
•·· Dr.Raddy's~;• 

CERTIFICATE OF ANALYSIS 
CEPTM<l>HKAT AHAJIM3A 

Or. 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 
npoJlYKT: lJ.eTp1rn® Ta6neTKH, 0OICJ)blTbie nneHOlJHOH o6oJIOlJKOH, 10 Mr 

Market/ PbIHOK : Russia I Poccm1 

Batch No./ 
V2600375 

Batch Quantity / 25,00,000 tab I 
: 

Pa1Me p cepuu 
: 

25,00,000 Ta6 Cepm1 .N"2 

Analytical Report No./ 
: 890001866584 

Date of Analysis / 
: 28.02.2026 

AHaJIHTH'leCKHH OT'leT .N"2 .[l:aTa aHanu1a 

Date of Manufacture/ 
02/2026 

Date of Expiry/ 
01/2029 : : 

)]:am npOH3B0.ll,CTBa ro.1.1,eu .1.1,0 

Mfg. License No. / 
MA number:/ 

IlpmnBOJlCTBennaH : MNB/05/263 
HoMep PY 

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

JIHl{eH3HH .N°! 

Analysis performed according ND:/ AuaJIH3 npoBe.1.1,eu no H,LJ:: JIIl-.N"2(005456)-(Pr-RU)-150524 
Labclin~ and artworks approved:/ MapKIIPOBKa H MaKCTbl vrnep"lK,I.J,eHht: 12.11.2024 

.N"2 Test/ IloKa1aTeJ1b Result I Pe1yJ1bTaTbt Specification/ HopMa 

1 Description/ Onncauue White coloured, round, biconvex film White or off white coloured, round, biconvex 
coated tablet with a breakline on one film coated tablet with a breakline on one 
side. White core on cross section. / side. White to off-white core on cross section. 
KpyrJibie .11B0llK0BbTnYKJible Ta6neTKH, I Kpyrnb1e .11B0llK0BbmyKJib[e Ta6JieTKH, 
noKpblTbie nneHO'lHOH o6onotJKOH noKpbITbie nneHOlJHOH o6ono'lKOH 6enoro 
6enoro UBeTa, C pHCKOH Ha O.UHOH HJ!H n0'lTH 6enoro useTa, c pHCKOH Ha O.UHOH 
CTOpoHe. Ha nonepetJHOM pa3pe3e - cTopoHe. Ha nonepe'lH0M pa3pe3e ll.11P0 OT 
JI.n:po 6enoro usern. 6enoro .110 nOlJTH 6enoro UBeTa. 

Remarks: The Product confi1m to ND/ Conclusion : APPROVED I 
ITpHMe'laHHe: npo.uyKT C0OTBCTCTBYCT Tpe6oeaHHRM l-1.ll 3aKJ110'leHue: O,LJ:OliPEHO 

Prepared by/ 

Pravesh Rana 
Tio.n:roTosneHo: { 

Date I 
narn:28.02.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized 
Bpo~epeMo: Ramakant npoeepetio (AOK): Amit per on / O.n:o6peHo: O6ecnelJeH11e 

~~ 
Kumar Ka'-leCTea/OTneTCTBCtlHOe JIHU0: 

/ vJ ';_ 
1_\)r-ll r_. \J~l /<l ?__ 

,--tVJj 
Date / Date/ !Date/ 3- &·~ V ),.-,J.JfL(::, 
.Uarn: 28.02.2026 lla-ra: 28.02.2026 )lam: 

Registered Office: 8-2-337, Road No. 3, BanJara Hi,!s, Hyderabdd - 500034, Telangana, india 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mai!@drreddys.com 

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

CERTIFICATE OF ANALYSIS 
CEPTII <l> IIKA T AHAJIII3A 

Dr. Reddy's Laooratories 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)lyKT: UeTp1rn® rn6neTKH, noKphIThJe nneH04HOH o6ono4KOH, 10 Mr 

Market/ PhIHOK : Russia/ Poccm1 

Batch No./ 
V2600375 

Batch Quantity / 25,00,000 tab/ 
: 

PaJMep cepHH 
: 

