
•·· Dr. Raddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTM <l>MKA T AHAJIM3A 

Product: Cetrine® film coated tablets, 10 mg 
Ilpo.11.yKT: U,e-rp11tt® Ta6neTKH, nOKPhlTble nneHO'IHOH o60JJO'IKOH., 10 Mr 

Market/ PblHOK : Russia I Poccm1 

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

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

Te! : +91 98166 56001-02 

www.drreddys.com 

Batch No./ 
V2601266 

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

Cepm1 N2 PuMep cepuu 25,00,000 Ta6 

Analytical Report No./ 
: 890001889259 

Date of Analysis / : 19.06.2026 
AHaJIHTH'leCKHH OT'leT N2 )],aTa aHaJIH3a 

Date of Manufacture/ 
05/2026 

Date of Expiry/ 
04/2029 

.ll,aTa npOH380JlCTBa 
: 

[O}leH JlO 
: 

Mfg. License No./ 
MA number:/ 

IlpOH3BOJlCTBeHHaH : MNB/05/263 
HoMep PY 

: JITT-.N2(005456)-(Pr-RU) 

JlHUeH3HH .N'! 
Analysis performed according to ND:/ AHaJJH3 npoBe.11.eH no H)I.: JIII-N2(005456)-(Pf-RU)-150524 
Artworks of primary package approved:/ MaKeTbl nepBH'lHOH ynaKOBKH YTBepmJJ.eHbI: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbI BTopH'IHOH ynaKOBKH YTBep,ic.11.eHbt: 17.02.2025 
PL approved: / JIB yrnep"'JleH: 15.05.2024 

.N'! Test I IloKa3aTeJlb Result/ PelyJJbTaTbt Specification/ HopMa 

1 Description/ OnucaHHe ~hite 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. 
Kpyrnh1e .!I.BO.l!Koe1,myKJihte Ta6JJeTKl1, I Kpyrnb1e ,!1.BO.l!KOBhinYKJJhle Ta6ne-rK11, 
noKpblThle rrneHO'IHOH o6ono'IKOH IT0KpblTbJe ITJieHO'IHOH o6ono'IKOH 6enoro 
6enoro UBeTa, C p11CKOH Ha O)lHOH 11JIH ITO'ITl1 6enoro ueeTa, C pHCKOH Ha 0)1.HOH 
CTOpoHe. Ha nonepe'IHOM pa3pe3e - cTopoHe. Ha nonepe'IH0M pa3pe3e .ll.llpO OT 
.ll.llPO 6enoro ueern. 6enoro .llO no'ITH 6enoro ueeTa . 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3aKJllO'-lenue: O)1.OEPEHO TI HMe'laHue: TT 0.ll KT COOTBeTCTB eT T e6oeamrnM HJJ, 

Prepared by/ 
TTo.llroToeneHo: 
Ramakant 

~$ 
Date/ 
narn: 19.06.2026 

Checked by/ 
TTpoeepeHo: Pardeep 
Kumar 

Date I 
)],aTa: 19.06.2026 

Checked by (AQA) I 
TTpoeepeHo (AOK): Ajay 
Kumar Srivastava 

Date I 
)],am: 19.06.2026 

Approved by: Quality Assurance/ Authorized person 
/ O)lo6peHo: O6ecne'lem1e 
KalJeCTBa/OTBeTCTBeHHOe m1uo: 

Date I 
llarn: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTII <I> IIKAT AHAJIII3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Kho\, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, \NDIA 

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

Product: Cetrine® film coated tablets, 10 mg 
Ilpo,llyKT: U,eTpHH® Ta6neTKH, noKpbITbie nneHO'IHOH o6oJIO'IKOH, 10 Mr 

Market/ P1,rnoic : Russia/ Poccm, 

Batch No./ 
V2601266 

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

: 
Pa3Mep cepHH 

: 
25,00,000 m6 

Analytical Report No./ 
: 890001889259 

Date of Analysis / 
: 19.06.2026 

AHaJJHTH'leCKHH OT'teT .N'! .II:aTa aHaJIH3a 

Date of Manufacture/ 
05/2026 

Date of Expiry/ 
04/2029 

.l(aTa npOH3B0.D:CTBa 
: 

ro,lleH )).0 
: 

Mfg. License No./ 
MA number:/ 

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

: JITT-N!!(005456)-(Pr-RU) 

JlHU.eHJHH N!! 
Analysis performed according to ND:/ AnaJJHJ npose.a:eu no H.II:: JIIl-N!(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaiceTbI nepBH'tHOH ynaKOBKH yTsep'lK./l,en1,I: 12.11.2024 
Artworks of secondary package approved: / MaKeTbI BTOpH'tHOH ynaicoBKH yTsepJK.a:eHbI: 17.02.2025 
PL approved: / JIB yrnepJK.a:eH: 15.05.2024 

N!! Test I IloKaJaTeJib Result/ PeJyJibT3TbI Specification/ HopMa 
2 [dentification / The retention time of the main peak in 

HJJ.eHTmlrnica11HH the chromatogram oftest solution The 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 .,hromatogram of Cetirizine Hydrochloride 

standard solution. I Bpew, y.a:ep)K11BaHm1 eference standard solution (section "Assay") . 
I 

