
•·· Dr. Reddy's ~~• 

CERTIFICATE OF ANALYSIS 
CEPT:U <l>HKAT AHAJI:U3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nal agarh 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 

IlPOJlYKT: U eTJ)1-n1® Ta6nerKH, noKpbITble nneHOLfHOH o6onoLfKOH, IO Mr 

Market/ P1,rnoK : Russia / Poccm1 

Batch No./ 
: V2600343 

Batch Quantity I 25,oo,ooo tab/ 
Cepm1 .M! Pa3Mep cepuu 

: 
25,00,000 rn6 

Analytical Report No. / 
: 890001866295 

Date of Analysis / 
: 20.02.2026 

AuanuTuqec1rnu oTqeT .N!! lJ:aTa auanuJa 
Date of Manufacture / 

: 02/2026 
Date of Expiry / 

01 /2029 
lJ:aTa IlPOU3BOJ{CTBa roJteu Ao 

: 

Mfg. License No. / 
MA number:/ 

IlpouJBOJlCTBeuuasi : MNB/05/263 
HoMepPY 

: JHl-N!.>(005456)-(Pf-RU) 
JIUQeH3USI .N'!! 

Analysis performed according ND:/ AuaJIUJ npoBeJ{eu no HlJ:: JIIl-.N2(005456)-(Pr-RU)-150524 
Labeling and artworks approved: / MapKupoBKa u MaKeThI yTBep~eHLI: 17.02.2025 

N2 Test I IloKaJaTeJJh 
1 Description/ Onucanue 

Result I PeJyJ11,TaThl 
White coloured, round, biconvex film 
coated tablet with a breakline on one 

I Specification/ HopMa ~ ~ - - -

White or off white coloured, round, biconvex 
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 LlBOJIKOBblnYKJlble Ta6neTKH, 
noKpb!Tbie nneHOl!HOH o6oJIOl!KOH 
6enoro l.l_BeTa, C p11CKOH Ha OJ]_HOH 
cTopoHe. Ha nonepel!HOM pa3pe3e -
llLJ.po 6enoro u_aern. 
l.l_BeTa. 

/ KpyrJib1e ABOJ1KOBhmyKnb1e rn6neTKH, 
noKpblTbie nneHOl!HOH o6oJIOl!KOH 6enoro 
HJIH nol!TH 6enoro l.l_BeTa, c pHCKOH Ha O)]_HOH 
cTopoHe. Ha nonepetJHOM pa3pe3e ll.Upo OT 
6enoro .no notJTtt 6enoro u_BeTa. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMettaHHe: TTponyKT cooTBeTcTByeT Tpe6oBaHttllM H)J, 3aKJJIOtteuue: O)l.O6PEHO 

Prepared by / 
n o.uroTOnneHo: Rama 
Kant 

Date/ 
)J,ai:a: 20.02.2026 

becked by / 
llponepeHo: Pardeep 

Ku mar ~ 

Checked by (AQA) / 
TTponepeHo (AOK): 

Amil K u.ma..'.:..,A 

.,,.,---
Date I 
.[{am: : 20.02.2026 

A pproved by : Quali ty Assurance/Authorized person / 
Ono6peHo: O6ecneYeH 11e Ka•1eC'{na/Ome-rcTBeHHOe 
m,uo: 

[
Date/ 
.[{am: ~ ~ 1---- 7-0 2-~ 

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

CIN : L85195AP198~ PLC004S07 
www.drreddys.com 



•·· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTll<l>llKA T AHA.Jlll3A 

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 
Ilp0JlyKT: UeTpl1tt® Ta6neTKH, noKpblTb1e nneHO'-IHOH o6ono4KOH, 10 Mr 

Market/ PhIHOK : Russia / Poccm1 

Batch No./ 
: V2600343 Batch Quantity/ 25,00,000 tab I 

Cepust .M, Pa31\fep cep1m : 
25,00,000 rn6 

Analytical Report No./ 
: 890001866295 

Date of Analysis / 
: 20.02.2026 AnaJIHTH'-IeCKHH OTqeT .M, l.llaTa auanH3a 

Date of Manufacture / 
: 02/2026 

Date of Expiry / 
01/2029 )laTa IlPOH3B0,[I.CTBa ro}leH Jl0 : 

Mfg. License No./ 
MA number:/ IlponJBOJlCTBeunast : MNB/05/263 
HoMepPY 

: JII1-NQ(005456)-(Pf-RU) 
JIHQeHJHSI .M! 
Analysis performed according ND: I AnaJIHJ npoBe}leH no H)l: JIII-.M,(005456)-(Pr-RU)-150524 
Labeling and artworks approved:/ MapKHOOBR'.a a MaKCTbI yTBep~enhl: 17.02.2025 