25,00,000 rn6 CepHH .N'2 

Analytical Report No./ 
: 890001866584 

Date of Analysis / 
: 28.02.2026 

AHaJJHTHt:tectcHH OTt:teT .N'2 ,llaTa aHaJJHJa 

Date of Manufacture/ 
02/2026 

Date of Expiry/ 
01/2029 : : 

,llaTa fiP0H3B0)lCTBa rot1.eH )lO 

Mfg. License No./ 
MA number:/ 

IIpoHJBOll,CTBeHHaH : MNB/05/263 
HoMep PY 

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

JJHQeHJHH .N'2 
Analysis performed according ND:/ AHaJJHJ npoBet1.eH no H,ll: JIII-.N'2(005456)-(Pr-RU)-150524 
Labcline itnd artworks approved:/ MapKHPOBKa H MaKeTbI yrnep,Kll,eHbl: 12.11.2024 

.N'2 Test/ IIotcaJaTeJJb Result/ PeJyJJbTaTbI Specification/ HopMa 

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

Ht1.eHTH4JHtcaQHH 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 in the chromatogram of Cetirizin}hromatogram of Cetirizine Hydrochloride 
Hydrochloride reference standar reference standard solution (section "Assay"). 1 

solution. I BpeMll y,uep)K11BaHHJ1 octtoBHoro n11Ka Ha 
BpeMH y,uep)KHBaHHH OCHOBHOro n11Ka H poMaTorpaMMe HCnhITyeMoro pacTBopa 
xpoMaTorpaMMe HCnhITyeMoro paCTBOPul-'OJl)KHO COOTBeTCTBOBaTb BpeMeHH 
COOTBeTCTByeT BpeMeHH y,uep)KHBaHHJI y ,uep)KHBaHHH OCHOBHoro n11Ka Ha 
OCHOBHOro n11Ka Ha xpoMaTorpaMMe xpoMaTorpaMMe CTaH,UapTHOro pacTBopa 
CTaH,UapTHOf0 pacTBopa UeTHpH3HHa uen1p11111Ha rw,upoxnopw,ua (pa1,ueJ1 
rn,upoxnopw,ua. «KOJJH4eCTBeHHOe onpe,ueJJeHHe»). 

Remarks : The Product confirms to ND/ 

II
Conclusion : APPROVED / 

IIp1tMC'laH1Ie: TTpo.nyKT COOTBeTcTByeT Tpe6oBaHI-IJIM H,ll 3a1rn1o'!enue: O)lOliPEHO 

Prepared by I 
ITo,uroTOBJJCHO: 

( Pravesh Rana 

Date/ 
Ll,arn:28.02.2026 

Checked by/ Checked by (AQA) I Approved by: Quality Assurance/Authorized 
ITposepeHo: Ramakant ITposepeHo (AOK): Amit per on / O,uo6peHo: O6ecne4eH11e 

t\~ 
Kumar Ka'feCTBa/OTBeTCTBeHHOe JlHU,O: 

j\~ 
,j U1..JI l r:v ll'-1 1':.\1L 

_ __(_Y-'] 

Date/ Date / ID_ate / ).__,\'-0 ).,~ )_ClL( 

)J.aTa: 28.02.2026 .[{aTa: 28.02.2026 .llara: 

Registered Office: 8-2-337, Road No. 3, Banjara Hi:!s, Hyderabdd - 500034, Telangana, India 
Tel: +91 40 4-900 2900, Fax: +91 40 4900 2999, Email: rnai!@dr1·2ddys.com 

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

CERTIFICATE OF ANALYSIS 
CEPTII <I> IIKA T 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./lyKT: Uerp1rn® rn6JieTKH, noKPhITbie nneHOlJHOH o6ono'IKOH, 10 Mr 

Market/ PhIHOK : Russi a / Poccm1 

Batch No./ 
V2600375 

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

: 
PaJMep cepnn 

: 
25,00,000 Ta6 

Analytical Report No./ 
: 890001866584 

Date of Analysis/ 
: 28.02.2026 

AHaJJHTH'feCKHH OT'feT .N'2 )],aTa aHaJIHJa 

Date of Manufacture/ 
02/2026 

Date of Expiry / 
01/2029 

)],aTa npOHJBO,UCTBa 
: 

ro,neH )lO 
: 