OCHOBHOro m1Ka Ha xpoMaTorpaMMe 
BpeMSI y.uep)Kl,1Bamrn OCHOBHOro nHKa Ha HCOhITyeMoro paCTBOpa COOTBeTCTByeT 

BpeMeHH y.uep)KJ.1BaHml 0CHOBHOrO OHKa xpoMaTorpaMMe wcn1,nyeMoro pacTBopa 

Ha xpoMaTorpaMMe cmH.uapTttoro .UOJI)KHO COOTBeTCTBOBaTb BpeMeHJ-1 

pacTBopa ueT11pH3HHa rn.a:poxnopw.ua. y.nep)KHBaHHll 0CHOBHOro nHKa Ha 
xpoMaTorpaMMe cmtt.napTHOro pacTBopa 
ueTHpH3HHa rn.upoxnopw.ua (pa3.uen 
'<KOJIH'leCTBeHHOe onpe.nenetttte»). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3aKJIIO'teHHe: O.l(O6PEHO n HMe'lanue: TI 

Prepared by/ 
TTo.nroToBnetto: 

Date I 
)laTa: 19.06.2026 

O.UYKT COOTBeTCTB eT T e6oBaHHSIM H.[{ 

Checked by/ 
TTpoBepeHo: Pardeep 
Kumar 

Date/ 
.[{am: 19.06.2026 

Checked by (AQA) / 
TTpoBepeHo (AOK): Ajay 
Kumar Srivastava 

Date I 
)lam: 19.06.2026 

Approved by: Qua! ity Assurance/ Authorized person 
/ O.uo6peHo: O6ecne'tem,e 
Ka'!ecTBalOTBeTCTBeHttoe nttuo: 

Date/ 
)lam: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 



••• Dr.Reddy's ~;• 

Product: Cetrine® film coated tablets, 10 mg 

CERTIFICATE OF ANALYSIS 
CEPTII<l>IIKAT AHAJIII3A 

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

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

Tel : +91 98166 56001-02 

www.drreddys.com 

IlpO.lJ.YKT: U:eTpttH® Ta6neTKl1, TTOKPbITbie nneHO'lHOH o60JIO'lKOH, 10 Mr 

Market/ Pbrnoic : Russia / Poccm, 

Batch No./ 
V2601266 

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

: 
PaJMep cepuu 

: 
25,00,000 m6 

Analytical Report No./ 
: 890001889259 

Date of Analysis / 
: 19.06.2026 

AttaJJHTH'lecicun OT'leT N2 ,IJ:aTa aHaJJH3a 

Date of Manufacture/ 
05/2026 

Date of Expiry/ 
04/2029 

,IJ:aTa DPOH3B0,IJ,CTBa 
: 

ro,IJ,eH ,IJ,0 
: 

Mfg. License No./ 
MA number:/ 

IJpOH3B0,IJ,CTBeHHaH : MNB/05/263 
HoMep PY 

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

JJHUeHJHH N2 

Analysis performed according to ND:/ AHaJJH3 npoBe,1J,eH no H,IJ:: JIII-N2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaiceTbI nepBH'IHOH ynaicoBKH YTBep,K,1J,eHbI: 12.11.2024 
Artworks of secondary package approved:/ MaiceTbI BTOpH'IHOH ynaKOBKH yTBep~.lJ.eHbI: 17.02.2025 
PL approved: / JIB yrnep~,IJ,eH: 15.05.2024 

N2 Test I IIoicaJaTeJJb Result I PeJyJJbTaTbI Specification/ HopMa 

l3 

UV- spectrophotometry/ The UV-spectrum of the test solution and the 
Ycl>- cneKTpO<pOTOMeTpH51 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 

Complies I CooTBeTcTByeT 
nm. I YcI>-cneKTpbI nornomett1151 
11CTTbITYeMoro pacTBopa H CTaH,IJ,apTHOro 
pacTBopa u_eT11pm1rna nt/1,poxnopHAa B 
o6naCTH OT 200 /1,0 400 HM /J,OJl)[{Hbl HMeTb 
MaKCHMYMbl nornomeHH51 np11 0,IJ,HOH 11 TOH 
)Ke /J,Jll1He BOJIHbl C /J,OnyCTHMblM 
OTKJIOHeHtteM ± 2 HM. 

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

96 %; 96 %; 96 %; 96 %; 96 %; dihydrochloride) after 30 min./ He Mettee 
93 % 80 % (Q) OT HOMHHaJlbHOro CO/l,ep)KaHl151 

C21H2sCIN2O3· 2HC1 (u.ernptt3HHa 
/J,Hnt/l,pOXJIOptt/l,) qepe3 30 MHH. 

