
•·· Dr. Reddy's ~;• 
l r eddy., La bur a tor ics Llcl. 

CERTIFICATE OF ANALYSIS 
CEPTII <I> IIKA T AHAJIII3A 

Product: Cetrine® film coated tablets, 10 mg 
fipoii.yirr: UeTp1-rn® Ta6neTKH, noKpbITbie nneHO'!HOH o6oJTo4KOH, 10 Mr 

Market/ P1,moK : Russia/ PoccttH 

Batch No./ 
V2600562 

Batch Quantity/ 
CepHH Ng 

: 
PaJMep cepttu 

Analytical Report No./ 
: 890001872489 

Date of Analysis / 
AHaJIUTU'leCKUH OT'leT Ng ,ll.aTa aHaJiuJa 

Date of Manufacture/ 
03/2026 

Date of Expiry/ 
: 

,ll.aTa npOU3B0t).CTBa roti.eH t).0 

Mfg. License No./ 

25,00,000 tab I 
: 

25,00,000 Ta6 

: 21.03.2026 

: 02/2029 

MA number:/ 
fipOU3B0t).CTBeHHaH : MNB/05/263 

HoMep PY 
: J1TT-.N~(0054 56 )-(Pf-RU) 

JlUUeHJUH Ng 

Analysis performed according to ND:/ AHaJJuJ nposeii.eu no H,U: Jlfi-Ng(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbI nepBH'IHOH ynaKOBKU YTBep,KJJ.eHM: 12.11.2024 
Artworks of secondary package approved:/ MaKeThl BTopu<1HOH ynaKOBKu yTsepJKLleHhl: 17.02.2025 
PL approved: / JIB yrnepJKL{eH: 15.05.2024 

Ng Test I IloKaJaTeJib Result/ PeJyJibTaTbI Specification/ HopMa 

1 Description/ OnucaHue 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. 
Kpyrnbre .UBOHKOBbtnYKJTbie Ta6JTeTKH, I Kpyrnbre ,UBOHKOBbinYKJlble Ta6neTKH, 
noKpblTbie nneHO'!HOH o6ono4KOH noKpbITbie nneHO'!HOH o6ono4KOH 6enoro 
6enoro UBeTa, C pHCKOH Ha O,UHOH HJIH nO'!TH 6enoro UBeTa, c pHCKOH Ha OLJ,H0H 
CTOpOHe. Ha nonepe4HOM pa3pe3e - crnpoHe. Ha nonepe4HOM pa3pe3e HL!,pO OT 
HAPO 6enoro UBeTa. 6enoro .uo no'!TH 6enoro useTa. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'laHue: IlpoLJ,yKT COOTBeTCTByeT Tpe6oBaHHHM H)], 3aKJJ1011eHue: O,ll.OliPEHO 
Prepared by I Checked by/ Checked by (AQA) I Approved by: Quality Assurance/Authorized person/ 
TTo,n:roTOBJTeHo: TTpoaepeHo: Ilpoaepetto (AOK): OLJ,o6petto: O6ecne4eHue Ka'!ecrna/OrneTCTBeHHOe JlHUO: 
Ramakant Pardeep Kumar Amit Kumar 

~ ~ '--·· /\~ Q»✓ 
Date I Date I Date/ Date/ 2-'3,~ 0 3- - '>"L? 1.-1, 
J(arn: 23.03.2026 )laTa: 23.03.2026 )lam: 23.03.2026 )lam: 



• • • Dr.Raddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTU<l>IIKA T AHAJIII3A 

orit'S td. 

Product: Cetrine® film coated tablets, 10 mg 
Ilpo)J.yKT: U:eT[H1H® Ta6neTKH, TIOKpblTble nneHOT.JHOH o6onoT.JKOH, 10 Mr 

Market/ P1>IHOK : Russia I Pocc1rn 

Batch No./ 
V2600562 

Batch Quantity/ 25,00,000 tab / 

Cep1rn .N'2 
: 

Pa3Mep cep,rn 
: 

25,00,000 m6 

Analytical Report No./ 
: 890001872489 

Date of Analysis / 
: 21.03.2026 

AHaJIHTH'IeCKHH 0T'-leT ,N'g )].aTa aHaJitt3a 

Date of Manufacture/ 
03/2026 

Date of Expiry/ 
02/2029 

)].ani UP0H3B0)),CTBa 
: 

ro,!l.eH .!1.0 
: 

Mfg. License No./ 
MA number:/ 

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

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

JIHU:eH3HSI ,N'g 

Analysis performed according to ND:/ AHaJIHJ npoBe)J.eH no H)].: JIIl-.N'2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTM nepBH'IHOH ynaK0BKH yrnep,imeHM: 12.11.2024 
Artworks of secondary package approved:/ MaKeTM BTOpH'IHOH ynaKOBKH yTBep,ic)J.eHM: 17.02.2025 
PL approved: / JIB YTBepm)J.eH: 15.05.2024 

,N'g Test/ IloKaJaTeJih Result/ PeJyJ11>TaThl Specification/ HopMa 

2 Identification/ rrhe retention time of the main peak in 
rfhe retention time of the main peak in the 11aeHTH<!>HKaU:HSI he chromatogram of test solution 

tomplies with the retention time of the chromatogram oftest solution should comply 

HPLC /B3)1{X 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./ BpeM.H y.nep)l<11BaHH.H reference standard solution (section "Assay"). 
1, 