Mfg. License No. / 
MA number:/ 

fipOH3B0,UCTBeHHaH : MNB/05/263 
HoMep PY 

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

JIHU.eHJHH .N'2 
Analysis performed according ND:/ AuaJJHJ npose,ueu no H,ll.: JIII-.N'2(005456)-(Pr-RU)-150524 
Labelinl! and artworks approved:/ MapKIIPOBKa "MaKeTbt yrnep~eHbt: 12.11.2024 

.N'2 Test I IloKaJaTeJJh Result/ PeJyJJhTaTbt Specification/ HopMa 

IUV- spectrophotometry/ Complies / CoorneTcrnyeT The UV-spectrum of the test solution and th{ 
IY<t>- cneKTpocpoToMeTpHll 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. f Y <l>-cneKTpbl nOrJIOl..l.\eHIDI. 11Cnb1TyeMoro 
paCTBOpa H CTaH,uapTHOro pacrnopa 
u,en1p113HHa rn,upoxnoptt,ua B o6nacTH OT 200 
,no 400 HM ,UOJI)l(Hbl HMeTb MaKCHMYMbl 
norJIOl..l.\eHJ1ll np11 0,UHOH 11 TOH )Ke )lJIHHe 
BOJIHbl c )lonycTHMblM OTKJIOHeHHeM ± 2 HM. 

3 Dissolution/ PaCTsopettue rNot less than 80% (Q) of the labeled amount 
of C21H2sCIN2O3· 2HCI ( cetirizine 

99 %; 97 %; 94 %; 96 %; 96 %; 93 %. 
dihydrochloride) after 30 min./ He MeHee 
80 % (Q) OT HOMHHaJibHOro co,uep)KaHHll 
C21 H2sCIN2O3' 2HCI (u,er11p11J11Ha 
1J.Hrn,upoxnop11,u) '!epeJ 30 MHH. 

4 Uniformity of dosage units I Acceptance value (AV) should be not more 
O,uuopo,UHOCTb ,1l03Hp0B3HHblX 3.5 than 15.0 I IToKa3aTenh np11eMneMocrn (AV) 
e,UHHHQ IJ.OJI)KeH 6bJTb He 6onee 15,0. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'fauue: ITpo,uyKT coorneTcTayeT Tpe6osaHHllM H)], 3aKJJIO'feHue: O,ll.OliPEHO 

Prepared by I Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized 
ITo,uroTosneHo: { Dpo0epe1-10: Ramakant ITpoeepeHo (AOK): Amit person / O,uo6petto: O6ecne'-leHHe 
Pravesh Rana 

~ 
Kumar K8'-leCTBalOTeeTCTBeHHOe JIHU,O: 

J\ 

Sv/-Jt L /Ll/ "'1 All_ 
- - _.( .. \ ) 

Date/ Date / Dale/ IDate/ J &-1.12- rµ• 2-,l 
)].aTa:28 .02 .2026 )].am: 28.02.2026 ,lla1'a: 28.02.2026 )],aTa: 

Registered Office: 8-2.-337, Road No. 3, Banjara Hii!s, Hyderabad - 500034, Tel~ngana, India 
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drr2ddys.r.om 

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. Kho!, Nalagarh Road, Badd i, 
Distt. Solan, H.P., 173 205, INDIA 
Tel : +91 98166 56001-02 
www.drreddys.com 

Product: Cetrine film coated tablets, 10 mg 
Ilpo,uyirr: UeTp1rn® rn6JJeTKl1, noKpbITbie nneH04HOtt o6oJJ04KOH, 10 Mr 

Market/ PhlHOK : Russia I Poccm1 

Batch No./ 
V2600375 

Batch Quantity / 25,00,000 tab / 
: 

Pa3Mep cepuu 
: 25,00,000 Ta6 CepuH N2 

Analytical Report No. / 
: 890001866584 

Date of Analysis / 
: 28.02.2026 

AnaJJttTtt'lecKuii OT'leT N2 )(aTa auaJJtt3a 

Date of Manufacture/ 
02/2026 

Date of Expiry/ 
01/2029 

)(aTa npOU3B0llCTBa 
: ro,ueu llO 

: 

