
•·· 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: +9198166 56001-02 
www.drreddys.com 

Product: Cetrine film coated tablets, 10 mg 

1Ipo.z:.y1n: UeTp1rn® rn6neTKH, noKphITbie nneHO'IHOtt 060JIO'IKOH, 10 Mr 

Market/ PbIHOK : Russia I Poccm, 

Batch No./ V2600344 Batch Quantity / 25,00,000 tab / 

CepuH .N'2 
: 

PaJMep cepuu 
: 

25,00,000 Ta6 

Analytical Report No./ 
: 890001866583 Date of Analysis / 

: 28.02.2026 
AuaJIHTH'-IeCKHii OTl.JeT .N'2 J:l:aTa auaJiuJa 
Date of Manufacture / 

02/2026 
Date of Expiry / 

01/2029 
LlaTa nponJBO.Z:.CTBa 

: 
ro.z:.eu .z:.o 

: 

Mfg. License No. / 
MA number:/ 

IIpoHJBO~CTBeuuaH : MNB/05/263 
HoMep PY 

: JU1-N2(005456)-(Pf-RU) 
JIHQeHJHSI .N'2 
Analysis performed according ND:/ AuaJIHJ npoBe.z:.eu no H,[(: JIII-.N'2(005456)-(Pr-RU)-150524 
Labeling and artworks approved:/ MapKupoBKa u MaKeTbI yrnep,imeubI: 17.02.2025 

- ----- --
Test/ IloKa3aTeJib Result/ PeJyJYbTaTbI Specification/ HopMa 

1 Description/ Onucauue White coloured, round, biconvex film 
coated tablet with a breakline on one 

White or off white coloured, round, biconvex 
film coated tablet with a breakline on one 

side. White core on cross section. I side. White to off-white core on cross section. 
Kpyrnb1e .llBOj!KOBhmyKJJbie Ta6neTKH, 
IlOKpb!Tbie nJJeH04HOH o60JJ04KOH 
6enoro UBeTa, C pHCKOH Ha 0.llHOH 
cTOpoHe. Ha nonepe4HOM pa3pe3e -
j!Jlpo 6enoro useTa. 
UBeTa. 

/ Kpyrnbie .llBOj!KOBblllYKJJble Ta6JJeTKl1, 
noKpblTble nJJeH01IHOH o60JJ04KOH 6enoro 
11Jll1 Il01ITl1 6enoro UBeTa, C pHCKOH Ha 0.llHOH 
cTOpoHe. Ha norrepe1IHOM pa3pe3e j!JlpO OT 
6enoro no rro1IT11 6enoro UBeTa. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMe'lauue: ITponyKT COOTBeTcTByeT Tpe6oBaHHHM H,[( 3aKmoqeuue: O;::I:OliPEHO 

Prepared by / 

Pra.ve h Rana _ 
non.rOTOBflCHO"j_ 

D ate/ 
)],a-ra: 28.02.2026 

Checked by I Checked by (AQA) / Approve(! by: Quality Assurance/Authorized person/ 
TTposepeHo: Pardeep n pooepeHo (AOK): OJ106pet10: O6ecneqem,1e Ka1Ieorna/OrneTCTBeHttoe 
Kumar Amit r<..,r-r m1uo: 0 I 

<:::> , -
Date / Date / !D ate/ ?-8roi-r 2,e//,-C 
)laTa: : 28.02.2026 ,Ua-ra: : 28.02.2026 J],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 
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•·· Dr.Raddy's~;• 

CERTIFICATE OF ANALYSIS 
CEPTM <l>MKAT AHAJll13A 

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 
IIpo.uy1n: UeTptttt® rn6neTKtt, noKpblTble nnettol!HOH o6onol!KOH, 10 Mr 

Market / Pbrnoic : Russia / Poccm1 

Batch No./ V2600344 
Batch Quantity/ 25,oo,ooo tab/ 

CepuH .N!! 
: PaJMep cepuu 

: 
25,00,000 Ta6 

Analytical Report No./ 
: 890001866583 

Date of Analysis / 
: 28.02.2026 

AnaJIHTH'lecKuii 0T'leT .N!! ,UaTa auaJiuJa 
Date of Manufacture / 

02/2026 
Date of Expiry / 

01/2029 
,Uarn npOH3B0,ll;CTBa 

: ro,!J.eu.uo 
: 

Mfg. License No. / MA number:/ 
IlpOH3B0,UCTBeHHaH : MNB/05/263 

HoMep PY 
: nrr-.N2(005456)-(Pf-RU) 

JIHIJeHJHSI .N'!! 

