
•·· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTM <l>MKAT AHAJIM3A 

Product: Cetrine® film coated tablets, 10 mg 
IlpoJJ:yIIT: UeTp1rn® m6JJeTKH, rroKpblTble rrJJeHOT.J:HOH o6oJJOT.J:KOH, 10 Mr 

Market/ PbIHOK : Russia/ Poccm1 

Dr. Heddy's Laboratories Ltd 
Formulation Unit-6 

Viii. Khol, Nc1lagarh Road, Baddi, 

Distt. Solan, H.P., 173 2.05, INDIA 

Tel : 19J. 98166 56001-02 
wwvv.drn?ddvs.com 

Batch No./ 
V2600832 

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

CepuH .N'2 PaJMep cepuu 25,00,000 m6 

Analytical Report No./ 
: 890001879191 

Date of Analysis I 
: 24.04.2026 

AuaJIUTU'leCKHH 0T'leT .N'! ,l],aTa auaJiuJa 

Date of Manufacture / 
04/2026 

Date of Expiry / 
03/2029 

llaTa npouJB0ACTBa 
: 

rot(eH 1(0 
: 

Mfg. License No./ 
MA number: I 

IlpoH3B0t(CTBeHHaH : MNB/05/263 
HoMep PY 

: J1I1-N2(005456)-(Pr-RU) 

JIUUeH3HH .N'! 
Analysis performed according to ND:/ AuaJIHJ nposet1:eu no H,l],: JIII-.N'2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbl nepsuquoii ynaK0BKH YTBep,K,1J,eub1: 12.11.2024 
Artworks of secondary package approved: / MaKeTbJ BTopn<tuoii ynaK0BKH yrnepmJJ:eHbl: 17.02.2025 
PL approved: / JIB YTBepmt1:eu: 15.05.2024 

.N'! Test I IloKaJaTeJib Result I PeJyJibTaTbl Specification/ HopMa 
1 Description/ Onucauue White coloured, round, biconvex film White or off-white coloured, round, biconvex 

coated tablets with a break line on one film coated tablets with a break line on one 
side. White core on cross section. / side. White to off-white core on cross section. 
Kpyrnb1e ,[(B051KOBbinYKJJbie Ta6JJeTKH, I Kpyrnb1e JJ:B051KOBbinYKJJbie Ta6JJeTKH, 
noKpb!Tble rmeHOT.J:HOH o6oJJOT.J:KOH noKpb!Tble nneHOT.J:HOH o6onoT.J:Koi1 6enoro 
6enoro UBeTa, C pHCKOH Ha OJJ:HOH HJJH J104Tl1 6enoro UBem, C pHCKOH Ha OJJ:HOH. 
CTOpOHe. Ha rronepeT.J:HOM pa3pe3e - cTopoHe. Ha rronepeT.J:HOM pa3pe3e 51.[(pO OT 
51,npo 6enoro UBem. 6enoro .no no<JTH 6enoro UBeTa. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe<tauue: Ilpo,11SKT cooTBeTcTByeT Tpe6oBaHH51M H.U 3aKJIIO<teuue: OllOliPEHO 
Prepared by I 
IlOJJ:fOTOBJJeHo: 
Ashish Kumar 

~ 
Date I 
)lam: 24.04.2026 

Checked by I Checked by (AQA) I Approved by: Quality Assurance/ Authorized person / 
TiposepeHo: IlpoBepeHo (AOK): O,no6peHo: O6ecrreT.J:eHHe KaT.J:eCTBa/OTBeTCTBeHHOe JJHUO: 

PmeshRan,/ Amit Kumar 

~~ 1-~- ~ 
Date/ Date/ Date I ~ 7~rW~f. 
)lam: 24.04.2026 )lam: 24.04.2026 )lam: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: ~9J 40 4900 2900, Fax: i 91404900 2999, Em2il: mail@drreddys.com 

CIN: L8519SAP1984PLC004507 
www.drreddys.com 



•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTII <l>IIKAT AHAJIIl3A 

Dr. Reddy's Labo1atories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 

Distt. Solan, H.P., J 73 205, INDIA 

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

Product: Cetrine® film coated tablets, 10 mg 
Ilpo)lyKT: U:eTplrn® Ta6neTKH, noKpbiThie nneHOYHOH o6onOYKOH, 10 Mr 

Market / PbIHOK : Russia / Poccm1 

Batch No./ 
V2600832 

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

: 
PaJMep cepuu 

: 
25,00,000 Ta6 

Analytical Report No./ Date of Analysis / 
AnanttTH'leCKHH OT'leT N2 

: 890001879191 
)]:aTa ananuJa 

: 24.04.2026 

Date of Manufacture / 
04/2026 

Date of Expiry/ 
03/2029 

)laTa IlPOH3B0JlCTBa 
: 

ro)leH )lO 
: 

Mfg. License No./ 
MA number:/ 

IlpoH3B0)lCTBeHHaH : MNB/05/263 
HoMep PY 

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

nuueHJHH N2 

Analysis performed according to ND:/ AuaJJH3 npoBe)leH no H)l: JIII-N2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MatceTbI nepBH'IHOH ynaKOBKH YTBep,KJleHbI: 12.11.2024 
Artworks of secondary package approved:/ MatceTbI BTopuquoii ynaKOBKH yTBep,11:JleHbI: 17.02.2025 
PL approved: / JIB VTBep,11:)leH: 15.05.2024 

N2 Test/ IloKaJaTeJJb Result I PeJyJJbTaTbI Specification/ HopMa 

2 [dentification / ~ he retention time of the main peak in 

HJleHTttilitttcauuH ~he chromatogram oftest solution rfhe retention time of the main peak in the 
chromatogram oftest solution should comply complies with the retention time of the 

HPLC/B3)KX main peak in the chromatogram of with the retention time of the main peak in the 

Cetirizine Hydrochloride reference chromatogram of Cetirizine Hydrochloride 

standard solution./ BpeMH yJlep)l(HBaHHH eference standard solution (section "Assay"). 
1, 

0CHOBHOro nuKa Ha xpoMaTorpaMMe 
BpeMH y.11.ep)l(HBaHHH OCH0BHOro nuKa Ha 11CTTbITYeMoro pacTBopa COOTBeTCTByeT 

speMeHH y.11.ep)l(HBaHHH OCHOBHOro nuKa lxpoMaTorpaMMe ucnhnyeMoro pacTBopa 

Ha xpoMaTorpaMMe CTaHJlapTuoro 1/lOR)l(HO COOTBeTCTBOBaTb BpeMeHH 

pacTBopa ueTupu3uHa rHJlpoxnopu,a:a. 1Y.a:ep)l(HBaHHH OCHOBHOro nuKa Ha 
xpoMaTorpaMMe CTaH,a:apTHOro paCTBOpa 
ueT11p11311Har11,a:poxnop11,a:a(pa3,a:en 
k<KonuYeCTBeHHoe onpe,a:eneHue»). 