Mfg. License No./ 
MA number:/ 

IlpottJBOllCTBeHHaH : MNB/05/263 
HoMep PY 

: JU1-N2(005456)-(Pf'-RU) 
JJuu.en3ttH N2 
Analysis performed according ND: I AnaJJtt3 npose,ueu no H,n:: JIU-N2(005456)-(Pr-RU)-150524 
Labeling and artworks approved: / MapKuposKa u MaKeThl VTBe p~enhl: 12.11.2024 

5 Impurities / IlpuMecu 
Impurity A/ 
Ilp11Mec1, A 
Impurity B / 
IlpHMecb B 
Impurity C / 
Ilp11Mec1, C 
Impurity D / 
Ilp11Mech D 
Impurity E / 
Ilp11Mec1, E 
Impurity F / 
IlpwMec1, F 

Any individual unidentified 

Below LOD (LOD =0.005 %) / Htt)Ke 
npe,L\eJJa o6Hapy)KeHHll (ITO= 0,005 %) Not more than 0.2 % / He 6oJJee 0,2 % 

0.04% 
Not detected/ He o6Hapy)KeHa INot more than 0.2 % / ue 6oJJee 0,2 % 

Below LOQ (LOQ = 0.003 %) I Htt)Ke INot more than 0.2 % / He 6oJJee 0,2 % 
npe,L\eJJa K0J111YeCTBeHHoro onpe11enemu1 

(ITKO = 0,003 %) IN'ot more than 0.2 % / He 6onee 0,2 % 

Below LOQ (LOQ = 0.023 %) / HH)Ke INot more than 0.2 % / He 6oJJee 0,2 % 
npe,L\eJJa KOJIH4eCTBeHHOfO onpe.ueneHH.ll 

(ITKO = 0,023 %) 

Below LOD (LOD = 0.Ql5 %) / Hw)Ke 
npe.ueJJa 06uapy)KeH1111 (ITO= 0,015 %) !Not more than 0.2 % / He 6oJJee 0,2 % 

impurity/ JI106a11 e.nHHH4Hall Below LOQ {LOQ = 0.05 %) I HH)Ke 
HeHJJ.eHTttcpwuwposaHHall npwMec1, npeJJ.eJJa KOJJHYecrnettttoro onpe,ll.eJ1eHm1!Not more than 0.2 % / 

(TIKO = 0,05 %) ue 6oJJee 0,2 % 

Total impurities / 
CyMMa np11Mecefi: 

Renrnrk : The Product confirms to ND/ 

0.0436 % 

np11Me'laune: ITpo.LlyKT cooTBeTcTByeT TJ)e6oeaHttllM H.U 

Prepared by I 
Tio.urOTOBJJeHo:{ 
Pravesh Rana 

Date/ 
,[{aTa:28.02.2026 

Checked by I Checked by (AQA) I 
OposepeHo: Ramakant IlposepeHo (AOK): Amit 

Kumar 

Dale/ Date/ 
,[laTa: 28 .02.2026 )laTa: 28.02.2026 

INot more than 2.0% I 
He 6onee 2,0% 

IIConclusion: APPROVED/ 
ljJaxmo<Ieu11e: O/.(OEPEHO 

Approved by: Quality Assurance/Authorized 
person / OJJ.o6peno: O6ecne4em1e 
KaYecrna/OrneTCTBeHHOe JIHUO: 

IDate/ 
,[{a-ra : 

(LJr-' ( L (:L,'1.A./( Fl'(:__ .~ ..cv-1 

Registered Office: 8-2-337, Road No. 3, Banjara Hi:!s, Hyderabdd - 500034, Telangana, iridi~ 
Tel: +91 40 L!-900 2900, Fax: +91 40 4900 2999, Email : mai!@dm~ddys.r.om 

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 
CEPTII <l>IIKAT AHAJIII3A 

Product: Cetrine film coated tablets, IO mg 
Ilpo.uyKT: U:eTp1rn® Ta6neTK11, n0Kpb1Tb1e nneHO'lHOH o6ono'lKOtt, IO Mr 

Market/ PblHOK : Russia/ Poccm, 

Batch No./ 
V2600375 

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

: 
Pa1Mep cepuu 

: 
25,00,000 rn6 

Analytical Report No. / 
: 890001866584 

Date of Analysis/ 
: 28.02.2026 

AHaJJHTH'leCKHH OT'leT N2 )];aTa aHaJ1u1a 
Date of Manufacture/ 

02/2026 
Date of Expiry / 

01/2029 
)];aTa npOH3B0,llCTBa 

: 
ro.ueu .uo 

: 