Analysis performed according ND:/ AnaJiuJ npoBe.ueu no H,U: JIII-.N!!(005456)-(Pr-RU)-150524 
Labeling and artworks approved:/ MapKupoBKa u MaKeThI YTBep~eub1: 17.02.2025 

.N'2 Test I IIoica1aTeJ1b 
2 Identification / 

11.!leHTH<l>HKaU.HH 

HPLC/B3)1{X 

Result/ Pe1yJ1bTaTbt Specification/ Hop rn 
The retention time of the main peak in th he retention time of the main peak in th 
chromatogram of test solution comp! chromatogram of test solution should comp! 
with the retention time of the main pea with the retention time of the main peak in th 
in the chromatogram of Cetirizin chromatogram of Cetirizine Hydrochlorid 
Hydrochloride reference standar reference standard solution (section "Assay"). 
solution. I Bpe rn y.!lep)l(HBaH11ll octtosttoro n11Ka H 
BpeMl! y,uep)l(11BaHl1ll OCHOBH0ro n11Ka HaxpoMaTorpaMMe 11CITb!TyeMoro paCTBop 
xpoMaTorpaMMe HCITbITyeMoro paCTBOp f OJl>l(HO C0OTBeTCTBOBaTb BpeMeHH 
0OTBeTcTByeT epeMeH11 y,ll.ep)l(11BaHl1ll .uep)K11B3Hl1ll 0CH0BHOro 

OCHOBHOro n11Ka Ha xpoMaTorpaMM xpoMaTorpaM Me CTaH.uapTHOro 
cmtt,n_apTHoro pacTBopa u,eT11p11311Ha uen1p113HHa raupoxnopH,ua 

ITHKa H 
pacnop 

(pa3AeJI 
rn.upoxnopH,!la. «Kon11'!eCTee1rnoe onpe,!leJ1eH11e»). 

Remarks : The Product confirms to ND/ Co·nclu ion : APPROVED / 
IlpHMe'laHHe: flpO,!lYKT C00TBeTCTByeT Tpe6oBaHl1llM H,[{ 3a1rnto<1euue: O,l],OEPEHO 

Prepared by I 

1 flo,n_rOTOBJieHo: 
Pravesh Rana 

Date/ 
,UaTII: 28.02.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized person/ 
TTpoaepetm: Pardeep TTposepeHo (AOK): Ono6peHo: O6ecne4ett11e Ka4ecTBa/OTBeTcTeettttoe 
Kumar 

~ 
Amit Kumar Jl11UO'. 

~ {'--r;--
Date/ 

I
IDate / 'Date I ~O'v-26Z-t 

,[{am: : 28.02.2026 ,[{am: : 28.02.2026 ,[{am: 

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 
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•·· Dr.Raddy's~;• 

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHA.JIH3A 

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,11,ytcr: UeTp11H® rn6JJeTKl1, noKphIThre nJJeHO'-IHOH o6oJJO'-IKOH, 10 Mr 

Market/ PbIHOK : Russia/ PoccHH 

Batch No./ 
V2600344 

Batch Quantity/ 25,oo,ooo tab / 

Cepust .N'!! 
: 

Pa3Mep cepuu 
: 

25,00,000 Ta6 

Analytical Report No./ 
: 890001866583 

Date of Analysis/ 
: 28.02.2026 

AuaJ1uTuqec1rnu oTqeT .N'!! ,UaTa auaJiu3a 

Date of Manufacture / 
02/2026 

Date of Expiry / 
01/2029 

,UaTa npOH3B0,!J,CTBa 
: 

ro,11,eHJJ,O 
: 