OCHOBHOfO TIHKa Ha xpoMaTorpaMMe 
BpeM.H y.nep)l<HBaHH.H OCHOBHOro TIHKa Ha HCTibITyeMoro paCTBOpa COOTBeTCTByeT 

BpeMeHH y.nep)KHBaHH.H OCHOBHOfO TIHKa lxpoMaTorpaMMe HCnbITyeMoro pacrnopa 

Ha xpoMaTorpaMMe cmH,uapTHoro !non)KHO COOTBeTCTBOBaTb BpeMeHH 

pacrnopa u:eTHpH3HHa rn.npoxnop11.na. IYJlep)KHBaHH.H OCH0BHoro n11Ka Ha 
lxpoMaTorpaMMe cTaH.napTHoro pacrnopa 
uernp11311Ha rn.npoxnop11.na {pa3.nen 
«Kon11T.JeCTBeHHoe onpe)lenett11e»). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMel-!aHue: IToom KT coorneTcrnveT Toe6osamrnM H)l 3aKJIIO'IeHHe: O,Ll;OEPEHO 
Prepared by / Checked by I Checked by (AQA) I Approved by: Quality Assurance/Authorized person/ 
ITo.nroTOBJJetto: ITposepeHo: ITposepeHo (AOK): O.no6peHo: O6ecneT.JeH11e KaT.Jecrna/OrneTcrnettHoe mIu:o: 
Ramakant Pardeep Kumar Amit Kumar 

~ cJ__ j\r-A- w 
Date/ Date/ Date/ Date/ ~'.:7.....-oy- '),-t>v(, 
)lam: 23.03.2026 )lam: 23.03.2026 )lam: 23 .03.2026 )lam: 

r I 



Dr.Raddy's 
,. 
• • 

CERTIFICATE OF ANALYSIS 
CEPTM <l>MKA T AHAJIM3A 

Product: Cetrine® film coated tablets, 10 mg 
Ilpo.u.yKT: UeTp1rn® rn6neTKH, noKpbITbie nneHO'-tHOH o6ono'-tKOH, 10 Mr 

Market/ PLIHOK : Russia/ Poccm, 

Batch No./ 
V2600562 

Batch Quantity/ 25,00,000 tab / 
: 

Pa3Mep cepnn 
: 

25,00,000 rn6 CepnH .N2 
Analytical Report No./ 

: 890001872489 
Date of Analysis / 

: 21.03.2026 
AHaJIHTH'feCKHH OPteT .N2 ,llaTa aHaJIHJa 

Date of Manufacture/ 
03/2026 

Date of Expiry / 
02/2029 : : 

)laTa npOH3BOJJ.CTBa ro.u.eH JJ.O 

Mfg. License No./ 
MA number:/ 

fi p0H3 B0)1.CTBeHHaH : MNB/05/263 
HoMep PY 

: J1TT-NQ(005456 )-(Pf-RU) 

JIHU.eH3HH .N'2 
Analysis performed according to ND:/ AHann1 npoBeJJ.eH no H,ll: JIIl-.N2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbI nepBti'IHOH ynaKOBKH yrBep,KJJ.eHLI: 12.11.2024 
Artworks of secondary package approved: / MaKeTbI BTopHlfHOH ynaKOBKH yrnep'.IKJJ.CHbI: 17.02.2025 
PL snnroved: / JIB vrnep'.IKJJ.eH: 15.05.2024 

.N2 Test/ IloKaJaTeJib Result/ Pe1yJILTaTbt Specification/ HopMa 
UV- spectrophotometry/ Complies/ CoorneTcrnyeT rrhe UV-spectrum of the test solution and the 
Y<D- cneKTpO!pOTOMeTp11ii Cetirizine Hydrochloride reference standard 

isolution in the range 200 nm to 400 nm shoulc 
exhibit maxima absorbance at about the same 
wavelengths with an allowed variation of ±2 
nm./ Y<D-cneKTpbI nornomeH11ii 
11cnbITyeMoro pacTsopa 11 cTaH!lapTHoro 
pacrnopa u.eT11p113Irna rn,upoxnop11,ua B 
o6naCTl1 OT 200 ,UO 400 HM ,UOJl)l(Hbl HMeTb 

MaKCHMYMbl nornomeHHii npH 0,UHOH H TOH 
!)Ke ,UJIHHe BOJ!Hbl C ,uonycTl1MbIM 
OTKJIOHeHHeM ± 2 HM. 

3 Dissolution/ PaCTBopeHne [Not less than 80% (Q) of the labeled amount 
of C21H2sClN2O3·2HCl (cetirizine 

101%; 99 %; 96 %; 97 %; 101 %; 101%. 
dihydrochloride) after 30 min. I He MeHee 
80 % (Q) OT HOMHHanbHOro co,uep)l(aHl111 

C21H2sCIN203· 2HCI (u.ernp11311Ha 
n11rn,upoxnop11,u) 1Iepe3 30 MHH. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpnMe'faHne: TTpo,ll) KT COOTBeTCTBYeT Tpe6oBaHHi!M HI{ 3aKJIIO'feHne: O,llOliPEHO 
Prepared by / Checked by/ Checked by (AQA) I Approved by: Quality Assurance/Authorized person/ 
TTo,uroTOBJJeHo: TTposepeHo: TTposepetto (AOK): O,uo6peHo: O6ecne'-!eHHe Ka'-!eCTBa/OTseTCTBeHHOe JIHU.O: 
Ramakant Pardeep Kumar Amit Kumar 

~ ~ ~~~ Q_)Y 
Date I Date/ Date I Date/ y~ ....-0'? ,- ,...-0""' .Uarn: 23.03.2026 .Uarn: 23.03.2026 L{arn: 23.03.2026 L{arn: 



•·· Dr.Reddy's ~~• 
' ,ibornton s Ltd. 