Remarks : The Product confirms to ND/ 
II HMe'•rnHue: TI OAYKT COOTBeTCTB eT T e6oBaHH51M H,[{ 

Conclusion : APPROVED / 
3aicJ1t0'leH11e: O)lOliPEHO 

Prepared by / 

Date/ 
)lam: 19.06.2026 

Checked by/ 
TipoBepeHo: Pardeep 
Kumar 

Date/ 
)lam: 19.06.2026 

Checked by (AQA) I 
ITpoBepetto (AOK): Ajay 
Kumar Srivastava 

Date/ 
)lam: 19.06.2026 

Approved by: Quality Assurance/Authorized person 
/ OAo6petto: O6ecne'leHHe 
Ka'leCTBalOTBeTCTBeHHOe J111Q0: 

Date/ 
)lam: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 

Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 
CIN: L85195AP1984PLC004507 

www.drreddys.com 



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

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

CERTIFICATE OF ANALYSIS 
CEPTII «l>IIKAT AHAJIII3A 

Product: Cetrine® film coated tablets, 10 mg 
Ilpoi:.yIIT: U:eTpJ.rn® m6neTKl1, TIOKPblTbie nneHO'IHOH o60J104KOH, 10 Mr 

Market/ PbIHOK : Russia/ Poccm1 

Batch No./ 
V2601266 

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

: 
Pa1Mep cepuu 

: 
25,00,000 m6 

Analytical Report No./ 
: 890001889259 

Date of Analysis I 
: 19.06.2026 

AuaJIHTHYeCKHii OTYeT N2 ,Ll,aTa aHaJIHJa 

Date of Manufacture/ 
05/2026 

Date of Expiry / 
04/2029 

IJlaTa npoHJBOACTBa 
: 

roi:.eu AO 
: 

Mfg. License No./ 
MA number:/ 

IlpOHJBOACTBeHHaH : MNB/05/263 
HoMep PY 

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

nm~eHJHH N2 

Analysis performed according to ND:/ AuaJJHJ nposei:.eu no H)l: JIII-N2(005456)-(Pr-RU)-150524 
Artworks of primary package approved: / MaKeTbI nepBHl.fHOii ynaKOBKH YTBep,KAeHbl: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbI BTOpuquoii ynaKOBKH yTsepmi:.eubl: 17.02.2025 
PL approved: / JIB yrnep,KJJ:eu: 15.05.2024 

N2 Test/ IloKaJaTeJib Result/ Pe1yJibTaTbI Specification / HopMa 

4 Uniformity of dosage units / 
Oi:.uopOAHOCTb A03HpOBaHHblX 4.2 
eAHHHU. 

Remarks : The Product confirms to ND/ 
II HMetJauue: II OJl KT C0OTBeTCTB eT T e60BaHIHTM H)I 
Prepared by/ Checked by/ Checked by (AQA) / 
TionroTOBJleHo: Tipoaepetto: Pardeep Tipoaepetto (AOK): Ajay 
Ramakant Kumar Kumar Srivastava 

~ ;;, 

Date/ Date/ Date/ 
}lam: 19.06.2026 }lam: 19.06.2026 }lam: 19.06.2026 

!Acceptance value (AV) should be not more 
than 15.0 I IloKa3aTeJlb np11eMneM0CT11 (AV) 
~OJl)KeH 6bITb He 6onee 15,0. 

Conclusion : APPROVED / 
3aKJIIOYeuue: O,lJ.OliPEHO 
Approved by: Quality Assurance/Authorized person 
/ Ono6petto: O6ecne4em,1e 
Ka4eCTBalOTBeTCTBeHHOe J111l.(O: 

Date/ 
ll,am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com 
CIN: L85195AP1984PLC004507 

www.drreddys.com 



••• Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTII<l>IIKAT AHAJIII3A 

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

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

Product: Cetrine® film coated tablets, 10 mg 
Ilpo,llyKT: UeTpirn® m6JieTKH, noKpbITbie nJieHO'IHOii o6oJI04Koii, 10 Mr 

Market / PbIHOK : Russia/ Poccm1 

Batch No./ 
V2601266 

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

: 
Pa3Mep cepuu 

: 
25,00,000 m6 

Analytical Report No./ 
: 890001889259 

Date of Analysis / 
: 19.06.2026 

AuaJIHTHlfeCKHii OTlfeT N2 ,l],aTa auaJiu3a 

Date of Manufacture/ 
05/2026 

Date of Expiry/ 
04/2029 

llaTa npou3BOJJ.CTBa 
: 

ro,lleH ,ll.0 
: 

Mfg. License No./ 
MA number:/ 

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

: J111-N~(005456)-(Pf-RU) 

JiuueH3HH N2 
Analysis performed according to ND:/ AuaJiu3 npoBe,lleH no Hll: JIII-N2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbI nepsuquoii ynaKOBKH )'TBep,K,l{eHbI: 12.11.2024 
Artworks of secondary package approved: / MaKeTbI srnpuquoii ynaKOBKH yTsep,i.JJ.eub1: 17.02.2025 
PL approved: / JIB yrnep,i.JJ.eu: 15.05.2024 

5 Impurities / IIpuMecu 
Impurity A I Below LOD (LOD = 0.005 %) I HmKe 
CTp11Mecb A 

Impurity B / 
I1p11Mecb B 

Impurity C / 
CTp11Mecb C 

ImpurityD / 
CTp11Mecb D 

mpurity E / 
I1p11Mech E 

npeJJ.eJia o6Hapy)l(eHH51 (ITO= 0,005 %) ot more than 0.2 % / He 6oJiee 0,2 % 

0.05 % ot more than 0.2 % / He 6oJiee 0,2 % 

Not detected I He o6Hapy)l(eHa ot more than 0.2 % I He 6oJiee 0,2 % 

Not detected I He o6Hapy)l(eHa ot more than 0.2 % I He 6oJiee 0,2 % 

Below LOQ (LOQ = 0.023 %) / Htt)l(e ot more than 0.2 % I He 6oJiee 0,2 % 
npeJJ.eJia KOJIHlfecTBeHHoro orrpe,lleJieH1151 

