
•·· Dr.Reddy's ~;• 

CERTlFICA TE OF ANALYSIS 
CEPTII <I> IIKA 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.cirreddys.com 

Product: Cetrine film coated tablets, 10 mg 

IIPOAYKT: UeTPHH® rn6neTKH, nOKPblTbte nneH04HOti o6onoYKoti, 10 Mr 

Market/ PbIHOK : Russia/ Pocc11.H 

Batch No./ 
: V2600342 Batch Quantity I 25,oo,ooo tab I 

Cep1rn .N'2 Pa3Mep cepmt : 
25 ,00,000 ra6 

Analytical Report No./ 
: 890001866296 Date of Analysis / 

: 20.02.2026 AnaJiuTuqecKuii OT<IeT .N'2 llaTa anaJIH3a 
Date of Manufacture / 

: 02/2026 Date of Expiry/ 
01/2029 lllaTa npomso.ncTBa ro.!l.en.no 

: 

Mfg. License No. / 
MA number:/ IlpOH3B0.L{CTBeHHaH : MNB/05/263 
HoMepPY 

: JITT-NQ(005456)-(Pf-RU) 
JIHQeH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 npose.nen no H,L(: JIII-.N'2(005456)-(Pr-RU)-150524 
Labeling and artworks annroved: / MapKupOBKa u MaKeTbI VTBeo,K,UeHbJ: 17.02.2025 

N~ Test/ IloKaJaTeJlb - -- - I Result/ PeJynbTaTbI Specification/ Ho1>_~ia 
1 Description/ OnucaHue I White coloured, round, biconvex film White or off white coloured, round, biconvex 

film coated tablet with a breakline on one 

Remarks : The Product confirms to ND/ 

coated tablet with a breakline on one 

side. White core on cross section. / I side. White to off-white core on cross section. 
Kpyrnb1e ,!lBO.!IKOBbIITYKITbie Ta6neTKH, 
noi<:pbITbie nneH04HOH o6ono4KOM 
6enoro UBeTa, C pHCKOH Ha 0,II;HOH 
crnpoHe. Ha nonepe4HOM pa3pe3e -
.H,npo 6enoro usern. 
usern. 

/ Kpyrnbie ABOSIKOBbIITYKITbie Ta6neTKH, 
noKpbITbie nneH04HOH o6ono4KOH 6enoro 
HITH n04TH 6enoro useTa, C pHCKOH Ha O,UHOH 
cTopoHe. Ha rrorrepe4HOM pa3pe3e .H,upo OT 
6enoro .no rroYTH 6enoro useTa. 

ITp11Me'la1me: npo,uyKT cooTBeTCTByeT Tpe6osaHH.HM HA 
Conclusion : APPROVED / 
3aKJ110'leHue: O,ll.OEPEHO 

Prepared by/ IIChecked by / 
IToJJ.rOTosneHo: Rama ITpoBepeHo: Pardeep 
Kant r,,.. i... Kumar 

Date/ Date / 
,l(aTa: 20.02.2026 .lraTa: : 20.02.2026 

Checked by (AQA) I 
TTpoaepe1m (AOK): 
Amit Kumar 

.-/" 

---Date / 
IlaTa: : 20.02.2026 

Approved by: Quality Assurance/Authorized person I 
OJJ.o6peHo: O5ecne'leHHe KalJecTBa!OTBeTcTBeHHoe 
JIHUO '. 

[
Date/ 
.llaTa: 

~~ 
~ -01---..--- ~L--0 ~ 

Registered Office: 8-2-337, Road No. 3, Banjar<'t rliils, Hyderabad - 500034, relangana, 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 AHAJill3A 

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

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

Product: Cetrine film coated tablets, 10 mg 
IlpoHVKT: UeTp1rn® rn6nerKtt, noKpbtTbte nJieH04Hoi1 o6ono4Koi1, 10 Mr 

Market I PblHOK : Russia/ Poccm1 

Batch No./ 
: V2600342 Batch Quantity/ 25,00,000 tab I 

Ceoun.N'!! PaJMeo ceom1 
: 

25,00,000 Ta6 
Analytical Report No./ 

: 890001866296 
Date of Analysis / 

: 20.02.2026 AHamtTnlfeCKnu OTlfeT .N'!! DaTa aHaJIHJa 
Date of Manufacture / 

: 02/2026 
Date of Expiry/ 

01/2029 J.l.aTa DP0H3B0)lCTBa roACH AO 
: 

Mfg. License No. / 
MA number:/ IlpOH3BOACTBeHHaH : MNB/05/263 
HoMepPY 

: JITT-N5!(005456)-(Pf-RU) 
JIHU,CH31Ul .N'!! 

