-HMnopTepa. 3anHCH no npOH380,llCTBY, 
ynaKOBKe 11 aHaJJH3Y npoaepeHbl, H ycmHOBJieHO HX COOTBeTCTBHe Tpe6oBaHHilM TipaBHJI Ha,nnelKall\eM npOH3B0,llCTBeHHOH 
npaKTHKH Eapa3HHCKoro 3KOHOMH'leCKoro COJ03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IIpnMeYauue: TipoAyKT cooTBeTcTByeT Tpe6oaaHHHM HA 3aKJIIO'feuue: O,LI.OliPEHO 

Prepared by I Checked by I Checked by (AQA) I Approved by: Quality Assurance/Authorized 
non.roTosnetto: 
Yogesh Cl adhan 

I/ 
Date / 
,/lam: 13.03.2026 

npoaepetto: Rama Kant flponepetto (AOK): Ajay person / OAo6petto: O6ecneYeHHe 

~ 
Kumar Srivastva KatJeCTBal OTBeTCTBeHHoe nuu:o: 

~ 
Date/ Date / !Date/ 
LI.aTa: 13.03.2026 ,/lam: 13.03.2026 ,lla-ra: 
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