(TIKO = 0,023 %) 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3aKJIIOlfeuue: 0 OliPEHO II HMelfaHHe: IT OJ). KT COOTBeTCTB eT T e6oBaHH51M H,U 

Prepared by / 
IToJJ.rOTOBJieHo: 
Ramakant 

~~ 
Date/ 
,[{am: 19.06.2026 

Checked by I Checked by (AQA) / 
11poBepeHo: Pardeep 11poBepeuo (AOK): Ajay 
Kumar Kumar Srivastava 

Date/ Date/ 
,[{am: 19.06.2026 ,[{am: 19.06.2026 

Approved by: Quality Assurance/Authorized person 
I OJJ.o6peuo: O6ecneqeu11e 
KatJecTBalOTBeTCTBeHuoe JI11uo: 

Date/ 
,llaTa: 

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

CIN: L85195AP1984PLC004507 
www.drreddys .com 



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

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

CERTIFICATE OF ANALYSIS 
CEPTM<l>MKAT AHAJIM3A 

Product: Cetrine® film coated tablets, 10 mg 
IlPOAVKT: 11,e-rpirn® Ta6neTKl1, TIOKPblTbie nneHO'IHOH o6oJIO'IKOH, 10 Mr 

Market / P1,rnoK : Russia/ PoccJ,U1 

Batch No./ 
V2601266 

Batch Quantity/ 25,00,000 tab/ 
CepnH .N"2 

: 
Pa3Mep cepnn 

: 
25,00,000 Ta6 

Analytical Report No./ 
: 890001889259 

Date of Analysis / : 19.06.2026 
AHaJIHTH'leCKHH OT'leT .N"2 ,[(aTa auaJIH3a 

Date of Manufacture / 
05/2026 

Date of Expiry/ 
04/2029 

,[(aTa npOH3BOACTBa 
: 

foi:.eH AO 
: 

Mfg. License No. / 
MA number:/ 

Il pOH3BOACTBeHH8H : MNB/05/263 
HoMep PY 

: JIIT-.N2(005456)-(Pr-RU) 
JlHU,eH3HH .N°2 
Analysis performed according to ND:/ AuaJIH3 nposeaeu no H,[(: JIU-.N"2(005456)-(Pf-RU)-150524 
Artworks of primary package approved:/ MaiceThl nepBH'IHOil: ynaKOBKH YTBepiKJJ,eH1>I: 12.11.2024 
Artworks of secondary package approved: / MaKeThI BTOpH'IHOil: ynaKOBKH yTBep'.IKAeHhl: 17.02.2025 
PL approved: / JIB yrnep'.IK)leH: 15.05.2024 

ot more than 0.2 % / ue 6onee 0,2 % Impurity F / 
ITp11Mec1, F Below LOQ (LOQ = 0.041 %) / HmKe 

npeJJ.ena KOJIH'lecrneHHoro onpeJ1eneu1a111 
(ITKO = 0,041 %) 

ny individual unidentified 
impurity/ J1106all eJJ.HHH'IHall 
ue11)leHT11Ql11U11pOBaHHall np11MeCb 

otal impurities / 
CyMMa np11Mecei1 

Remarks : The Product confirms to ND/ 

0.06 % 

0.2% 

II HMe'laHue: IT OJJ. KT COOTBeTCTByeT T e60B8Hl1llM HD: 
Prepared by / 
IToJJ.rOTOBJieuo: 
Ramakant 

~ 
Date/ 
,[{aTa: 19.06.2026 

Checked by / Checked by (AQA) I 
ITpoaepeuo: Pardeep ITpoaepeuo (AOK): Ajay 
Kumar Kumar Srivastava 

~ 
Date/ Date/ 
)laTa: 19.06.2026 )laTa: 19.06.2026 

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

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

Conclusion : APPROVED / 
3aKJIIO'leuue: 0 OJiPEHO 
Approved by: Quality Assurance/Authorized person 
/ OJJ.o6peuo: O6ecneqeu11e 
Ka'leCTBa/OrneTCTBeHHOe Jll11..(0: 

Date/ 
)laTa: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034. Telangana, India 

Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 
CIN: L85195AP1984PLC004507 

www.drreddys.com 



•·· Dr.Reddy's ~;• 

Product: Cetrine® film coated tablets, 10 mg 

CERTIFICATE OF ANALYSIS 
CEPTII<I> IIKAT AHA.JIII3A 

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

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

IlpO/lYIIT: LI;eTp1rn® m6neTKI1, Il0KPbITbie !1JieH04HOH. o60JI04KOH., 10 Mr 

Market / P1,rnoK : Russia/ Poccm1 

Batch No./ 
V2601266 

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

: 
PaJMep cepuu 

: 
25,00,000 m6 

Analytical Report No./ 
: 890001889259 

Date of Analysis / 
: 19.06.2026 

AnaJJHTH'leCKHH OT'leT N2 ,11,aTa anaJJu3a 
Date of Manufacture / 

05/2026 
Date of Expiry/ 

04/2029 : : 
,11,aTa npOH3B0/lCTBa ro/leH /lO 

Mfg. License No./ 
MA number:/ 

IlpoH3B0/lCTBeHHaH : MNB/05/263 JU1-N2(005456)-(Pf-RU) 
HoMep PY 

: 
nm.1.eHJHH N2 
Analysis performed according to ND:/ AnaJJH3 npoBe/leH no H,11,: JIU-N2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbl nepBH'IHOH ynaKOBKH yrnepm,u,en1,1: 12.11.2024 
Artworks of secondary package approved: / MaKeTbI BTOptt'IHOH ynaKOBKH yTBep)KJleHbI: 17.02.2025 
PL approved: / JIB yrnepm,u,en: 15.05.2024 

6 

7 

Test/ IloKaJaTeJJb 
Water content/ 
Co/lep)Kattue BO/lbl 
Microbiological purity* / 
MuKpo6uonoruqecKaH 
'IHCTOTa* 
a) Total aerobic microbial count/ 
O6mee 411cno a3po6ttb1x 
MHKpoopraHI13M0B 

b) Total combined yeasts and 
mould count I O6mee q11cno 

pmIOKeBblX 11 rrnectteBblX rp1160B 

Result/ Pe3yJJbTaTbl 

2.1 % 

Less than 10 CFU/g / 
Mettee 10 KOE/r 

Less than 10 CFU/g / 
Mettee 10 KOE/r 

Specification/ HopMa 
ot more than 8 .0% / 

He 6onee 8,0 % 

ot more than 1000 CFU/g I 
He 6onee 1000 KOE/r 

ot more than 100 CFU/g / 
He 6onee 100 KOE/r 

) E.coli Absent in 1 g / OTc cTByeT s 1 r hall be absent in 1 / OTcyTCTBHe B 1 r 
8 Assay / Konu'leCTBennoe 

onpe/leJJenue 
9.94 mg /9,94 Mr 

99.4 % 

Remarks : The Product confirms to ND/ 
n HMe'lanue: TI 0.!l KT C00TBeTCTB eT T e6osaHH~M H,U 
Prepared by I 
TionroTosnetto: 

~m•~~ 

Date/ 
.[(am: 19.06.2026 

Checked by I Checked by (AQA) / 
Tiposepetto: Pardeep ITposepetto (AOK): Ajay 
Kumar Kumar Srivastava 

cl-::-
Date/ Date/ 
.[(am: 19.06.2026 .[(am: 19.06.2026 

From 9.0 mg to 11.0 mg of 
C21H2sClN2O3' 2HC1 (Cetirizine 
Dihydrochloride) in tablet (90.0 % to 110.0 % 
of label claim)./ OT 9,0 Mr ,11,0 11,0 Mr 
C21H2sClN2O3'2HCI 1.1.eTH H3~Ha 

Conclusion : APPROVED / 
3aKJJIO'lenue: O,11,OliPEHO 
Approved by: Quality Assurance/ Authorized person 
I O,11,06petto: O6ecrre'lett11e 
Ka4eCTBa!OTBeTCTBeHHOe JIHl].0: 

Date/ 
.Ua-ra: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 

www.drreddys.com 



•·· Dr.Reddy's ~;• 

Product: Cetrine® film coated tablets, 10 mg 

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

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 

Tipo)lyKT: Ue-rp1rn® Ta6neTKl1, nOKPhtThle nneHoqHoH o6onoqKoH, 10 Mr 

Market / Pi,rnoK : Russia I Pocc11.S1 

Batch No./ 
V2601266 

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

: 
Pa3Mep cepuu 

: 
25,00,000 Ta6 

Analytical Report No./ 
: 890001889259 

Date of Analysis/ 
: 19.06.2026 

AHaJIHTH'leCKHii 0T'ICT N2 ,Ll.aTa aHaJin3a 

Date of Manufacture/ 
05/2026 

Date of Expiry/ 
04/2029 

,Ll.aTa np0H3B0)lCTBa 
: 

ro,11,eH ,11,0 
: 

Mfg. License No./ 
MA number:/ 

TipOH3B0,ll,CTBeHHaH : MNB/05/263 
HoMep PY 

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

nuu.eH3HH N2 
Analysis performed according to ND: I Auanu3 npoBe)leH no H,LI.: JITI-N2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbl nepBH'IHOH ynaKOBKH YTBep~eu1,1: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbl BTopuquoii ynaKOBKH YTBep,tc)leu1,1: 17.02.2025 
PL approved: / JIB yTBep,tc,11,eH: 15.05.2024 

N2 Test/ TioKa3aTeJ11> Result/ PeJyJ11>TaT1>1 Specification/ HopMa 
,ll,lff11)],pOXJIOpH,11,) B Ta6JieTKe ( OT 90,0 % .uo 
110,0 % OT H0Ml-1HaJlhH0ro CO,L\ep)l(8H1-U1).\ 