Analysis performed according ND:/ AHaJIH3 npoBeAeH no H,ll;: JITI-.M!(005456)-(Pr-RU)-150524 
Labelin2 and artworks approved:/ MaoKHDOBKa 11 MaKeThl YTBepifCACHb1: 17.02.2025 

N2 I Test/ IloKaJaTeJib 
2 !Identification / 

11JleHTmfmKau,nH 

HPLC/ B3)1{X 

Result I PeJyJibT3Tbl I Specification/ Ho1>_Ma 
he retention time of the main peak in the/The retention time of the main peak in th 

:chromatogram of test solution compl~lchromatogram of test solution should comp! 
ith the retention time of the main pea with the retention time of the main peak in th 

in the chromatogram of Celirizin chromatogram of Cetirizine Hydrochlorid 
yd.rochloride reference standard reference standard solution (section "Assay"). 

olution. I BpeM.11 y.nep)l(HBaHH.11 octtoBttoro rntKa H 

Bpei1.11 y.nep)l(HBaHH.11 OCHOBHOro TTHKa HaxpoMaTorpaMMe HCTThlTyeMOro 
'XpOMaTorpaMMe HCTThITyeMoro paCTBopa\L].omt<HO COOTBeTCTBOBaTh 

CHOBHOfO nHKa Ha XpOM8TOrpaMM xpoMaTorpaMMe CTaH,napTHOro paCTBOp 
OOTBeTCTByeT BpeMeHH y.nep)!<MBaHHt ,llep)l(HBaHH.11 OCHOBHoro ITHKa H 

aH)lapn,oro pacrnopa uernpH3HHa l.leTHpH3HHa rn11.poxnopH.na (paJ.O.en' 
r11.npoxnop11,na. «Konw-1ecrnettttoe onpe.ueneHHe» ). 

'Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
Ilpm1e'!aH11e: ITpo.nyKT cooTBeTcTByeT Tpe6oaatt11.11M H.U 3:rn:J11ol.fem1e: OJI,OliPEHO 

Prepared by / Checked by I Checked by (AQA) I Approved by: Quality Assurance/ Authorized person / 
rI01troTonnet10: Rama ITponepeHo: Pardeep TTpoaepeHo (AOK): 0.no6peHo: 06ecne'lem-1e Ka'!ecrna/OrneTcTBeHHoe 
Kant 

~~ 
Kumar Amit Kumar Jll.1U,O: 

f(-A~ =k- "'_./\--
Date / D ate/ Date/ ' !Date / ~ ---V 2-.,- -U>1..--G 
,llaTa: 20.02.2026 ,llarn: : 20.02.2026 ,llaTa: : 20.02.2026 ,lla-ra: 

Registered Office: 8-2-337, Road No. 3, 8c:nja ra Hlils, Hyderabad - 500034, Telangana, India 
Tel: +91404900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN:l8Sl95AP198~PLC004507 
www.drreddys.com 
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•·· Dr.Raddy's~;• 

CERTIFICATE OF ANALYSIS 
CEPTII <l>IIKA 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 
IIpOAYKT: L(eTp11tt® rn6neTKH, noKpbIThie nnettol.!HOH o6onol.!KOH, 10 Mr 

Market/ PM HOK : Russia I Poccm, 

Batch No./ 
: V2600342 

Batch Quantity/ 25,00,000 tab/ 
Ceom1 .M! Pa3Meo cepuu 

: 
25,00,000 Ta6 

Analytical Report No. / 
: 890001866296 

Date of Analysis / 
: 20.02.2026 AuanuTu11ec1rnu OT'leT .M! l.rJ:arn auan03a 

Date of Manufacture / 
: 02/2026 

Date of Expiry / 
01/2029 llJ:aTa npo11JBOACTBa roAeHAO 

: 

Mfg. License No. / 
MA number:/ 

1Ipou3BOACTBeHHaH : MNB/05/263 
HoMepPY 

: JIIT-N!(005456)-(Pf-RU) 
JIUQeH3UH .N'2 

Analysis performed according ND:/ AuaJIU3 npoBeAeH no H.LJ:: JIII-.N'2(005456)-(Pr-RU)-150524 
Labelin2; and artworks aooroved: / MapKUDOBKa u MaKeThI YTBep~enhl: 17.02.2025 

