
•·· Dr.Reddy's ~;• 

CERTIFICATE OF ANALY I 
CEPTH<l>HKAT AHAJIM3A 

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

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

Product: Cetrine® film coated tablets, IO mg 
noo;n1KT: UeTPl!H® Ta6neTKH, ll0KPblTble nneHO'lHOH o60JIO'lKOM, 10 Mr 

Market / PbJHOK : Russia/ Poccm1 

Batch No./ 
V2601318 

Batch Quantity/ 25 ,00,000 tab/ 
Cep11H ,N'g 

: 
Pa3MCp ccp1111 

: 
25,00,000 Ta6 

Analytical Report No. / 
: 890001890027 

Date of Analysis / 
: 25.06.2026 

A1taJJIITillfCCK1tii OT'leT ,N'g )1.aTa anann3a 

Date of Manufacture / 
06/2026 

Date of Expiry/ 
05/2029 

I11.aTa DP0ll380llCTBa 
: 

roaeH ,/J,O 
: 

Mfg. License No. / 
MA number:/ 

IlpoH3B0,/J,CTBeHHaH : MNB/05/263 
HoMep PY 

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

JJHU.eH3HH ,N'g 

Analysis performed according to ND:/ Auanu3 npoaei:teH no HJ:(: Jlfl-.N'2(005456)-(Pf-RU)-150524 
Artworks of primary package approved:/ MaKeTbI nepBHlfHOH ynaKoBKH yTBepm,aeubl: 12.11.2024 
Artworks of secondary package approved: / MaKeTbl BTOpH'IHOH ynaKOBKH yTaep:iKneuhi: 17.02.2025 
PL approved:/ JIB YTBepiK,lleu: 15.05.2024 

N2 Test/ IloKa3aTeJJb Result/ Pe3yJibTaTbI Specification/ Hopr,ia 

1 Description/ Onucanue White coloured, round, biconvex film White or off-white coloured, round, biconvex 
~oated tablets with a break line on one film coated tablets with a break line on one 

iside. White core on cross section. / side. White to off-white core on cross section. 
IKpyrnh1e ,!lBOllKOBbIITYKflble Ta6neTKH, I Kpyrnh1e ,!lBOllKOBbIITYKflble Ta6neTKH, 
IT0KpblTble nneHO'lHOH o6onO'lKOH noKpblTbJe nneHO'lHOH o60JIO'lKOH 6erroro 
6erroro uoeTa, C pHCKOH Ha O,!lHOH HJIH llO'lTH 6erroro UBeTa, c pHCKOH Ha O,!lHOH 

~p0He. Ha nonepe'lHOM pa1pe3e - cTopotte. Ha nonepe'IHOM pa3pe3e ll,!lpO OT 
H.D.PO 6erroro uaeTa. 6erroro no no'lTH 6enoro uaeTa. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
3aKJIIO'leHHe: O)1.O.6PEHO n IIMC•1a11ne: TT 0.D. KT CO0TBeTCTB eT T e6osaHl1llM H,ll 

Prepared by / Checked by I Checked by (AQA) / 
Tio,!1,roTOBJJeHo: flpooepeHo: Tipooepetto (AOK): Amit 

Vishal ~ Prnvesh Rana 1 Kumac ~ ----

Date/ Date/ Date/ 
,ll:na: 25.06.2026 ,UaTa: 25.06.2026 .[IaTa: 25 .06.2026 

Approved by: Quality A urance/Authorized person/ 
O1106i,1~t O6ecne4eHHe Ka4eCTBalOTBeTCTBCHHOe 

J11,IU0:1 J>,LO.l ~W1 

Date I 
,llaTa: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad· 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.corn 



•·· Dr.Raddy's~;• 

CERTIFICATE OF ANALYSIS 
CEPTII<I> 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. d rreddys. com 

Product: Cetrine® film coated tablets, 10 mg 
IIpoti:yIIT: 1.1,eTpHH® Ta6JieTKI1, CTOKpblTbie nJieHO'IHOH o6oJIO'IKOH, 10 Mr 

Market/ PbIHOK : Russia/ Poccm1 

Batch No./ 
V2601318 

Batch Quantity/ 25,00,000 tab/ 

CepnH .N'2 
: 

PaJMe_p cepnn 
: 

25,00,000 Ta6 

Analytical Report No./ 
: 890001890027 

Date of Analysis / 
: 25.06.2026 

AuaJIHTH'leCKHH OPteT .N'2 )laTa auaJIHJa 

Date of Manufacture/ 
06/2026 

Date of Expiry/ 
05/2029 

)laTa IlPOH3B0/lCTBa 
: 

roti:eH t:10 
: 

Mfg. License No./ 
MA number:/ 

IIpoH3B0ti:CTBeHHaH : MNB/05/263 
HoMep PY 

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

JlHUeH3HH .N'! 