9 Subdivision of tablets / The tablets comply with the test, if not more 
,Ll.eJieHHe Ta6JICTOK 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./ 

Complies / CooTBeTcrnyeT Ta6JieTKH COOTBeTCTB)'IOT Tpe60B8HHllM, eCJJl1 
He 6onee 1 e,ll,11Hl1'-IH8ll Macca OTKJIOHlleTC5! 38 

npe)],eJil,l 85%-115% OT cpe)],Heii MaCChl. 
Ta6JieTKH He COOTBeTCTBYIOT TPe60B8H115!M, 
eCJIH 6onee qeM 1 HH)],11BH.UY8JlbH8ll Macca 
OTKJIOHlleTCll OT 3THX npe,ueJIOB HJIH, eCJJH 1 

HH.ll.HBHAY8JihH85! Macca OTKJIOH5!eTCll 38 
npe,ueJihl 75%-125% OT cpe)],HeH 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 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
TipuMe'laHue: IIpo)],yKT COOTBeTcTByeT Tpe6oBaHH5!M H,ll 3aKJIIO'leuue: O,LI.OEPEHO 
Prepared by / 
TToJJ.roTOBJieHo: 
Ramakant 

~ 
Date I 
JJ,arn: 19.06.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized person 
IIpoeepeHo: Pardeep ITpoeepeHo (AOK): Ajay / OAo6peHo: O6ecne'-!eH11e 
Kumar Kumar Srivastava Ka'-leCTBalOTBeTCTBeHHOe nmi:o: 

h -fn \ n ~ 
r'.. A 

Date I Date I Date/ l \ UU101, JJ,arn: 19.06.2026 JJ,arn: 19.06.2026 .[{am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 

Tel : +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 
CIN: L85195AP1984PLC004507 

www.drreddys.com 



•·· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTU<l>IIKAT AHAJIII3A 

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

Viii. Khol, Nalagarh Road, Baddi, 

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

Tel: +9198166 56001-02 

www.drreddys.com 

Product: Cetrine® film coated tablets, 10 mg 
IlpoJJ.yKT: IJ,e-rp1rn® Ta6neTKH, n0Kpb1Tb1e nneHO'!HOH o6ono'!KOH, 10 Mr 

Market/ P1>rnoic : Russia/ Pocc1u1 

Batch No./ 
V2601266 

Batch Quantity/ 25,00,000 tab / 

CepuH .N'2 
: 

PaJMep cepuu 
: 

25,00,000 m6 

Analytical Report No./ 
: 890001889259 

Date of Analysis / 
: 19.06.2026 

AnaJIHTH'leCKHH OT'leT .N'2 )].aTa auaJIH3a 

Date of Manufacture / 
05/2026 

Date of Expiry/ 
04/2029 

)].aTa npOH3BOJJ.CTBa 
: 

roJJ.eH JJ.O 
: 

Mfg. License No. / 
MA number:/ 

11 pOH3BOJJ.CTBeHHaH : MNB/05/263 
HoMep PY 

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

JlHU.eHJHH .N'2 
Analysis performed according to ND:/ AnaJIHJ npoBeJJ.eH no H)].: Jll1-.N'2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ Maicen1 nepBH'IHOH ynaKOBKH yrnep,KJJ.enbI: 12.11.2024 
Artworks of secondary package approved:/ MaiceTbI BTopuquou ynaicoBKH YTBepmJJ.eHbI: 17.02.2025 
PL approved: / JIB yrnepmJJ.eH: 15.05.2024 

.N'2 Test I IloicaJaTeJib Result I PeJyJibTaTbl Specification/ HopMa 

leaflet in a carton. I no 10 m6neToK B a carton. / TTo 10 m6neTOK B 
TTBX/TTBllX//amoMHHHeBOM 6m1cTepe. TTBX/TTB)lX//amoM11H11eeoM 6n11cTepe. Tio 2 

ITO 2 6JJHCTepa BMeCTe C JlHCTKOM- HJlH 3 6nHCTepa BMeCTe c JlHCTKOM-
BKJla}].bllIJeM ynaKOBaHbl B na4KY BKJiaJJ.bllIJeM ynaKOBaHbl B na4KY KapTOHHYIO, 

KaPTOHHVIO. 

11 Labeling/ MapicupoBKa Complies/ CooTBeTcTByeT See Module 1, section 1.3 .2 ofregistration 

dossier./ B cooTBeTCTB1111 c pa1.n.e110M 1.3.2 

MOJJ.YJlll 1 per11CToau110HHOro JJ.OCbe. 