- --- --
,Ng Test/ IloKa3aTeJib Result/ PeJyJibTaTbI Specification/ HopMa 

UV- spectrophotometry / 
Yet>- cneKTpOqJOTOMeTp1-u1 

Complies / CooTBeTcTByeT Ihe UV-spectrum of the test solution and th< 
f etirizine Hydrochloride reference standarc 
[ olution in the range 200 nm to 400 nm shoulc 
,exhibit maxima absorbance at about the sarn< 
wavelengths with an allowed variation of ±'.i 
nm./ Y<lJ-cneKTpb1 norJ101.lleli11J1 11CnbrryeMorc 
pacrnopa 11 cTaHn.apTH0ro pacTBop~ 
ueT11 p11311 Ha rn,upoxnopl-t,a.a B 06.rracTH OT 200I 
!no 400 HM A0Jl>KHbl MMeTb MaKCHMYM bl 
norno1ueH11J1 np11. OAHOH 11 TOH iKe Jl.JlMHt 
B0JUibl c .nonycTMMblM OTKJlOHeHHeM :1: 2 HM. 

~ !Dissolution/ PacTBopeuue 

96 %; 92 %; 94 %; 96 %; 93 %; 99 %. 

~01 less than 80% (Q) of the labeled amount 
ofC21H2.sCIN2Oy 2RCI (ceti rizine 
ldihydrochloride) after 30 min. / He MeHee 
80 % (Q) OT H0MMHanbH0ro con.ep)KaHMll 
'C21H:15CIN2O3·2HCI (uernpM3HHa 
~ lffHJlPOXJlOpH.a.) ,,epe3 30 Ml1H . 

14 Uniformity of dosage units / 
K),IJ;HOp01l,HOCTb )l03HpOBaHHbIX 
CAHHHU 

Remarks : The Product confirms to ND/ 

5.0 
!Acceptance value (AV) should be not more 
:han 15.0 I n oKa3aTeJlb np1-1eMneMocrn (AV) 

lu,OJl)KeH 61.1Tb He 6onee 15,0. 

Conclusion : APPROVED / 
IlpHMe'l3HHe: TipOJlYKT CO0TBeTCTByeT Tpe6oeaHHJIM H)]. 3aKJ1101-1euue: O,l{OliPEHO 

Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized person / 
Tionro-ronneHo: Rama Tiposepetto: Pardeep TiposepeHo (AOK): OJ1,06pe~ro: O6ecne1.Jem1e KaYecrna/OTBeTCTBeHHoe 
Kant 

~~ 
D ate/ 
J{aTa: 20.02.2026 

Kumar A mit Kumar ;u,1.uo: 

~~ d-r- V -- \ 

Date / Date / • 
'Date / 

,llaTa: : 20.02.2026 L{ara: : 20.02.2026 ~-02--,~u JJ.ara: 

Registered Office : 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, ~ax: +91404900 2999, Email : mail@drreddys.com 

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

CERTIFICATE OF ANALYSIS 
CEPTII <l>IIKAT AHAJIII3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Kho!, ~Jalagarh Road, Baddi, 
Distt. Sola11, H.P., 173 205, INDIA 

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

Product: Cetrine film coated tablets, 10 mg 

Ilpo,nyicr: UeTp1m® Ta6ne-rK1-1, TTOKl)hlTble nneH04HOH 060J104K011, 10 Mr 

Market/ PbIHOK : Russia I Poccm1 

Batch No./ 
: V2600342 

Batch Quantity/ 25,00,ooo tab / 
Cepun N2 PaJMep cepuu 

: 
25,00,000 rn6 

Analytical Report No. / 
: 890001866296 

Date of Analysis / 
: 20.02.2026 AHaJiuTuqec1rnii oTqeT N2 lllarn auanu3a 

Date of Manufacture / 
: 02/2026 

Date of Expiry/ 
01/2029 lllaTa nponJBOJJ.CTBa ro)J.eH)J.O 

: 

Mfg. License No. / 
MA number:/ II pOH3B0)).CTBeHHaH : MNB/05/263 
HoMepPY 

: JIIT-N2(005456)-(P1-RU) 
nm:~euJuH N2 
Analysis performed according ND:/ AuanuJ npoBe)J.en no H,ll;: JIIl-N2(005456)-(Pr-RU)-150524 
Labelin2 and artworks approved: / MapKHDOBKa u MaKeTbI VTBeo~eubl: 17.02.2025 

5 Impurities / IlpHMecH 

Impurity A I 
Tip11MeCb A 

Impurity BI 
TipHMeCb B 

Impurity CI 
TipHMeCb C 

Impurity D / 
TipHMecb D 

Below LOD (LOD =0.005 %) / HmKe )Not more than 0.2 % / He 6oJiee 0,2 % 

npe.ueJia 06Hapy)KeHm1 (TIO= 0,005 %) 

