
•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTM <I> MKA T AHAJil13A 

Product: Cetrine® film coated tablets, 10 mg 
IlpoayKT: UeTpHH® m6neTKH, noKpbITbre nneHO'IHOtt o6ono4Kott, 10 Mr 

Market/ P1>rnoK : Russia/ Poccm1 

Batch No./ 
V2600557 

Batch Quantity/ 
Cepm1 N2 

: 
Pa3Mep cepuu 

Analytical Report No./ 
: 890001872488 

Date of Analysis I 
AuaJIHTHtJeCKHii 0TtJeT N2 ,[{aTa auaJIH3a 

Date of Manufacture/ 
03/2026 

Date of Expiry/ 
,[{_aTa npOH3B0/lCTBa 

: 
ro.QeH AO 

Mfg. License No./ 

25,00,000 tab I 
: 

25,00,000 m6 

: 21.03.2026 

: 02/2029 

MA number:/ 
fl pOH3B0.QCTBeHHaH : MNB/05/263 

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

JIHU:eHJHH N2 
Analysis performed according to ND:/ AuaJIH3 npoBeaeu no H,[{: JIIl-N2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbl nepBHtJHoii ynaK0BKH yTBep:1K/leH1>1: 12.11.2024 
Artworks of secondary package approved: / MaKeTbl BTopuquoii ynaKOBKH YTBep:iK/leHbI: 17.02.2025 
PL approved: / JIB yrnep:iK.Qeu: 15.05.2024 

N2 Test/ IloKa3aTeJib Result/ PeJyJI1>TaT1>1 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. I side. White to off-white core on cross section. 
Kpyrnb1e .llBOllKOBbinYKJibie Ta6JieTKH, I Kpyrnb1e .llBOllKOBbinYKJible Ta6JieTKH, 
noKpblTbJe rrneHO'IHOH o6ono4KOtt noKpblTbie nJieHOLfHOH o6ono"!Koi1 6enoro 
6enoro u.seTa, C pHCKOH Ha 0.llHOH HJIH 004TH 6enoro u:sem, C pHCKOH Ha O.UHOH 
cTopoHe. Ha nonepe"IH0M pa3pe3e - cTopoHe. Ha nonepe4H0M pa3pe3e ll.llPO OT 
ll.llpO 6enoro u.seTa. 6enoro no no4TH 6enoro u.seTa. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpHMelJaHHe: Ilpo.uyKT COOTBeTCTBYeT Tpe6oBaHHllM H,l], 3aKJIIOtJeuue: O)lOEPEHO 
Prepared by / Checked by/ Checked by (AQA) I Approved by: Quality Assurance/ Authorized person / 
Ilo.uroTOBJieHo: IlposepeHo: IlposepeHo (AOK): O.uo6peHo: O6ecne4eHHe Ka4eCTBaiOTBeTCTBeHHOe JIHL(O: 
Ramakant Pardeep Kumar Amit Kumar 

~~ d-- /\~ i 
Date/ Date/ Date/ Date/ 

,__ ~ ,.-0 ?. .- 2-{j U' 
)],am: 23.03.2026 )],am: 23.03.2026 )],am: 23.03.2026 )],am: 



••• Dr.Reddy's "llllfi;• 

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

!> I aborc1rnrie:; ltd . 

Product: Cetrine® film coated tablets, 10 mg 
IT po,11;yIIT: UeTpHH® Ta6neTKH, noKpbITbie nneHO'IHOH o6ono'IKOH, 10 Mr 

Market / PbIHOK : Russia/ Poccm1 

Batch No./ 
V2600557 

Batch Quantity / 25,00,000 tab/ 

CepHH .N2 
: 

Pa3Mep cepuu 
: 

25,00,000 m6 

Analytical Report No./ 
: 890001872488 

Date of Analysis / 
: 21.03.2026 

AuaJIHTH'-leCKHH OT'-leT .N2 JJ:aTa auanuJa 

Date of Manufacture/ 
03/2026 

Date of Expiry/ 
02/2029 : : 

JJ:aTa npOH3BOACTBa ro,11;eu AO 

Mfg. License No./ 
MA number:/ 

IlpOH3B0,ll;CTBeHHaH : MNB/05/263 
HoMep PY 

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

JIHU:eH3HH .N2 
Analysis performed according to ND:/ AuaJIH3 npose,11;eu no HJJ:: JIIT-.N2(005456)-(Pr-RU)-150524 
Artworks of primary package approved: / MaKeTbl nepBH'-IHOH ynaKOBKH YTBep,K,[1.eHbI: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbI BTOptt'-IHOH ynaKOBKH yTsepiK,11;eubI: 17.02.2025 
PL annroved: / JIB YTBePiKAeH: 15.05.2024 

.N2 Test I IloKaJaTeJib Result/ Pe3yJibT8TbI Specification/ HopMa 

~ ~dentification / The retention time of the main peak in 
rrhe retention time of the main peak in the l·beHTHif>ttKau:uH the chromatogram oftest solution 

K:omplies with the retention time of the chromatogram oftest solution should comply 

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. I BpeMll y,nep)KHBamrn reference standard solution (section "Assay"). 