Analysis performed according to ND:/ AuaJIH3 nponeti:eu no H)l: JIII-.N'2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbl nepBH'IHOH ynaKOBKH YTBep,K)J.eHbI: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbl BTopnquou ynaKOBKH yTsep.Kti:eHbt: 17.02.2025 
PL approved: / JIB yTsep.Kti:eu: 15.05.2024 

.N'2 Test I IloKaJaTeJib Result I Pe1yJ1bTaTbt Specification/ HopMa 

2 Identification / rrhe retention time of the main peak in 

lfti:euTn4>nKaUHH lthe chromatogram of test solution rrhe retention time of the main peak in the 
chromatogram oftest solution should comply complies with the retention time of the 

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. I BpeMll yti:ep)tmBaHHll reference standard solution (section "Assay"). 
I 

OCHOBHOro nHKa Ha xpoMaTorpaMMe 
BpeMll y,i:i:ep)KHBaHHll OCHOBHOro CTHKa Ha HCCThITyeMoro pacrnopa COOTBeTCTByeT 

BpeMeHH y ti:ep)KHBamrn OCHOBHOro ITH Ka 1XpoMaTorpaMMe 11cnhnyeMoro pacrnopa 

Ha xpoMaTorpaMMe cTaHti:apTHoro ~OJI)KHO COOTBeTCTBOBaTh BpeMeHH 

pacrnopa ueTHpH3ttHa rnti:poxnopHti:a. Yti:ep)KHBaHH» OCHOBHOro CTHKa Ha 
xpoMaTorpaMMe crnHti:apTHoro pacrnopa 
ueT11p11311HarH,i:i:poxnop11Jla(pa3)leJI 
<KOJIH'leCTBeHHOe onpe)leJieHHe»). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
3aKJIIO'leune: O)lOEPEHO II HMe'laune: IT 

Prepared by I 
Ilo)lrOTOBJieHo: 
Vishal Sharma 

Date I 
)lam: 25.06.2026 

0/l KT COOTBeTCTB eT T 
Checked by I 
Ilposepeuo: 

Prnvesh R,n{ 

Date I 
.U,arn: 25.06.2026 

e6osaHttllM H)l 

Checked by (AQA) / 
IlposepeHo (AOK): Amit 
Kumar 

Date/ 
.U,arn: 25.06.2026 

Approved by: Quality Assurance/Authorized person/ 

Oll.O~n O6ecne'!eH11e Ka•1ecrna/OrneTcTBeHHOe 

JJMllQ : I ~JJJJ t_ovv1 \VJ 

Date/ 
JlaTa: 

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 
CEPTH<l>HKA T AHAJIH3A 

Product: Cetrine® film coated tablets, IO mg 
npo,llyK'T: U.eTp11H® Ta611eTKl1, n0KPblTble nJieHO'IHOH 06011.oYKOH, 10 Mr 

Market/ PLIHOK : Russia/ Poccm1 

Batch No./ 
V2601318 

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

: 
Pa3r.1ep cep1111 

: 
25,00,000 rn6 

Analytical Report No./ 
: 890001890027 

Date of Analysis/ 
: 25.06.2026 

AHaJ11tT114ectrnii OT'teT N2 ,LJ,ara auaJJH3a 

Date of Manufacture/ 
06/2026 

Date of Expiry/ 
05/2029 

,ll,aTa UPOIIJBO,/lCTBa 
: 

f'o,lleH AO 
: 

Mfg. License No./ 
MA number:/ 

flpOH3B0)-lCTBeHH3H : MNB/05/263 
HoMep PY 

: JII1-N~(005456)-(Pf-RU) 

JIHU.eH3HH N2 

Analysis performed according to ND:/ AuaJIH3 npose)-leH no H,ll,: Jlfl-N2(005456)-(Pf-RU)-150524 
Artworks of primary package approved: l MaKeTLI nepBH'IHOH ynaicosicu yrnep,K)-leHLI: 12.11.2024 
Artworks of secondary package approved:/ MaiceTLI BTopn'IHOH ynaKOBKH yTsep'lK/1.eHLI: 17.02.2025 
PL anoroved: / JIB YTBeP:iKJlen: 15.05.2024 

.N"2 Test/ floKa1aTeJ1L Result I Pe1yJJLT3Thl Specification/ Hop11rn 

3 

The UV-spectrum of the test solution and the 
Cetirizi ne Hydrochloride reference standard 
sol ution in the range 200 nm to 400 nm should 
e ·hibit maxima absorbance at about the same 

UV- spectrophotometry/ 
wavelengths with an allowed variation of ±2 
nm. I Yct>-cneKTpbl nornomemrn 

Yet>- cneKTpO!pOTOMeTpH.11 Complies I CooTBeTcTByeT 
11cnbITyeMoro pacTBopa 11 cTatt11.apTHoro 
oacrnopa uenrpm1rna rn.upoxnopHJla s 
0611aCTH OT 200 JlO 400 HM Jl011)KHl:,I HMeTb 

M3KCHMYMbl nornow.emrn npH O)lHOW 11 TOW 
,Ke ,llJIHHe BOJIHbl C ,uonyCTHMblM 
0TKII0HeIrneM ± 2 HM. 