0.01% 

Not detected/ He o6Hapy)KeHa 

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

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

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

Impurity E / 
TipHMeCb E 

Not detected/ He o6Hapy)KeHa 

Below LOQ (LOQ = 0.023 %) / Hm1<e 
npe.uena KoJiwiecTBeHHoro onpe.uenetH1ll!Not more than 0.2 % / He 6oJiee 0,2 % 

(ITKO = 0.023 %) 

Impurity FI 
Tip11MeCb F 

Below LOD (LOD =0.015 %) I HH)Ke 
rrpe.ueJia o6Hapy)KeHHll (TIO= 0,015 %) !Not more than 0.2 % / He 6oJiee 0,2 % 

Remarks : The Product confirms to ND/ !Conclusion : APPROVED / 
np11Me•1am1c: Tipo.uyt-:T coorneTcTayeT -rpe6oaaHl1l!M 1-1,ll 3aKnio•iem1e: OJJ,06PEHO 

Prepared by I Checked by I 
TTo)lroToaJieHo: Rama nposepeHo: Pardeep 

Checked by (AQA) I 
TTpoaepeHo (AOK): 

Approved by: Quali ty Assurance/Authorized person/ 
0.llo6peHo: 06ecneYeHHe Kat.tecrea/OTaeTCTBeflHOe 

Kant (1 \_ ,Ir Kumar 

&~/ ~ 
Date / 1 
)].am: 20.022026 

pate / 
,llaTa: : 20.02.2026 

Amit Kumar 

!'_A--

IDate / 
,[{aTa: : 20.02.2026 

JIHI.\O: 

[
Date / 
,llaTa: 

(177'~ 
'1_()-0 

Registered Office: 8-2-337, Road No. 3, Binjara tiiils, Hyderabad· 500034, felangana, 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 ~;• 
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 

CERTIFICATE OF ANALYSIS 
CEPTII <l>IIKAT AHAJIII3A 

Product: Cetrine film coated tablets, 10 mg 
IlpoAyKT: U eTp11H® Ta6JleTKM, noKpblTb1e nneHOLIHOH o6ono4KOH, 10 Mr 

Market/ PblHOK : Russia/ Poccm, 

Batch No./ 
: V2600342 Batch Quantity/ 25,00,000 tab I 

Cepmr .N2 PaJMep cepuu : 
25,00,000 Ta6 

Analytical Report No. / 
: 890001866296 Date of Analysis/ 

: 20.02.2026 AuaJIUTH'lec1rnii OT'leT .N!! .D:aTa auanHJa 
Date of Manufacture / 

: 02/2026 Date of Expiry / 
01/2029 .D:aTa 0P0H3B0ACTBa roAeHAO : 

Mfg. License No./ 
MA number:/ IlpoHJBOACTBeHHaH : MNB/05/263 
HoMepPY : JITT-NQ(005456)-(Pf-RU) 

JIUI~eHJHH .N'!! 
Analysis performed according ND:/ AuanuJ rrpoee.ueu no H.D:: JIII-.N2(005456)-(Pr-RU)-150524 
Labelin2 and artworks aooroved: / MapKIIPOBJQl u MaKen,1 yTeep~enhr: 17.02.2025 

Any individual unidentified 
impurity/ Jl106al! e.11:i;rnw-rnall 

He11,neHn1<p111.-111poaaHHall np11Mech 

Total impurities / 
CyMMa np11Meceti 

0.05% 

0.1% 

~ ot more than 0.2 % / 
He 6011ee 0,2 % 

!Not more than 2.0% / 
He 6011ee 2,0% 

Remarks: The Product confirms to ND/ Conclusion: APPROVED/ 
I IlpnMe'laune: Tipo,eyKT cooTBeTCTeye-r Tpe6oea.HI-IJIM H)l 3aKJJIO'le1111e: 0)].06PEHO 

Prepared by / 
Ilo,nroTOBJieHo: Rama 

Kant (j) l ;-
~vly 

Date/ 
1 

)].am: 20.02.2026 

Checked by/ 
llpoeepe1m: Pardeep 
Kumar 

~ 
Date I 
,[lam: : 20.02.2026 

Checked by (AQA) / 
flponepeHO (AOK): 

(mU T ~-----

Date/ 
,[lam: : 20.02 .2026 

Approved by: Quality Assurance/ Authorized person/ 
O,no6peHo: O6ecne'leH11e Ka'lecrna/OrneTcTeeHHoe 

m1uo: {G J 

!Date/ 
,[lam: 

d ' r\ 

\ ~ 

~ o..-v~t,.,-02--b 

Registered Office: 8-2-337, Road No. 3, Bc:njara rliils, 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<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 
Ilpo,uyF."T: UeTp111-1® rn6neTKH, noKpblTble nneH04Hoi1 o6ono4K0H, 10 Mr 