Remarks : rfhe Product confirms to ND/ Conclusion : APPROVED I 
IlpuMe'laHue: ITpo,a:yKT cooTBeTCTByeT Tpe6osaHHHM H.[( 3aKJJIO'leuue: O)1:OliPEHO 
Prepared by / 
ITo,a:roTosneuo: 
Ashish Kumar 

~ 
Date I 
.[(am: 24.04.2026 

Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
IT poeepeHo: ITposepeHo (AOK): O,a:o6petto: O6ecneYeuue KaYecTBa/OTBeTCTBeHHoe n11uo: 

PravoshR,1 Amit Kumar 
~~ 4£ ~~--

Date I Date/ Date/ I),, 7 rlJl/ r ~1--J 
Darn: 24.04.2026 Darn: 24.04.2026 Darn: 

Registered Office: 8-2-337, r{oad No. 3, Banja1·a Hills, Hyderabad - 500034, Telangana, India 

Tel: +91 40 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. 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 AHAJIM3A 

Product: Cetrine® film coated tablets, 10 mg 
TipoJJ.yKT: ll,eTpl-lH® Ta6JleTKH, noKpblThie nneHO'IHOH 060J10'IKOH, 10 Mr 

Market/ PbIHOK : Russia/ Poccm, 

Batch No./ 
V2600832 

Batch Quantity I 25,00,000 tab/ 

CepnH N2 
: 

PaJMep cepun 
: 

25,00,000 Ta6 

Analytical Report No./ : 890001879191 
Date of Analysis/ 

: 24.04.2026 
A11aJJHTH'lecKnu OT'leT N2 LJ:aTa aHaJJHJa 

Date of Manufacture I 
04/2026 

Date of Expiry / 
03/2029 

LJ:aTa np0H3B0JJ.CTBa 
: 

roJJ,eH JJ.O 
: 

Mfg. License No./ 
MA number:/ 

fipOH3B0JJ,CTBeHH3H : MNB/05/263 
HoMep PY 

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

JIHQeH3HH .N°Q 

Analysis performed according to ND:/ AuaJJHJ npoBeJJ,eu no HLJ:: JITI-N2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbI nepBH'IHOH ynaKOBKH yTBep1KJJ,eHbl: 12.11.2024 
Artworks of secondary package approved: / MaKeTbI BTopn'IHOu ynaK0BKH YTBep1K,L1,eubI: 17.02.2025 
PL approved: / JIB yTBep,KJJ.en: 15.05.2024 

,N°Q Test I IloKaJaTeJJb Result I PeJyJJbTaTbI Specification/ HopMa 

3 

UV- spectrophotometry I Complies I CoorneTcrnyeT [he UV-spectrum of the test solution and the 

Y<I>- cneKTpOq>OTOMeTpl-151 Cetirizine Hydrochloride reference standard 
~olution in the range 200 nm to 400 nm should 
exhibit maxima absorbance at about the same 
wavelengths with an allowed variation of ±2 
nm./ Y<I>-cneKTphl nornm..ueHHll 
HCnhJTyeMoro paCTBOpa 11 CTaHJJ,apTHOro 
pacrnopa uen1pM3HHa rn,11,poxnopM,11,a B 
o6naCTH OT 200 ,11,0 400 HM ,11,0Jl)l(Hbl MMeTh 
MaKCHMYMhl nornom:ettHll np11 0,11,ttow 11 TOH 
\)Ke ,!l;JIHHe BOJIHbl C ,11,onycTMMblM 
OTKJIOHeHHeM ± 2 HM. 

Dissolution/ PaCTBopeuue Not less than 80% (Q) of the labeled amount 
of C21 H2sCIN2O3· 2HCI ( cetirizine 

99 % ; 97 %; 98 %; 100 %; 101 %; dihydrochloride) after 30 min. / He Mettee 
97% 80 % (Q) OT H0MMHaJlbHOro co,11,ep)KaHHll 

C21H2sClN2Or 2HCI (uernpH3HHa 
llHrH,11,pOXJlOPM,11,) qepe3 30 MHH. 

Remarks : The Product confinns to ND/ Conclusion : APPROVED I 
IlpnMe'lanue: ITpo,eyKT cooTBeTcrnyeT Tpe6oBaHHllM HJ:{ 3aKJJIO'le11ne: OllO6PEHO 
Prepared by / 
ITo,11,roTosnetto: 
Ashish Kumar 

~ 
Date/ 
,Uarn: 24.04.2026 

Checked by/ Checked by (AQA) / Approved by: Qua! ity Assurance/ Authorized person / 
IlpoBepetto: IlpoBepetto (AOK): O,11,06petto: O6ecne'leHHe Ka'iecrna/OTBeTCTBeHHoe nMuo: 

Prnvesh R,,., Amit Kumar JJ~A~ [! r -:--
Date/ Date/ Date/ I).?-~ '1~ P--oP-t 
,Uarn: 24.04.2026 ,Uarn: 24.04.2026 ,Uarn: 

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 

CI N: L8519SAP1984PLC004507 
www.drreddys.com 



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

Tel : +91 98166 56001-02 
www.dri-eddys com 

CERTIFICATE OF ANALYSIS 
CEPTII<l>IIKAT AHAJIII3A 

Product: Cetrine® film coated tablets, 10 mg 
Ilpo,IJ,yKT: l(eTpWH® m6neTKl1, IlOKpbITbie rrneHO'-IHOH o60JIO'-IKOH, 10 Mr 

Market/ PbIHOK : Russia/ Poccm1 

Batch No./ 
V2600832 

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

: 
Pa1Mep cepuu 

: 
25,00,000 Ta6 

Analytical Report No./ 
: 890001879191 

Date of Analysis / 
: 24.04.2026 

AHaJJHTH'lecicuu OT'leT .N'! )I.am aHaJ1u1a 

Date of Manufacture / 
04/2026 

Date of Expiry/ 
03/2029 

)].aTa IlPOHJBO,IJ,CTBa 
: 

ro,IJ,eH ,IJ,O 
: 

Mfg. License No./ 
MA number:/ 

IlpoUJBO,IJ,CTBeHHaH : MNB/05/263 
HoMep PY 

: JIII-N!!(005456)-(Pf-RU) 