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

97 %; 95 %; 94 %; 97 %; 95 %; dihydrochloride) after 30 min. / He Mettee 
95 % 80 % (Q) OT HOMHHaJibHOrO co.nep)KaHH.11 

C 21 H2sCIN2O3· 2HCI (uernp11311Ha 
,ll11nl,llpOX110Pl-1.ll) 4epe3 30 MHH. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3aKJHOlfenue: 0 06PEHO fl IIMC41UIIIC: TI 

Prepared by / 
Ilo)lroTosnetto: 

Vishu • 

Date/ 
)lam: 25 .06.2026 

OA KT COOTBeTCTB e-r T e6oaaH11$!M H,ll 

Checked by/ Checked by (AQA) / 
TipoaepeHo: IlpoaepeHo (AOK): Amit 

Prnvesh Rana i Kumac 

Date/ Date/ 
J.la-ra: 25 .06.2026 J.larn: 25.06.2026 

Approved by: Quality As urance/ Authorized person / 
O.uo6peHo: O6ecne11ett11e Ka'lecrna/OrneTCTBeHHoe 

JIHUO '. ~ \~v-/1 

Date/ 
,lJ.aTa: 

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.co111 



•·· Dr. Reddy's ~;• 
Or. 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 
CEPTMct>MKAT AHAJIMJA 

Product: Cetrine® film coated tablets, 10 mg 
IlpOJlVKT: l.leTp1rn® m6neTK11, CTOKpblTb[e CTJ1eH04HOH o60J104KOH, 10 Mr 

Market/ P1,rnoK : Russia/ Poccm, 

Batch No. I 
V2601318 

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

: 
Pa1Mep cepuu 

: 
25,00,000 Ta6 

Analytical Report No./ 
: 890001890027 

Date of Analysis / 
: 25.06.2026 

AuaJJHTH'lecKuii OT'leT .N'! ,ll.aTa auaJ1u1a 

Date of Manufacture/ 
06/2026 

Date of Expiry/ 
05/2029 

,ll.aTa nPOH3BOJlCTBa 
: 

roJleH JlO 
: 

Mfg. License No./ 
MA number:/ 

IlpOH3BOJlCTBeHH3SI : MNB/05/263 
HoMep PY 

: JIIT-Nf!(005456)-(Pr-RU) 
JIHUeH3HSI .N'! 
Analysis performed according to ND:/ AuaJJHl npoBe.l{eH no H,ll.: JIIl-.N'2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeThl nepBH'IHOH ynaKOBKH yTsep'.IK,lleu1,I: 12.11.2024 
Artworks of secondary package approved: / MaKeTbt BTopuquoii ynaKoBKH yrsep,i.Aen1,1: 17.02.2025 
PL aooroved: / JIB yrnep'.IK,lleu: 15.05.2024 

.N'! Test I IloKa1aTeJ11, Result/ Pe1yJ1bTaTbl Specification/ HopMa 

~ Uniformity of dosage units I 
OJlHOpOJlHOCTb .1{03HpOBaHHblX 4.9 
eJlHHHU 

Remarks : The Product confirms to ND/ 
Il HMe'faHue: II OJlYKT C0OTBeTCTB eT T e6oBaHlUIM H)l 
Prepared by/ Checked by I Checked by (AQA) I 
IIo,nroTOanetto: IIpoaepetto: IIpoBepeuo (AOK): Amit 

Vishal& PrnveshRa'X Kuma< ~~-

Date/ Date/ Date/ 
,Uam: 25.06.2026 ,[{am: 25.06.2026 ,[{am: 25.06.2026 

!Acceptance value (AV) should be not more 
than 15.0 / I1oKa3aTenb np11eMneMOCTtt (AV) 
iUOJ1)1(eH 6b1Tb ue 6onee 15,0. 

Conclusion : APPROVED I 
3aKJJIO'leHue: O,ll,OliPEHO 
Approved by: Quality Assurance/ Authorized person / 
O.uo6peHo: O6ecne1.1em1e KaLiecTBa/OTBeTCTBeuuoe 

JlHU~_uj\~~ 

Date/ 
,Ua-ra: 

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

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

www.drreddys.com 



•·· Dr.Reddy's ~;• 
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 ANALYSI 
CEPTH<l>RKAT AHAJIH3A 

Product: Cetrine® film coated tablets, IO mg 
fipo»;yirr: UeTpHH® Ta6neTKH, noKpbITbre nneHO'-IHOH o6onO'-IKOH, 10 Mr 

Market/ PhlHOK : Russia/ Poccm, 

Batch No./ 
V2601318 

Batch Quantity I 25,00,000 tab I 
ICepm1 N2 

: 
Pa3Mep cep1111 

: 
25,00,000 Ta6 

Analytical Report No. / 
: 890001890027 

Date of Analysis / 
: 25.06.2026 

AHaJ1HTH'lec1euit oyqey N2 ,11,ar.t aHaJIHJa 

Date of Manufacture/ 
06/2026 

Date of Expiry/ 
05/2029 

,11,aTa np0U3B0.ll.CTB3 
: 

ro.ll.eH .L(O 
: 

Mfg. License No. / 
MA number:/ 

IIpoHJBO.L(CTBeHHaH : MNB/05/263 
HoMep PY 

: JH1-N!!(005456)-(Pf-RU) 