CERTIFICATE OF ANALYSIS 
CEPTII <I> IIKA T AHAJIII3A 

Product: Cetrine® film coated tablets, 10 mg 
TI po.a.yKT: Ue-rp1rn® Ta6neTKtt, noKpblTbte nneHO'-lHOH o6ono'-lKOtt, 10 Mr 

Market/ PM HOK : Russia/ Poccm1 

Batch No./ 
V2600562 

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

: 
Pa3Mep cepuu 

: 
25 ,00,000 Ta6 

Analytical Report No./ : 890001872489 
Date of Analysis/ 

: 21.03.2026 
AuaJIHTH'leCKHH OT'leT N2 ,[(aTa auaJIH3a 
Date of Manufacture/ 

03/2026 
Date of Expiry/ 

02/2029 
.llaTa npOH3B0JJ:CTBa 

: 
roJJ:eH JJ:O 

: 

Mfg. License No./ 
MA number:/ 

ITpoH3BOJJ:CTBeuuaH : MNB/05/263 
HoMep PY 

: J1TT-N2(005456)-(Pf-RU) 
JI«UeHJHH N2 
Analysis performed according to ND:/ AuaJIH3 npoBeJJ:en no H,[(: JITI-N2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbl nepBH'IHOH ynaKOBKH YTBep,KJJ:eHbI: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbl BTOpH'IHOH ynaKOBKH yTBep1K.a.eub1: 17.02.2025 
PL approved: / JIB yrnepJKJJ:en: 15.05.2024 

N2 Test I IloKa3aTeJib Result I Pe3yJihT3Thl Specification/ HopMa 
4 Oniformity of dosage units I Acceptance value (AV) should be not more 

OJJ:HOpOJJ:HOCTb JJ:03HpOBaHHblX 5.5 than 15.0 I IToKa3aTeJJb np11eMJJeMOCTH (AV) 
eJJ:HHHU ,a:OJJ)l(eH 6btTb He 6onee 15,0. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'laHue: TTpO,UYKT CO0TBeTCTByeT Tpe6oBaHH51M H)l 3aKJIIO'leuue: O.llO6PEHO 
Prepared by / Checked by I Checked by (AQA) I Approved by: Quality Assurance/Authorized person/ 
TTonroToBJJeHo: TTpoBepeHo: TTpoBepeHo (AOK): O.uo6peHo: O6ecrre'-leHtte Ka'leCTBa!OrneTCTBeHHOe JJHU,O: 
Ramakant Pardeep Kumar Amit Kumar 

~ ~ 0~ Q_V 
Date I Date/ Date/ Date I 

2,-';> -0 ~ ~ YL, tA. 
)lam: 23.03.2026 )laTa: 23.03 .2026 ,Uarn: 23.03.2026 ,Uarn: 

1 lil 



•·· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTM<l>MKAT AHAJIM3A 

r. R ·ddy':, Labo~ ton "S Ltd. 

. Batld. 
_, lf\JDIA 

Product: Cetrine® film coated tablets, 10 mg 
Ilpo,uyICT: UeTpttH® Ta6neTKH, noKphlThie nneH04HOH o6oJI04KOH, 10 Mr 

Market/ PM HOK : Russia/ Poccm1 

Batch No./ 
V2600562 

Batch Quantity/ 25,00,000 tab / 
Cepus1 ,Ng 

: 
Pa3Mep cep1111 

: 
25,00,000 m6 

Analytical Report No./ 
: 890001872489 

Date of Analysis/ 
: 21.03.2026 

AHaJIHTH'leCKHH OT'leT ,Ng )],aTa aHaJIH3a 

Date of Manufacture / 
03/2026 

Date of Expiry/ 
02/2029 

llaTa npo113so,ucTsa 
: 

ro,ueH ,UO 
: 

Mfg. License No./ 
MA number:/ 

IlpoH3B0,UCTBeHHaH : MNB/05/263 
HoMep PY 

: J1TI•NQ(005456)-(Pf-RU) 
JIHU,eH3HH ,Ng 

Analysis performed according to ND:/ AuaJIH3 npose,ueu no H)],: JIIl-.Ng(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTht nepBH'IHOH ynaKOBKH YTBep"'-11,eHbt: 12.11.2024 
Artworks of secondary package approved: / MaKeTbl BTOpH'IHOH ynaKOBKH yTsep,i.,ueubt: 17.02.2025 
PL approved: / JIB yrnep,i.,ueu: 15.05.2024 

5 Impurities / Ilp11Mec11 
Impurity A/ 
ITp11Mech A 

Impurity B / 
ITp11Mech B 

Impurity C / 
ITp11MeCh C 

Impurity D / 
ITp11MeCh D 

Impurity E / 
ITp11Mecb E 

Impurity F / 
ITp11Mecb F 

Remarks : The Product confirms to ND/ 

Below LOD (LOD =0.005 %) / Htt)Ke 
npe,11,ena 06Hapy)KeH11J1 (TIO= 0,005 %) Not more than 0.2 % / He 6onee 0,2 % 