OCHOBHOro nHKa Ha xpoMaTorpaMMe I/ 

HCTTbITyeMoro paCTBOpa COOTBeTCTByeT BpeMll y,nep)KHBaHHll OCHOBHOro nHKa Ha 

speMeHH y,nep)KHBaHHll OCHOBHOro nHKa xpoMaTorpaMMe HCnhITyeMoro pacrnopa 

Ha xpoMaTorpaMMe CTaH,napTHoro IAOJJ)KHO COOTBeTCTBOBaTb BpeMeHH 

pacrnopa u:eT11p11111Ha rn,npoxnopH,na. IY ,nep)KHBaHHll OCHOBHOro n11Ka Ha 
xpoMaTorpaMMe CTaH,napTHoro pacrnopa 
ueT11p11311Ha rn,npoxnop11,na (pa1,nen 
k<Ko11114ecrneH Hoe onpe,ne11eH11e» ). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMelJaHue: Ilpo,nyKT COOTBeTCTByeT Tpe6osaHHlIM HJl 3aKJIIO'-leuue: O)J.OliPEHO 
Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized person/ 
Ilo,nroTosneHo: IlposepeHo: IlposepeHo (AOK): O,no6peHo: O6ecnetJeHHe KatJecrna/OrneTcTBeHHoe nHu:o: 
Ramakant Pardeep Kumar Amit Kumar 

i~ ~ I'-_/\-- ~ 
Date/ Date/ Date/ Date/ 2-~ r() 3,rf2-0~ 
)lam: 23.03.2026 )lam: 23.03.2026 )lam: 23.03.2026 )],am: 

.ing.11,, In 11, 
( , 
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CERTIFICATE OF ANALYSIS 
CEPTII <l>IIKAT AHAJIII3A 

Product: Cetrine® film coated tablets, 10 mg 
IlpO/lYICT: 1.J,eTpHH® m6neTKl1, noKpb!Tbie nJJeHO'IHOH o60JJO'!KOH, 10 Mr 

Market/ PbIHOK : Russia/ Poccm1 

Batch No./ 
V2600557 

Batch Quantity / 25,00,000 tab I 
: 

PaJMep cepuu 
: 

25,00,000 m6 Cepus1 N2 
Analytical Report No./ 

: 890001872488 
Date of Analysis/ 

: 21.03.2026 
AuanuTH'lec1mu OT'ieT N2 )].aTa 3H3JIH33 

Date of Manufacture/ 
03/2026 

Date of Expiry/ 
02/2029 : : 

JJ,aTa npOH3B0/lCTBa ro)leH /lO 

Mfg. License No./ 
MA number:/ 

IlpOH3B0/lCTBeHHaSI : MNB/05/263 
HoMep PY 

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

JJHU:eHJHH N2 

Analysis performed according to ND:/ AuaJJHJ npoBe)leH no H)].: JIII-N2(005456)-(Pr-RU)-150524 
Artworks of primary package approved: / MaKeTbl nepBH'iHOH ynaKOBKH YTBep,K)J,eHbJ: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbI srnpuquou ynaKOBKH yrnepm)leHbI: 17.02.2025 
PL approved: / JIB YTBepm)leH: 15.05.2024 

N2 Test/ IIoKaJaTeJJb Result/ Pe1yJ1bTaTbI Specification / HopMa 
UV- spectrophotometry/ Complies / CoorneTcrnyeT lfhe UV-spectrum of the test solution and the 
Y<l>- cneKTpOqJOTOMeTpm1 Cetirizine Hydrochloride reference standard 

solution 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<l>-cneKTpbl nornomettmI 
HCTThITyeMoro paCTBOpa H CTaH)lapTHOro 
pacrnopa u:eTHpH3HHa rn.upoxnopw.ua B 
o6JJaCTH OT 200 .!lO 400 HM .!lOJl)KHbl HMeTb 
MaKCHMYMbl nornomeHmI npH 0.!lHOH 11 TOH 
!)Ke .!lJll1He BOJIHbl C .uonycTHMhlM 
OTKJIOHeHHeM ± 2 HM. 

13 Dissolution I PaCTBopeuue rNot less than 80% (Q) of the labeled amount 
of C21H2sClN2O3' 2HCI (cetirizine 

100%; 97 %; 100 %; 100 %; 100 %; dihydrochloride) after 30 min./ He Mettee 
98%. 80 % (Q) OT HOMHHaJJbHOro co.uep)KaHHll" 

C21H2sClN2O3' 2HC1 (uernp113HHa 
~11rH.!lPOXJIOPH.!l) qepe3 30 MHH. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'laHue: TIPO.!lYKT COOTBeTCTBYeT Tpe6oBaHHl!M H)]. 3aKJJIO'ieHue: O)1.OliPEHO 
Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized person/ 
Tio.uroTOBJJetto: TipoBepetto: TipoBepetto (AOK): O.uo6petto: O6ecne'!eHHe Ka'lecrna/OrneTCTBeHHOe nwuo: 
Ramakant Pardeep Kumar Amit Kumar 

~ ~ (\~-- $ 
Date/ Date/ Date/ Date I '1-!rc) tr~U 
,[{am: 23.03.2026 ,[{am: 23.03.2026 ,[{am: 23.03.2026 ,[{am: 
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CERTIFICATE OF ANALYSIS 
CEPTM<l>MKAT AHAJIH3A 

Product: Cetrine® film coated tablets, 10 mg 
flpoJJ.yICT: lJ,eTp11H® m6JieTKl1, TTOKPb!Tbie TTJieHOlJHOtt o6oJIOlJKOH, 10 Mr 