Market/ P1>moK : Russia I Poccm1 

Batch No./ 
: V2600342 Batch Quantity/ 25,00,ooo tab/ 

Cepm1 .N'!! PaJMep cepuu 
: 

25,00,000 rn6 
Analytical Report No. / 

: 890001866296 Date of Analysis / 
: 20.02.2026 AuaJIHTH'lecKnii OT'IeT .N'!! IJlan auaJIUJa 

Date of Manufacture / 
: 02/2026 

Date of Expiry / 
01/2029 IJlan npomBOACTBa ro.11.eu .11.0 : 

Mfg. License No. / 
MA number:/ IIpOH3B0).lCTBeHHaH : MNB/05/263 
HoMepPY 

: JITT-N2(005456)-(Pf-RU) 
JIUI.~eH3HH .N'!! 
Analysis performed according ND: I AuaJIH3 npose.11.eu no H.Ll:: JIII-.N!!(005456)-(Pr-RU)-150524 
Labelin2 and artworks approved:/ Map1rnposKa II M81\'.eTht yTBep~euh1: 17.02.2025 

-- ----- - - -- -- --
N2 Test I Iloica1aTeJib Result/ Pe1yJ11>TaT1>1 Specification/ HopMa 
6 Water content/ 

3.1 %/3.1 % 
!Not more than 8 .0% I 

Co.llepiKaHHe BO.llhl He 6onee 8,0 % 
7 Microbiological purity* / 

MHKpo6HOJIOrH'leCK3H 
"IHCTOTa* 
a) Total aerobic microbial count/ NA !Not more than 1000 CFU/g / 
O6mee '!11cno a3po6_Hb1x He 6onee 1000 KOE/r 
M11KpoopraHH3MOB 

NA 
b) Total combined yeasts and Not more than 100 CFU/g / 
mould count / O6mee 411cno NA He 6onee 100 KOE/r 
.npm10KeBbIX 11 rrnecHeBbIX rp1160B 

c) E.coli Shall be absent in I g / OTcyTcTe11e a 1 r 
8 Assay/ KoJiutJecTBeuuoe !Not less than 9.0 mg and not more than 

onpe,lleJieuue 11.0 mg C21H2sClN2Or2HCI (cetirizine 

9.99 mg /9,99 Mr 
dihydrochloride) in tablet (between 90,0 % 
and 110,0 % of label claim)./ OT 9,0 Mr .ll0 

99.9 % 
11,0 Mr C21H2sClN2O3·2HCl (uernp11311Ha 
1£l11r11.llpoxnop11.n) B rn6neTKe (oT 90,0 % .ll0 

- - - -~ ~ - - - ~ 

110,0 % OT H0Ml1HaJJbH0ro COJle:_p)l(aH11)1). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
IlpHMe'laHHe: Ilpo.nyKT C00TBeTCTByeT Tpe6osaHl1llM H,[( 3aKJito'leHue: O,ll.OliPEHO 

Prepared by I Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized person/ 
nonroToeneHo: Rama IlposepeHo: Pardeep TTpoeepeH0 (AOK): OJlo6peuo: O6ecrreYeu11e Ka•1ecTej TBeTCTBeHHOe 
Kant ~5 Kumar Amit Kumar 

nHUO ( ,~'/ ~ {\~ 
Date/ Date/ Dale/ IDate / ~ ~ ')_---- '7,.,l) 1.-l )],am: 20.02.2026 ,ll.aTa: : 20.02 .2026 £{aTa: : 20.02.2026 ,[(am: 

Registered Office: 8-2-337, Road No. 3, B~njara rliiis, 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 
CEPTll<l>llKAT AHAJHI3A 

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;::i:yKT: QeTpHH® rn6neTKH, IIOKpb!Tble rrneHO'IHOH o6onO'lKOH, 10 Mr 

Market/ PbIHOK : Russia/ Poccm, 

Batch No./ 
: V2600342 Batch Quantity I 25,oo,ooo tab / 

CepuH X2 Pa3Mep cepuu 
: 

25,00,000 rn6 

Analytical Report No. / 
: 890001866296 

Date of Analysis / 
: 20.02.2026 AuaJIHTnqecKuii 0T'IeT X2 lllarn auaJIH3a 

Date of Manufacture / 
: 02/2026 

Date of Expiry / 
01/2029 ,U:aTa npOH3B0J1:CTBa ro;::i:eu;::i:o : 