0.05 % Not more than 0.2 % / He 6onee 0,2 % 

Below LOQ (LOQ = 0.017 %) / H11)Ke Not more than 0.2 % / He 6onee 0,2 % 
npe,uena KOJIH'!ecTBeHHoro onpeJleJJeHMll 

(TIKO = 0,017 %) 

Below LOQ (LOQ = 0.003 %) / Htt)Ke Not more than 0.2 % / He 6onee 0,2 % 
npe,llena Kon111-1ecTBeHHoro onpe.aeneH~rit 

(IlKO = 0,003 %) 
Below LOQ (LOQ = 0.023 %) / Htt)Ke Not more than 0.2 % / He 6onee 0,2 % 

npel].ena KOJIH'!ecTBeHHoro onpe,nene1m.J1 
(IlKO = 0,023 %) 

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

IlpuMe'laHue: ITpo,uyKT COOTBeTCTByeT Tpe6oBaHHJIM HD. 
Conclusion : APPROVED / 
3aKJtto'leuue: O)lOliPEHO 

Prepared by/ Checked by/ Checked by (AQA) / 
Tio.nroTOBJleHo: TiposepeHo: TiposepeHo (AOK): 
Ramakant Pardeep Kumar Amit Kumar 

Date/ Date/ Date/ 
flam: 23.03.2026 flam: 23.03.2026 flam: 23.03.2026 

Approved by: Quality Assurance/Authorized person/ 
O,uo6peHo: O6ecne'leH11e Ka'!eCTBa/OTBeTCTBeHHOe JIHl.l,O : 

Date/ 
flam: 

QYf 



•·· Dr.Reddy's ~;• OdC B;i di, 

J.O,, !NOi •. 

CERTIFICATE OF ANALYSIS 
CEPTM<l>IIKAT AHAJIM3A 

Product: Cetrine® film coated tablets, 10 mg 
n poJ1yKT: UeTpi-rn® Ta6JJeTKH, noKPbIThie rrneHO'!HOH o6oJJ04KOH, IO Mr 

Market/ PbIHOK : Russia/ PoccHR 

Batch No./ 
V2600562 

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

: 
PaJMep cep11u 

: 25 ,00,000 Ta6 
Analytical Report No. / 

: 890001872489 
Date of Analysis/ 

: 21.03.2026 
AHa.IlttTtt'leCKHH OT'leT N2 ,n:aTa aHaJIHJa 

Date of Manufacture/ 
03/2026 

Date of Expiry/ 
02/2029 

. .l1:aTa npOH3B0JICTBa 
: 

roJieH JIO 
: 

Mfg. License No./ 
MA number:/ 

IlpOH3BOJICTBeHHaH : MNB/05/263 
HoMep PY 

: JlTI-N2(005456)-(Pr-RU) 
J1HUCH3HH .N'2 
Analysis performed according to ND:/ Atta.Iltt3 npoBeJieH no H,l(: JIIl-N2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbI nepBH'IHOH ynaKOBKH yrnepm_aettbI: 12.11.2024 
Artworks of secondary package approved: / MaKeTbI BTOpH'iHOH ynaKOBKH yTsep*JleHbI: 17.02.2025 
PL approved: / JIB YTBeP*JleH: 15.05.2024 

Any individual unidentified 
impmity / Jl106aR e,uttHH'!HaSI 
Hett,UeHTHqlHLJ:HpOBaHHaSI npHMeCb 

Total impurities/ 
CyMMa npttMecew 

Remarks : The Product confirms to ND/ 
IlpuMelfaHue: ITpo.u)KT cooTBeTcTByeT Tpe6oeaHHRM HLI 

0.05% 

0.1 % 

Prepared by/ Checked by I Checked by (AQA) / 
ITo,uroTOBJJeHo: TipoeepeHo: IlpoeepeHo (AOK): 
Ramakant Pardeep Kumar Amit Kumar 

Date / Date/ Date / 
11am : 23.03.2026 11am: 23 .03 .2026 .D:arn: 23.03.2026 

~ot more than 0.2 % / 
He 6oJJee 0,2 % 

Not more than 2.0% / 
He 6oJJee 2,0% 

Conclusion : APPROVED / 
3aicmolfettue: O.UOEPEHO 
Approved by: Quality Assurance/Authorized person/ 
O,uo6peHo: O6ecrre'leHtte Ka<JecTBa/OTBeTcTBettttoe JJttuo: 

Date/ 
.D:arn: 



Dr.Reddy's •• •• • • 

D . f· ac y'5 L;,bur;;itonl.!5 Ltd . 
It G 

r 

CERTIFICATE OF ANALYSIS 
CEPTM <l>MKA T AHAJIM3A 

Product: Cetrine® film coated tablets, 10 mg 
IlPOJlYKT: UeTPHH® Ta6JieTKH, noKPbITbie nJieHOttHow o6oJiottKOH, 10 Mr 

Market/ P1,rnoic : Russia/ Poccm1 

Batch No./ 
V2600562 

Batch Quantity I 25,00,000 tab/ 

CepuH .N'2 
: 

Pa3Mep cepuu 
: 

25 ,00,000 Ta6 

Analytical Report No./ 
: 890001872489 

Date of Analysis / 
: 21.03.2026 

AHaJlHTHtteCKHH OT'feT .N'2 )laTa aHaJiu3a 

Date of Manufacture/ 
03/2026 

Date of Expiry/ 
02/2029 

)laTa ITPOH3B0JlCTBa 
: 

ro}leH JlO 
: 