Market/ PblHOK : Russia/ Poccm1 

Batch No./ 
V2600557 

Batch Quantity I 25,00,000 tab/ 
CepHH ,N'g 

: 
Pa1Mep ceptttt 

: 
25,00,000 m6 

Analytical Report No./ : 890001872488 
Date of Analysis I 

: 21.03.2026 
AHaJJHTH'leCKHH OT'leT ,N'g )],aTa aHaJ111Ja 

Date of Manufacture/ 
03/2026 

Date of Expiry/ 
02/2029 

)],aTa npoHJBOJJ.CTBa 
: 

roJJ.eH JJ.O 
: 

Mfg. License No./ 
MA number:/ 

flpOH3B0JJ.CTBeHHaH : MNB/05/263 
HoMep PY 

: J1IT-N2(005456)-(Pf-RU) 

J1HUeH3HH ,N'g 
Analysis performed according to ND:/ AHaJJHJ npoBeJJ.eH no H)],: Jlfl-,N'g(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbI nepBH'IHOH ynaKOBKH YTBep,KJJ.eHbI: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbI BTOpH'IHOH ynaKOBKH yTsepJKJJ.eHbI: 17.02.2025 
PL approved: / JIB YTBepJKJJ.eH: 15.05.2024 

,N'g Test/ f10Ka1aTeJ1b Result I Pe1yJ1bTaTbI Specification/ HopMa 

4 Uniformity of dosage units I Acceptance value (AV) should be not more 
OJJ.HOpOJJ.HOCTb JJ.03Hp0B3HHbIX 6.4 than 15.0 / IToKaJaTeJib np11eMJieMOCTH (AV) 
eJJ.HHHU JJ.OmKeH 6b1Tb He 6onee 15,0. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
flpHMe'laHHe: ITpo.uyKT COOTBeTCTByeT Tpe6oBaHH51M H)]. 3aKJJIO'lenue: O)1,OliPEHO 
Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
ITo.uroTOBJietto: ITposepetto: ITposepetto (AOK): O.uo6petto: O6ecnetJem1e Ka<JecTBa/OTBeTcTBeHttoe n11uo: 
Ramakant Pardeep Kumar Amit Kumar 

~ cL- j\--~ ~ 
L 

Date/ Date/ Date/ Date/ ig, .-0 'l, r 'l.(J 1..,t 
,[],am: 23.03.2026 ,[],am: 23.03.2026 ,[],am: 23.03.2026 ,[],am: 



•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

Ur. i",::riuv's !.aburacmies Ltd. 
1:l,1 n:1.i!c-1t:on lJnit-G 
'·' II. l<i1u! [,i,;i,J;;,'1 '1 f{o 't', i:ladtli, 

!Jisll \otl,-., It t:,, .L/~-! /J)'.-;. INDil\ 

-lei : l ()_r_ '.:1t)j L)b ')(j()CJJ-02 

\,\/1.'v''-J,./ c\i ;'t:,:ddv•~· COi I l 

Product: Cetrine® film coated tablets, 10 mg 
IIpoJJ.yIIT: UeTp1,rn® Ta6neTKH, noKphITbie nneH04HOH o6ono4KOH, 10 Mr 

Market/ PLrnoK : Russia/ Poccm, 

Batch No./ 
V2600557 

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

: PaJMep cepuu 
: 

25,00,000 m6 

Analytical Report No./ 
: 890001872488 

Date of Analysis/ 
: 21.03.2026 

AnaJJHTH'lecKuii OT'leT .N"2 .UaTa anaJIHJa 
Date of Manufacture/ 

03/2026 
Date of Expiry I 

02/2029 : : 
.UaTa npoHJBO)J.CTBa ro)J.eH )J.0 

Mfg. License No./ 
MA number:/ 

IJpOHJBO)J.CTBeHHaH : MNB/05/263 
HoMep PY 

: JlTI-N~(005456)-(Pf-RU) 

JIHU,eHJHH .N°!! 

Analysis performed according to ND:/ AnaJIHJ nposeJJ.eH no H.U: JIII-.N"2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeThl nepBH'IHOii ynaKOBKH YTBepJKJJ.eHbl: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbI srnpuqnoii ynaKOBKH yTsep,icJJ.eHbl: 17.02.2025 
PL approved: / JIB YTBePlKJJ.en: 15.05.2024 

5 Impurities/ IIpuMecu 
Impurity A/ 
TTp11Mecb A 

Impurity BI 
TTp11Mecb B 

Impurity C / 
TTp11Mecb C 

Impurity D / 
ITpttMecb D 

Impurity E / 
TTp11MeCb E 

Impurity FI 
Tip11Mecb F 

Remarks : The Product confirms to ND/ 

Below LOD (LOD =0.005 %) / HmKe 
npell,ena o6Hapy)KeHHl! (TIO= 0,005 %) Not more than 0.2 % / He 6onee 0,2 % 

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

Below LOQ (LOQ = 0.Ql 7 %) / H11)Ke !Not more than 0.2 % / He 6onee 0,2 % 
npellena Kon114ecTBeHHOro onpe11eneHHl! 

(TTKO = 0,017 %) 

Below LOQ (LOQ = 0.003 %) I H11)Ke INot more than 0.2 % / He 6onee 0,2 % 
rrpeAena Kon114ecTBeHHoro onpe11enett11l! 