JJHQeHJHH N2 

Analysis performed according to ND: / AHaJJHJ npose.n.eu no H,11,: JUI- !!(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbl nepBH'IHOH ynaKOBKH yTeeplKJJ.eHhl: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbl BTOpH'IHOH yna1eos1eu yTBepiKJJ.eHhl: 17.02.2025 
PL approved: / JIB yrncp;i;,n.en: 15.05.2024 

5 lmpurities / IIpuMecu 
mpurity A/ 

flpHMeCb A 

[mpuri ty B / 
np11MeCb B 

impurity C / 
np11MeCb C 

Impurity D / 
flpHMeCb D 

Impurity E / 
flpMMeCb E 

Impurity F / 
flp11Mecb F 

Below LOD (LOD =0.005 %) I Hm1<e 
npe.n.ena o6Hapy)KeHJ-rn (TIO= 0,005 %) ot more than 0.2 % / He 6onee 0,2 % 

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

Not detected / He o6Hapy)l{eHa ot more than 0.2 % / He 6onee 0,2 % 

Not detected/ He o6Hapy)KeHa 
ot more than 0.2 % / He 6onee 0,2 % 

Below LOQ (LOQ = 0.023 %) I HH)l{e 
npe.n.ena K0Jll-l'•leCTBeHHOfO onpe.n.e.neHHSl 

(TIKO = 0,023 %) ot more than 0.2 % / He 6onee 0,2 % 

Below LOD (LOD =0.015 %) I HH)Ke ot more than 0.2 % / He 6onee 0,2 % 
npe.nena 06Hapy)l{eH1u1 (TIO= 0,015 %) 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3aKJIIO'leuue: O.l(OfiPEHO D 

Prepared by / 
Tio.u.rOTOBJieHO'. 
Vishal Sharma 

~ 
Date/ 
JJ,an: 25.06 .2026 

0.Ll KT CO0TBeTCTB eT T e6os3MHJIM HJ{ 
Checked by I Checked by (AQA) I 
flpoBepeHo: TTposepeHo (AOK): Amit 

Prnvesh Rani Kuma, 

Date/ Date/ 
AaTa: 25.06.2026 naTa: 25.06.2026 

Approved by: Quality A urance/Auihorized person / 
O.no6petro: O6ecne•1e1,11e Ka•1ecTBa/OrneTCTsem1oe 

JTHttO: ~LOJ t~ W] 

Date/ 
,ll.aTa: 

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. Raddy's ~;• 

Product: Cetrine® film coated tablets, 10 mg 

CERTIFICATE OF ANAL SIS 
CEPTH<DHKAT AHAJI03A 

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 

OpoJIYKT: Ue-rp11H® Ta6neTK11, noKpblTbte nneH0'lH0H o6onO"IKOi1, 10 Mr 
Market/ PbIHOK : Russia/ Pocc11J1 

Batch No./ 
V2601318 

Batch Quantity / 25,00,000 tab / 
Cep11H ,N'g : 

PaJMep cep11u : 
25,00,000 Ta6 

Analytical Report No. / 
: 890001890027 

Date of Analysis / 
: 25.06.2026 

AnaJIHTH'leCKHH OT'leT ,N'g )].an auaJIHJa 
Date of Manufacture/ 

06/2026 
Date of Expiry / 

05/2029 
.lhna npo11JBOJ1cT·sa 

: 
ro}leH AO 

: 

Mfg. License No./ 
MA number:/ 

IlpOH3B0)1.CTBeHH8H : MNB/05/263 
HoMep PY 

: J1IT-N~(005456)-(Pf-RU) 
JlHL{eHJHH .N'2 
Analysis performed according to ND:/ AuaJIH3 npose}leH no H)l.: Jlll-.N'g(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbl nepsuquou ynaKoBKH YTBep~eHbl: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbl srnpuquou ynaKOBKH yTBep~JieHbl: 17.02.2025 
PL aooroved: / JIB yrnepif>,llen: 15.05.2024 

Any individual unidentified 
impurity/ JlJ06all e.n.11HH'lHal! 
1teH}leHTHcji1uv1pOBaHHal! np11MeCb 

otal impurities/ 
CyMMa np11Mecei1 

Remarks : The Product confirms to ND/ 

0.06% 

0.2 % 

ot more than 0.2 % I 
•le 6onee 0,2 % 

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

II 11Me'-1auue: fl o KT C00TBeTCTB eT e6oaa.HHllM H.ll 
Conclusion : APPROVED I 
3aKJIIO'-leuue: 0.llOliPEHO 

Prepared by / 
Tio.n.roToBnetto: 
Vishal Shaima 

Date/ 
£lam: 25 .06.2026 

Checked by/ 
ITpoaepetto: 

Prnve.sh Rana i 
Date I 
)laTa: 25.06.2026 

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

Date/ 
)larn: 25.06.2026 

Approved by: Quality As ura1,ce/Aurhorized per on/ 
On.o6peHo: 06ecneYeHHe Ka•1ecTBa/OrneTcTBeHHoe 

m1uo: ~...l{).J \CO\f\4\N\ 

Date I 
)laTa: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034. Telangana, India 
Tel: +9140 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.corn 



•·· Dr.Raddy'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 ANALY IS 
CEPTH<l>HKAT AHAJIH3A 