.N'2 I Test/ IIoKaJaTeJib Result/ Pe3YJibTaTbl I Specification/ Hop111a 
2 !Identification / 

lIAeHTHljJHK3L{HH 

HPLC/ B3)KX 

IThe 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 compl 

ith the retention time of the main pea with the retention time of the main peak in th 
n the chromatogram of Cetirizin chromatogram of Cetirizine Hydroch lorid 
ydrochloride reference standar reference standard solution (section "Assay"). 

solution./ BpeM/1 yAep)l(HBaHm1 ocHOBHoro 
BpeM/1 yAep)l(HBaHH/1 0CHOBHOro JH!Ka Ha ·poMaTorpaMM'e HCnbITyeMoro 
xpoMaTorpaMMe HCnhnyeMoro pacTBOP8jU0JDKliO C0OTBeTCTBOBaTb 
COOTBeTCTByeT epeMeHH y.nep)l(HBaH11/11Y.nep)l(HBaHH/I OCHOBHOro TIHKa 
OCHOBHOf0 nHKa Ha XpOMaTOrpaMMer•poMaT0rpaMMe CTaH,napTHOro 
crnH,napTH0ro pacTBopa ueT11pm11Hauen1p~t3HHa rnApoxnop11.na 
rn.npoxnop11Aa. <KoJ1J.1Yec·rneHHoe onpe.neneH11e»). 

pacrnop 
(pa3)len1 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3aKJIIO'-lenue: O.LJ:OliPEHO Il puMe'-laHue: TTpo,nyKT COOTBeTCTByeT Tpe6oBaHH/IM HD. 

Prepared by/ 
TT011roTOBJ1eHo: Rama 
Kant 

Date/ 
.D.arn: 20.02.2026 

Checked by/ 
npoBepeHo: Pardeep 

Kumar ~ 

c_ 

Date / 
)la-ra: : 20.02 .2026 

Checked by (AQA) I 
TTpoeepe110 (AOK): 

AmitKuma/ 

.,,,.,---
Date / 
)].aTa: : 20.02.2026 

Approved by: Quality Assurance/Authorized person I 
OJ106peHo: O6ecneYeH11e Ka11ecTBalOTBeTCTBeHHoe 

Jll,tUO: ~ ) o ~ 

[
Date/ 
JlaTa: 

( \ ~ ~ 

·~ r-t) "1.;:-- 7-e, '1..-~ 

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

CIN: L8519SAP1984PLC004507 
www.drreddys.com 



•·· Dr.Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 

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

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

CERTIFICATE OF ANALYSI 
CEPTH<I>HKAT AHAJIH3A 

Product: Cetrine film coated tablets, 10 mg 
IlpoJ(yKT: ~ eTp11 H® Ta6JleTKH, TTOl<pblTble rrneHO'-IHOH. o6oJIO'-IKOH, 10 Mr 

Market/ PM HOK : Russia/ Poccm1 

Batch No./ 
: V2600343 

Batch Quantity I 25,00,000 tab I 
Ceom, .N'2 Pa3Mep cermu 

: 
25,00,000 Ta6 

Analytical Report No./ 
: 890001866295 

Date of Analysis / 
: 20.02.2026 AuaJIHTH'leCKHH OT'leT .N'2 ,UaTa auaJIH3a 

Date of Manufacture / 
: 02/2026 

Date of Expiry/ 
01/2029 

,UaTa Tif)0lf380)lCTBa roAeH ,!J,O 
: 

Mfg. License No. / 
MA number:/ 

IlpOH3B0,l),CTBeHHaH : MNB/05/263 
HoMepPY 

: JUl-N2(005456)-(Pf-RU) 
JIHQeH3HSI .N'2 
Analysis performed according ND:/ AuaJIH3 npoee,1J,eu no H,U: JIIl-.N'2(005456)-(Pr-RU)-150524 
Labeling and artworks aooroved: / MaJ>KIIDOBKa u MaKeTbI yrnep)KAeHbI: 17.02.2025 

- - --
N2 Test I 1IoKa3aTe.riL Result/ PCJynLTaTbl Specification/ Hop~ia 

13 

I
UV- spectrophotometry I 
Y<l>- cneKTpOq>OTOMeTpHll 

Dissolution/ PaCTsopeuue 

Complies I CooTBeTcTByeT P,::he UV-spectrum of the test solution and the 
Cetirizine Hydrochloride reference standard 
!solution in the range 200 nm to 400 nm should 
exhibit maxima absorbance at about the same r1avelengths with an allowed variation of ±~ 
nm. I Y<l>-cneKTpbr nornomeHHll HCnb1TyeMoro, 
!paCTBOpa H CTaH)],apTHOfO paCTB0pa 
!uen1p11311Ha rw)],poxnopH)],a s 06nacn1 OT 200 
IJ:lo 400 HM )],OJI)l(Hbl HMeTb MaKCMMYMbl 
nornomemrn npH O)],HOH 11 TOH )Ke IlJIHHe 
aonHbl c )],OnycTHMblM OTKJlOHettHeM ± 2 HM. 