Mfg. License No. / 
MA number:/ Ilpou3B0;::i:cTBeuuaH : MNB/05/263 
HoMep PY 

: JITI-N~(005456)-(Pf-RU) 
JIHQeH3HH X2 
Analysis performed according ND:/ AuaJIH3 npose;::i:ett no H,U:: JIII-X2(005456)-(Pr-RU)-150524 
Labelimi: and artworks approved:/ MapKnpoBKa u MaKeTbl yTsep~eub1: 17.02.2025 

- I Specification / HopMa -
- ---

.N~ Test I IloKaJaTem, Result/ PeJyJibTaTbI 
9 Subdivision of tablets / Complies I CooTBeTcTByeT rrhe tablets comply with the test, if not more 

llJ:eJieHHe 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./ 

rra6JieTKl1 COOTBeTCTB)'IOT Tpe60BaH1-U1.M, eCJil1 
He 6onee 1 e)],11HJ1llHaH Macca OTKJIOHHeTCH 3a 

npe)],eJibl 85%-115% OT cpe)],Hett MaCChl. 

rra6JieTK11 He COOTBeTCTBY!OT Tpe60BaHl1HM, 

ecn11 6onee 1IeM 1 11tt)],11B11Ayanhtta» Macca 
OTKJIOHHeTCH OT 3Tl1X rrpe)],eJIOB 11Jil1, eCJil1 1 

HH)],HBH)],yaJibHaH Macca OTKJIOHHeTCH 3a 

npe)],eJibl 75%-125% OT cpe)],HeH MaCCbl. 

10 Package/ YrraKOBKa 10 tablets in PVC/PVDC//aluminum 10 tablets in PVC/PVDC//aluminum blister. 2 
blister. 2 blisters and patient information or 3 blisters and patient infmmation leaflet in 
leaflet in a carton./ TTo 10 rn6neTOK B ia carton./ 
TTBX/TT.[(BX/ /an!OMHHHeBoM 6nwCTepe. [lo 10 Ta6JieTOK B 
[lo 2 6JIHCTepa BMeCTe c JIHCTKOM- TTBX/TT.[(BX//an!OMHHHeBoM 6n11cTepe. TTo 2 
BKJia)],blllleM yrraKOBaHbl B rra1IKY HJIH 3 6JIHCTepa BMeCTe c JIHCTKOM-
KapTOHH)'IO. BKJia)],hillleM yrraKOBaHbl B na1IKV KapTOHHY!O, 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpwMe'laHue: TTpOAYKT cooTBeTcTByeT Tpe6oBaHHHM H.[( 3aKJIIO'leuue: O,ll.OliPEHO 

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
DoD..roToBneHo: Rama TipoBepeHo: Pardeep nponepetto (AOK): OAo6peHo: O6ecrre1IeH11e Ka•reC'.roa/OToeTcl'oer-rnoe 
Kanl ~t Kumar Amit Kumar 

ITHUO (\~~ 

=1-::-· ~~ 
Date / 

. 
Date/ Date / IDate / 

)la-ra.: 20.02.2026 )].am: : 20.02.2026 )].aTa: : 20.02.2026 rvo-o 7....-- 1,.£) '1.---C .[(am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, 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>IIKA T AHAJIM3A 

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

Viii. Khol, Nalagarh Road, Baddi, 

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

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

Product: Cetrine film coated tablets, 10 mg 

Ilpo,uyicr: IJ,eTp1m® rn6neTKH, noKphIThJe nneHO'-IHOH o6ono'-IKOH, 10 Mr 

Market/ PM HOK : Russia I Poccm1 

Batch No./ 
: V2600342 

Batch Quantity / 25,00,000 tab/ 

Cepm1 .N'2 Pa3Mep cepuu 
: 

25,00,000 Ta6 

Analytical Report No. / 
: 890001866296 

Date of Analysis / 
: 20.02.2026 

AnanuTu11ecKuii oT11eT .N'2 .UaTa auanu3a 
Date of Manufacture / 

: 02/2026 Date of Expiry / 01/2029 
I.UaTa npouJso,ucTBa ro.ueu .uo 

: 