(TTKO = 0,003 %) 
Below LOQ (LOQ = 0.023 %) I H11)Ke !Not more than 0.2 % I He 6onee 0,2 % 

npe)lena KOJJH4eCTBeHHoro onpe11eneH11l! 
(ITKO = 0,023 %) 

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

IlpuMe'lanue: ITpoll,yKT cooTBeTcTByeT Tpe6osaHHl!M HA 
Conclusion : APPROVED / 
3aKJIIO'lenue: O,UOliPEHO 

Prepared by/ Checked by/ Checked by (AQA) I 
Tioll,roTOsneHo: TTposepeHo: TTposepeHo (AOK): 
Ramakant Pardeep Kumar Amit Kumar 

Date I Date/ Date/ 
.[lam: 23.03.2026 .[lam: 23 .03.2026 .[lam: 23.03.2026 

Approved by: Quality Assurance/Authorized person/ 
Oll.o6peHo: O6ecnetJeH11e Ka'lecTBa/OTBeTCTBeHHoe n11uo: 

Date/ 
JJ:am: 
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CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

Product: Cetrine® film coated tablets, 10 mg 
Ilpo)lyKT: IJ.eTpi-rn® Ta6JieTKH, ITOKPblTble JTJieHOlJHOH o6oJIOlJKOH, l O Mr 

Market/ Pi,rnoK : Russia/ Poccm1 

Batch No./ 
V2600557 

Batch Quantity/ : 
25,00,000 tab I 

CepnH N2 
: 

PaJMep cep1rn 25,00,000 Ta6 

Analytical Report No./ 
: 890001872488 

Date of Analysis / 
: 21.03 .2026 

AHaJIHTH'leCKIIH OT'leT ,N'g ,I].aTa aHaJiuJa 

Date of Manufacture/ 
03/2026 

Date of Expiry/ 
02/2029 : : 

,I].aTa npOll3B0)lCTBa ro)leH JlO 

Mfg. License No./ 
MA number:/ 

Ilp0113B0JlCTBeHHaH : MNB/05/263 
HoMep PY 

: JUl-N2(005456)-{Pf-RU) 
JIH~eH3HH ,N'g 
Analysis performed according to ND:/ AHaJIH3 npOBCJlCH no H)].: JIII-N2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaiceThI nepBn'lHOH ynaicoBKH yrnepm,ue111,1: 12.11.2024 
Artworks of secondary package approved:/ MaiceTbl BTOptt'lHOH ynaKOBKII yTeep~JleHbl: 17.02.2025 
PL approved: / JIB yrnep~e11: 15.05.2024 

Any individual unidentified 
impurity/ Jho6a!I eJJ,HHH4Ha!I 
HeHJJ,eHTHqJHUHpOBaHHa!I rrpHMeCh 

Total impurities I 
CyMMa np11Mecei:i 

Remarks : The Product confirms to ND/ 
IlpnMC'laHue: TipOJJ.YKT COOTBeTCTByeT Tpe6osaHHllM HJl 

0.05% 

0.1 % 

Prepared by I Checked by/ Checked by (AQA) / 
Tio)lroTOBJietto: Tiposepetto: Tiposepetto (AOK): 
Ramakant Pardeep Kumar Amit Kumar 

Date/ Date I Date/ 
)lam: 23.03 .2026 )].am: 23.03.2026 )].am: 23 .03.2026 

Not more than 0.2 % I 
He 6onee 0,2 % 

Not more than 2.0% I 
He 6onee 2,0% 

Conclusion : APPROVED / 
3aKJIIO'leHne: O)1.OEPEHO 
Approved by: Quality Assurance/Authorized person/ 
OJJ.o6petto: O6ecne'fett11e Ka'fecrna/OrneTcrneHHoe n11uo: 

Date/ 
)].am: 
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CERTIFICATE OF ANALYSIS 
CEPTII <l>IIKAT AHAJIIl3A 

Product: Cetrine® film coated tablets, 10 mg 
Ilpo.uyKT: UeTp1rn® m6JJeTKH, noKpblTble nJJeH04HOtt o6oJJ04KOtt, 10 Mr 

Market/ PbIHOK : Russia I Poccttil 

Batch No./ 
V2600557 

Batch Quantity/ 25,00,000 tab/ 
CepnH ,N'Q 

: 
PaJMep cepuu 

: 
25,00,000 m6 

Analytical Report No./ 
: 890001872488 

Date of Analysis / 
: 21.03.2026 

AHaJIHTH'leCKHH OT'leT ,N'Q JlaTa auaJIHJa 

Date of Manufacture/ 
03/2026 

Date of Expiry/ 
02/2029 

)laTa npOH3B0,llCTBa 
: 

ro.ueH ,llO 
: 

Mfg. License No./ 
MA number:/ 

IlpOH3B0,llCTBeHHaH : MNB/05/263 
HoMep PY 

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

JlHUeHJHH ,N'Q 
Analysis performed according to ND:/ AuaJIHJ npoBe.ueH no H)l: JIJI-NQ(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbI nepBH'IHOii ynaKOBKH YTBep~eHbI: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbI BTOpH'IHoii ynaKOBKH yTBepm.ueHbI: 17.02.2025 
PL approved: / JIB yrnepm.ueu: 15.05.2024 

,N'Q Test I IloKaJaTeJib Result I PeJyJibT3TbI Specification/ HopMa 
6 Water content/ 