Mfg. License No./ 
MA number:/ 

IlpOH3B0,llCTBeHHaH : MNB/05/263 
HoMep PY 

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

J1tt~eu1ttH N2 
Analysis performed according ND:/ AuaJJH3 npoBe.ueu no H)];: JIII-N2(005456)-(Pr-RU)-150524 
Labeling and artworks approved:/ MapicupoBKa u MaKeTbI yrnepm.ueub1: 12.11.2024 

N2 Test I Iloica1aTeJ1b Result/ Pe1yJ1hTaTbI Specification/ HopMa 
6 Water content/ 

3.9 % 
Not more than 8.0% I 

Co.uep:iKauue BO.Uhl He 6onee 8,0 % 

7 Microbiological purity* I 
Muicpo6uoJJoruqecicaH 
'IHCTOTa* 
a) Total aerobic microbial count I NA Not more than 1000 CFU/g / 
O6ll\ee 'll1CJJO a3po6HblX He 6onee 1000 KOE/r 
MHKpoopraHl13MOB 

NA 
b) Total combined yeasts and Not more than 100 CFU/g / 
mould count/ O6ll\ee 'lHCJJo He 6onee 100 KOE/r 
l,llpm1OKeBblX 11 rrnecHeBbIX rp1160B NA 

c) E.coli Shall be absent in I g / OTcyTcrn11e B 1 r 
8 Assay/ KoJJH'leCTBeuuoe Not less than 9.0 mg and not more than 

onpe.ueJJeuue 11.0 mg C21H2sClN2Or2HCl (cetirizine 

9.91 mg /9,91 Mr 
dihydrochloride) in tablet (between 90,0 % 

99.1 % 
iand 110,0 % of label claim)./ OT 9,0 Mr ,no 
I 1,0 Mr C21H2sCIN2Or2HCl (u:eT11p11311Ha 
~ 11r11.llpOXJJOp11.ll) B Ta6JJeTKe ( OT 90,0 % .llO 
110,0 % OT HOMHHaJJbH0ro co.uep)l(aHml). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
Ilp11Me•ra11ne: Tipo,!1.yKT coOTBeT0TByeT Tpe6osaHH.AM H.U 3aKJJJOqeuue: OJJ.OliPEHO 

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

Tio.u,rOTOBJJeHO:{ TTpoeepe~m: Ramakant Opoeepet-lO (AOK): Amit person / O,no6peHo: O6ecne'leHHe 
Prave b Rana 

~ 
Kumar Ka'lecrna/OrneTCTBeHHOe JIHU:0: 

f\ ,-/ --
.Qlf!°'i t l ~vy-1A€_ 

.-d.v-1 
Date / Date I Date / 1 

IDate / df/41~.J-CZ-6 
)laTa:28.02.2026 ll.arn: 28.02.2026 JlaTa: 28.02.2026 :,D.aTa: 

Registered Office: 8-2-337, Road No. 3, Banjara Hi:!s, Hyderabad - 500034, Telangana, india 
Tel: +91 40 4-900 2900, Fax: +9140 4900 2999, Email: mai!@drr2ddys.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, !NOIA 

Tel: +9198166 56001-02 

www.drreddys.com 

Product: Cetrine film coated tablets, 10 mg 
npoJlvi,.-r: Ue-rp1rn® Ta6neTKH nOKPblTb1e nneH04HOH 060110<1Koi1 , 10 Mr 

Market/ P1,rnoK : Russia/ Poccm1 

Batch No./ 
V2600375 

Batch Quantity / 25,00,000 tab/ 

Cepm1 ,Ng 
: PaJMcp cep1111 

: 
25,00,000 Ta6 

Analytical Report No. / 
: 890001866584 

Date of Analysis/ 
: 28.02.2026 

AnaJJHTH'leCKHH OT'leT ,Ng ,LJ:aTa auaJJHJa 
Date of Manufacture/ 

02/2026 
Date of Expiry / 

01/2029 : : 
)l:na rrp0IIJB0JlCTB3 ro}leH }lO 

Mfg. License No./ MA number:/ 
IlpOHJBO}lCTBeHHaH : MNB/05/263 

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

JIHl(CHJHH ,Ng 

Analysis performed according ND:/ AnaJJHJ npoBe}leH no H)l: JITI-.N2(005456)-(Pr-RU)-150524 
Labelinl?. and artworks aooroved: / Map1rnpoBKa "MaKeTLI yruepnW.en1,1: 12.11.2024 