Mfg. License No. / 
MA number:/ 

IlpOH3B0JlCTBeHHaH : MNB/05/263 
HoMep PY 

: J1IT-N~(005456)-(Pf-RU) 

JIHUeH3HH .N'2 
Analysis performed according to ND:/ AuaJ1H3 npoBeJJ,eH no H)l: JIIl-.N'2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaiceTbl nepBHlfHOH ynaKOBKH yTsep~eHbl: 12.11.2024 
Artworks of secondary package approved: / MaKeTbl BTopulfHOH ynaKOBKH yTsep,KJJ.eHbl: 17.02.2025 
PL approved: / JIB yrnep"-JJ.eH: 15.05.2024 

.N'2 Test I IloKa3aTeJib Result/ PeJyJ11,TaTbl Specification/ HopMa 

6 Water content/ 
2.5 % 

Not more than 8.0% I 
IC011ep?K"a1rne BO.Ill.I He 6onee 8,0 % -

7 Microbiological purity* / 
Muicpo6uonorulfecKaH 
lfHCTOTa* 
a) Total aerobic microbial count / NA Not more than 1000 CFU/g / 
O6ll{ee '!HCJIO a3p06HblX He 6oJiee 1000 KOE/r 
MHKpoopraHH3M0B 

NA 
b) Total combined yeasts and Not more than 100 CFU/g / 
tnould count/ O6ll{ee T.J.HCJI0 He 6oJiee 100 KOE/r 
~pO)l()l(eBblX H nJieCHeBblX rp1160B NA 

c) E . coli Shall be absent in lg / OrcyTcTBHe B 1 r 
8 Assay/ KonulfeCTBeHHOe i:;rom 9.0 mg to 11.0 mg of 

onpeJJ.eJieHHe 
9.88 mg /9,88 Mr 

C21H2sCIN2O3 • 2HC1 (Cetirizine 
Dihydrochloride) in tablet (90.0 % to 110.0 % 

98.8 % 
of label claim)./ OT 9,0 Mr AO 11,0 Mr 
C21H2sCIN2O3· 2HC1 (u.ernpH3HHa 

Remarks : The Product confoms to ND/ Conclusion : APPROVED / 
IlpHMe'faHue: flpoJJ,yKT COOTBeTCTByeT Tpe6osaHIUIM H.U 3aKJ110lfeH11e: OllOliPEHO 
Prepared by I Checked by I Checked by (AQA) I Approved by: Quality Assurance/Authorized person/ 
ITo.uroTOBJieHo: TiposepeHo: TiposepeHo (AOK): O.uo6peHo: O6ecnet.Iett1-1e Katfecrna/OrneTcrnettttoe m1u.o : 
Ramakant Pardeep Kumar Amit Kumar 

~ ~ ~ __,A--
QJY 

Date/ Date/ Date/ Date/ '.2--- '?,, ,-- C) 3, r 'l-0 v1:, 
.Uam: 23.03.2026 )lam: 23.03.2026 .[{am: 23.03.2026 .[{am: 



•·· Dr.Raddy's ~;• 
D, Rccldy's l.abortJtorie Ltd. 

CERTIFICATE OF ANALYSIS 
CEPTII<l>IIKAT AHAJIII3A 

Product: Cetrine® film coated tablets, 10 mg 
Ilpoti:yKT: UeTp1-rn® m6neTKH, noKpblTble nneHO'-IHOM o6ono'-IKOH, 10 Mr 

Market/ P1,rnoK : Russia I Poccm1 

Batch No./ 
V2600562 

Batch Quantity I 25,00,000 tab I 
Cepusi N2 

: 
PaJMep cepuu 

: 
25,00,000 m6 

Analytical Report No./ 
: 890001872489 

Date of Analysis / 
: 21.03.2026 

AHaJIHTH'-ICCKHH 0T'-leT .N'! ,UaTa aHaJIHJa 

Date of Manufacture/ 
03/2026 

Date of Expiry / 
02/2029 

)],aTa np0H3B0,[lCTBa 
: 

ro/1:eH /1:0 
: 

Mfg. License No. / 
MA number:/ 

Il p0HJB0/1:CTBeHHaH : MNB/05/263 
HoMep PY 

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

JlHl.\eHJHH _N'g 

Analysis performed according to ND:/ AHaJIHJ npoBe/1:eH no H)],: JIIl-N2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeT1,1 nepBH'-IHOH ynaK0BKH YTBep~eH1,I: 12.11.2024 
Artworks of secondary package approved: / MaKeT1,1 BToptt'-IHOH ynaK0BKH YTBepmJ:1:eH1,I: 17.02.2025 
PL approved: / JIB VTBep~eH: 15.05.2024 

.N'! Test/ IloKaJaTeJ11, Result/ PeJyJ11,TaT1,1 Specification/ HopMa 

iJJ,HrHti:pOXJlOPHil) s m6neTKe ( OT 90,0 % /lO 
110,0 % OT HOMHHaJlhHOro CO)lepl!<aH1151). 