Product: Cetrine® film coated tablets, 10 mg 
n poru,KT: U.eTJJMH® -ra6neTKl1, noKp.blTble nJieHO'-IHOH o6onO'-!KOH 10 Mr 
Market / P1,rnoK : Russia/ Poccl-ffi 

Batch No./ 
V2601318 

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

: 
PaJMep cep1111 

: 
25,00,000 Ta6 

Analytical Report No./ 
: 890001890027 

Date of Analysis / 
: 25 .06.2026 

AuaJIHTH1Jec1mii OT'-!eT .N'! .11:aTa aHaJIHJa 

Date of Manufacture/ 
06/2026 

Date of Expiry/ 
05/2029 

,ll,aTa 0P0ll.3B0,QCTBa 
: 

rotI,eH tl,O 
: 

Mfg. License No./ 
MA number:/ 

IlpOH3BO,QCTBeHHaH : MNB/05/263 
HoMep PY 

: JU1-N2(005456)-(Pf-RU) 
JIH ueHJIIH .N'! 

Analysis performed according to ND:/ AuaJIHJ npoee.a.eu no H,l(: Jill- 2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MateeT1>1 nepeuquoii ynaieoeicu yreep~eH1>I: 12.11.2024 
Artworks of secondary package approved: / MateeTM ernpn'IHOH ynaicoeicu yTeeplKJJ.eHM: 17.02.2025 
PL approved: / JIB yrBePiKJleH: 15.05.2024 

N2 Test/ IloKa3aTeJ11> Result/ Pe3yJii.TaT1>1 Specification / H opMa 

6 Water content/ 
3.6 % 

Not more than 8.0% / 
CoJJ.eplKa!!ue B0JJ.hl He 6onee 8,0 % 

-- -
7 Microbiological purity* / 

M mtp06HOJIOfH'lecKaH 
'-IHCTOTa* 
a) Total aerobic microbial count/ NA Not more than 1000 CFU/g I 
O6mee '-lttcno a3po6HhIX He 6onee 1000 KOE/r 
MHKpoopraHH31\10B 

b) Total combined yeasts and NA Not more than 100 CFU/g I 
mould count/ O6w.ee '-!Hcno He 6onee 100 KOE/r 
llPO)IO{{eBbIX H nnecHeBb!X rpH60B 

NA $hall be absent in lg/ OTcyrcrntte B 1 r 

8 

c) E.coli 
Assay I Kom 1'1ecree1111oe f rom 9.0 mg to 11.0 mg of 
onpet1.eJieuue 10.01 mg/10,01 Mr 

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

100.1 % 
of label claim). / OT 9,0 Mr JJ.O 11,0 Mr 
C21 H?SCIN1O3 • 2HC1 ( uenip11311Ha 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
[lp11Melfam1e: flpOJlYKT C0OTBeTCTBYeT Tpe6oBaHHllM H)l 3aKJIIO'leuue: O)J.O.6PEIIO 
Prepared by I Checked by I Checked by (AQA) I Approved by: Quality A urru1ce/ Authorized person / 
TionroToenetto: TipoeepeHo: llpoeepeHo (AOK): Amit O.a.o6petto: O6ecne4eHH"e Ka'-!eCTBa/OrneTcTBeHHOe 
Vishal Sharma PrnveshR.1 Kumar JlH~O: ~JJ0 \COM4'W\ 

~ 0~~ 
/7p \~ t,., 

Date/ Date/ Date/ Date/ ( ) t? cr-v:rzfa 
na-ra: 25.06.2026 naTa: 25.06.2026 J{aTa: 25.06.2026 J{aTa: 'V rz)) 

.r 

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

CIN : L85195AP1984PLC004507 
www.drreddys.com 



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

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

CERTIFICATE OF ANALYSIS 
CEPTil<l>IIKAT AHAJIIl3A 

Product: Cetrine® film coated tablets, 10 mg 
Ilpo.l(ylIT: UeTp1rn® rn6neTKH, noKpbITbie nneH04HOH o6ono4KOH, 10 Mr 

Market/ PM HOK : Russia/ Poccm, 

Batch No./ 
V2601318 

Batch Quantity / 25,00,000 tab / 

CepHH N2 
: 

PaJMep cepuu 
: 

25,00,000 Ta6 

Analytical Report No. / 
: 890001890027 

Date of Analysis/ 
: 25.06.2026 

AuaJIHTH'leCKHH 0T'leT N2 .lJ:aTa auaJiuJa 

Date of Manufacture / 
06/2026 

Date of Expiry / 
05/2029 

Ll:aTa npOHJB0ACTBa 
: 

fo.l(eu .l(0 
: 

Mfg. License No. / 
MA number:/ 

IlpouJBO,!(CTBeHHaH : MNB/05/263 
HoMep PY 

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

JIHl.(eHJHH .N'! 
Analysis performed according to ND:/ AuaJIHJ npose,!(eu no H.lJ:: JIIl-N2(005456)-(Pf-RU)-150524 
Artworks of primary package approved: / MaKeTbI nepsu11uoii ynaKOBKH YTBep~eHbI: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbI BTopu11uoi:i ynaKOBKH yTsepm.l(eub1: 17.02.2025 
PL approved: / JIB vrnepm,!(eu: 15.05.2024 

.N'! Test/ IloKaJaTeJib Result/ PeJyJibTaTbI Specification / HopMa 
inHrH,!(pOXJIOp11.I() B Ta6JieTKe ( OT 90,0 % ,1(0 
110,0 % OT H0MttHaJibHOro C0/1,ep)KaHmI). 