.N2 Test/ IloKaJaTeJJL Result/ Pe1yn1,TaTLI Specification/ HopMa 
9 Subdivision of tablets / Complies I CooTBeTCTByeT rI'he tablets comply with the test, if not more 

)],eneuue Ta6JJeTOK ~han 1 individual mass is outside the limits of 
85 % to 115 % of the average mass. The 
~ablets fail to comply with the test, if more 
•han 1 individual mass is outside these limits 
or, if 1 individual mass is outside the limits of 
75 % to 125 % of the average mass. I 
Ta6JieTKl1 COOTBeTcTByioT Tpe60B3Hl1llM, eCJIH 
He 6onee 1 e}ll1Hl14H3ll Macca OTKJIOH»eTCll 3a 
npe.L(eJibl 85%-115% OT cpe,L\HeH MaCCbl. 
Ta6JJeTKl1 He COOTBeTCTBYJOT Tpe6oBaHl1llM, 
ecn11 6onee "!eM 1 HH.L\HBHJlyan1,ttall Macca 
OTKJJOHlleTCll OT 3Tl1X npe)leJIOB 11Jll1, eCJJH 1 
HH,L\11BH)lyaJJbHall Macca OTKJIOHlleTCll 33 
npe.L(eJJbl 75%-125% OT cpe.L(HeH MaCCbl. 

Remarks: The Product confirms to ND/ Conclusion : APPROVED/ 
IlpnMe'lanue: ITponyKT cooTBeTCTByeT Tpe6oeaHHllM H,U 3aKJJIO'lenue: O)lOliPEHO 

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

I1o)lrOTOBJJeHo: f Opoeepe,w: Ramakant TTpoeepeHo (AOK): Amit person / Ono6peHo: 06ecne4eH11e 
Pravesh Rana 

~ 
Kumar Ka4eCTBal0TBeTCTBeHHOe JIHUO: 

(/ 
~ _A--

J0l---lll r~A~ 
_{_ 1 

Date/ Date I Date / IDate / )-~ '1ll - yd)..--(, 
,[{arn:28.02.2026 JJ;aTa: 28.02.2026 JJ;aTa: 28.02.2026 :,UaTa: 

Registered Office: 8-2-337, Road No. 3, Banjara Hi,1s, Hyderabdd - 500034, Telangana, india 
Tel : +9140 4900 2900, Fax: +9140 4900 2999, Email: mai!@drrzddys.r.om 

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

CERTIFICATE OF ANALYSIS 
CEPTM<l>IIKAT AHAJHI3A 

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

Distt. Solan, H.P., 173 205 1 INDIA 

Tel: +9198166 56001-02 

www.drreddys.c:om 

Product: Cetrine film coated tablets, 10 mg 
Il po.llyKT: UeTpttH® Ta6neTKH, noKpbITbie nneH04HOH o6ono4KOH, 10 Mr 

Market / PbIHOK : Russia/ Poccm1 

Batch No./ 
V2600375 

Batch Quantity / 25,00,000 tab / 
Cep11si _N'g 

: 
PaJMep cepuu 

: 
25,00,000 m6 

Analytical Report No./ 
: 890001866584 

Date of Analysis/ 
: 28.02.2026 

AnaJJUTU'leCKUH OT'leT _N'g .[(am anaJJuJa 

Date of Manufacture / 
02/2026 

Date of Expiry/ 
01/2029 

)laTa npOH3B0,llCTBa 
: 

ro,lleH ,llO 
: 

Mfg. License No./ 
MA number:/ 

IlpOH3B0,llCTBeHHaSI : MNB/05/263 
HoMep PY 

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

JIHUeHJHSI _N'g 
Analysis performed according ND:/ AnaJJHJ npoBe,lleH no H.[(: JIIl-.N'g(005456)-(Pr-RU)-150524 
Labeling and artworks approved:/ MapKupoBKa u MaKeTbI yTBep,K,lleHbI: 12.11.2024 