JIUUeHJUH .N'~ 
Analysis performed according to ND:/ AHaJ1u1 rrpoBe,1J,eH rro H)].: JIIl-.N'!(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbI nepBu<rnou yrraicoBKU YTBep,imeHbI: 12.11.2024 
Artworks of secondary package approved: / MaKeTbI BTOpU'IHOH ynaKOBKU yTBepm.ll.eHbI: 17.02.2025 
PL approved: / JIB yTBep,imeH: 15.05.2024 

.N'! Test/ Iloica1aTeJ1b Result/ Pe1yJ1bTaTbI Specification/ HopMa 

~ Uniformity of dosage units I Acceptance value (AV) should be not more 
O,IJ,HOpO/lHOCTb ,IJ,03Up0BaHHblX 2.3 than 15.0 / I1oKa3aTeJib CTpweMneMocTw (AV) 
C,lJ,HHHU, /lOJI)l(eH 6hITh He 6onee 15,0. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'-!aHue: IJpO/lYKT COOTBeTCTByeT Tpe6oBamuiM H,ll 3aKJJIO'leuue: O)IOJiPEHO 
Prepared by I 
IJO,llfOTOBJieHo: 
Ashish Kumar 

~ 
Date/ 
)lam: 24.04.2026 

Checked by I Checked by (AQA) I Approved by: Quality Assurance/Authorized person/ 
n posepe;m: IIpoBepeHo (AOK): 0)lo6peHO: 06ecrre'-!eHHe Ka'-!eCTBal0TBeTCTBeHHOe Jll11..(0 : 

Pcavesh R;t Amit Kumar µs.~ gJ? r~-
Date/ Date/ Date/ 2 7rtJ'1~2-aJ-I )lam: 24.04.2026 )lam: 24.04.2026 ,Uam: 

Registered Office: 8-2-337, ,~oc1d NrJ 3, Banjara Hills, Hyderabad - 500034, Telangana, India 

Tel: +9140 4900 2900, F2):: +91 40 4900 2999, Email: mail@drreddys com 

CIN: L85195AP1984PLC004507 

www drreddys.com 



•·· Dr.Raddy's ~~• 

CERTIFICATE OF ANALYSIS 
CEPTII<l>HKAT AHAJIH3A 

Dr. Reddy's Labo ratories Ud . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, fl.P., J 73 205, INDIA 

Tel : +91 98166 5600J 02 
www.drreddys.com 

Product: Cetrine® film coated tablets, 10 mg 
IIpo)).yKT: UeTp11H® rn6JieTKl1, noKpbITbie nJieHO'IHOH 060JIO'IKOH, 10 Mr 

Market / PbIHOK : Russia / Poccm, 

Batch No./ 
V2600832 

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

: 
Pa1Mep cepuu 

: 
25,00,000 rn6 

Analytical Report No./ 
: 890001879191 

Date of Analysis/ 
: 24.04.2026 

AuaJIHTH'leCKHH 0T'leT .N'2 .[{aTa auanu1a 

Date of Manufacture / 
04/2026 

Date of Expiry/ 
03/2029 

.[{aTa np0H3B0)),CTBa 
: 

ro)),eH )),0 
: 

Mfg. License No./ 
MA number:/ 

IlpOH3B0)),CTBeHHaH : MNB/05/263 
HoMep PY 

: Jlll-N!!(005456)-(Pf-RU) 

JIH .. eH3HH .N°2 
Analysis performed according to ND:/ Auanu1 npose)),eu no H.[{: JIII-.N'2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeThl nepsuquoil: ynaK0BKH yTsepiK)).eHbI: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbI BTopuquoil: ynaK0BKH yTsep~)).eHbI: 17.02.2025 
PL aooroved: / JIB YTBep~)).eu: 15.05.2024 

5 [mpurities / IlpHMCCH 
Impurity A/ 
ITp11Mecb A 

ImpurityB / 
ITp11Mecb B 

Impurity C / 
ITp11Mecb C 

Impurity D / 
ITp11Mecb D 

Impurity E / 
Ilp11Mecb E 

Remarks : The Product confirms to ND/ 

Below LOD (LOD =0.005 %) I H11)Ke 
npe,neJia 06Hapy)l(ettm1 (ITO= 0,005 %) Not more than 0.2 % / He 6oJiee 0,2 % 

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

Below LOD (LOD =0.006 %) / H11)Ke INot more than 0.2 % / He 6oJiee 0,2 % 
npe.nena 06Hapy)Keum1 (ITO= 0,006 %) 

Below LOQ (LOQ = 0.003 %) / H11)Ke !Not more than 0.2 % / He 6onee 0,2 % 
npe.aena KOJitt'leCTBeHHoro o npeD.eJieH 11i:1 

(ITKO = 0,003 %) 

Below LOQ (LOQ = 0.023 %) / H11)Ke INot more than 0.2 % / He 6onee 0,2 % 
npen.ena KOJI11'!eCTBeHHoro onpe.n:erreHHJI 

(ITKO = 0,023 %) 

IIpuMe'lauue: ITpo,nyKT cooTBeTcTByeT Tpe6osaH11i:1M H.D: 
Conclusion : APPROVED / 
3aKJito'leHue: O.[{OliPEHO 

Prepared by I Checked by I Checked by (AQA) I Approved by: Quality Assurance/ Authorized person / 
O.no6peHo: O6ecne'!eH11e Ka'!ecTBa/OTBeTCTBeHHOe nmi:o: Ilo.nroTOBJieHo: IlposepeHo: IlposepeHo (AOK): 

k j;:" Prnvesh Ra? Am~ ~ - A~~ 

Date/ 
narn: 24.04.2026 

Date/ 
LJ:arn: 24.04.2026 

Date/ 
,lJ;arn: 24.04.2026 

Date/ 
,lJ;arn: 

Registered Office: 8-2-337, Ro;1ci j\!u. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 

Tel: +9140 4900 2900, Fer: i-9140 4900 2999, Email: mail@drreddys.com 
C!N: L85195AP1984PLC004507 

v,ww.drteddys.com 



•·· Dr. Reddy's ~;• 
Dr. Reddy's Laboratories I td 
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 
IIpo,/lyKT: IJ.eTpirn® Ta6neTKH, noKpbITbie nneHOlfHOH o6oJIOlfKOH, 10 Mr 

Market / PbIHOK : Russia / Poccm1 

Batch No./ 
V2600832 

Batch Quantity / 25,00,000 tab / 
CepHH N! 