Mfg. License No. / 
MA number:/ 

II pouJso,ucTBeu uaH : MNB/05/263 
HoMepPY 

: nrr-N~(005456)-(Pf-RU) 
JIHQeH3HH .N'2 
Analysis performed according ND:/ Auanu3 npose,ueu no H.U: JIII-.N'2(005456)-(Pr-RU)-150524 
Labeling and artworks annroved: / MapKHPOBKa u MaKeThl YTBep~em,1: 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./ Ilposo.11.HTCH npoH3BO,ll.HTeJJeM npH BbmycKe nep110.n.w-1ecKH: .n.m, Ka)K.n.ow 20-ow cepHH 
HJIH He MeHee 1 pa3a B ro.n.. IloKa3aTeJJb M0)KeT 6b!Tb He BKJII04eH B CepTHQJHKaT aHaJJH3a Q)HpMbl. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
1IlpHMe'1aHue: Ilpo.n.yKT COOTBeTCTByeT Tpe6osaHHHM H)l 3aKJIIO'leHue: O,ll.OBPEHO 

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person/ 
Ilo.n.roTosneHo: Rama TTpoeepeHo: Pardeep TTposepeHo (AOK) : 0Ao6peRo: O6ecne'-leHHe Ka'-!ecTBa/OrneTCTBeHHoe 
Kant 

~~ 
Date/ 
)laTa: 20.02.2026 

Kumar AmitKuma~ JIHU,O: 

~~ J--::- [\ ~ 

I 
Date / Date / IOate / 0,<J---vv-'212JLC AaTa: : 20.02.2026 AaTa: : 20.02.2026 )lam: 

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India 
Tel: +91404900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP198qPLC004507 

www.drreddys.com 
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•·· Dr.Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Soia11, H.P., 173 205, INDIA 

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

CERTIFICATE OF ANALYSIS 
CEPTM<l>MKAT AHAJIM3A 

Product: Cetrine film coated tablets, 10 mg 

Ilpoi.y1rr: U.er pM H® Ta6JleTKH, nOKPblTble nneH04HOH 060J104KOH, 10 Mr 

Market/ PbIHOK : Russia/ Pocc11.11 

Batch No./ 
: V2600342 

Batch Quantity/ 25,00,000 tab/ 

CeonH .N'!! PaJMep cepnn 
: 

25,00,000 Ta6 

Analytical Report No. / 
: 890001866296 

Date of Analysis / 
: 20.02.2026 

AuaJIHTHtJecKnu 0TtJeT .N'!! I.Uarn auaJin3a 
Date of Manufacture / 

: 02/2026 
Date of Expiry / 

01/2029 
,UaTa DP0ll3BO.l{CTBa roi:.eui:.o 

: 

Mfg. License No. / 
MA number:/ 

IIpon3BOACTBeuuaH : MNB/05/263 
HoMep PY 

: JIIT-N!!(005456)-(Pf'-RU) 
JIHUeH3HH .N'!! 
Analysis performed according ND:/ AuaJIU3 nposei:.eu no H,U: JIIl-.N'!!(005456)-(Pr-RU)-150524 
Labelin2 and artworks aooro\'ed: / Map.K11pos1<a.H MaKeTbl yrnepjKj),eHbl: 17.02.2025 

API name/ HauMeHosauue A<l>C: Cetirizine dihydrochloride / lJ,eTHPH3ttHa .!I.HrH.!lPOXJIOPH.!l 
INN /MHH: Cetirizine / IJ,ernoH3HH 
API manufacturer batch number / 

BT00-25082 
HoMep cepuu npOH3BO.!lHTeJIH A<l>C: 
FP Manufacturer API Batch number/ 

FETA00031 
HoMep cepuu cy6CTaHUHH DPOH3B0JlHTeJlH r JI <I>: 
API Manufactured by & country / Glochem Industries Private Limited, India/ 
IlPOH3BO,IJ,HTeJib A<l>C, cToaua: rnoxeM l1H,llaCTpHeC npaWBHT JlHMHTe.ll, l1H.!I.Hll 

Name, address, authorization No for FP Formulation Unit-6, Viii. Kho!, Nalagarh Road, Baddi, Distt. 

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

HanMeuosauue, ai:.pec, JIHUeH3UH AJIH flpo113ao,!lcrneHHOe no,!lpa3,!leJieHHe-6, BHJIJI. KxOJih, Hanarapx 

IIponJBOACTBeuuaH nJioI.Uai:.Ka / IlJioI.Uai:.Ka Poy.!l, 6a.!l.!lH, .[I.HCTpHKT CoJiaH, x.rr., 17320S, l1H,!lHll 

KOHTpOJIH KatJeCTBa / IlJIOI.Uai:.Ka BbIDYCKa 
(J1m1ett311.11 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». 