_N'g 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. I no 10 m6neTOK B a carton. I 
ITBX/Il,[{BX//an10MttHweeoM 6nwcTepe. flo IO Ta6JieTOK e 
Tio 3 6JIHCTepa BMeCTe C JIHCTKOM- TIBX/TI,[(BX/ /an10M11H11eBoM 6n11cTepe. Tio 2 
BKJia,[(bIWeM yrraKOBaHbl B rra4KY 11Jil1 3 6JIHCTepa BMecTe C JIHCTKOM-
KapTOHHY!O, BKJia,[(bIWeM ynaKOBaHbl B rra4KY KapTOHHYIO, 

* Performed by the manufacturer at release penod1cally: one m every 20 batches or at least once a year. The parameter may be 
absent from the Company's certificate of analysis. / TipoBOJJ:HTC51 rrpoH3BOJJ:HTeJieM rrpH BbmycKe rrepHOJJ:H4eCKH: .l(JI51 Ka)K.l(OH 20-ow 
cep,rn 11n11 He MeHee 1 pa3a B roJJ:. TioKaJaTeJib MO)KeT 6bITb He BKJII04eH B Cepn1d>11 KaT aHaJIH3a cbHPMbI. 

API name/ HaHMeHOBanue A<l>C: Cetirizine dihydrochloride / Uernpm1rna .l(Hrl1.l(poxnop11,D, 

INN /MHH: Cetirizine I UernpH3HH 
API manufacturer batch number / BT00-25084 
HoMep cepuH rrpoHJBO.llUTeJJsi A<l>C: 
FP Manufacturer API Batch number/ FETA00032 
HoMep cepHH cy6cTaHUUH npOH3B0,11.HTeJJSI r Jl<I>: 
API Manufactured by & country / Glochem Industries Private Limited, India/ 
IlpoHJBO.llUTeJJb A<l>C, CTpana: rnoxeM 11HJJ:aCTpttec TipaHBHT JlHMHTe,[(, 11H.[(1151 

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'laHHe: TipOJJ:YKT COOTBeTcrnyeT Tpe6oBaHH51M H,[( 3aKJJIO'lenue: O.[(OEPEHO 

Prepared by/ 

Tio,D,rOTOBJieHo: f 
Prave. h Rana 

ti 

Date / 
.ll,arn:28.02.2026 

Checked by/ Checked by (AQA) I Approved by: Quality Assurance/ Authorized 
TipoBepeHo: Ramakant TipoBepeHo (AOK): Amit person I 0Ao6peHo: 06ecne'!eHHe 

~ 
Kumar Ka'!eCTBalOTBeTCTBeHHOe JIHU:O: 

c_(1v r-JI L (:-vv "} r::i 1L 
0 ~::__ _ (~r-1 

Date I Date/ IDate / )_ ~--1fl, - )AL[, 
)laTa: 28.02.2026 ,!];am: 28.02.2026 ,[(am: 

Registered Office: 8-2-337, Road No. 31 Banjara Hii!s, Hyderabad - 500034, Telangana, india 
Tel: t91 40 L!900 2900, Fax: +9140 4900 2999, Email: mail@drr2ddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



•·· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTII<l>IIKAT AHAJIII3A 

Product: Cetrine film coated tablets, 10 mg 
TipoJJ.yKT: UeTp11H® Ta6neTKl1, n0Kpb1Tb1e nneHO'-IHOH 06ono11KOH, 10 Mr 

Market/ PbIHOK : Russia I Poccm1 

Dr. Reddy's Labo~atories 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./ 
V2600375 

Batch Quantity/ 
: 

25,00,000 tab I 
: 

Cepn11 .N'2 PaJMep cepnn 25,00,000 rn6 

Analytical Report No./ 
: 890001866584 

Date of Analysis/ 
: 28.02.2026 

AHaJIHTH'teCKHH OT'teT .N'2 .IJ:aTa aHaJIHJa 

Date of Manufacture/ 
02/2026 

Date of Expiry/ 
01/2029 

llaTa npOH3B0.ll.CTBa 
: 

ro)l.eH )l.0 
: 