: 
Pa3Mep cepuu 

: 
25,00,000 m6 

Analytical Report No./ 
: 890001879191 

Date of Analysis/ 
: 24.04.2026 

AuaJIHTH'lectcuii: OT'leT N! 1laTa auanu3a 

Date of Manufacture/ 
04/2026 

Date of Expiry/ 
03/2029 

lllaTa npouJBO./lCTBa 
: 

ro,/leH AO 
: 

Mfg. License No./ 
MA number:/ 

IIpoH3B0,/lCTBeHHaH : MNB/05/263 
HoMep PY 

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

nuueHJHH N! 
Analysis performed according to ND:/ AuanuJ nposet1,eH no H.LJ:: JIII-N!(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MatceTbI nepBH'IHOii: ynaKOBKH yrnep~eHbI: 12.11.2024 
Artworks of secondary package approved:/ MatceTbI BTOpH'IHOii ynaKOBKH yTsep~JleHb1: 17.02.2025 
PL approved: / JIB yrnep~eu: 15.05.2024 

Impurity F / 
Tip1-1Mecb F 

Below LOD (LOD =0.015 %) / Htt)Ke Not more than 0.2 % / He 6onee 0,2 % 
npe,/lena o6Hapy)KeHHH (ITO= 0,015 %) 

!Any individual unidentified Below LOQ (LOQ = 0.05 %) I Htt)Ke Not more than 0.2 % / 
impurity I J1I06a» e,/lHHHlfHaH npe.uena KOJIHlfecrneHHoro onpeneneH HR He 6onee 0,2 % 
He11,neHTHQJHI..\HposaHHaH npttMecb (ITKO = 0,05 %) 

trotal impurities/ 
CyMMa np11Mecef\ 

Remarks : The Product confirms to ND/ 

0.0358 % 

IIpuMe'laHue: Tlpo,nyKT coorneTcrnyeT Tpe6osaHHHM H,[( 
Prepared by / Checked by / Checked by (AQA) / 
ITo,nroTOBJieHO: TipoaepeHo: IlposepeHo (AOK): 

Ashis;:, Prnm h R"'{ Amit ~ 

Date/ Date/ Date/ 
,[(am: 24.04.2026 ,[(am: 24.04.2026 ,[(am: 24.04.2026 

iNot more than 2.0% / 
He 6onee 2,0% 

Conclusion : APPROVED / 
3aKJIJO'leuue: O)1.OliPEHO 
Approved by: Quality Assurance/Authorized person/ 
O.llo6peHo: O6ecnelfeH1-1e Kaqecrna/OrneTCTBeHHoe nm.i:o: 

Au,ctf~@ 

Date/ 
,[(am: 

Registered Office: 8-2-337, Road[•.:,,. 3, Banjara Hills, Hyderabad - 500034, Telanga11a, India 

Tel: +9140 4900 2900, l'cY ; 91 40 4900 2999, Email: mail@drreddys.com 
Cl i~ I 8'119':iAP1984PLC004507 

v,wv, drreddys.com 



•·· Dr. Reddy's ~~• 
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 

CERTIFICATE OF ANALYSIS 
CEPTM <l>IIKAT AHAJIM3A 

Product: Cetrine® film coated tablets, 10 mg 
IlpoL1yKT: UeTpttH® Ta6JJeTKH, noKpbITbie nJJeHO'-IHOH o6oJJO'-IKOH, 10 Mr 

Market/ PMHOK : Russia/ Poccttl! 

Batch No./ 
V2600832 

Batch Quantity I 25,00,000 tab I 
Cepm1 }f! 

: 
Pa1Mep cepuu 

: 
25,00,000 Ta6 

Analytical Report No. / 
: 890001879191 

Date of Analysis / 
: 24.04.2026 

AnaJIHTH'-leCKHU oP.teT _Ng LJ:aTa anaJIHJa 

Date of Manufacture/ 
04/2026 

Date of Expiry/ 
03/2029 

llarn npottJBO./lCTBa 
: 

roL1eH LIO 
: 

Mfg. License No./ 
MA number:/ 

IlpottJBOLICTBeHHaH : MNB/05/263 
HoMep PY 

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

JlHU,eHJHH _N"g 

Analysis performed according to ND:/ AuaJIHJ nposeL1eH no HLJ:: JIIl-.N"g(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbI nepsuquou ynaKOBKH YTBep,imeHbI: 12.11.2024 
Artworks of secondary package approved: / MaKeTbt BTopuquou ynaKoBKH yTsep:iKL1eHbI: 17.02.2025 
PL approved: / JIB yrnep,imeu: 15.05.2024 

_Ng Test I IloKaJaTeJib Result/ Pe1yJibTaTbI Specification/ HopMa 

6 Water content/ 
2.1 % 

[Not more than 8.0% I 
CoL1ep:iKauue BOLlb.!_ _ He 6oJJee 8,0 % 

- - --
7 Microbiological purity* / 

MuKp06HOJIOrH'leCKaH 
'lHCTOTa* 
a) Total aerobic microbial count/ NA !Not more than 1000 CFU/g / 
O6mee '-IHCJJO a3p06HbIX He 6oJJee 1000 KOE/r 
M11KpoopraHH3MOB 

NA 
b) Total combined yeasts and !Not more than 100 CFU/g / 
mould count / O6mee 'IHCJJO He 6oJJee 100 KOE/r 
~p0)IOKeBblX 11 rmecHeBbIX rp1160B 

-

K:) E. coli NA Shall be absent in lg I OTcyTCTBHe B 1 r 

8 Assay/ KoJIH'lecTseuuoe From 9.0 mg to 11.0 mg of 
onpe,11;eJieuue 

10.09 mg /10,09 Mr 
C21H2sClN2O3· 2HC1 (Cetirizine 
Dihydrochloride) in tablet (90.0 % to 110.0 % 

100.9 % 
oflabel claim)./ OT 9,0 Mr LIO 11,0 Mr 
K::21H2sClN2O3' 2HC1 (uernp11311Ha 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'lauue: ITp0/1.YKT cooTBeTcTByeT Tpe6osaHHJIM H.[( 3aKJIIO'leuue: OllOliPEHO 
Prepared by I 
ITo/1,rOTOBJJeno: 
Ashish Kumar 

~ 
Date I 
Jl:arn: 24.04.2026 

Checked by I Checked by (AQA) / Approved by: Quality Assurance/Authorized person I 
ITposepeHo: ITposepeHo (AOK): O,n:o6peHo: O6ecne'lem1e Ka'-!ecTBalOTBeTcTBeHHoe m1uo: 

Prnvesh Rao! Amit Kumar ,4-~t~ ~ 
f --:-

Date I Date I Date I a.-7 ..... ~4~ kJl).t 
Jl:arn: 24.04.2026 J:J:arn: 24.04.2026 J:J:arn: 

Registered Office: 8-2-337, Road ~Ju. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 