96 %; 97 %; 97 %; 99 %; 99 %; 98 %. 

~ot less than 80% (Q) ofthe labeled amount 
of C21H25CIN2O3·2HCI (cetirizine 
1dihydrochloride) after 30 min./ He MeHee 
0

80 % (Q) OT HOMHHaJibHOfO CO.!l.ep)K3H~f.il 

iC21 l-1:!.sCIN2Or 21.iCI (ueT11p113HHa 
l,o.H rHApOXJIOp11)],) •1e_Qe3 30 MHH. 

14 Uniformity of dosage units / 
O.uuopO)],HOCTb A03Hp0B3HHblX 

e)];HHHU 

Remarks : The Product confirms to ND/ 

4.3 
Acceptance value (AV) should be not more 
than J 5.0 I IToKaJaTeJJb rrptteMJieMocrn (AV) 
ln.oJ1)1<eH 6b1Tb He 6onee 15,0. 

Conclusion : APPROVED / 
ITp11Me•rnuue: npo.o.yKT COOTBeTcTByeT Tpe6osaHHllM H,[( 3aKJIIO'ICHHe: O,Il;OliPEHO 

Prepared by/ Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person/ 
ITo.n.roTosneHo: Rama ITpoeepetto: Pardeep TipoeepeHo (AOK): O)],o6peHo: O6ecne•1ett11e KaYeCTealOTBeTC1'13eHHoe 

Kant 

~~ 
Kumar Amit Kumar 

n11uo: r·~~ 
~ "'~ \ . 1/ 

Date/ Date / Date / 'Date / '}_o ---a '2-- --z._.e 1...-B Uarn: 20.02.2026 narn: : 20.02 .2026 JlaTa: : 20.02.2026 .lJ.aTil: 

Registered Office: 8-2-337, Road No. 3, Banjara Hiiis, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 

I 



•·· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTlf <I>lfKA T 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 
llpoizytrr: l...leTpttH® Ta6J1eTKM, nOKPblTble nneHO'lHOH o6onotlK0H, 10 Mr 

Market/ PbIHOK : Russia/ Poccm1 

Batch No./ 
: V2600343 Batch Quantity / 25,oo,ooo tab / 

CepuH .N'2 Pa3Mep cepuu : 
25,00,000 Ta6 

Analytical Report No. / 
: 890001866295 Date of Analysis / 

: 20.02.2026 AuanuTuqecKnii OT'leT .N'2 lllarn auaJIHJa 
Date of Manufacture / 

: 02/2026 
Date of Expiry/ 

01/2029 Jl:aTa np0H3B0ACTBa roAeHAO 
: 

Mfg. License No. / 
MA number:/ llpoH3BOACTBeHHaH : MNB/05/263 
HoMepPY : nrr-N2(005456)-(Pf-RU) 

JIHQCH3HH ,N'g 

Analysis performed according ND:/ AuaJIH3 npoBeAeH no HJJ:: JIII-.N'2(005456)-(Pr-RU)-150524 
Labeling and arh,·orks approved:/ MapI01posKa u MaKeTbI YTBepm,a:eub1: 17.02.2025 

5 Impurities/ IlpHMecu 

Impurity A / 
TTp11Mecb A 

Impmity BI 
TTpHMeCb B 

Impurity C / 
TTpttMeCb C 

Impurity D / 
Ilp11Mecb D 

Impurity E / 
TTp11MeCh E 

Impurity F / 
IlpttMeCb F 

Below LOD (LOD =0.005 %) / Htt)Ke !Not more than 0.2 % / He 60J1ee 0,2 % 
npe.!lena o6ttapy)l(eHJUI (TTO = 0,005 %) 

0.01% 

Not detected I He o6ttapy)KeHa 

Not more than 0.2 % / He 60J1ee 0,2 % 

!Not more than 0.2 % / He 60J1ee 0,2 % 

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

Not detected I He o6Hapy)KeHa 

Below LOQ (LOQ = 0.023 %) / Htt)Ke 
npe.n.erra KOJ111qecTBeHHoro onpe.n.eJ1eHHll!Not more than 0.2 % / He 6onee 0,2 % 

(IIKO = 0.023 %) 

Below LOD (LOD =0.015 %) / Htt)Ke 
npe,llena o6Hapy)KeHHll (110 = 0,015 %) !Not more than 0.2 % / He 60J1ee 0,2 % 

Remarks : The Product confiims to ND/ IConclusion : APPROVED I 
Ilp11Me'laHue: TTpO.!lYKT cooTBeTcTByeT , pe6oeam-tRM H)l 3aKJI10'leH11e: 0)1.0EPEHO 