9 Subdivision of tablets / rfhe tablets comply with the test, if not more 

,r:i:eJieHHe Ta6JieTOK than 1 individual mass is outside the limits of 
85 % to 115 % of the average mass. The 
tablets fail to comply with the test, if more 
lthan 1 individual mass is outside these limits 
or, if 1 individual mass is outside the limits of 
175 % to 125 % of the average mass. I 

Complies / CooTBeTcTByeT tra6JieTKH C00TBeTCTB)'lOT Tpe6osaHmlM, eCJIH 

He 6onee 1 e,!(HHl14Ha51 Macca 0TKJI0H5IeTC51 Ja 
npe/1,eJibl 85%-115% OT cpe,nHett MaCCbl. 

ITa611eTKH He cooTBeTCTBYIOT Tpe6osaHH5IM, 
ecn11 6onee 4eM 1 11H,n11s11,nya11bHa51 Macca 

0TKJI0H5IeTC51 OT 3THX npe,neJI0B HJIH, ec1111 1 

HH,AHBH.UyaJibHa51 Macca 0TKJI0H5IeTC51 3a 

noe.uenbI 75%-125% OT coe.uHeH Macchi. 

10 Packa2e / OnucaHue vnaK0BKH 10 tablets in PVC/PVDC//aluminum 10 tablets in PVC/PVDC//aluminum blister. 2 

Remarks : The Product confirms to ND/ 
Il HMe11auue: IT o,n KT C00TBeTCTByeT T 
Prepared by / Checked by / 
ITo,nroTOBJietto: 
Vishal Sharma 

6L 
Date/ 
,Uarn: 25.06.2026 

ITposepeHo: j 
Pmesh Rana (J,. 

Date/ 
,Uarn: 25.06.2026 

e6osaHH5IM H,U 

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

Date I 
,Uarn: 25.06.2026 

Conclusion : APPROVED / 
3aKJIIO'leuue: O.Li:OEPEHO 
Approved by: Quality Assurance/Authorized person/ 
O.uo6pe1m: O6ecneqem,ie Ka4ecTsa!OTBeTcTBeHHOe 

1111uo: ~ \~W\ 

Date/ 
,Uarn: 

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

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

www.drreddys.com 



•·· Dr.Raddy's~;• 

CERTIFICATE OF ANALYSIS 
CEPTM<l>IIKAT AHAJIM3A 

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

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

Tei : +91 98166 56001-02 
w1ivw.drreddys.com 

Product: Cetrine® film coated tablets, 10 mg 

IlPOJlYKT: UeTPHH® rn6neTKH, ITOKPblTbie nneHO'!HOH o6oJIO'!KOH, 10 Mr 

Market/ PblHOK : Russia/ Poccm1 

Batch No./ 
V2601318 

Batch Quantity / 25,00,000 tab/ 

CepuH .N2 
: 

PaJMep cepuu 
: 

25,00,000 rn6 

Analytical Report No./ : 890001890027 
Date of Analysis / 

: 25.06.2026 
AnaJJHTU'leCKUH OT'leT .N! .UaTa ananuJa 

Date of Manufacture/ 
06/2026 

Date of Expiry/ 
05/2029 

.UaTa npoUJB0.ll,CTBa 
: 

ro.ll,eH )),0 
: 

Mfg. License No./ 
MA number:/ 

OpOH3B0.ll,CTBeHH3H : MNB/05/263 
HoMep PY 

: J1TT-N~(005456)-(Pf-RU) 

JIUUeHJUH .N'2 
Analysis performed according to ND:/ AnaJJHJ npoBe.ll,eH no H.U: JIO-.N2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaiceTbI nepBU'IHOii ynaK0BKU yrnep,KJ.I.eHbl: 12.11.2024 
Artworks of secondary package approved:/ MaiceTbl BTOptt'IHOii ynaKOBKH YTBep,ic.1J,eHbI: 17.02.2025 
PL approved: / JIB vrnep,KJ.I.en: 15.05.2024 

.N2 Test I OoicaJaTeJJb Result/ PeJyJJbTaTbI Specification / HopMa 

blister. 3 blisters and patient information or 3 blisters and patient information leaflet in 
leaflet in a carton./ Ilo 10 rn6JJeTOK B a carton. / Ilo 10 Ta6neTOK B 

OBX/TTB,UX//amoMHHHeBoM 6m1CTepe. TTBX/TTB,UX//amoMHHHeBOM 6m1cTepe. no 2 
[lo 3 6JJHCTepa BMeCTe c JIHCTKOM- HJIH 3 6JIHCTepa BMeCTe c JIHCTKOM-

BKJJa.ll,blllieM ynaK0BaHbl B ITa'-IKY BKJla)),b!llieM ynaKOBaHbl B na'-IKY KapTOHH)'lO. 