Tel: +9140 4900 2900, F2x: +9140 4900 2999, Email: mail@drreddys.com 
Cl i,i: L85195AP1984PLC004507 

,vww.drreddys.com 



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

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

Tel : +91 98166 5600]-02 

www.drreddys.com 

CERTIFICATE OF ANALYSIS 
CEPTM<l>MKAT AHAJIM3A 

Product: Cetrine® film coated tablets, 10 mg 
Ilpo)lyKT: IJ,e-rp1rn® Ta6neTKl1, noKpblTble nneHOlfHOH o6oJI04KOH, 10 Mr 

Market / PblHOK : Russia/ Poccm, 

Batch No./ 
V2600832 

Batch Quantity I 25,00,000 tab/ 

CepnH .N"! 
: 

Pa1Mep cepuu 
: 

25,00,000 m6 

Analytical Report No./ 
: 890001879191 

Date of Analysis/ 
: 24.04.2026 

AHaJIHTHlfeCKHH OT'feT .N"! )],aTa auanu1a 

Date of Manufacture/ 
04/2026 

Date of Expiry/ 
03/2029 

)laTa npOH3B0.IJ;CTBa 
: 

roJJ;eH JJ;O 
: 

Mfg. License No./ 
MA number:/ 

IlpouJBOJJ;CTBeuuaH : MNB/05/263 
HoMep PY 

: JII1-N2(005456)-(Pr-RU) 

JIHUeH3HH .N"! 
Analysis performed according to ND:/ Auanu1 npoBe,l\eH no H)],: JITI-.N"2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbI nepBHlfHOH ynaKOBKH YTBep~eHbI: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbI BTOpHlfHOH ynaKOBKH YTBeP*AeHbI: 17.02.2025 
PL approved: / JIB yrnep*JJ;eu: 15.05.2024 

x~ Test/ IloKaJaTeJib Result/ Pe1yJ1bTaTbl Specification / HopMa 

9 

n11rn,upox11op11JJ.) B m6neTKe ( OT 90,0 % ,uo 
110,0 % OT H0Ml1HaJibH0ro co,uep)l(attlU!). 

Subdivision of tablets / Complies I CooTBeTcTByeT rrhe tablets comply with the test, if not more 

)leneuue Ta6JieToK ~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./ 
Ta6neTKH C0OTBeTCTBYJOT Tpe6oBaHHllM, ecm1 
He 6011ee 1 eJJ,HHl1'-IHal! Macca OTKJI0Hl!eTCll 3a 
npe,11.eJibl 85%-115% OT cpeJJ,HeH MaCCbl. 
Ta611eTKl1 He C00TBeTCTBYJOT Tpe6osamrnM, 

ec1111 6011ee tJeM I 11u,u11s11,uyanhHall Macca 
OTKJI0HlleTCll OT 3THX npe,11.eJJ0B HJJl1, eCJJH 1 
HH,Ul1BHJJ,YaJJbHal! Macca OTKJI0Hl!eTCll 33 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMelfaHHe: IlpOJJ.VKT C0OTBeTCTBYeT Tpe6osaHHllM H}l 3aKJIIOlfeuue: OJlOEPEHO 
Prepared by / 
Ilo,uroTosneuo: 
Ashish Kumar 

~ 
Date/ 
,[),am: 24.04.2026 

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

1 
IlpoBepetto (AOK): OJJ,o6peHo: O6ecnelfeuwe KalfecTBa/OrneTCTBeHHoe 11111..1;0: 

Pravesh Rana Amit Kumar A~f~ 
efj ('~ 

Date/ Date/ Date/ !2.-7.--tJ 4~2-()~t 
,[),am: 24.04.2026 ,[),am: 24.04.2026 ,[),am: 

Registered Office: 8-2-337, f(oaci f\lrJ 3, Banjara Hills, Hyderabad - 500034, Telangan a, India 

Tel : +9140 4900 2'l00, F,1 :· ,9140 4900 2999, Erna ii: rnail@drredd y~ corn 

C!~: 185195AP1984PLC004507 
\ 1ww drreddys.com 



•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTII «l> IIKAT AHAJIII3A 

Dr. Heddy's I aboratories Ltd 
Formulation Unit--6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., J 73 205, INDIA 

Tel : +91 98J 66 56001 02 
www.drr-eddys.com 

Product: Cetrine® film coated tablets, 10 mg 
Ilpo,nyKT: l(eTpHH® Ta6neTKH, noKpbITbie nneHO'IHOH o6ono'IKOH, 10 Mr 

Market/ Pb!HOK : Russia / Poccm1 

Batch No./ 
V2600832 

Batch Quantity / 25,00,000 tab I 
CepHH .N2 

: 
PaJMep cepuu 

: 
25,00,000 rn6 

Analytical Report No./ 
: 890001879191 

Date of Analysis/ 
: 24.04.2026 

AHaJIHTH'leCKHH OT'leT .N2 ,UaTa aHaJIHJa 
Date of Manufacture/ 

04/2026 
Date of Expiry/ 

03/2029 
)laTa llPOH3B0,[(CTBa 

: 
ro,neH ,[(0 

: 

Mfg. License No./ 
MA number:/ 

IlpOH3B0,[(CTBeHHaH : MNB/05/263 
HoMep PY 

: JII1-N2(005456)-(Pr-RU) 

JIHU:eH3HSI .N2 
Analysis performed according to ND:/ AuaJIH3 npose,neu no H)l: JIIl-.N2(005456)-(Pr-RU)-150524 
Artworks of primary package approved: / MaKeTbI nepBH'IHOii ynaKOBKH YTBep,KJJ.eHbI: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbI BTOpH'IHOfi ynaKOBKH yTsep1K,neub1: 17.02.2025 
PL approved: / JIB yrnepJK,neH: 15.05.2024 

.N2 Test/ IloKaJaTeJib Result/ PeJyJibTaTbI Specification/ HopMa 
npe,nenbI 75%-125% OT cpe,nHeH MaCCbl. 

10 Package/ OnucaHue ynaKOBKH 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 information leaflet in 
leaflet in a carton. I ITo 10 rn6neToK B a carton. I ITo 10 rn6neTOK B 
ITBX/ITBL(X//amoMHHHeBoM 6n11cTepe. ITBX/ITBL(X//amoMHHtteBoM 6n11cTepe. Ilo 2 
Ilo 2 6nHCTepa BMeCTe c nHCTKOM- Hntt 3 6nttcTepa BMeCTe c nHCTKOM-
BKna,nbIWeM ynaKOBaHbl B na4KY BKna,nbIWeM ynaKOBaHbl B na4KY KapTOHHyIO. 
KapTOHHYJO. 