Prepared by / 
n o.!lrOTOBJJeHO: Rama 
Kant 

~ 
Date / 
,UaTa: 20.02.2026 

Checked by/ 
TTposepetto: Pardeep 

Kumar ~ 

Date / 
,Ua-ra: : 20.02.2026 

Checked by (AQA) I 
TTposepeHO (AOK): 
Amit Kumar 

! [>~ 
Date / 
,UaTa: : 20.02 .2026 

Approved by: Quality Assurance/Authorized person/ 
OJI.o6peHo: O6ecneqeH11e KaqecTBa/OrneTCTBeHHOe 
JU,IUO: 

!
Date / 
D;a111: 

( ,~ ~ 
r)__o--n"L--~ lob 

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 ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Naiagarh Road, Baddi, 
Distt. Soian, H.P., 173 205, INDIA 
Tel: +9198166 56001-02 
www.drreddys.com 

Product: Cetrine film coated tablets, 10 mg 

Ilpo.nyKT: Uerp'irn® Ta6neTKH, noKphIThie nnettoqttott o6onoqKott, 10 Mr 

Market/ PbIHOK : Russia / PoccID1 

Batch No./ 
: V2600343 Batch Quantity/ 25,00,000 tab/ 

CeouSI .N'!! PaJMep cepuu 
: 

25,00,000 Ta6 
Analytical Report No. / 

: 890001866295 
Date of Analysis / 

: 20.02.2026 AnaJiuTuqec1rnii oTqeT .N'!! .[{aTa auaJIU3a 
Date of Manufacture / 

: 02/2026 Date of Expiry / 
01/2029 

,[{aTa DPOU3BOACTBa roAeH AO 
: 

Mfg. License No. / 
MA number:/ 

IlpOU3BOACTBeHHaSI : MNB/05/263 
HoMepPY 

: JII1-N!!(005456)-(Pf-RU) 
JIHU:eH3USI .N'!! 

Analysis performed according ND:/ AuaJiu3 npoBeAeH no H.[{: JIII-.N'!!(005456)-(Pr-RU)-150524 
Labelin2 and artworks approved:/ MapKHDOBKa u MaKeThI VTBeo,KAeHhI: 17.02.2025 

Any individual unidentified 7 
-- --

0.06% 

~

ot more than 0.2 % I 
impurity/ J1J06a.si e.uHHHYHa.si e 6onee 0,2 % 

Hew.ueHTHqJIU~HpOBaHHa.si np11MeCb 

Total impurities/ 

I 
0.1% 

~

ot more than 2.0% I 
CyMMa npwMeceii He 6onee 2,0% 

Remarks : The Product confirms to ND/ !Conclusion : APPROVED / 
IlpmteYaHue: Ilpo.uyKT cooTBeTcTByeT Tpe6osaHH.sIM HA 3aKmO'leHne: O,LI:OliPEHO 

Prepared by I 
Ilo.uroTosneHo: Rama 

Checked by I 
ITposepeHo:Pardeep 

Kumar J--, 

Checked by (AQA) I 
ITposepeHo (AOK): 

Approved by: Quality Assurance/ Authorized person/ 
0)lo6peH.o: 06ecrreYeH11e KaqecTBa/OrneTCTBeHHoe 

Kaai ~4 
Date / 
.ll,arn: 20.02.2026 

Amit K uma':.->--

:========:I t ---
Date I Date I 
,llaTa: : 20.02.2026 ,0:aTa: : 20.02.2026 

mmo: 

[
Date / 
)lara: 

~~ 
~ ·""c) 2--- 'L.-0 2-(,, 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr.Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Soian, H.P., 173 205, INDIA 

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

CERTIFICATE OF ANALYSIS 
CEPTII <l>IIKAT AHAJIII3A 

Product: Cetrine film coated tablets, 10 mg 
Ilpo,nyKT: QeTp1rn® Ta6JieTKl1, flOKpb!Tbie nJieHO'IHOH. o6oJIO'IKOH, 10 Mr 

Market/ P1>1HOK : Russia/ Pocc1rn 

Batch No./ 
: V2600343 

Batch Quantity/ 25,00,000 tab/ 

Cep1rn .N'!! Pa3Mep cepuu 
: 

25,00,000 Ta6 

Analytical Report No./ Date of Analysis / 
AuaJ1HTH1JecKnii 0T'IeT .N'!! 

: 890001866295 lllarn auaJiu3a 
: 20.02.2026 

Date of Manufacture / 
: 02/2026 

Date of Expiry / 
01/2029 

1.11am npOU3BO,nCTBa ro.neu ,no 
: 

Mfg. License No./ 
MA number:/ 

IlpoH3BOACTBeuuaH : MNB/05/263 
HoMepPY 

: JU1-N~(005456)-(Pf-RU) 
JIHIJ,eH3HH .N'!! 