Mfg. License No. / 
MA number:/ 

Ilpott3BOACTBenuast : MNB/05/263 
HoMepPY 

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

JIHQeH3HSI .N'!! 
Analysis performed according ND:/ AnaJIH3 npoBeJJ,eu no H,U: JIII-.N'!!(005456)-(Pr-RU)-150524 
Labeling and artworks aooroved: / MapKHPOBKa u MaKeTbI yTBepmJJ,eHhI: 17.02.2025 

.N"2 Test/ IIotea3aTeJib 

UV- spectrophotometry/ 
Y<D- cneKTpOqJOTOMeTp11ll 

Result I Pe.JyJ1bTaTb1 
Complies I CooTBeTcTByeT 

pecification / HopMa 
he UV- pectrum of the test solution and th 
etirizine Hydrochloride reference standar 

olution in the range 200 nm to 400 nm houl 
xhibi t maxima ab orbance at about the am 

wavelength wi th an allowed vari ation of ±~ 
m. / Y <l>-cneKTJ)bl nornomeHHJI wcnb1TyeMorq 

Dissolution/ PaCTsopenHe 

pacTBopa H CTaHAapTHOro pacTBopa! 
eTHpH3HHa rHJlpOXJlOpH,D.a B 06naCTH OT 20tj 
0 400 HM AOJl )KHbl _11 MeTb _MaKCHMYMbj 

nornomeHHll npw 0AH0H 11 TOH )KC D,II MH 
B0JlHbl C Jl0nycnIMblM 0TKJt0HeH1-1eM ± 2 HM . 

97 %; 94 %; 99 %; 99 %; 96 %; 95 %. 

ot less than 80% (Q) of the labeled amount 
f C21H2sClN2O3· 2HC1 (cetirizine 

dihydrochloride) after 30 min./ He MeHee 
80 % (Q) OT H0Ml1HaJJbHOro co,nep)KaHJ1)1 
C2 1H2sClN2Or2HCl (uernp11311Ha 

Uniformity of dosage units I 
OAHOp0)).HOCTb )J,03Hp0B3HHblX 
eAHHHU 

3.8 

lffH,ll 0XJI0 HA '-le e3 30 Ml1H. 
cceptance value (AV) should be not more 

han 15.0 / n oKll3aTenb np11eMneMocTw (AV) 
0Jl>KCH 6b1Tb He 6onee 15,0. 

Conclusion : APPROVED / 
!
Remarks : The Product confinns to ND/ 
IlpHMelfaHHe: ITpoAyKT cooTBeTcTByeT Tpe6osaHHl!M H,U 3ateJIIO'feHHe: O,L(OliPEHO 

Prepared by / 

f.JOJlrDTOBJleHo: I 
Pravesh Rana 

Date/ 
)laTa: 28.02.2026 

Checked by/ Checked by (AQA) / Approved by: Quality A ssurance/Authorized person/ 
ITposep<mo: Pardeep ITposepeHo (AOK): OAo6peHo: O6ecne4eH11e Ka4 ecrea/0TaercTaeHHOe 
K umar 

~ 
Amit Kumar Jll1UO: # v,.-

Date / Date/ 'Date I Q~ r M-·· IJ-0 i,( 
}la-ra: : 28.02.2026 ,UaTa: : 28.02 .2026 ,UaTa: 

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

CIN : L85195AP1984PLC004507 
www.drreddys.com 

I 



•·· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPT:U<l>:UKAT AHAJI:U3A 

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 
IlpoAyKr: UeTpHH® rn6neTKH, noKphIThie nneHO'-IHOH 060JIO'-IKOW, 10 Mr 

Market/ PbIHOK : Russia/ Poccm1 

Batch No./ 
V2600344 

Batch Quantity I 25,oo,ooo tab/ 

CepuHN!! 
: 

Pa3Mep cepuu 
: 

25,00,000 rn6 

Analytical Report No. / 
: 890001866583 

Date of Analysis / 
: 28.02.2026 

AuaJiuTuqec1rnii oTqeT N!! lllarn auaJin3a 
Date of Manufacture / 

02/2026 
Date of Expiry/ 

01/2029 
,l(aTa DPOH3BOACTBa 

: 
foAeH AO 

: 