11 Labeling / MapKuposKa Complies/ CooTBeTcTByeT See Module 1, section 1.3.2 ofregistration 
dossier./ B cooTBeTCTBHH c pa3,nenoM 1.3.2 
MO,nym1 1 perncTpaLJ,HOHHOro ,[(OCbe. 

12 Storage conditions / Y CJIOBHH ~t temperature not higher than 25 °C / IlpH TeMrrepaType He Bb1we 25 °C. 
xpaHeHHSI 

13 Shelf-life (storage period) / Cpotc l3 years. / 3 ro,na. 

r0JUIOCTH (cpoK' xpaHeHIISI 
---'-- . - -------- -

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpHMe'laHHe: Ilpo,nyKT COOTBeTCTByeT Tpe6oBaHHl!M H.U 3aKJIIO'leHHe: O)lOEPEHO 
Prepared by / 
Ilo,nroTOBneHo: 
Ashish Kumar 

~ 
Date/ 
L(arn: 24.04.2026 

Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
npoeepeHo: IlpoBepetto (AOK): O.D.o6pe,-m: O6ecne4e1u1e KaYecrna/Oree-rcTBeHHOe srnu,o : 

Prnve h R,n, Amit Kumar IJ¢ rt~ ~ 
~ r-1-

I 

Date/ Date/ Date/ 2--?.--ol/--2<JU 
,[{am: 24.04.2026 ,Uarn: 24.04.2026 L(arn: 

Registered Cffice: 8-2-331, no;1c! f.,Ju 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, I 2;: i 91 40 4900 2999, Em2il: mail@drreddys.com 

CIN· 185195AP1984PLC004507 

'i•"Hi1.d1 reddys.com 



•·· Dr.Reddy's ~;• 
Dr. Reddy's Laboi·ato1 ies Ltd . 
Formu:ation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., J 73 2.05, l~JDIA 

Tel : t91 98166 56001-02 
www.drreddys.com 

CERTIFICATE OF ANALYSIS 
CEPTM<l>MKAT AHAJIM3A 

Product: Cetrine® film coated tablets, 10 mg 
nooavirr: Ue-rPHH® rn6neTKH, noKPhIThie nneHO'lHOH 06orro11Kofi, 10 Mr 

Market / PbIHOK : Russia/ Pocc11.SI 

Batch No./ 
V2600832 

Batch Quantity / 
: 

25,00,000 tab/ 
CepHH N2 

: PaJMep cepHH 25,00,000 rn6 
Analytical Report No./ 

: 890001879191 
Date of Analysis / 

: 24.04.2026 
AuaJIHTH'leCKHtt 0T'teT N2 ,Ll;aTa auaJIHJa 
Date of Manufacture / 

04/2026 
Date of Expiry/ 

03/2029 : : 
,Ll;aTa DP0HJB0.l(CTBa roaeu .1(0 

Mfg. License No./ 
MA number:/ 

IIpoHJBO.l(CTBeuuaH : MNB/05/263 
HoMep PY 

: Jlfl-NQ(005456)-(Pr-RU) 
nm.~eHJHH N2 
Analysis performed according to ND:/ AuaJIHJ npose.l(eu no H,LI;: JIII-N2(005456)-(Pr-RU)-150524 
Artworks of primary package approved: / MateeTbl nepBH'IHOH ynaK0BKH YTBep,imeub1: 12.11.2024 
Artworks of secondary package approved:/ MaiceTbl BTOpH'IHOH ynaK0BKH yTsep,KJJ.eHbl: 17.02.2025 
PL approved: / JIB yTBep,KJJ.eu: 15.05.2024 

* Perfonned 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. I flposo.n:HTCSI npo113BO.UHTeJieM np1-1 BhmycKe nepwo.u1-111ecKw: .um, Ka)K.llott 20-ofi 
cep1-rn wnw He Mettee 1 pa3a s ro.u. floKa3aTem, MO)l(eT 6hITh He BKJI1011eu B CepTmpHKaT auamna cfntpMhl. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpuMe'lauue: IIpo.n:yKT coorneTcrnyeT Tpe6osaHHHM H,U 3aKJIIO'leuue: O,Ll;OliPEHO 
Prepared by I 
IIo.n:rnToBnetto: 
Ashish Kumar 

~ 
Date/ 
.Uarn: 24.04.2026 

Checked by I Checked by (AQA) / Approved by: Quality Assurance/Authorized person I 
TTpooepeHo: IIposepetto (AOK): O.uo6peuo: O6ecne11em1e Ka11ecTsa/Orne-rcTseuuoe 11111.~o: 

P,avoshRaat Amit Kumar ~ r~ @ 
~ _/-

Date/ Date/ ' Date/ I},, 7r1Jl/.- 2,-oi-( 
,Uarn: 24.04.2026 .Uarn: 24.04.2026 Aarn: 

Registered Cffice: 8-2-33,, i{u,1d 1,:,, 3, Banjara Hills, Hyderabad - 500034, T<"langana, India 
Tel: +91404900 2'J00, ! 2:·.: ;-9J trO 4900 2999, Email: mail@drreddy5.com 

~,~. 18S19SAP1984PLC004507 

•. _,, . .,w.clrrecldys.com 



•·· Dr.Raddy's ~~• 
Dr. Recldy's Laboi-cii•<iries Ud . 
Formulation Unit 6 
Viii. Khol, Nalagar·h Road, Baddi, 
Distt. Solan, H.P., ]73 20':i, INDIA 

Tel : +91 98166 56001 02 
www.drr eddy,.r'(Hn 

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

Product: Cetrine® film coated tablets, 10 mg 
Ilpoti;yKT: UeTptttt® Ta6neTKH, noKPhITbie nneHo'IHOH o6ono'IKOH. 10 Mr 

Market/ P1>1HOK : Russia/ Poccm1 

Batch No./ 
V2600832 

Batch Quantity/ 
: 

25,00,000 tab/ 

Cepm1 .N'2 
: 

PaJMep cep111I 25,00,000 Ta6 

Analytical Report No./ : 890001879191 
Date of Analysis / 

: 24.04.2026 
AnaJIHTH'leCKHH 0T'leT ,N'g ,!J,aTa attaJIHJa 

Date of Manufacture/ 04/2026 
Date of Expiry/ 

: 03/2029 : 
fo,ll.eH ,!1.0 ,[{aTa np0ll3B0,!1.CTBa 

Mfg. License No./ 
MA number:/ 

IJpOHJBO,ll.CTBeHHaH : MNB/05/263 
HoMepPY 

: JIIT-N2(005456)-(Pf-RU) 
JIHUeHJHSI ,N'g 

Analysis performed according to ND:/ AnaJIHJ npose)J.en no H,[{: JIII-.N"2(005456)-(Pf-RU)-150524 
Artworks of primary package approved:/ MaiceTbl nepBH'IHOH ynaK0BKH yTBep'.IK,!lettbl: 12.11.2024 
Artworks of secondary package approved:/ MatceTbl BTopH'IHOH ynaicosicu yTBep:iKJJ.enb1: 17.02.2025 
PL aooroved: / JIB yTBepil{Jlen: 15.05.2024 