2.8 % 
Not more than 8.0% I 

Co.uepmauue BO.Ubl He 6oJJee 8,0 % 

7 Microbiological purity*/ 
MnKpo6HOJIOrH'leCKaH 
'IHCTOTa* 
a) Total aerobic microbial count/ NA Not more than 1000 CFU/g I 
O6mee 4HCJ10 a1po6HblX He 6onee 1000 KOE/r 
MHKpoopraHl13MOB 

NA 
b) Total combined yeasts and Not more than 100 CFU/g / 
mould count I O6mee 4ttcno He 6onee 100 KOE/r 
l/lpm10KeBblX 11 nJJeCHeBblX rptt60B NA 

c) E.coli Sha! I be absent in 1 g / OTcyTcrn11e B 1 r 
8 !Assay/ KoJIH'leCTBeHHOe From 9.0 mg to 11.0 mg of 

onpe.ueJieune 
9.93 mg /9,93 Mr 

C21H2sCIN2O3· 2HCI (Cetirizine 
Dihydrochloride) in tablet (90.0 % to 110.0 % 

99.3 % 
of label claim)./ OT 9,0 Mr AO 11,0 Mr 
C21H2sClN2O3·2HCl (uernp113ttHa 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMe'laHHe: IlPOAYKT COOTBeTCTByeT Tpe6oBaHH51M HJJ: 3aKJIIO'leHne: O)lOliPEHO 
Prepared by / Checked by/ Checked by (AQA) I Approved by: Quality Assurance/Authorized person I 
Iloti:roTOBJieHo: IlposepeHo: IlposepeHo (AOK): Oti:o6peHo: O6ecnetJeHtte Ka4ecrna/OrneTcTBeHHOe JJHL\O: 
Ramakant Pardeep Kumar Amit Kumar 

Ql.\~ * ~~ I! 
Date/ Date/ Date/ Date/ 2-- ~..-0) r- '2-o t-t 
,[{am: 23.03.2026 Jlam: 23.03.2026 Llam: 23.03.2026 ,[{am: 
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CERTIFICATE OF ANALYSIS 
CEPTM<l>MKAT AHAJIM3A 

Product: Cetrine® film coated tablets, 10 mg 

Ilpo.av1n: UeTpttH® m6neTKH, n0Kpb1TbIe nneHOlJHOH o6onotJKOH, 10 Mr 

Market/ PblHOK : Russia/ Pocci-rn 

Batch No./ 
V2600557 

Batch Quantity I 25,00,000 tab/ 

Cepm1 .N2 
: 

Pa1Mep ceptttt 
: 

25,00,000 m6 

Analytical Report No./ 
: 890001872488 

Date of Analysis / 
: 21.03.2026 

AHaJIHTH'IeCKHH OT'IeT .N2 )laTa aHaJittJa 

Date of Manufacture/ 
03/2026 

Date of Expiry/ 
02/2029 

)laTa npOH3BOJJ,CTBa 
: 

fo,lleH JJ,O 
: 

Mfg. License No./ 
MA number:/ 

JlpOH3B0,llCTBeHHaH : MNB/05/263 
HoMep PY 

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

JIHUeH3HH .N2 
Analysis performed according to ND:/ AHaJIH3 npoBeJJ,eH no H)l: JIII-.N2(005456)-(Pf-RU)-150524 
Artworks of primary package approved:/ MaiceTbl nepBtt'IHOM ynaKOBKH yrnep,KJJ,eHbI: 12.11.2024 
Artworks of secondary package approved:/ MaiceTbI BTOpH'IHOM ynaKOBKH yTBep,i.JJ,eHbI: 17.02.2025 
PL approved: / JIB yrnep,i.JJ,eH: 15.05.2024 

.N2 Test I IIoicaJaTeJib Result I PeJyJihTaTbI Specification/ HopMa 
1/lHrtt,UpoxnopH,!l:) B m6neTKe ( OT 90,0 % )lO 
110,0 % OT HOMHHaJibHOro co.uep)l(aH1151). 

9 Subdivision of tablets/ Complies/ CooTBeTcTByeT irhe tablets comply with the test, if not more 
)leJieHtte 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./ 

J a6neTKH COOTBeTCTBYJOT Tpe6oBaHH51M, eCJJH 
He 6oJJee 1 e,UHHHlJHa51 Macca OTKJIOH51eTC51 3a 

rrpe.ueJJbl 85%-115% OT cpe,!1,HeH MaCCbl. 

Ta6JJeTKH He COOTBeTCTBYI-OT Tpe6oBaHH51M, 

ecJJH 6oJJee 1.JeM 1 HHJ.IJ1BH.UyaJJbHa51 Macca 

OTKJIOH51eTC51 OT 3THX npe,ueJJOB HJIH, eCJJH 1 

HH)lHBH.UYaJibHa51 Macca OTKJIOH51eTC51 3a 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpttMe'IaHue: Ilpo,uyKT cooTBeTCTByeT Tpe6osaHH51M H.U 3aKJIIO'IeHtte: O)lOliPEHO 
Prepared by / Checked by I Checked by (AQA) / Approved by: Quality Assurance/Authorized person/ 
Ilo.uroTOBJieHo: IlposepeHo: IlposepeHo (AOK): O.uo6peHo: O6ecne'-leHHe KatJeCTBa!OTBeTCTBeHHOe JIHUO : 
Ramakant Pardeep Kumar Amit Kumar 