Mfg. License No./ 
MA number:/ 

Ilpou3BOACTBennaH : MNB/05/263 
HoMep PY 

: nTT-}fa(005456)-(Pr-RU) 
JIUI.{eH3UH .N'!! 
Analysis performed according ND:/ AnaJiu3 npoBeAeH no H,l(: JIII-N!!(005456)-(Pf-RU)-150524 
Labeling and artworks approved: / Map1rnp0BI~a u MaKeThI yrnep~eub1: 17.02.2025 

- -- - - --
s Impurities / IlpnMecn 

Impurity A/ 
Ilp11Mecb A 

Impurity BI 
IlpttMech B 

Impurity C / 
IlpttMecb C 

ImpurityD / 
IlpttMecb D 

Impurity E / 
IlpttMecb E 

Impurity F / 
Ilp11Mecb F 

Below LOD (LOD =0.005 %) / HmKe 
npe,!I,eJia o6Hapy)KeHHll (TIO= 0,005 %) Not more than 0.2 % / He 6onee 0,2 % 

0 .04% !Not more than 0.2 % / He 6onee 0,2 % 

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

Below LOQ (LOQ = 0.003 %) / Htt)Ke !Not more than 0.2 % / He 6onee 0,2 % 

npe.nena Kon1111ecTBeHHoro onpe.D..eneHMSI 
(IlKO = 0,003 %) 

Below LOQ (LOQ = 0.023 %) ; Htt)l(e !Not more than 0.2 % / He 6onee 0,2 % 

npe,a.ena KOJIH4eCTBeHHoro onpeJJ.eneHHll 
(IlKO = 0,023 %) 

Below LOD (LOD =0.015 %) / Htt)l(e Not more than 0.2 % / He 6onee 0,2 % 

npe,!I,eJia o6Hapy)l(eHHll (ITO= 0,015 %) 

Remarks: The Product confirms to ND/ Conclusion : APPROVED I 
3aKJIIO'leHne: O.11:OliPEHO Op11Me<Jattne: TipoJiyt<-r coo-rse-rc:raye,- -rpe6oaam-111M H)], 

Prepared by / 

ITOJJ.fOTOBJleHO: 1 
Pravesh Rana 

Date/ 
.[lam: 28.02.2026 

Checked by/ 
IlpoaepeHo: Pardeep 
Kumar 

- f -· 
~ -

Date/ 
)].an: : 28.02.2026 

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

!'-~ 
Date/ 
.[lam: : 28.02.2026 

Approved by: Quality Assurance/Authorized person/ 
OAo6peHo: O6ecne4eHHe Ka'-lecrna/OrneTCTBeHHOe 
m1uo: 

IDate / 
)J.aTa: 

9t1 

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>IIKAT AHAJIII3A 

Product: Cetrine film coated tablets, 10 mg 
IlpoJJ.yKT: U.eTp1rn® rn6neTKH, noKpblTble nnettO'IHOM o6ono'IKOM, 10 Mr 

Market/ PblHOK : Russia/ Poccm1 

Batch No./ 
: V2600344 

Batch Quantity/ 25,00,000 tab/ 

CepuSI .N'!! Pa3Meo cemm 
: 

25,00,000 rn6 

Analytical Report No. / 
: 890001866583 

Date of Analysis / 
: 28.02.2026 

AuaJIHTH'leCKHH OT'leT .N'!! IIlaTa aHaJiu3a 

Date of Manufacture / 
02/2026 

Date of Expiry / 
01/2029 : 

ro,ueH .UO 
: 

)J.aTa DD0H3B0,UCTB3 
Mfg. License No. / 

MA number: I 
IIpoH3BO.UCTBeuuaH : MNB/05/263 

HoMep PY 
: JUI-N2(005456)-(Pf-RU) 

JIHQeH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 nposeJ].eH no H,L(: JIII-.N'!!(005456)-(Pr-RU)-150524 
L_abelin2 and artworks approved:/ Mamrnoomca u MaKeTbl VTBep)KJJ.etn,1: 17.02.2025 