KapTOHH)'lO. --
11 !Labeling/ MapicupoBtca Complies/ CooTBeTcTByeT See Module 1, section 1.3 .2 ofregistration 

dossier./ B COOTBeTCTBHH C pa3)),eJIOM 1.3.2 
MO,llVJIJI 1 oerHCTpa~HOHHOfO ,ll0Cbe. 

12 Storage conditions / Y CJJOBUH At temperature not higher than 25 °CI TTp11 TeMnepaType He Bbillie 25 °C. 

xpanenuH 

13 Shelf-life (storage period)/ Cpoic ~ years. / 3 ro,na. 

ro)),HOCTH (CPOK xpanenuH) 

* 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./ TTpoBOJlHTCJI npoH3BOJll-tTeJJeM np11 BbmycKe nep110,n11'-leCKH: JlJJJI Ka,KJ.I.ou 20-oii 

cepHH HJIH He Mettee 1 pa3a B ro,n. TToKa3aTeJib MO)KeT 6bITb He BKJIIO'-leH B Cepn,qrnKaT aHaJJH3a QlHpMbl. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3atcJ110'len11e: O.UOBPEHO fl UMe'laHue: TT 

Prepared by / 

TToJlroTosneHo: 
Vishal Shanna 

G--
Date/ 
,Uarn: 25.06.2026 

OJl KT COOTBeTCTB eT T 

Checked by I 
TTpoBepetto: 

Prnvesh R,na { 

Date/ 
)],am: 25.06.2026 

e6oBaHHJIM H,U 

Checked by (AQA) / 
TTpoBepetto (AOK): Amit 
Kumar 

Date/ 
,Uarn: 25.06.2026 

Approved by: Quality Assurance/Authorized person/ 
O.uo6petto: O6ecne•1em1e Ka1.1ecTBa/OTBeTCTBeHHOe 

JIHU:O: ~ \L.()\.M""\, 

Date/ 
)],am: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr.Raddy'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 
CEPTH<l>HKAT AHAJIH3A 

Product: Cetrine® film coated tablets, 10 mg 
Ilpo,11,yirr: UeTp1rn® Ta6neTK11, rroKpbITbie rrneHO'IHOH o6oJIO'IKOH, 10 Mr 

Market / PbIHOK : Russia/ Poccm1 

Batch No./ 
V2601318 

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

: 
Pa3Mep cepnn 

: 
25,00,000 m6 

Analytical Report No. / 
: 890001890027 

Date of Analysis / 
: 25.06.2026 

AHaJIHTH'leCKHH 0T'leT N2 .l(aTa aHaJIH3a 

Date of Manufacture/ 06/2026 
Date of Expiry/ 

05/2029 
.l(aTa np0H3B0,11,CTBa 

: 
ro,11,eH ,11,0 

: 

Mfg. License No./ 
MA number:/ 

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

: JU1-NQ(005456)-(Pf-RU) 
JIHUeH3HH N2 
Analysis performed according to ND:/ AHaJIH3 npose,11,eH no H.l(: JIU-N2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbI nepBH'IHoii: ynaK0BKH YTBep~eHbI: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbl BTOptt'IHOH ynaK0BKH yTsepJK,11,eHbI: 17.02.2025 
PL approved: / JIB yrnep:1K,11,eH: 15.05.2024 

API name/ HanMeHOBaHne ACl>C: Cetirizine dihydrochloride / U:eTHPH3!1Ha n11rl1)lpoxnop11,u 
INN /MHH: Cetirizine / U:erno11311H 
API manufacturer batch number / BT00-26015 
HoMep cepnn DP0H3B0.UHTeJIH ACl>C: 
FP Manufacturer API Batch number/ FETA00180 
HoMep cepHH cy6cTaHUHH np0H3B0JI:HTeJIH rJI<I>: 
API Manufactured by, address & country/ Glochem Industries Private Limited, 
IlpoH3BOJI:HTeJib ACl>C, ati;pec n CTpaHa: Survey No. 174 to 176, I.D.A. Bollaram, Sangareddy District, 

502 325, Hyderabad, Telangana, India/ 
rnoxeM I1H,uacTp11ec I1paiis11T J111M11Ten, 

YllaCTKI1 NQ 174-176, 11..ll.A., EonnapaM, Cattrape)l)l11 
)l11cTp11KT - 502 325, Xaiinaoa6a,u, wmT TenattraHa, 11HJll1SI 

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. 
HanMeuosaune, aJI:pec, nnueu3HH AJIH Solan (HP) 173205, India (license No MNB/05/263). / 
IlpOH3BOJI:CTBeHHaH DJI0IUa,11,Ka / Ilnoiuati;Ka K0HTp0JIH .ll-p Pe)l)l11'c Jla6opaTOp11c JlT,u., 
Ka'leCTBa / Ilnoiua,11,Ka BbmycKa ITpo113so,ucrneHHOe 110,1I,pa3,1I,eJiett11e-6, B11nn. Kxonb, Hanarapx 

Poy.u, Ea)l)lH, .ll11cTpl1KT CoJiaH, x.rr., 173205, l1H,U1151 
(J111ueH3J.rn 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 / 
Il HMe'laHtte: I1 
Prepared by / 
ITonroTosnetto: 
Vishal Sharma 