~ =1- ~ _/~ I 
Date/ Date/ Date/ Date/ ,-?r-0~~u2l 
D:am: 23.03.2026 )]am: 23.03.2026 )lam: 23.03.2026 )lam: 

I J. l 



•·· Dr.Reddy's ~~• 

CERTIFICATE OF ANALYSIS 
CEPTM cI>MKAT AHAJIM3A 

D:s 

dd1, 

NOIA 

Product: Cetrine® film coated tablets, 10 mg 

nn0Ay1rr: UeTPH H® Ta6neTKH, no.KpbITb1e m1eHO"IHOH o6ono'!KOH, 10 Mr 

Market/ PbIHOK : Russia / Pocc,111 

Batch No./ 
V2600557 

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

: 
Pa1Mep cep1m 

: 
25,QQ,000 Ta6 

Analytical Report No./ 
: 890001872488 

Date of Analysis / 
: 21.03.2026 

AHaJIHTH'leCKHH OT'leT N2 )lam aHaJIHJa 

Date of Manufacture/ 
03/2026 

Date of Expiry/ 
02/2029 

,llaTa npOH3B0)1.CTBa 
: 

ro.11.eH AO 
: 

Mfg. License No./ 
MA number: I 

fipOH3B0)1.CTBeHHaH : MNB/05/263 
HoMep PY 

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

nuueHJHH N2 

Analysis performed according to ND:/ AuaJinJ npoBe.11.eu no H,ll: JIIT-N2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbl nepBH'IHOH ynaKOBKH YTBep'lK,[(eub1: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbt BTOpH'IHOH ynaKOBKH yTBep'.IK.11.eubt: 17.02.2025 
PL aooroved: / JIB VTBeP'.IKAeH: 15.05.2024 

N2 Test/ IloKaJaTeJJb Result/ Pe1ynbTaTbl Specification/ HopMa 

n peACJl bl 75%-125% OT cpeAHeH MaCCbl. 

10 Package/ Onucauue ynaKOBKH 10 tablets in PVC/PVDC//aluminum IO 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 rn6neTOK B a carton. I no 10 rn6neToK B 
llBX/TTB.L(X//aJJtoMHHHeBOM 6nwcTepe. TTBX/nB.L(X//an10 MHHHeBOM 6JlHCTepe. no 2 
llo 3 6nttcTepa BMeCTe c JIHCTKOM- HJIH 3 6m1cTepa BMeCTe C JIHCTKOM-
BKJla,D:bIWeM ynaKOBaHbl B na"IKY BKJJ3,LlbIWCM ynaKOBaHbl B na'!KY KapTOHHY!O, 
KapTOHHYJO. 

11 Labeling/ MapKupoBKa Complies I CoorneTCTByeT See Module 1, section 1.3 .2 of registration 
do si er. / B coorneTCTBHH c pa3AenoM 1.3.2 
M0llVm1 1 penicTpauH0HHOro A0Cbe. 

12 Storage conditions/ Y cnoBHH At temperature not higher than 25 °C / Tipw TeMnepaType He BblWe 25 °C. 
xpaueHHH 

13 Shelf-life (storage period) / CpoK 3 years. / 3 roAa. 
romaocTH (cp0K xpauem1H) - -

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpHMe'laHHe: TipOAYKT coorneTcrnyeT Toe6oBaHHllM HLl 3aKJIIO'-leuue: O)lO6PEHO 
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality A ssurance/ Authorized person / 
TIOArDTOBJleHo: llpoBepeHo: TipoBepeHo (AOK): OAo6peHo: O6ecne4ett11e Ka'!ecrna/OrneTcTBeHHoe n11uo: 
Ramakant Pardeep Kumar Amit Kumar 

~ ~ ~- 8-
Date I Date/ Date / Date / .2-i ...-D ~,.. ?<'.lU 
LlaTa: 23 .03 .2026 Llarn: 23 .03 .2026 .L(aTa: 23.03.2026 .L(aTa: 



Dr.Raddy's •• •• • • 

r. ed y's L, b or 1es Ltd . 

d G.iudl . 

,1NDl1 

001 Ql 

CERTIFICATE OF ANALYSIS 
CEPTM<I>MKAT AHAJIH3A 

Product: Cetrine® film coated tablets, 10 mg 
IlpOJlYKT: UeTpHH® rn611eTKH, noKPblTbie nneHOlJHOH 060J10'IKOH, 10 Mr 

Market/ PbIHOK : Russia/ Poccm, 

Batch No./ 
V2600SS7 

Batch Quantity / 25 ,00,000 tab/ 

CepHH .N"2 
: 

Pa3Mep cepHH 
: 

25,00,000 Ta6 

Analytical Report No./ 
: 890001872488 

Date of Analysis / 
: 21.03 .2026 

AHaJIHTH'leCKHH OT'leT .N"2 ,ll.arn auamna 

Date of Manufacture/ 
03/2026 

Date of Expiry/ 
02/2029 

,ll.aTa UPOH3BO)lCTBa 
: 

ro)leH )l0 
: 

Mfg. License No./ 
MA number:/ 

J1pOH3B0)lCTBeHHaH : MNB/05/263 
HoMep PY 

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

JlHUeH3HH .N°2 
Analysis performed according to ND:/ AuaJIHJ nposeJ{eH no H,ll.: JII1-.N"2(005456)-(Pr-RU)-150524 
Artworks of primary package approved: / MaKeTbI nepBH'IHOH ynai.:osi.:n yTsep,KJJ:eHbI: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbI BTOpH'IHOii ynai.:osi.:n yTsepiK)leHbI: 17.02.2025 
PL approved: / JIB yTBePiKJleH: 15.05.2024 