Analysis performed according ND:/ AuaJIH3 npoBe,neu no H,LI;: JIII-.N'!!(005456)-(Pr-RU)-150524 
Labeling and artworks anoroved: / MapKHPOBKa u MaKeTLI YTBep~euL1: 17.02.2025 

---- -- --- - -

N! Test I IloKaJaTeJJh Result/ PeJyJ11>TaT1>1 Specification / HopMa 
6 Water content/ 

2.6 % I 2.6 % 
!Not more than 8.0% I 

Co,nep'.lKanne ao,n1,1 He 6onee 8,0 % 

7 Microbiological purity* / 
MnKpo6HOJJOrH'ICCK3H 
'IHCTOTa* 
a) Total aerobic microbial count I NA Not more than 1000 CFU/g I 
O6mee '111CJ10 a3p06HblX He 6onee 1000 KOE/r 
M11KpoopraH113MOB 

NA 
b) Total combined yeasts and Not more than 100 CFU/g / 
mould count/ O6mee 'IMCJJO NA He 6onee 100 KOE/r 
.npmKlKeBblX 11 nnecHeBblX rp1160B 

c) E.coli Shall be absent in lg/ OTcyTCTBHe B 1 r 

8 Assay/ KoJJH'ICCTBennoe !Not less than 9.0 mg and not more than 

onpe,nenenne I 1.0 mg C21H2sCIN2Or2HCI (cetirizine 

9.78 mg /9.78 Mr 
dihydrocf,loride) in tablet (between 90,0 % 
and 110,0 % of label claim)./ OT 9,0 Mr .no 

97.8 % 
11,0 Mr C21H2sCIN2O3·2HCl (u;eTttpH3HHa 
ll.lffl1JlpOxnop11,n.) B Ta6JJeTKe (OT 90,0 % .no 

C - -- - --- - - . ---- --- 110,0 % OT H0MMH~bH0ro COJJ,ep>K3HHll)_. _ 

Remarks : The Product confirms to ND/ 
IlpHMC'lanue: ITpo,nyKT CO0TBeTcTByeT Tpe6oBaHl1JlM HJJ: 

Conclusion : APPROVED / 
3aKJJIO'lenne: OJ1:OliPEHO 

Prepared by/ IIChecked by I 
n oArOTonneHo: Rama ITpoaepe110: Pardeep 
Kant "' , Kumar 

=f ~ 
Date/ Date/ 
I{arn: 20.02.2026 11.arn: : 20.02.2026 

Checked by (AQA) / 
ITpoaepeHo (AOK): 
AmitK 

Date/ 
I{aTa: : 20.02.2026 

Approved by: Quality Assurance/Authorized person/ 
O.no6peHo: O6ecne'leHMe Ka'-leCTBalOTBeTCTBeHHOe 
mmo: 

[
Date/ 
I{arn: 

( ~J-~ 

'UJ ~ '2_·- r-2--() 2.£ 

Registered Office : 8-2-337, Road No. 3, Banjara rliils, 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 
CEPTH<l>IIKAT AHAJIH3A 

Dr. Reddy's Laboratories Ltd . 

Formulation Unit-6 

Viii. Khol, Nalagarh Road, Baddi, 

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

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

Product: Cetrine film coated tablets, 10 mg 

IlpoAyKT: U:eTpHH® Ta6JJeTKH, noKphIThie nnetto'-IHOH o6ono'-!Koi1, 10 Mr 

Market/ PbIHOK : Russia/ Poccm1 

Batch No./ 
: V2600343 Batch Quantity/ 25,oo,ooo tab / 

Cepusi .M! Pa3Mep cepuu : 
25,00,000 Ta6 

Analytical Report No./ 
: 890001866295 

Date of Analysis / 
: 20.02.2026 

AuaJIHTH'-lecKuii OT'-leT .N2 J(aTa auaJiuJa 
Date of Manufacture / 

: 02/2026 
Date of Expiry/ 

01/2029 
llaTa npouJBOACTBa roAeHAO 

: 

Mfg. License No. / 
MA number:/ IlpouJBOACTBeuuasi : MNB/05/263 
HoMepPY 

: JIIT-N2(005456)-(Pr-RU) 
JIHQeH3HSI .N'2 
Analysis performed according ND:/ AuaJIH3 npoBeAeH no HJ(: JIII-.N'2(005456)-(Pr-RU)-150524 
Labelin2 and artworks approved: / MapKupoBKa u MaKeThI YTBepm,z:i,eub1: 17.02.2025 