3aKJllO''leHue O C00TBeTCTBHH: «HacTOlllllHM ll 00,!lTBep)l(,!lalO, 'ITO npHBe,!leHHall BhIWe HH!pOpMal.(HJI JIBJI.lleTCJI ,llOCTOBepHOH H 
TO'IHOH. 3m cepHll npO.!lYKUHH npOH3Be,!leHa (BKJIIO'lall ynaKOBKY (MapKHpOBKY) H KOHTp0Jih Ka'-lecrna) Ha Bh!WeyKa3aHHOH 
npOH3BO,!lCTBeHH011 0JIO!lla,D.Ke (nnou1al1Kax) B 0OJIHOM COOTBeTCTBHH C Tpe6oaaHHJIM11_ npasHn H3,llJie)Ka111ei1 npOH3B0,!lCTBeHHOH 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMe'lauue: flpOAYKT coorneTCTByeT Tpe6oaaHHllM HA 3aKJIIO'leuue: O):(OliPEHO 

Prepared by I Checked by I Checked by (AQA) I Approved by: Quality Assurance/Authorized person/ 
flOllfOTOBJieHo: Rama npoaepeHo: Pardeep ripoaepetto (AOK): O.!lo6petto: O6ecne'-leHHe Ka'-leCTBa!OTBeTCTBeHHOe 
Kant 

~~ 
Date/ 
)lan: 20.02.2026 

Kumar 
Amit ((~.,..-

JIHL(O: 

a~/ k 
Date/ Date I !Date/ 

~ ,---z::i 1,_!· '7,;{)'"Ll .[I.am: : 20.02.2026 .[I.am: : 20.02.2026 .[l.aTa: 

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

CIN: L85195AP198'1 f'LC004507 
www.drreddys.com 

I 



•·· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH<l>ID<:AT AHAJIM3A 

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

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

Product: Cetrine film coated tablets, 10 mg 
IlpOJ.J.YKT: UeTP1rn® Ta6neTK11, noKpblTb1e nnetto11ttoi1 06ono11Koi1, 10 Mr 

Market/ PhlHOK : Russia/ Poccm1 

Batch No./ 
: V2600342 

Batch Quantity/ 25,00,000 tab/ 

Ceom1 .N'!! PaJMep cepnu 
: 

25,00,000 Ta6 

Analytical Report No. / 
: 890001866296 

Date of Analysis / 
: 20.02.2026 

Auam1T1tlfeCKUi-i oT'teT N!! ,[(aTa auaJ1uJa 

Date of Manufacture / 
: 02/2026 

Date of Expiry / 
01/2029 

)J,aTa DPOUJBO.l{CTBa fOJ.J.CH AO 
: 

Mfg. License No. / MA number:/ 
IlpOH3BOJ.J.CTBeHHaSI : MNB/05/263 

HoMepPY 
: J1TI-NQ(005456)-(Pf-RU) 

Jllll{CH31HI N!! 
Analysis performed according ND:/ AnaJIH3 npoBeJ.J.eH no H,[(: JIII-N!!(005456)-(Pf-RU)-150524 
Labelin2 and artworks approved:/ MaPKIIPOBKa u MaKeThI y-rsen~eHbI: 17.02.2025 

npaKTHKH EBpa3HHCKoro 3KOHOMH'leCKOrO COI03a "' Tpe6osaHHSIMH KOHTpOnSI Ka4CCTBa neKapCT13CHHblX cpeJlCTB, a TaK>Ke B 
COOTBeTCTBHH co cneu,mµ11K8UMSIMH, COJlCp>KalllHMHCll 8 pernc-rpau,HOHHOM ,llOCbC CTpaHbHIMnOpTepa. 3anHCH no npOHJBO}lCTBY, 

ynaKOBKC H at1an113y nposepeHbl, 11 yCTaliOBn.eHO HX COOTBeTCTBHe Tpe6oeaHHllM npaBHJI 1-1a.u11e>Kawew npOH3BOACTBeHHOH 

npaKTHKH Eepa3HHCKOf0 3KOHOMH4CCKOtO COI03a». 

Remarks : The Product confirms to ND/ 
n pnMeqauue: CTpOLlYKT COOTBCTCTByeT Tpe60B8HHJIM H)), I

IConclusion : APPROVED/ 
3aic.r110•1e1111e: O,ll.0:6PEHO 

Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized person I 
no.nroToeneHo: Rama npooepe~m: Pardeep TipoeepeHo (AOK): 0.no6peHO: 06ecneqeHHe Ka•1ec'TBa/0TBCTCTBCHHOe 
Kant 

~~ 
Date I 
,llATa: 20.02.2026 

Kumar 
Amit KT _,/\ ------ """o ~ )-~ =r -

Date/ Date/ !Date / ~.-v2--'llJU l.J,arn: : 20.02.2026 ,[laTa: : 20.02.2026 : JJ,a:ra: 

Registered Office: 8-2-337, Road No. 3, B4njara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 
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