- ---
Any individual unidentified Not more than 0.2 % I 

impurity I J1106al! e,ll.HHH'!Hall Below LOQ (LOQ = 0.05 %) I H11)Ke He 6onee 0,2 % 
He11,ll.eHTmp11u11poBa1-1HaJ1 rrp11Mecb rrpe.nena KOJIH'!ecTBettttoro onpeJJ.eneHMll 

(IlKO = 0,05 %) 

Total impurities/ Not more than 2.0% I 
CyMMa rrp11Meceil: 0.043% He 6onee 2,0% 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
np11111e-.a1111e: npo,uyKT COOTBeTCTByeT Tpe6oetHll1llM H)l 3aic.moqeuue: OJJ:OliPEHO 

Prepared by/ i Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized person/ 
110.nrOTOBJleHo: 

Prave h Rana 

Date/ 
.[{aTa: 28.02.2026 

IlpoBepetto: Pardeep IlpoaepeHo (AOK): O.no6pe1w: O6ecne'!ett11e Ka4ecTBalOTBeTcTBeHttoe 
Kumar 

~ 
Amit Kumar JlHUO: 

1'~ 
Date / Date/ 

1 
!Date / 

L(aTa: : 28.02.2026 .[{am: : 28.02.2026 :,ll.3T'd: 

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 

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

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

Tel: +9198166 56001-02 

www.drreddys.com 

CERTIFICATE OF ANALYSIS 
CEPTH<IJHKAT AHAJIH3A 

Product: Cetrine film coated tablets, 10 mg 

Ilpo.QyKT: l..leTpHH® Ta6neTKH, TTOKPhIThle nneHOYHOH o60JI0l{KOH, 10 Mr 

Market/ P1,rnoK : Russia I Poccm1 

Batch No./ 
V2600344 

Batch Quantity/ 25,00,000 tab/ 

CepuH .N'!! 
: 

Pa3Mep cepuu 
: 

25,00,000 rn6 
Analytical Report No. / 

: 890001866583 
Date of Analysis / 

: 28.02.2026 
AHaJiuTuqecKuii oTqeT .N'!! .l(aTa aHaJIH3a 

Date of Manufacture / 
02/2026 

Date of Expiry / 
01/2029 

.l(aTa npOH3B0.QCTBa 
: 

ro,QeH .QO 
: 

Mfg. License No./ 
MA number:/ 

II pOH3B0.QCTBeHHaH : MNB/05/263 
HoMep PY 

: nIT-N!!(005456)-(Pf'-RU) 
JIH~eH3HH .N'!! 

Analysis performed according ND:/ AuaJIH3 npoBeAeH no H.l(: JIII-.N'2(005456)-(Pr-RU)-150524 
Labelin2 and artworks aooroved: / MapKHJ)OBKa u MaKeThl YTBep)K)];eHhl: 17.02.2025 

---- -- - ---
N2 Test/ IloKaJaTeJih Result/ PeJyJibTaThl pecification / HopMa 
6 Water content/ 

3.3 % 
Not more than 8.0% / 

CoJJ.ep:11rnuue BOJJ.hl He 6011ee 8,0 % 
7 Microbiological purity* I 

MttKp06HOJIOrH'-leCKaH 
'-IHCTOTa* 
a) Total aerobic microbial count/ NA Not more than 1000 CFU/ g I 
O6mee '-IHCJJO a3p06HblX He 6011ee 1000 KOE/r 
MHKpoopraHH3MOB 

NA 
b) Total combined yeasts and Not more than 100 CFU/g / 
mould count/ O6mee '-IHCJJO NA He 6011ee 100 KOE/r 
lupm!OKeBbIX 11 ITJiecHeBblX rpn6oB 

c) E.coli Shall be absent in lg/ OTCYTCTBHe B 1 r 
8 Assay/ KoJitt'-leCTBeuuoe Not less than 9.0 mg and not more than 

onpe,AeJ1eu11e 11.0 mg C21H2sClN2O1·2HCI (cetirizine 

9.87 mg /9,87 Mf 
dihydrochloride) in tablet (between 90,0 % 

98.7 % and 110,0 % of label claim)./ OT 9,0 Mr JlO 
11,0 Mr C21H2sCIN2Or2HCI (l.(eTnpmnHa 
JlH,nlJlpOXJIOpH.!l) B Ta6JieTKe ( OT 90,0 % JlO 

- - 110,0 % OT HOMHHaJibHOro CO)lep)KaHnl!). 