12 Storage conditions / Y cJIOBHH IAt temperature not higher than 25 °C / TTp11 TeMnepaType He Bblllie 25 °C. 

xpaneHHH 
13 Shelf-life (storage period) / Cpoic 3 years./ 3 ro.n.a. 

ro}].HOCTU (cpoK xvaneHUH) 

* 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. / IlpoBOJJ.11TCll npo113so.n.11TeneM np11 BhmycKe nepHOJJ.111tecK11: .llJlll Ka)KJlOH 20-o» 
cepmt HJlH He MeHee 1 pa3a B ro,ll.. IloKa3aTeJib MO)KeT 6bJTh He BKJIIO'!eH B CepT11Ql11KaT aHaJJH3a Ql11pMbl. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
3aicmoqeuue: O)1.OliPEHO II UMe'laHue: rr OAYKT COOTBeTCTB eT T e6osaHHllM Hll 

Prepared by I 
Ilo.n.roTosneHo: 
Ramakant 

~ 
Date/ 

)lam: 19.06.2026 

Checked by I 
TiposepeHo: Pardeep 
Kumar 

Date/ 

llam: 19.06.2026 

Checked by (AQA) I 
IlposepeHo (AOK): Ajay 
Kumar Srivastava 

Date I 
)lam: 19.06.2026 

Approved by: Quality Assurance/Authorized person 
/ O.D.o6peHo: O6ecrre'!eHHe 
Ka'!eCTsa/OTBeTcTBeHHOe n11uo: 

Date/ 
)lam: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 

Tel : +91 40 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 
CIN: L85195AP1984PLC004507 

www.drreddys.com 



•·· Dr. Raddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Vil!. Kho!, Nalagarh Road, Baddi, 
Distt. Solan, H.P. , 173 205, INDIA 
Tel : +91 98156 56001-02 
w1,vw.drreddys.com 

CERTIFICATE OF ANALYSIS 
CEPTM <l>MKA T AHAJIM3A 

Product: Cetrine® film coated tablets, 10 mg 
TI po,nyKT: UeTp1rn® Ta6neTKH, nOKPhJThle nneHO'lHOM o6ono'IKOH, 10 Mr 
Market/ P1,moic : Russia/ Poccnll 

Batch No./ 
V2601266 

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

: 
Pa3Mep cepuu 

: 
25,00,000 m6 

Analytical Report No./ 
: 890001889259 

Date of Analysis / 
: 19.06.2026 

AttaJJHTH'lecicuii OT'leT .N2 ,U:aTa auaJIH3a 
Date of Manufacture / 

05/2026 
Date of Expiry / 

04/2029 
,U:aTa npOH3B0J{CTBa 

: 
ro.neu ,no 

: 

Mfg. License No./ 
MA number:/ 

TipoH3B0J{CTBeHH3H : MNB/05/263 
HoMep PY 

: JIIT-N2(005456)-(Pf-RU) 
JIHUeH3HH .N'2 
Analysis performed according to ND:/ AuaJIH3 npoBe;i,eH no H,U:: JITI-.N2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaiceTLI nepBH'IHOii ynaicoBKH yrBep)K)leu1,1: 12.11.2024 
Artworks of secondary package approved: / MaiceTM BTopuquoii ynaKOBKH yTsepx-;i,eu1,1: 17.02.2025 
PL approved:/ JIB yrnep)K,lleu: 15.05.2024 

API name/ HauMeuosauue A<l>C: Cetirizine dihydrochloride / Uernpmuua .nnrn.npoxnopu.n 
INN /MHH: Cetirizine / UernpH3HH 
API manufacturer batch number / BT00-26014 
HoMep cepuu npoH3B0.!1.HTeJIH A<DC: 
FP Manufacturer API Batch number / 

FETA00166 
HoMep cepuu cy6cTaHUHH npOH3B0)1,HTeJIH r JI <D: 
API Manufactured by, address & country/ Glochem Industries Private Limited, 
IlpOH3BO)I.HTeJIL A<l>C, a)l.pec u CTpaua: Survey No. 174 to 176, I.D.A. Bollaram, Sangareddy District, 

502 325, Hyderabad, Telangana, India/ 
rnoxeM 11H)l.aCTpHec ITpaiiBHT JIHMHTe)I,, 

Y1rncTKH NQ 174-176, 11.)J,.A., EonnapaM, Caurape)l.lln 
.L{HCTPHKT - 502 325, Xaii.napa6a.n, UITaT TenaHraHa, 11HJUUI 

Name, address, authorization No for FP manufacturing Dr. Reddy's Laboratories Ltd., 
site / Control site / Release site / Formulation Unit-6, Viii. Kho!, Nalagarh Road, Baddi, Distt. 
HauMeuosauue, a)l.pec, nuueu3HH )I.JJH Solan (HP) 173205, India (license No MNB/05/263). / 
TipoHJso.ncTseuuaH nJJOI.Ua;i,ica / TIJJoI.Ua.nica KOHTponH .L{-p Pe)l.lln'c Jla6opaTOpuc JIT.n. , 
Ka'leCTBa / IlJIOI.U3tJ,ICa BLmycica ITpOH3BO)I.CTBeHHoe no.npa3)1,eneu1-1e-6, Bunn. Kxonh, Hanarapx 

Poy.n, oa)l.llH, .L{HCTpHKT ConaH, x.rr., 173205, 11H)I.Hll 
(Jluu,eH3Hll 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 / 
TI HMe'lauue: IT o.n KT COOTBeTCTB eT T e6oBaHHllM H.L{ 3aKJIIO'leuue: O)lOEPEHO 
Prepared by I 
flo.nroTOBJietto: 
Ramakant 