&-
Date/ 
.llam: 25.06.2026 

0,/l KT CO0TBeTCTB eT T 
Checked by I 
ITposepetto: 

Prnvosh Rani 

Date/ 
.llam: 25.06.2026 

e6osaH11l!M H.ll 
Checked by (AQA) I 
ITposepeuo (AOK): Amit 
Kumar 

~ ..---

Date/ 
,[{am: 25.06.2026 

3aKmoqeune: O)1,,OliPEHO 
Approved by: Quality Assurance/ Authorized person I 
O,uo6petto: O6ecrreqeu11e Kalfecrna/OrneTCTBeHHoe 

Jil1I~O: ~j_(D \C'__Ov\,1 \,v\ 

Date I 
):lam: 

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.corn 



•·· Dr.Raddy's~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Dist t. Solan, H.P., 173 205, INDIA 

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

CERTIFICATE OF ANALYSIS 
CEPTM<l>MKAT AHA.JUBA 

Product: Cetrine® film coated tablets, 10 mg 
[lpoJl,yKT: U,e-rp1rn® Ta6J1eTKH, noKphlThle nJJeHO'lHOH o6oJJO'lKOH, 10 Mr 

Market/ PbIHOK : Russia/ Poccm1 

Batch No./ 
V2601318 

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

: 
PaJMep cepuu 

: 
25,00,000 rn6 

Analytical Report No. / 
: 890001890027 

Date of Analysis / 
: 25.06.2026 

AuaJJHTH'leCKHii OT'leT N2 ,ll.aTa attaJJHJa 

Date of Manufacture / 
06/2026 

Date of Expiry/ 
05/2029 

,ll.aTa npOH3BOJJ.CTBa 
: 

f'oJJ.eH JJ.O 
: 

Mfg. License No./ 
MA number:/ 

IlpOHJBOJI.CTBeHHaH : MNB/05/263 
HoMep PY 

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

JJHUeHJHH N2 

Analysis performed according to ND:/ AuaJJH3 nposeJ1,eH no H,ll.: JJII-N2(005456)-(Pf'-RU)-150524 
Artworks of primary package approved:/ MaKeTbl nepBH'IHOii ynaKOBKH YTBep~eHbI: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbI BTOpH'IHOii ynaKOBKH yTeepmJJ.eHb1: 17.02.2025 
PL approved:/ JJB yrnepmJJ.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». / 
3aKJIIO'leHHe O COOTBeTCTBHH: «HacTOSllllHM SI UO,llTBep)K,ll3IO, '!TO npHBe,UeHHaH BbJWe HHq>OpMaUHH HBJJHCTCH ,llOCTOBepHOH 11 
TO'IHOH. 3m cepHH npOJJ.YKUHH npOH3Be,ueHa (BKJl!O'laH ynaKOBKY (MapKHpOBKY) H KOHTpOJJb Kat.Jecrna) Ha BhlllleyKa3aHHOH 
npOH3B0.ll,CTBeHHOH nnoma,uKe (nnoma.ll,Kax) B noJJHOM COOTBeTCTBHH C Tpe6osaHHllMH OpaBHJl HanJJe)Kamei1: npOH3B0,[lCTBeHHOH 
npaKTHKH Espa3HHCKoro 3KOHOMHt.JecKoro co103a (NQ GMP/EAEU/RU/02329-2025 OT 19 ceurn6pH 2025 r.) H Tpe6osaHHHMH 
KOHTPOJJH Kat.JeCTBa JJeKapCTBeHHblX cpe,uCTB, a TaK)Ke B COOTBeTCTBHH co cneuHQ>HKaUHllMH, COJJ.ep)Kam11MHCll B perncTpauHOHHOM 
.ll.OCbe CTpaHbl-HMnOpTepa. 3anHCH no npOH3B0)].CTBY, ynaKOBKe H aHaJJH3Y rrposepeHbl, H ycTaHOBJJeHO HX COOTBeTCTBHe 
Tpe6oBaHHJIM IlpaBHJl Ha,nJJe)Kall(ew npOH3B0)].CTBeHHOH rrpaKTHKH Espa3HHCKoro 3KOHOMH'leCKoro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3aKJIJO'lettue: OllOEPEHO II HMe'laHue: TI on 

Prepared by/ 
IlonroTosneHo: 
Vishal Sharma 

a 
Date I 
,llarn: 25.06.2026 

KT COOTBeTCTB eT T 

Checked by/ 
Ilposepeuo: 

Prnvesh Rana 1 
Date/ 
.[J.aTa: 25.06.2026 

e6osaHHHM H.ll 

Checked by (AQA) / 
IlposepeHo (AOK): Amit 
Kumar 

Date I 
LI.am: 25.06.2026 

Approved by: Quality Assurance/Authorized person I 
Ono6petto: O6ecne•1em1e Kat.Jecrna/OrneTCTBeHHoe 

Jll1UO~ \CO-,,\A VV1 

Date I 
,llarn: 

Registered Offi ce: 8-2-337, Road No 3, Banjara Hill s, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +911\0 4900 2999, Ema il: mail@drreddys. com 

CIN : L851 9SAP1984PLC004507 
www.drreddys corn 