Remarks : The Product confirms to ND/ 

"

Conclusion : APPROVED / 
IlpttMe'-lauue: IlpOJlYKT cooTBeTCTByeT Tpe6oBaHHllM H,LJ: 3aKJIIO'-leuue: O)1,OliPEHO 

Prepared by/ 

{ 
Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authmized person/ 

flOJlfOTOBJieHO: nposepe1m: Pardeep nposepeHO (AOK): Ono6peuo: O6ecne'-leHHe Ka'-!ecTBa/OrneTCTBeHHoe 
Prave h Rana Kumar Amit Kum~ nnu.o: 

~ ~ ~ · ~ y 

Date/ Date/ Date/ 'Date/ /,8r~~~ JJ:a-ra: 28.02.2026 ,LJ:arn: : 28.02.2026 ,LJ:arn: : 28.02.2026 ,LJ:arn: 

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 
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•·· Dr.Raddy'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,[J,yKT: UeTpHH® rn6neTKH, noKpbIThie nneHO'IHOH o6ono'IKOH, 10 Mr 

Market/ PbJHOK : Russia/ PoccHll 

Batch No./ 
V2600344 

Batch Quantity/ 
: 

25,00,000 tab/ 

CepHH .M! 
: 

PaJMep cepun 25,00,000 rn6 

Analytical Report No./ 
: 890001866583 

Date of Analysis / 
: 28 .02.2026 

AuaJIHTH'leCKHH 0T'leT .M! ,IJ:aTa auaJinJa 

Date of Manufacture / 02/2026 
Date of Expiry / 01/2029 

,IJ:aTa np0H3B0,[J,CTBa 
: 

ro,[J,eH ,[1,0 
: 

Mfg. License No. / 
MA number:/ 

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

: JlIT-N2( 0054 56)-(Pf-R U) 
JIHI .. eHJHH .N'2 

Analysis performed according ND:/ AuaJinJ npoee,ueu no H;:J:: JIII-.N'2(005456)-(Pr-RU)-150524 
Labelinf! and artworks approved:/ Map1u1poaKa H MaKeTbl yreep)KJ).eHbI: 17.02.2025 

- -
Specification/ HopMa N2 Test/ IloKaJaTeJlb Result/ Pe3)'JlbT3Tbl 

9 Subdivision of tablets/ Complies / CoorneTcrnyeT The tablets comply with the test, if not more 
)].eneHHe Ta6JlCTOK han 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 l individual mass is outside the limits of 
75 % to 125 % of the average mass. I 
Ta6JieTKH COOTBeTCTBYIOT Tpe6osaHHl!M, eCJIH 
He 6onee 1 e)lHHHlJHal! Macca oTKJIOHl!eTCl! Ja 
npe)leJibl 85%-115% OT cpe)lHeH MaCCbl. 
rra6JieTKH He COOTBeTCTBYIOT Tpe6oBaHHllM, 
ecim 6onee tJeM 1 HH)lHBH)lyaJibHal! Macca 
OTKJIOHl!eTCll OT 3THX npe)leJIOB HJIH, ecm1 1 
HH.UHBH.UyaJibHall Macca OTKJIOHlleTC51 3a 
npe)leJibl 75%-125% OT cpe)lHeH MaCCbl. 