N2 I Test I IloKaJaTeJib 

1
9 !Subdivision of tablets / 

eJieHHe Ta6JieTOK 

10 !Package/ YnaKostca 

Remarks : The Product confirms to ND/ 

Result/ Pe:1yJ1bTaThI 
Complies / CooTBeTcTByeT 

10 tablets in PVC/PVDC//aluminum 

J>_ecification / HopMa 
he 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 

'!tablets fail to comply with the test, if more 
than 1 individual mass is outside these limits 

r, if 1 individual mass is outside the limits of 
5 % to 125 % of the average mass./ 

-· a6JJCTKH COOTBeTCTBYJOT Tpe6oBaHHllM, ecn11 
He 6onee 1 e,nHHH'-IHall Macca OTKJIOHlleTCll 3a 
npe,lle.JJbl 85%-115% OT cpe,nHeH MaCCbl. 

a611eT1<11 He COOTBeTCTBYIOT Tpe60B8HHllM, 
cn11 6onee '-leM 1 HH,nHBH,nyanbHall Macca 

:oTI<JIOHIICTCll OT 3THX npe.neJIOB HJJH, eCJJH 1 
HH,IU,IBH)lyaJJbHaJl Macca OTKJJOHlleTCll 38 
npe)leJlbl 75%-125% OT cpe,nHeH MaCCbl. 

10 tablets in PVC/PVOC//aluminum blister. 2 

blister. 2 blisters and patient information or 3 blisters and patient information leaflet in 
leaflet in a carton./ Tio 10 rn6neToK B a carton./ 
ITBXIITJJ.BX//aJJIOMHHHeBOM 6JIHCTepe. no 10 Ta6JleTOK 8 

ITo 2 6n11cTepa BMeCTe C JlHCTKOM- ITBX/n,UBX//amoM11Hl1eBOM 6J111CTepe. no 2 
BKJia,nbJWeM ynaKOBaHbl B na'-IKY HJIM 3 6m1CTepa BMeCTe C JJHCTI<OM­

BKJJa,QblWeM ynaI<OB8Hb1 B na<n<y K3PTOHHYIO, 

IIpnMe'laH1-1e: ITpo,nyKT COOTBeTCTByeT Tpe6osaHHllM HJJ. 
Conclusion : APPROVED / 
3atcmo'-lemte: 0,lI.OEPEHO 

Prepared by/ IIChecked by / 
ITo.nroTOBJJeHo: Rama ITposepeHo: Pardeep 
Kant r,,. 1 Kumar 

~ 
Date/ Date / 
JJ.arn: 20.02.2026 ,[lam: : 20.02.2026 

Checked by (AQA) / 
llposepe1-10 (AOK): 
Amit Kumar 

~ 
Date / 
,[la.Ta: : 2Q.Q2.2Q26 

Approved by: Quality Assurance/Authorized person I 
0.no6peHo: 06ecne'-!ettwe Ka'-leCTsa/OrneTcrneHHoe 
JIHU,O: 

[
Date / 

D,aTa: 

~~ 
~ l 

Registered Office: 8-2-337, Road No. 3, Banjara rliiis, Hyderabad - 500034, Telangana, India 
Tel : +9140 4900 2900, ~ax: +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, Naiagarh Road, Baddi, 
Distt. Sol an, H.P., 173 205, INDIA 

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

Product: Cetrine film coated tablets, 10 mg 

Ilpo)).yKT: IJ,eTp1-1H® rn6neTKl-1, noKpbITbie nneHO'-IHOH o6ono'-!Koti, 10 Mr 

Market/ PhIHOK : Russia I Pocc1rn 

Batch No./ 
: V2600343 

Batch Quantity I 25,00,000 tab I 
Cepusi N2 Pa3Mep cepuu : 

25,00,000 Ta6 

Analytical Report No./ 
: 890001866295 

Date of Analysis / 
: 20 .02.2026 

AuanuTu<tecKuii oTqeT N2 )I:aTa auanH3a 
Date of Manufacture / 

: 02/2026 
Date of Expiry / 

01/2029 
)I:aTa IlPOH3B0)).CTBa ro,1J.eH,1J.O : 

Mfg. License No. / 
MA number:/ 

IlpouJBOJJ.CTBeuuasi : MNB/05/263 
HoMepPY 

: nn-NQ(Q0545 6)-(Pf -RU) 
JIHQeHJHH N2 
Analysis performed according ND:/ Auanu3 npoBe)).eu no H)I:: JIII-N2(005456)-(Pr-RU)-150524 
Labeling and artworks approved:/ MapKHPOBKa u MaKeThI YTBep~eubl: 17.02.2025 