~ 
Date/ 
.[(am: 19.06.2026 

Checked by I Checked by (AQA) I 
flpoBepeuo: Pardeep Ilposepeuo (AOK): Ajay 
Kumar Kumar Srivastava 

Date I Date I 
,[lam: 19.06.2026 )J,am: 19.06.2026 

Approved by: Quality Assurance/Authorized person 
/ O.no6petto: O6ecneqeuue 
Ka'leCTBa/OrneTCTBeHHOe JIHU,O: 

Date I 
,[laTa: 

Registered Office : 8-2-337, Road No. 3, Banjara Hill s, Hyderabad - 500034, Telangana, India 

Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 
CIN: L85195AP1984PLC004507 

www.drreddys.com 



••• Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

Product: Cetrine® film coated tablets, 10 mg 

Tipo)lyKT: ~eTp11H® Ta6JJeTKl1, nOKPblTbie nneHO'IHOH 060JJO'IKOH, 10 Mr 

Market/ PM HOK : Russia I Poccm, 

Batch No./ 
V2601266 

Batch Quantity / 
CepuH .N"2 

: 
Pa1Mep cepuu 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Kho\, Nalagarh Road, Baddi, 

Distt. Solan, H.P., 173 205, \NDIA 

Tel : +91 98166 56001-02 

w1Nw.drreddys.com 

25,00,000 tab I 
: 

25,00,000 Ta6 

Analytical Report No. / 
: 890001889259 

Date of Analysis/ 
: 19.06.2026 

AnannTH'lecicun OT'leT .N"2 .lJ:aTa anaJIH3a 

Date of Manufacture / 
05/2026 

Date of Expiry/ 
04/2029 

,[),an npOH3B0)lCTBa 
: 

fo)leH JlO 
: 

Mfg. License No./ 
MA number:/ 

fipOH3B0}lCTBeHHaH : MNB/05/263 
HoMep PY 

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

JIHUeH3HH .N"2 
Analysis performed according to ND: I Ananu1 npoBe}leH no H,[I,: JITI-.N"2(005456)-(Pf-RU)-150524 
Artworks of primary package approved:/ MaiceTbI nepBH'IHOH ynaKOBKH YTBepm,a;enbI: 12.11.2024 
Artworks of secondary package approved: / MaiceTbt BTOpH'IHOH ynaKOBKH yTsep*JleHhI: 17.02.2025 
PL approved: / JIB yTBeP*JleH: 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'leHHe O C0OTBeTCTBHH: «HacTOlllll_l,IM SI nO)].TBep)l(Jla!O, 'ITO np11Be)leHHal1 Bblllle 11HcJ>OpMawrn llBJJlleTCll )].OCTOBepHOH ),1 

T04HOH. 3Ta cep11ll npO.D.YKU:H11 npOli3Be)].eHa (BKJII04all ynaKOBKY (MapKHpOBKY) 11 KOHTpOJJb Ka4ecrna) Ha BbIIIJeyKa3aHHOH 

np0113B0)].CTBeHHOH nJJOI.l{a)].Ke (nnoma.D.Kax) B nOJJHOM COOTBeTCTBl1H C Tpe6oBaHl1llMl1 ITpaBl1Jl Ha)].JJe)l(all{eH np0113B0.llCTBeHH0H 
npaKrnK11 EBpa3HHcKoro 3KOHOMl14ecKoro co103a (N2 GMP/EAEU/RU/02329-2025 OT 19 cettrn6pll 2025 r.) 11 Tpe6oBaHHllMH 

K0HTpOJJll Ka'leCTBa JJeKapcTBeHHblX cpe.llCTB, a TaK)l(e B COOTBeTCTBHH co cneu:11cJ>HKaU:l1llMl1, CO.llep)l(all.{11Ml1Cll B per11cTpau:110HH0M 
.ll0Cbe CTpaHbl-HMnopTepa. 3anHCl1 no np0113B0)].CTBY, ynaK0BKe 11 aHaJJl13Y nposepettbl, 11 ycTaHOBJJeHO 11X COOTBeTCTBl1e 
Tpe6oBaHl1llM ITpaBl1Jl Ha,ll.Jle)l(all{eH np0113B0)].CTBeHHOH npaKTl1KH EBpa311HCKOro 3KOHOMl1'leCK0ro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3aicnto'lenue: O,[l,OliPEHO TI HMe'lanue: IT 

Prepared by I 
Ilo}lroToBnetto: 

Rama~ 

Date I 
llarn: 19.06.2026 

OJ]. KT COOTBeTCTB eT T e6oBaHl1llM H1l 
Checked by I 
ITposepetto: Pardeep 
Kumar 

Date I 
narn: 19.06.2026 

Checked by (AQA) / 
ITposepetto (AOK): Ajay 
Kumar Srivastava 

Date/ 

narn: 19.06.2026 

Approved by: Quality Assurance/ Authorized person 
/ O}lo6petto: O6ecne'lett11e 
Ka1.JeCTBal OTBeTCTBeHHOe 1111u:o: 

Date/ 

narn: 

Registered Offi ce: 8-2-337, Road No. 3, Banjara Hill s, Hyderabad - 500034, Telangana, India 
Tel: +91 40 4900 2900, Fax: +9140 4900 2999, Email: mai l@drreddys. com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 