10 Package/ YnaKOBKa 10 tablets in PVC/PVDC//aluminum 10 tablets in PVC/PVDC//aluminum blister. 2 
blister. 2 blisters and patient information or 3 blisters and patient information leaflet in 
leaflet in a carton./ no 10 rn6neTOK B ~ carton. / 
TTBX/n,[{BX//anJOMHHHeBOM 6nttcTepe. no 10 Ta6JieTOK B 
[lo 2 6JIHCTepa BMeCTe c JIHCTKOM- llBX/TI)lBX//amoMHH11eeoM 6nHcTepe. no 2 
BKJia)lbIWeM ynaKOBaHbl B na4KY 11!111 3 6JJHCTepa BMeCTe C JIHCTKOM-
KapTOHHyJO. BKJla,ll.b!WeM ynaKoBaHbl B nalJKY K8PT0HHYIO. 

Remarks : The Product confirms to ND/ Conclusjon : APPROVED I 
a puMe'laHue: Tipo,uyKT CO0TBeTCTByeT Tpe6osaHHl!M H,[{ aKJlto'leHue: 0 )].0liPEHO 

Prepared by / 

Pravesh Rana 
no)lfOTOBJieH0: 1 

Date/ 
)laTa : 28.02.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized person/ 
npoeepetto: Pardeep • TTpoaepeHo (AOK): O,uo6peHo: O6ecnetJeHtte KatJecTsa/OTseTCTBeHHOe 
Kumar 

d--
Amit Kumar JlHU0: {jJ 

/" \ 

---
Date I Date / 'Date/ ')&r6J,.r- UJ '¼ 
)la-ra: : 28.02.2026 ,[{am: : 28.02.2026 )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 
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•·· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH<l>IIKAT AHAJill3A 

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

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

Product: Cetrine film coated tablets, 10 mg 
IIpoAyKr: l...(eTp1rn® rn6neTKH, noKpbITbie nneHOl{HOH o6onoqKoH, 10 Mr 

Market/ PLIHOK : Russia/ Poccm1 

Batch No./ 
: V2600344 

Batch Quantity / 25,oo,ooo tab/ 

Cepusi .M! Pa3Mep cepuu 
: 

25,00,000 rn6 

Analytical Report No. / 
: 890001866583 

Date of Analysis / 
: 28.02.2026 

AuaJiuTuqec1rnu oTqeT N!! lllarn auaJIH3a 
Date of Manufacture / 

02/2026 
Date of Expiry / 

01/2029 
l(aTa DPOH3BOACTBa 

: 
roAeH AO 

: 

Mfg. License No./ 
MA number:/ 

Ilpou3BOACTBeuuasi : MNB/05/263 
HoMepPY 

: JU1-}fo(005456)-(Pf-RU) 

JIHl(eH3HSI N!! 
Analysis performed according ND:/ AnaJIH3 npose.i.eu no H,Ll: JIII-N!!(005456)-(Pr-RU)-150524 
Labeling and artworks annroved: / Map1rnp0B1ca u MaKeThI yTBep'1(,IJ.eHhI: 17.02.2025 . 

* 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./ Ilposo.n11TcH npo113BO.l\HTeneM np11 BhmycKe nep110.n114ecK11: .l\JJH KalK,l\ott 20-ott cepHH 
HJIH He MeHee 1 pa3a B ro.n. IloKa3aTeJJh MO)KeT 6bITh He BKJII04eH B CepTH<pHKaT aHaJJH3a cfrnpMhl. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'lam1e: Ilpo.nyKT cooTBeTcTByeT Tpe6osamrnM H.U 3aKJII04euue: O)(OliPEHO 

Prepared by/ 

£1.0JlfOTOBJICH0 '. 1 
Pravesh Rana 

Date/ 
,Uam: 28.02.2026 

Checked by / Checked by (AQA) I Approved by: Quality Assurance/Authorized person/ 
npoeepeHo: Pardeep IlpoBepeHo (AOK): Oao6peHo: 06ecne4eHHe Ka•-rncTBa/OrneTCTBeHHOe 

Kumar ~ Amit Kumar JIHL.lO '. , 
I",/'-

Date/ Date/ IDate / rM•-t/),,rQ,e/)£ 
,Uam: : 28.02.2026 )],am: : 28.02.2026 )],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 