* 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. / Tiposo.D.1-1TCll np0H3B0AHTeneM npH BbmycKe nep110.n114ecK11: .!{JUI Ka)K.noi1 20-011 cepHH 
J,fJlJ,f He Mettee 1 pa3a B ro)l. TToKa3aTeJlb M0)KeT 6btTb He BKJllOl!eH B Cepn-1qmKaT attaJlH3a qmpMbl. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'laHue: Tipo.nyKT C00TBeTCrnyeT Tpe6osaHl1llM H,ll, 3aKJllO'feHue: O,IJ:OoPEHO 

Prepared by I Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person / 
Tio.nroTosnetto: Rama TTpoeepeHo: Pardcep TTposepe~m (AOK): O.D.o6petto: O6ecne4eHHe Kal!ecrna/OrneTCTBeHttoe 
Kant 

~~ 
Date / 
)],am: 20.02.2026 

K umar Am ;1Ku~ JlHLJ,O: 

~~ d---
Date / Date/ !Date/ 

~--n ?---- ·~ 2.C, ,ll,aTa: : 20.02.2026 ,ll,arn: : 20.02.2026 )],am: 

Registered Office: 8-2-337, Road No. 3, Banjar:; Hiiis, Hyderabad - 500034, Te langana, India 
Tel : +9140 4900 2900, ~ax: +9140 4900 2999, Email: mail@drred dys.com 

CIN: L85195AP198~PLC004507 
www.d rreddys.com 

I 

I 



•·· Dr.Raddy's ~;• 
Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Viii. Khol, I\Jalagarh Road, Baddi, 
Distt. Soian, 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 
IIpo)J.yKT: UeTpHH® rn6neTKH, noKpbIThie nneHO'-IHOH o6ono'-IKOH, IO Mr 

Market/ PbIHOK : Russia/ Pocc1-rn 

Batch No./ 
: V2600343 

Batch Quantity I 25,00,000 tab I 
CepuSI .N'!! PaJMep cepuu 

: 
25,00,000 Ta6 

Analytical Report No./ 
: 890001866295 

Date of Analysis / 
: 20.02.2026 

AuaJIHTH'lecKuii 0T'leT .N'!! llaTa anaJIU3a 
Date of Manufacture / 

: 02/2026 
Date of Expiry/ 

01/2029 
l{aTa DPOH3B0)],CTBa ro)],eH )],O 

: 

Mfg. License No. / 
MA number:/ 

IlpOH3B0)],CTBeHHaSI : MNB/05/263 
HoMepPY 

: nn-.NQ(005456)-(Pf-RU) 
JIHD;eHJHSI .N'!! 

Analysis performed according ND:/ AuanuJ npoBe)].eH no Hl{: JIII-.N'2(005456)-(Pr-RU)-150524 
Labelini:t and artworks approved:/ MapKuposKa u MaKeThl YTBepm,a:enh1: 17.02.2025 

API name/ HauMeuosauue A<l>C: Cetirizine dihydrochloride / UeTnpn31-rna ,unrn,upoxnopn.u 
INN /MHH: Cetirizine I UeTnomnH 
API manufacturer batch number / 

BT00-25082 
HoMep cepuu npoH3B0.UHTeJJH A<l>C: 
FP Manufacturer API Batch number/ 

FETA00031 
HoMep cepHH cy6cTaHU,HH np0H3B0,ll.HTeJJH r JI <I>: 
API Manufactured by & country / Glochem Industries Private Limited, India/ 
Ilpou3so.11.nTeJJb A<l>C, cToaua: fnoxeM Htt,uacTonec IToattBHT JlnMnTe,u, 11H.UHll 
Name, address, authorization No for FP Formulation Unit-6, Viii. Kho!, Nalagarh Road, Baddi, Distt. 
manufacturing site I Control site I Release site / Solan (HP) 173205, India (license No MNB/05/263). / 

HauMenoeauue, a)].pec, Jiuu;enJHH )].JIH I1pon3BO.UCTBeHttoe no,upa3,uenettne-6, Bunn. Kxonb, Hanarapx 

IIpoHJBOJJ.CTBenuaSI nJioiu;a)].Ka / IIJioiu;a)].Ka Poy.u, Ea.u.u11, .[(ncTpHKT ConaH, x.rr., 173205, l1H,UHll 

K0HTPOJISI Ka'leCTBa / IlJIOiu;a)J.Ka BhIDYCKa 
(JlnueH3Hll N2 MNB/05/263). 

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of product has been 
manufactured, including packaging/labeling and quality control at the above mentioned site(s) in full compliance with the GMP 
requirements of the Eurasian Economic Union and requirements to the medicinal quality and with the specifications in the Marketing 
Authorization dossier of the importing country. Production, packaging and testing records are verified and their compliance with 
Good Manufacturing Practice of the Eurasian Economic Union is established». 