9 Subdivision of tablets / Complies / CooTBeTcTByeT rI'he tablets comply with the test, if not more 

µ:J:eJiettue Ta6JieTOK than 1 individual mass is outside the limits of 
85 % to 115 % of the average mass. The 
~ab lets 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./ 
rra6neTKH COOTBeTCTBYJOT Tpe6oBaHHSIM, eCJJH 
He 6oJJee 1 eti:HHH'-IHall Macca OTKJIOHlleTCll 3a 

npeti:eJib[ 85%-115% OT cpeti:HeH MaCCbl. 
rra6JieTKH He COOTBeTCTBYIOT Tpe6oBaHHllM, 

ecJIH 6onee '-leM 1 HHtJ:HBHJlyanhHasi Macca 
OTKJIOHSleTCll OT 3THX npe)leJIOB HJIH, eCJIH 1 
HH/lHBH)lVaJibHal! Macca OTKJIOHl!eTCSI 3a 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMe'-lattue: IlpO/lYKT cooTBeTCTByeT Tpe6osaHHl!M HLl 3aKJIIO'-leHue: O)1,OEPEHO 

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

Tioti:roTOBJieHo: ITposepeHo: ITposepeHo (AOK): O)lo6peHo: O6ecne'-leHHe Ka'-leCTBalOTBeTCTBeHHOe JIHUO: 

Ramakant Pardeep Kumar Amit Kumar a_y~ ~ =-L - ~ /-~ 

Date/ Date/ Date I Date/ 2-- 's- -v'.>" z..o 2--.t. 
Llam: 23.03.2026 Llam: 23.03.2026 .[lam: 23.03.2026 ,[lam: 



•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTII<l>lfKAT AHAJIII3A 

Product: Cetrine® film coated tablets, 10 mg 
n POJlYKT: ll_eTpl1H® Ta6JJeTKl1, nOKPblTble nneH04HOH o6oJJ04KOH, 10 Mr 

Market/ PbtHOK : Russia/ Poccm1 

Batch No./ 
V2600562 

Batch Quantity/ 
CepuH .N2 

: 
PaJMep cepun 

Analytical Report No./ 
: 890001872489 

Date of Analysis / 
AHaJIHTH11ecKHH OT'leT .N2 )].aTa aHaJIHJa 

Date of Manufacture/ 
03/2026 

Date of Expiry/ 
)laTa npOHJBO}lCTBa 

: 
ro}leH JlO 

Mfg. License No./ 
MA number:/ 

TipoHJBOJlCTBeHHaH : MNB/05/263 
HoMep PY 

JlHUeHJHH .N~ 

25,00,000 tab I 
: 

25,00,000 Ta6 

: 21.03.2026 

: 02/2029 

: JU1-N~(005456)-(Pr-RU) 

Analysis performed according to ND:/ AHaJIHJ npoBe}leH no H.ll: JICT-.N2(005456)-(Pr-RU)-150524 

Artworks of primary package approved:/ MaKeTh1 nepBH'IHOH ynaKOBKH yTBep,K,lleHhI: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbI BTOpH'IHOH ynaKOBKH yTBepmJleHbI: 17.02.2025 
PL approved: / JIB yrnep,KJleH: 15.05.2024 

.N2 Test I IloKaJaTeJib Result I Pe1yJ1hTaTbI Specification/ HopMa 
npe)leJJbl 75%-125% OT cpe)lHeH MaCCbl . 

10 !Package/ OnucaHne ynaKOBKH IO 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. / TTo IO rn6neToK B la carton. / no 10 rn6neToK B 
TTBX/TTB,l.lX//amoMHHHeBOM 6n11cTepe. TTBX/TTB,l.lX//amoMHHHesoM 6nHcTepe. no 2 
no 3 6n11cTepa BMeCTe C JIHCTKOM- HJll1 3 6mtCTepa BMeCTe c JIHCTKOM-
BKJJa)lblWeM ynaKOBaHbl B na4KY BKJJa)lbIWeM ynaKOBaHbl B na4KY KapTOHHylO. 
KapT0HHYIO, 

11 Labeling/ MapKupoBKa Complies / CoorneTCTByeT See Module 1, section 1.3 .2 of registration 
dossier. I B coorneTcTBHH c paJ)leJJoM l.3.2 
MO)l}'Jl.!I 1 perncTpau110HHOro )lOCbe. 

12 Storage conditions/ YcJIOBHH At temperature not higher than 25 °C / TTp11 TeMneparype He BbIWe 25 °C. 
xpanenuH 

13 Shelf-life (storage period)/ CpoK' 3 years. / 3 ro.na. 

r0AHOCTII _(cp_~!C xpaHeHHH)_ .. -
Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMe'1aH11e: Ilpo)lyKT C0OTBeTCTByeT Tpe6oBaHHHM H.[( 3aKJ1t0<1eHue: O.llO6PEHO 
Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized person/ 
TT o }lrOTO BJJ e Ho: IlpoaepeHo: TTposepeHo (AOK): O,no6peHo: O6ecne4eH11e Ka'!ecrna/OrneTCTBeHHoe n11uo: 
Ramakant Pardeep Kumar Amit Kumar 

Q)JY ~ ~ ~/ 

Date I Date/ Date I Date/ 2--~ - D 3, - :J--O¼ 
)lam: 23.03.2026 ,l.larn: 23.03.2026 ,l.larn: 23.03.2026 ,l.larn: 



•·· Dr.Reddy's ~;• 
r 1{ d □ /s L.,1bor, t n 1s Lt J. 