API name/ HauMenosanue A<l>C: Cetirizine di hydrochloride/ UernpH3HHa AHnt,npoxnop~1.n 
INN/MHH: Cetirizine / UeTHPH3 HH 
API manufacturer batch number / 

BT00-26001, BT00-26011 
l-10111ep cepmI npo11'.lB0.0.I1TeJIH A<l>C: 
FP Manufacturer API Batch number/ 

FETA00067, FETA00163 
HoMep cep1111 cy6cTaHUllll HP0ll3B0.!lHTeJIH r JI<I>: 

API Manufactured by, address & country/ Glochem Industries Private Limited, 
IIpoHJBO,ll.HTeJib A<l>C, a,!1.pec u CTpana: Survey No. 174 to 176, I.D.A. Bollaram, Sangareddy District, 

502 325, Hyderabad, Telangana, India/ 
rnoxeM l1H.uacTpHec TipaHBHT JIHMHTe.a:, 

Y'laCTKH N2 174-176, 11 . .[(.A., IionnapaM, CaHrapeMH 
.[{11CTp11KT - 502 325, Xai1)).a pa6a.n, WTaT Tena~iratta, l1HJJ:Hll 

Name, address, authorization No for FP manufacturing Dr. Reddy's Laboratories Ltd., 
site I Control site/ Release site / Formulation Unit-6, Viii. Kho!, Nalagarh Road, Baddi, Distt. 
HauMeHOBanue, a,!1.pec, JIHUeHJHSI .!{JIH Solan (HP) 173205, India (license No MNB/05/263). / 
npo1tJBOllCTBe1t1UlH DJIOLUaaica / IlnomaaK:a KOHTpOJIH Jl-p Pe.n.n1-1 ' c JTa6opaTop1-1c fl1-,n. 
1<:a•IeCTB8 / nnOLU3JlKa Bbtnycica Tipo113BOACTBem1oe no.npa3,neneHHe-6, B1-1JU1 . Kxonh, HaJJarapx 

Poy.u, IiaJJAH, )lMcTpHKT 0J18H, X.n ., j 73205, 11H.!ll1ll 
(J11-1ue11J11ll N2 MNB/05/263). 

Declaration of certification: «I hereby certify that the above mformat1on 1s authentic and accurate. This batch of product has been 
Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
npuMe'laH1-1e: Hpo.nyKT C00TBeTCTeyeT Tpe6oeaHIHIM H.U 3aKJitO'lenne: OJ].O6PEHO 
Prepared by / 
Ilo.nroTOBJJeHo: 
Ashish Kumar 

~ 
Date/ 
)laTa: 24.04.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized person I 
nposepeHo: ITposepeHO (AOK): O,no6peno: O6ecne'leH11e Kat.Jecrna/OrseTcTBeHHOe 1rnuo: 