3aKJJIO'leHne O COOTBeTCTBHH: «HacTOllll(HM ll nO,IJ;TBep)K,UaJO, '-!TO npHBe,UeHHall BbllIIe HHq>OpMaUHll l!BnlleTCll ,!lOCTOBepHOH 11 

TO'-IHOH. 3m cepHll npo,uyKUHH rrpOH3Be,UeHa (BKnJOT.Jal! ynaKOBKY (MapKnpOBKY) " KOHTpOnh Ka'-lecrna) Ha BbIIIIeyKa3aHHOH 
npOH3B0,!lCTBeHHOH nnoma.uKe (n.noUJ,a)lKax) B nonHOM COOTBeTCTBHH C T_p_e6oBaHHllMH llpaBnn Ha,une)l(all(eH npOH3B0,!lCTBeHHOH 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
np11Me<taHHe: ITpo.uyKT cooTBeTcTayeT Tpe6oBaHniiM HA 3aKJJIOIJeuHe: O)J.OEPEHO 

Prepared by I Checked by/ Checked by (AQA) / Appro ved by: Quality Assurance/Authorized person I 
llo11r0Tos.neHo: Rama llposepetto:Pardeep Tipoaepeuo (AOK): ~~:i:peHo: 06ecn~e'-leHHe Ka:~ OTBeTCTBeHHOe 
Kant 

~~ 
Date / 
)].aTa: 20.02.2026 

Kumar AmitKuma~ 

d-:r (\, ---- \ - / 
Date I Date / IDate / L,,,e:i ---o 2 - U 2-£ narn: : 20.02.2026 .[(am: : 20.02.2026 )],am : 

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

CI N: L85195AP198~PLC004507 
www.dr reddys.com 

I 



•·· Dr.Raddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 
Tel : +91 98166 56001-02 
www.c.lrreddys.com 

Product: Cetrine film coated tablets, 10 mg 
Ilpo)l.yKT: U:eTp1-rn® rn6neTKI1, noKpbIThie nneHOYHOtt o6ono4KOtt, 10 Mr 

Market / Pbrnoic : Russia/ Poccm1 

Batch No./ 
: V2600343 

Batch Quantity I 25,oo,ooo tab/ 

CepuH .N'2 Pa3Mep cepuu 
: 

25,00,000 rn6 

Analytical Report No. / 
: 890001866295 

Date of Analysis / 
: 20.02.2026 

AuaJJHTH'leCKHH OT'leT .N'!! lllarn anaJJu3a 
Date of Manufacture / 

: 02/2026 
Date of Expiry / 01/2029 

)laTa npOH3B0)),CTBa ro)J,eH)J,O 
: 

Mfg. License No. / 
MA number:/ 

IlpOH3B0)),CTBeHHaH : MNB/05/263 
HoMepPY 

: nTT-N!!(005456)-(Pf-RU) 
JJHIJ,eH3HH .N'!! 
Analysis performed according ND:/ AuaJJH3 npose)J.eu no H,ll;: JIIl-.N'2(005456)-(Pr-RU)-150524 
Labelin2: and artworks approved: / MapKHPOBKa u MaKeThI YTBep~eHhI: 17.02.2025 

npaKTHKH EBpa3HHCKOro 3KOHOMH"-leCKOro COI03a H Tpe6oBaHHllMH KOHTpOJJll KalJeCTBa JJeKapcTBeHHblX cpe)].CTB, a TaK)l{e B 

COOTBeTCTBHH co cneuHqJHKaUHllMH, co.n.ep)l{aLUHMHCll B perHCTpaUHOHHOM )].OCbe CTpaHbl-HMnOpTepa. 3anHCH no npOH3B0)].CTBY, 

ynaKOBKe H aHaJJH3Y npoaepeHbI, H ycraHOBJJeHO HX COOTBeTCTBHe Tpe6oaaHHllM TTpaBHJI Ha,nJie)l{amett npOH3B0)].CTBeHHOH 

npaKTHKH Eapa3HHCKOf0 3KOHOMHlJeCKOfO COI03a». 

Remarks : The Product confinns to ND/ Conclusion : APPROVED / 
IlpttMe'tanue: TTpo.n.yKT coorneTCTByeT Tpe6oaaHHllM H,D, 3aicmo'lemte: O,ll.OEPEHO 

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

TTo.LlrOTOBJietto: Rama llponepeHo: Pardcep ITponepetto (AOI<): O.n.o6peHo: O6ecnetJeHHe KatJecrna/OrneTcTBeHHoe 
Kant 

~ 
Date/ 
.[(am: 20.02.2026 

Kumar Amit Kumar JIHU.O: 

(Gv~ d-- 0 ___,/\--..-

Date-/ Date/ IDate / 0,,R>··o 1-,-- L--eJ U ,UaTa: : 20.02.2026 narn: : 20.02.2026 :)].am: 

Registered Office: 8-2-337, Road No. 3, Bc:njara Hiils, 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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