CERTIFICATE OF ANALYSIS 
CEPTM<I>llKAT AHAJill3A 

Product: Cetrine® film coated tablets, IO mg 

Ilpo,'l.y1cr: U:eTpHH® m611eTKH, noKpbJTble nJJeHO'-IHOH 060110'-IKOH, 10 Mr 

Market / PbrnOK : Russia / Poccm1 

Batch No./ 
V2600562 

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

: 
PaJMep cep11u 

: 
25,00,000 m6 

Analytical Report No./ 
: 890001872489 

Date of Analysis / 
: 21.03 .2026 

AHaJJHTH'-leCKHH OT'IeT _N'g ,[(an aHaJJttJa 

Date of Manufacture/ 
03/2026 

Date of Expiry / 
02/2029 : : 

)laTa npOHJBO,'J.CTBa ro,'J.eH ,'J.O 

Mfg. License No./ 
MA number:/ 

IlpOH3B0,'l.CTBeHHaH : MNB/05/263 
HoMep PY 

: JU1-N!!(005456)-(Pf'-RU) 

JJHUeHJHSI _N'g 

Analysis performed according to ND:/ AHaJJHJ npoee,'J.eH no H,[(: JIII-N2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbl nepBH'IHOii ynaKOBKH yTeep,KJJ.eHbl: 12.11.2024 
Artworks of secondary package approved: / MaKeTbJ BTOptt'IHOH ynaKOBKH yrnep:1KJJ.eHb1: 17.02.2025 
PL aoorovcd: / JIB ymcp,,_.ueH: 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./ TTpoBOJJ.HTCH npoHJB0JJ.HTeJieM npH BhmycKe neptt0.!1.H'-leCKH: .!1.JJH Ka)l(,'J.OH 20-011 
cepmt 111111 He Mettee 1 paJa B ron. TToKaJaTeJib M0)l(eT 6bJTb He BKJIIQ4eH B CepT11Q>HKaT aHaJIH3a q>HpMb(. 

Remarks : The Product confinns to ND/ Conclusion : APPROVED / 
IIPHMe'1aH11e: TTpOJl)'KT C0OTBeTCTBYeT Tpe6oBaHl1HM H)l 3aKJJ10'leH11e: O)1:OliPEHO 
Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized person / 
TTonroTOsJietto: TTposepetto: IlposepeHo (AOK) : Ono6peuo: O6ecne4ett11e Ka'-lecrna/OrneTcTBeHHOe m1uo: 
Ramakant Pardeep Kumar Amit Kumar w ~ ~ ~--
Date/ Date/ Date / Date/ ~,.-o'>- ?-OU 
,Uam: 23.03.2026 .[I.am: 23.03.2026 ,Uam: 23.03 .2026 .[I.am: 



•·· Dr.Reddy's ~;• 
Dr. 1 y's c1 buratori s ltd 

CERTIFICATE OF ANALYSIS 
CEPTM<l>MKAT AHAJIM3A 

Product: Cetrine® film coated tablets, 10 mg 
IlpoJwKT: UeTp11H® Ta6neTKl1, noKPhIThie nneH04HOH o6oJT04KOH, 10 Mr 

Market/ PblHOK : Russia I Pocc1-rn 

Batch No./ 
V2600562 

Batch Quantity / 25,00,000 tab I 
Cep11H N2 

: 
PaJMep cep1111 

: 
25,00,000 m6 

Analytical Report No. / 
: 890001872489 

Date of Analysis / 
: 21.03.2026 

AHaJIHTH'-leCKHH OT'-leT N2 )],aTa 3H3JIH33 

Date of Manufacture/ 
03/2026 

Date of Expiry / 
02/2029 

)],aTa npOH3B0.llCTBa 
: 

ro.lleH .llO 
: 

Mfg. License No./ 
MA number:/ 

Ilp0113B0.llCTBeHHaH : MNB/05/263 
HoMep PY 

: JU1-N2(005456)-(Pf-RU) 
JJHQeH3HH N2 

Analysis performed according to ND:/ AHaJJH3 npoBe.lleH no H)],: JIII-N2(005456)-(Pr-RU)-150524 
Artworks of primary package approved: / MaKeTbl nepBH'-IHOH ynaKOBKH yTBep,KJleHbI: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbI BTOpH'-IHOH ynaKOBKH yTBepJK.lleHbI: 17.02.2025 
PL approved: / JIB yrnepJKJleH: 15.05.2024 

API name/ Ha11MeH0Ba1111e AC!>C: Cetirizine dihydrochloride / Uerno11311Ha .lll1rl1.llPOXJTOp11.ll 
INN /MHH: Cetirizine / UeTl1Pl13HH 
API manufacturer batch number / BT00-25060 
HoMep cep1111 npoH3BO.llHTeJIH AC!>C: 
FP Manufacturer API Batch number/ FETA00078 
HoMep cep1111 cy6CT3HUHH npOH3B0.llHTeJJH r JI Cl>: 
API Manufactured by, address & country/ Glochem Industries Private Limited, 
IlpoHJBO.llHTeJJb AcI>C, a.llpec u CTpa11a: Survey No. 174 to 176, I.D.A. Bollaram, Sangareddy District, 

502 325, Hyderabad, Telangana, India/ 
rnoxeM I1H.llaCTp11ec TTpai1s11T Jl11M11Te.ll, 

Y'-laCTKl1 N2 174-176, I1.,U.A., EonnapaM, CattrapeM11 
,U11cTp11KT - 502 325, Xatt.llaoa6a,u, wrnT TenaHraHa, I1H.lll1ll 