Mfg. License No./ 
MA number:/ 

flpOH3B0)l.CTBCHHaH : MNB/05/263 
HoMep PY 

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

JIHlleHJHSI .N'2 
Analysis performed according ND:/ AHaJIHJ npoBeJJ.eH no H.IJ:: JITI-.N'2(005456)-(Pr-RU)-150524 
Labeling and artworks aooroved: / MapKHPOBKa H MaKeTbt YTBep'.IKJICHbt: 12.11.2024 

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

HauMeuoBauue, aJJ.pec, JIHl.(CH3HH JJ.JIH / ITpoH3BOJJ:CTBeHHOe TTO.JJ.pa3,n:erreHJ.-1e-6, BHrrrr. Kxorrb, 

Ilpott3BOJJ.CTBeHH3H DJIOI.Qa,l],Ka / IlJIOI.Q3,IJ,Ka HaJiarapx Poy.JJ., Ea.n:.n:H, ,[(HCTpHKT CorraH, x.n., 173205, 
KOHTPOJIH KaqecTBa / IIJiomaJJ.Ka BhmycKa H1·m,rrn (Jim-1eH3H51 J{Q MNB/05/263). 

Declaration of certification: «I hereby ce11ify 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'teHHe O COOTBCTCTBHH: «HaCTOHIUl1M H ITO.lJ.TBep)l()l.a!O, l!TO np11Be)l.eHHaH Bblllle HH<pOpMau.11» HBJUleTCH .11.0CTOBepHOH H 
TO'-IHOH. 3m cep11» npO.ll.YKlll111 npOH3Be)l.eHa (BKJIJOl!aH ynaKOBKY (MapKHpOBKY) H KOHTpOJib Ka11ecTBa) Ha BbJWeyKa3aHHOH 
np0113BO)l.CTBeHHOH rrnomaJJ.Ke (nnomaJJ.Kax) B ITOJIHOM COOTBeTCTBHH c Tpe6osaHHHMl1 IlpaBHJl Ha)l.Jie)l(ameH npo113BO.ll.CTBeHHOH 
rrpaKTl1Kl1 Espa311HCKOro 3KOHOMH'leCKoro COJ03a 11 Tpe6osaHl1HMl1 KOHTpOJIH Ka'leCTBa JieKapcTBeHHblX cpe)l.CTB, a TaK)l(e B 

COOTBeTCTBl111 co cnellHqlHKallHHMH, CO)l.ep)l(aIUHMHCH B perHCTpaU.HOHHOM .lJ.OCbe CTpaHbl-HMnOpTepa. 3anHCH no npOH3BO)lCTBY, 
ynaKOBKe 11 aHanmy npoaepeHbl, H ycTaHOBJleHO 11X COOTBeTCTBHe Tpe6osaHHHM IlpaBHJl Ha)lJie)l(allleH npoH3BO)lCTBeHHOH 
npaKT11Kl1 Espa311HCKOro 3KOHOMl1l!eCKOro COI03a». 

Remark : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMe-taHue: flpOJzyKT cooTBeTcTByeT Tpe6osaHHHM H.U 3aKJll0-te1me: O.IJ:OliPEHO 

1:========::::::::;,::::::======:::::::::::=:::,;:::========: 
Prepared by/ 

flo,nrOTOBJICHO: { 
Pravesh Rana 

Date/ 
)laTa:28.02.2026 

Checked by/ Checked by (AQA) I 
ITposepe1-10: Ramakant flposepetto (AOK): Amit 

Kumar 

Date/ 
LJ:arn: 28.02.2026 

Approved by: Quality Assurance/Authorized 
per on/ 0.n.o6petto: 06ecne11ettwe 
Ka11ecTBal OTBeTCTBeHHoe m1u.o: 

~i V r-1 l L ~t.,Jl;'-1J<l e__ 
_c 

Registered Office: 8-2-337, Road No. 3, BanJara Hi:!s, Hyderabad - 500034, Telangana, indiJ 
Tel: +9140 4-900 2900, fax: +9140 4900 2999, Email : mai!@drreddys.r.om 

CIN: L85195AP1984PLC004507 
www.drreddys.com 