* 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. / TTpoBOJlHTc.si npott3BOJlHTeJieM npH BbmycKe nepHO)lH'!eCKH: .1urn Ka)l(.n,oi1 20-oii 
cepHH HJlH He MeHee l pa3a B ro.n,. TToKa3aTeJib MO)l(eT 6bITb He BKJIIOlJeH B CepTHCPHKaT aH8JlH3a qmpMbl. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMe•rnune: TTpo.n,) KT coorneTcTeyeT Tpe6oeaHH.sIM H.U 3aKJIIO'leuue: O,ll.OEPEHO 
Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized person / 
TTo.n,rOTOBJleHo: TTpoeepeHo: TTpoeepeHo (AOK): O.n,o6peHo: O6ecne'!em-1e Ka'!ecrna/OTeeTcrneHHOe nttuo: 
Ramakant Pardeep Kumar Amit Kumar 

~ ~ /\~~ 4}J 
Date/ Date/ Date/ Date/ 2-!rl g ..-2-0.2-t 
Ll,arn: 23.03.2026 Ll,arn: 23.03 .2026 JJ:arn: 23.03.2026 JJ:arn: 

I( • 



Dr.Reddy's 

CERTIFICATE OF ANALYSIS 
CEPTII<l>IIKAT AHAJIIIJA 

Product: Cetrine® film coated tablets, 10 mg 
Ilj)OJlVKT: UeTp1rn® rn6neTKH, noKpbITbie nneHO'lHOH 060JJO'JKOH, 10 Mr 

Market/ PLrnoic : Russia I Poccm1 

Batch No./ 
V2600557 

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

: 
Pa3Mep cepn11 

: 
25,00,000 Ta6 

Analytical Report No./ 
: 890001872488 

Date of Analysis / 
: 21.03.2026 

AHaJJHTH'lecicnit OT'leT .N2 )],aTa aHaJJHJa 

Date of Manufacture/ 
03/2026 

Date of Expiry/ 
02/2029 

)],aTa npOH3B0JlCTBa 
: 

fo,11;eH ,11;0 : 

Mfg. License No. / 
MA number:/ 

IlpOH3B0JlCTBeHHaH : MNB/05/263 
HoMep PY 

: J1IT-NQ(005456)-(Pf-RU) 
JJHIJ,eH3HH .N2 
Analysis performed according to ND:/ AHaJ1n1 npoBeJJ.eH no H.11,: JITI-.N2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaiceTLI nepBH'IHOH ynaKOBKH YTBep~eHLI: 12.11.2024 
Artworks of secondary package approved:/ MaiceTLI BTopn'IHOH ynaicoBKH YTBep1K,11;eHLI: 17.02.2025 
PL approved: / JIB yrnepJK,11;eH: 15.05.2024 

API name/ Ha11MeH0BaHHe A<l>C: Cetirizine dihydrochloride / Uernp1rnrna ,11.11rn,upoxnop11.11 
INN /MHH: Cetirizine / UernpH3HH 
API manufacturer batch number / 

BT00-25060 
HoMep cepnn npoHJB0JlHTeJJH A<l>C: 
FP Manufacturer API Batch number/ 

FETA00078 
HoMep cepnn cy6cTaHIJ,HH UPOH3B0JlHTeJJH r JI<l>: 
API Manufactured by, address & country/ Glochem Industries Private Limited, 
IlpoHJBOJlHTeJlL A<l>C, aApec n CTpana: Survey No. 174 to 176, I.D.A. Bollaram, Sangareddy District, 

502 325, Hyderabad, Telangana, India/ 
rnoxeM l1tt,11;acTp11ec Tipai1BHT JlHMHTe.11, 

Y4aCTKH N~ 174-176, 11.,L(.A., oonnapaM, Cattrape,ll..ll11 
,[(11cTpHKT - 502 325, Xai1,11;apa6a,u, wTaT Tenattratta, 11HJlH.R 

Name, address, authorization No for FP manufacturing Dr. Reddy's Laboratories Ltd., 
site / Control site / Release site / Formulation Unit-6, Viii. Khol, Nalagarh Road, Baddi, Distt. 
HanMeHOBaHne, a,11;pec, JJHIJ,eH3HH JlJlH Solan (HP) 173205, India (license No MNB/05/263). / 
IlpOH3BOJlCTBeHttasi nJ1ow.aAKa / TIJ1ow.aitica K0HTP0J1H ,L(-p Pe,ll..ll11 ' c Jla6opaTOp11c JlT,u., 
Ka'leCTBa / IlJlOW.aAKa BLmycica ITpo113so,11.cTBeHHoe no.11pa3.11enett11e-6, B11nn. Kxonb, Hanarapx 

Poy,u, oaMM, ,UttcTpHKT CoJJaH, x.n., 173205, I1HJlHH 
(Jl11ueHJHH NQ MNB/05/263). 

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of product has been 
Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMe'lanne: Tipo,nyKT cooTBeTCTByeT Tpe6oBaHMHM H.ll 3aKmo11enne: O.ll,OEPEHO 
Prepared by/ Checked by I Checked by (AQA) / Approved by: Quality Assurance/Authorized person/ 
ITo.11roTOBJ1etto: Tiposepetto: Tiposepetto (AOK): O,no6petto: O6ecne4eHMe Ka4eCTBalOTBeTCTBeHHOe JlHUO: 
Ram akant Pardeep Kumar Amit Kumar 

~~ ~ ~ 
§if 

_..,,,. 