Prmsh R1 Amit Kumar 
~~~ 

<§! (\r-~--
Date/ Date I Date/ (J,..7~btf---9f}).b 
)lam: 24.04.2026 )lam: 24.04.2026 ,llaTa: 

Registered Office: 8-2-33 7, f1•J.Jci 1'!" 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: c9140 4900 ?.900, Fa,: ;-91 40 4900 2999, Email: mc1il@drreddys.com 

Ci i,i: l iJS 19':iAP1984PLC004507 
'"'• ,.,w.t'.r reddys.com 



•·· Dr.Raddy's ~;• 
Dr. Heddy's l_aL,or;'!tot ies Ltd 
Formulation Unit-6 
Viii. l<hol, Nalagt1rh Roacl, Baddi, 

Distt. Sol,1n, rl.P., )73 20'.i, INIJl1\ 

Tel : +91 98166 550{11 r); 

www drreddys.c:orn 

CERTIFICATE OF ANALYSIS 
CEPTII <l>IIKAT AHAJIII3A 

Product: Cetrine® film coated tablets, 10 mg 

Ilpo.i.yicr: UeTp11tt® rn6neTKM, nOKPhIThie nneH04HOH 06ono11Koi-l, 10 Mr 

Market / PbIHOK : Russia/ Poccm1 

Batch No./ 
V2600832 

Batch Quantity/ 25,00,000 tab I 
: 

PaJMep cepuu 
: 

25,00,000 Ta6 CepuH N2 

Analytical Report No./ 
: 890001879191 

Date of Analysis / 
: 24.04.2026 

AHaJJHTH'leCKHii 0T'leT N2 .l(aTa aHaJJuJa 

Date of Manufacture / 
04/2026 

Date of Expiry / 
03/2029 : 

ro,ll.eH )1.0 
: 

.l(aTa np0H3B0)].CTBa 
Mfg. License No./ 

MA number:/ 
IJpOH3B0)].CTBeHHaH : MNB/05/263 

HoMep PY 
: JII1-.N2(005456)-(Pr-RU) 

JIHUeHJHH N2 
Analysis performed according to ND:/ AHaJJHJ npoBe.i.ett no H.l(: JIII-N2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbI nepBH'IHOii ynaK0BKH YTBep~eHbI: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbI BTOpH'IH0ii ynaK0BKH yTBepm.i.eHbI: 17.02.2025 
PL approved: / JIB yrnep~eH: 15.05.2024 

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 (No. GMP/EAEU/RU/02329-2025 dt. September 19, 2025) 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'ICHHe 0 C00TBeTCTBHH: «HaCTOHUIHM H TTO.UTBep)l{,Ual-0, 4TO np11Be,UeHHaH BhlWe HHq>OpMaU,11H HBJJHeTCH .UOCTOBepHOH 11 
TO'IHOH. 3Ta cep1,rn npo.uyKUMl1 npOH3Be)l.eHa (BKJll04aH ynaKOBKY (MapKHpOBKY) 11 KOHTpOJJh KalJeCTBa) Ha BhIWeyKa3aHHOH 
np0113B0,UCTBeHHOH nJJOllla.uKe (nJJOllla,UKax) B TT0JJHOM CO0TBeTCTBHl1 C Tpe6oBaHl1HMl1 IlpaBl1Jl Ha,ll.JJe)l{allleH np0113B0,UCTBeHHOH 
npaKT11K11 EBpa311ficKoro 3KOHOMH'!ecKoro coI03a (.N2 GMP/EAEU/RU/02329-2025 OT 19 cettrn6pH 2025 r.) 11 Tpe6oBaHHHMH 

KOHTpOJJH Ka11ecTBa neKapcTBeHHhlX cpe.ucTB, a TaK)l{e B COOTBeTCTBl111 co cneu11cp11KaUHHMl1, co.uep)l{all1HMl1CH B perncTpau110HHOM 
,UOChe CTpaHhl-11MnOpTepa. 3an11c11 no np0113B0.UCTBY, ynaKOBKe 11 aHaJJl13Y npoBepeHhl, 11 ycmHOBJleHO 11X COOTBeTCTBl1e 
Tpe6oBaHHHM IlpaBl1Jl Ha,ll.JJe)l{aUleH npOH3B0.UCTBeHHOH npaKTl1Kl1 EBpa311HCKoro 3KOHOMH4eCKOro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'laHue: Ilpo,uyKT C0OTBCTCTBYCT Tpe6oaaHl1HM H)], 3aKJIIO'leHue: O.JJ:OliPEHO 
Prepared by I 
Ilo.uroTOBJJeHo: 
Ashish Kumar 

~ 
Date/ 

,[lam: 24.04.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized person/ 
npoBepetto: IlpoaepeHo (AOK): O.uo6peHo: O6ecne11eHHe Ka11ecTBa/OTBeTCTBCHHOe Jll1U,O: 

Pme hRa,t Amit Kumar JI~ rt...~ 
~ r~ 

Date/ Date/ Date/ Q__ '7 rfJI/ r J,{J ./1- ( 
,[lam: 24.04.2026 )].am: 24.04.2026 ,[lam: 

Registered Office: 8-2-33/, i,o:id 1,:,, ~, Banjara Hills, Hyderabad - 500034, Telangan;,, lnrliii 
Tel: ,91. 40 4900 2C>OIJ, : .,;: ; 91 40 4900 2999, Email: mail@drreddys.com 

u,,i : !.8519SAt'1984PLC004507 
, 11,,,w r.!rredclys.com 



•·· Dr.Raddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
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CERTIFICATE OF ANALYSIS 
CEPTII <l>IIKAT AHAJIII3A 

Product: Cetrine® film coated tablets, 10 mg 

Ilpo,1wKT: U,eTp11H® Ta6JieTKl1, IIOKphIThie IIJieHOlJHOH o6oJIOlJKOH, 10 Mr 

Market/ PbIHOK : Russia/ Poccm1 

Batch No./ 
V2600860 

Batch Quantity / 25,00,000 tab/ 

CepuH .N'2 
: 

PaJMep cepuu 
: 

25,00,000 Ta6 

Analytical Report No./ 
: 890001879544 

Date of Analysis/ 
: 25.04.2026 

AuaJIHTHlfeCKHH OT'-teT .N'! )laTa auaJIHJa 

Date of Manufacture / 
04/2026 

Date of Expiry/ 
03/2029 

)laTa npOH3B0,ll.CTBa 
: 

ro,11.eu ,11.0 
: 

Mfg. License No./ 
MA number:/ 

II pOH3B0,ll.CTBeHHaH : MNB/05/263 
HoMep PY 

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

JIHUeH3HH .N'! 

Analysis performed according to ND:/ AuaJIHJ npose,11.eu no H)l: JIII-.N'2(005456)-(Pf-RU)-150524 
Artworks of primary package approved:/ MaKeTbI nepBH'rnoii ynaKOBKH YTBep,K,11.eHbI: 12.11.2024 
Artworks of secondary package approved: / MaKeTbI BTopuquoii ynaK0BKH yTsepJK,11.eubr: 17.02.2025 
PL approved: / JIB yrnepJK,11.eu: 15.05.2024 

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 (No. GMP/EAEU/RU/02329-2025 dt. September 19, 2025) 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». / 
3aKJIIOlJeHHe 0 C00TBeTCTBHH: «HacTOilll\11M ii II0,!1,TBep)l(,!1,aJO, lJT0 rrpttBe,11,eHHail BhIIIIe HH<pOpMaU:Hil iIBJiileTCil ,11,0CTOBepHOH 11 

TOlJHOH. 3Ta cepHiI rrpo,11,yKU:HH rrpoHJBe,11,eHa (BKJIJOlJail yrraK0BKY (MapK11pOBKY) H K0HTp0Jih KalJeCTBa) Ha BhIIIIeyKa3aHHOH 

rrpOH3B0,!l,CTBeHHOH IIJI0il\a,11,Ke (rrnoma,11,Kax) B II0JIH0M C00TBeTCTBHH C Tpe6oBaHl1iIMH TipaBl1JI Ha,11,Jie)l(amei:l. rrpOH3B0,!l,CTBeHHOH 
rrpaKTHKl1 EBpa3HHCKoro 3K0H0MHtJecKoro co103a (N2 GMP/EAEU/RU/02329-2025 OT 19 ceHrn6pH 2025 r.) 11 Tpe6oBaHHiIMH 
K0HTp0Jiil KatJeCTBa JieKapCTBeHHhIX cpe,11,CTB, a TaK)l(e B C00TBeTCTBHH co crreu:H<pHKaU:HiIM11, co,11,ep)l(all\HMHCil B perHCTpaUH0HH0M 
,11,0Che CTpaHhl-HMII0pTepa. 3arr11c11 ITO rrp0113B0,!l,CTBY, yrraK0BKe H aHaJil13Y rrpoBepeHhl, H ycTaH0BJieH0 HX C00TBeTCTBHe 
Tpe6oBaHHiIM TipaBHJI Ha,!l,Jie)l(amei1 rrpOH3B0,!l,CTBeHHOH rrpaKTHKH EBpa3HHCKoro 3K0H0MHlJeCKoro C0J03a». 

Remarks : The Product confirms to ND/ 
II HMe'lauue: IT 0,11, KT C00TBeTCTB eT T 

Prepared by / Checked by I 
ITo,11,roTOBJieHY : TipoBepeHo: Rama 
Pravesh Rana Kant 

~ 
Date/ Date/ 

,ll,arn: 25.04.2026 ,ll,arn: 25.04.2026 

e6osaHH.HM H,ll, 

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

Date/ 
,ll,arn: 25.04.2026 

Conclusion : APPROVED / 
3aKJIIOtJeuue: O)lOliPEHO 
Approved by: Quality Assurance/Authorized person/ 
O,11,06peHo: O6ecne'!em,e Ka,1ecrna/OrneTcTBeHHOe m1u:0: 

~ t1 l \J\ A-W ) 

Date/ 

,ll,aTa: 
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