Name, address, authorization No for FP manufacturing Dr. Reddy's Laboratories Ltd., 
site / Control site/ Release site I Formulation Unit-6, Vill. Kho], Nalagarh Road, Baddi, Distt. 
HanMeHOB3HHe, a,upec, JIHQeHJHH .llJIH Solan (HP) 173205, India (license No MNB/05/263). / 
TTpo11JBO.llCTBe1111aH nJioma.llKa / IlJioma,uKa KOHTPOJJH .U-p PeM11'c Jla6oparnp11c JlT,u., 
Ka'-leCTBa / IlJJoma.llKa BbmycKa TTpo113so,ucrneHHoe no.llpa3.nenett11e-6, B11nn. Kxonh, Hanarapx 

Poy.u, na,[1,,[1,11, ,U11cTpHKT ConaH, x.rr., 173205, I1H,Ul1ll 
(Jl111 . .(eH3Hll N2 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 / 
IlpHMC'-13HHe: TTpo,uyKT COOTBeTCTByeT Tpe6osaHHllM H.U 3aKJIIO'-leHne: O)],OEPEHO 

Prepared by I Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized person/ 
TTO.llfOTOBJieHO: TTposepetto: TTposepeHo (AOK): O,uo6petto: O6ecne'-!eH11e Ka'-!ecrna/OrneTcTBeHHoe n11110: 
Ramakant Pardeep Kumar Amit Kumar 

~~ ~ /\~--- w 
Date/ Date/ Date/ Date/ ,_ '?,. ~ 0 -?,. ~ 1,,0 ')/4, 
.[{am: 23.03.2026 .[{am: 23.03.2026 .U.am: 23.03.2026 Ilam: 

ln,;li I 



•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTII<l>IIKAT AHAJIII3A 

Product: Cetrine® film coated tablets, 10 mg 
Ilpo.11.yICT: UeTpHH® m6neTKH, noKPhITbie nneHO'-IHOH o6ono'-!KOH, 10 Mr 

Market/ PM HOK : Russia/ Poccm, 

Batch No./ 
V2600562 

Batch Quantity/ 25,00,000 tab I 

CepHH .N"2 
: 

PaJMep cepIrn 
: 

25,00,000 Ta6 

Analytical Report No./ 
: 890001872489 

Date of Analysis / 
21.03.2026 

AuaJIHTH'IeCKHH OT'IeT .N"2 .LI:aTa aHaJIHJa 
: 

Date of Manufacture/ 
03/2026 

Date of Expiry / 
02/2029 

.LI:aTa UPOH3B0/lCTBa 
: 

ro)leH /lO 
: 

Mfg. License No./ 
MA number:/ 

IlpoHJBO/lCTBeHHaH : MNB/05/263 
HoMep PY 

: J1TT-N2(005456)-(Pf-RU) 

JIHUeHJHH .N"2 
Analysis performed according to ND:/ AHaJJHJ npoBeAeH no H)],: JIIl-N2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKen,1 nepBH'IHOH ynaKOBKH yTsep,KJJ.eHbI: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbl BTOpH4HOH ynaK0BKH yTsep~/leHb1: 17.02.2025 
PL approved: / JIB vrnep,KJJ.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»./ 
3aKJIIO'IeHHe O CO0TBeTCTBHH: «HacTOllll\HM ll nO.UTBep)l(,Ua!O, '-!TO np1rne.ueHHal1 Bb!We HH!p0pMaU11ll llBJll!eTCll )lOCTOBepHOH 11 
TO'-IHOH. 3m cepHll npo.uyKUH11 npomse.ueHa (BKJIIO'-!al! ynaKOBKY (MapK11pOBKY) 11 KOHTpOJJb Ka'-!ecrna) Ha BbJWeyKa3aHHOH 

npOH3B0,UCTBeHHOH nnoma.uKe (nnoma.uKax) B nOJJHOM COOTBeTCTBHH C Tpe6oBaHHllMl1 TTpaBHJI Ha,UJJe)Kamett npOH3BO.UCTBeHHOH 
npaKTHKH Espa311itcKoro 3KOHOMH'-!ecKoro COI03a (N2 GMP/EAEU/RU/02329-2025 OT 19 ceHrn6pll 2025 r.) H Tpe6oBaHHllMH 
KOHTpOJJll Ka'-!eCTBa JJeKapcTBeHHb[X cpe,UCTB, a TaK)Ke B COOTBeTCTBHl1 co cneuH<pHKaUHllMl1, co.uep)Kall\HMHCll B perHCTpau110HHOM 
,UOCbe CTpaHbl-HMnopTepa. 3anl1CH no npOH3BO.UCTBY, ynaKOBKe H aHaJJH3Y npoBepeHbl, 11 ycTaHOBJJeHO 11X COOTBeTCTBHe 
Tpe6oBaHHllM TTpaBl1JI Ha,UJJe)Kamei1 npOH3B0.UCTBeHHOH npaKT11Kl1 Espa3HHCKoro 3KOHOMH'-leCKOfO COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlPHMe'tauue: TTpo.uyKT coorneTcrnyeT Tpe6oBaHl1llM HA 3aKJIIO'teuue: O)1,OliPEHO 

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

Ilo.uroTosnetto: Ilposepetto: TTposepetto (AOK): O.uo6petto: 06ecne'-!ett11e Ka'-!ecrna/OTBeTCTBeHHoe nmi:o: 

Ramakant Pardeep Kumar Amit Kumar 

~ Lr ~~-- QJ>\J"' 
Date/ Date/ Date/ Date I 2-- '3- -o > - ;i.,v¾ 
,[],am: 23.03.2026 )lam: 23.03.2026 llarn: 23.03.2026 ,[],am: 