Date / Date I Date I Date / 2.-~ .--o":,,-'2,(Ji( 
.[lam: 23 .03.2026 .[lam: 23 .03 .2026 .[lam: 23.03.2026 ,nan: 



•·· Dr. Reddy's ~;• 

CERTIFICAT OF ANALY IS 
CEPTH<J>HKAT AHA.JIH3A 

Product: Cetrine® film coated tablets, 10 mg 

Ilpoi.yKT: Ue-rp1rn® Ta6neTKH, noKpbITbie nneHO'IHOH o60JIO"IKOH, 10 Mr 

Market / PblHOK : Russia/ Pocc11H 

Batch No./ 
V2600557 Batch Quantity / 25,00,000 tab / 

CepHH .N'2 
: 

Pa3Mep cep1111 
: 

25,00,000 Ta6 

Analytical Report No. / 
: 890001872488 Date of Analysis/ 

: 21.03 .2026 
AuaJJ IIT ll'tCCICIIH OT'feT .N'2 Aa-ra aHaJIH3a 
Date of Manufacture/ 

03/2026 
Date of Expiry/ 

02/2029 
)lina DP0IIJB0JlCTBa 

: 
ro,IJ,eH )10 

: 

Mfg. License No. / 
MA number:/ 

IlpOH3B0/J;CTBeHHaH : MNB/05/263 
HoMep PY 

: J1IT-NQ(005456)-(Pf-RU) 

JIIIU.Clll HSI .N°2 
Analysis performed according to ND:/ A11an113 npoee,1J,eH no H)l: JI.TI- '1>(005456)-(Pr-R )-150524 
Artworks of primary package approved:/ MaKeTbl nepeHquou ynaKOBKH yrnep,iw,eHbl: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbl BTOpHqnofi ynaKOBKH yTeep,i-11;eHh1: 17.02.2025 
PL aooroved: / JIB YTBen,K.ueu: 15.05.2024 

manufactured including packaging/labeling and qual i ty cont rol al the abo e mentioned ite(s) i n full compl iance w ith the GMP 
requirements of the Eura ian Economic U nion (N o. GMP/EAEUIRU/02329-2025 dt. September 19, 2025) and requi rements to the 
medicinal qual ity and wi th the pecifications in the Marketing A uthorization dossier of the importing country. Production packaging 
and testing record are verified and their compl iance w ith Good M anufacturing Practice of the Eurasian Economic Union i, 
establ ished»./ 
3aKJ1 10'-ICHlle O C00TBCTCTBJIII: «HacTOHUJ,MM l1 OO)lTBep,KD,a10 YTO np11se.neHHal1 BblWC HHQlOpM3UHll llBnHeTCJI AOCTOsep!iOH H 
TO'-IHOH. 3Ta cepHH npOAYKUHH npOMJBe)leHa (BKJIIO'lall y naKOBKY (MapKHpOBKY) H KOHTpOJlb Ka'-leCTBa) I-la BblWeyK838.HHOH 
npoHJB0.ll.CTBe1rnoi-l nno111a.nKe (nnoUJ,aAKax) B nom{OM COOTBeTCTBHM C Tpe6onamtllMH npaBHJI 110.n.ne)!(aLU,eH npOWJBOJ(CTBCHHOH 
npaKTHKH EepaJHHCKoro 3KOHOM M"ICCKoro co103a (N!? GMP/EAEU/RU/02329-2025 OT l9 ce1m 16p11 2025 r .) 11 i-pe6oeaHI-1'1MH 
KOHTpOJlll Ka•1eCTOa neKapCTBCHHblX cpCJlCTB, a T8Kil(e O COOT8CTCTBHH co cneu11q>HK8UHl'IMM, conep)!(8UlHM MCll B per11CTpaUHOHHOM 
JJ,OCbC CTJ)3H bl-MMOOpTepa. 3amtCH no npOHJBOACTBY, y naKOBKe H a1-1run13y nposepeHbl H yCTaHOBJICHO HX COOTBeTCTBHe 
Tpe6oaaHHl1lll npaBHJl 1·18)lJle)!(aUleH npOMJBOACTBeHHOH npaKTHKH EepaJnHCKOrO 3KOHOM H<JeCKOrO COI038)). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
Ilp111\1e1ta1me: CTpOJJ.YKT COOTBeTCTBYCT Tpe6oeaHHl1M H L{ 3aKmoqeuue: O.l(O6PEHO 
Prepared by / Checked by/ Checked by (AQA) I Approved by: Quality Assurance/Authorized person/ 

Ilo.n_roToaneHo: ITpoaepeHo: ITpoaepeHO (AOK): 0.no6peHo: 06ecne'leHHe Ka'!eCTea/OrneTcTBeHHOe n11uo: 

Ramakant Pardeep Kumar Amit Kumar 

~ 4-- ~~~ 
{I1i1J 
~ 

Date / Date/ Date/ Date/ '1-~ '1>>.--'l-o?,£ 
L{aTa: 23.03.2026 )la-ra: 23.03 .2026 )laTa: 23.03.2026 Jl,aTI1: 

I ' 