I 



•·· 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 
CEPTM«l>MKAT AHAJIM3A 

Product: Cetrine film coated tablets, 10 mg 

Ilpoi:.yKT: UeTp1rn® rn6neTKH, rroKphIThie rrneHO'-IHOH o6ono'-IKOH, 10 Mr 

Market/ PbIHOK : Russia / Poccm1 

Batch No./ 
V2600344 

Batch Quantity I 25,00,000 tab / 

Cepust .N'2 
: 

Pa1Me o ceouu 
: 

25,00,000 Ta6 

Analytical Report No. / 
: 890001866583 

Date of Analysis I 
: 28.02.2026 

AuaJinTn11ecKuii OT'leT .N'2 ,[{aTa auaJiu1a 

Date of Manufacture / 
02/2026 

Date of Expiry / 
01/2029 

,[{aTa UPOH3B0llCTBa 
: 

roi:.eu ll0 
: 

Mfg. License No. / 
MA number: I 

IlpOH3B0llCTBeuuaSI : MNB/05/263 
HoMepPY 

: JITT-Mi(005456)-(Pf-RU) 
JIHQeH3HSI .N'2 
Analysis performed according ND:/ AuaJin3 npoBei:.eu no H)];: JIIl-.N'2(005456)-(Pr-RU)-150524 
Labeling and artworks approved: / MapKHPOBKa u MaKeThl YTBep~eHhl: 17.02.2025 

API name/ HauMenosanue A<l>C: Cetirizine dihvdrochloride / U,emo11311na ,a:11rn,a:poxnop11,a: 
INN /MHH: Cetirizine / U,emp11311u 
API manufacturer batch number / BT00-25084 
HoMep cepuu npouJBO,!J;HTem1 A<l>C: 
FP Manufacturer API Batch number/ FETA00032 
HoMep cepHH cy6cTaHUHH npoHJBO,!J;HTeJIH rJI<I>: 
API Manufactured by & country / Glochem Industries Private Limited, India/ 
IlpouJso;:i:uTeJib A<l>C, cToana: fnoxeM l1H)laCTPHec IloattBHT JlHMHTe)l, l1H.UHll 

Name, address, authorization No for FP Formulation Unit-6, Viii. Kho!, Nalagarh Road, Baddi, Distt. 

manufacturing site I Control site I Release site I Solan (HP) 173205, India (license No MNB/05/263). / 

HauMeuoBauue, ai:.pec, JIHQeu1nst llJISI IlpoH3BO)lCTBennoe no,a:pa3,aenem1e-6, B11nn. Kxonb, Hanarapx 

IlponJBOllCTBeuuaH nJioIQai:.Ka / IlJioIQai:.Ka Poy,a:, EaMtt, ,[{ttcTpttKT Conan, X.Il., 173205, l1H)ll1ll 

KOHTPOJIH Ka'leCTBa / IlJIOIQai:.Ka BhlUYCKa 
(J111ueH311ll N!! MNB/05/263). 

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of product has been 
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 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». 

3aKJIJOqettue O COOTBeTCTBHH: «HacTOllll\HM ll no,UTBep)K,UalO, 'ITO np11se.uenHal1 Bblllle HH!pOpMal(ttll llBJilleTCll )lOCTOBepHOH 11 

TO'-IHOH. 3m cepHll npo,a:yKl\1111 npott3Be,a:ena (BKJIIO'lall ynaKOBKY (MapKttpOBKY) 11 KOHTpOJib Ka4ecrna) Ha BbIIIIeyKa3aHHOH 
npOM3B0)lCTBeHHOH nnoma.uKe (nnowan.Kax) B noJIHOM COOTBeTCTBHH C Tpe6osam!IIM11 Ilpas~IJl Ha)lJie)Kamett np0IOBO,!l,CTBettH0M 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMe'lanue: Ilpo,a:yKT COOTBeTcTByeT Tpe6oBaHHllM HJ:{ 3aKJIJOqettue: O)1.OEPEHO 

Prepared by / 
Ilo,nroTOBJieno: 1 Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized person/ 

Pravesh Rana 

Date/ 
}],am: 28.02.2026 

nposepeno:- Pardeep npoeepe110 (AOK): • O.uo6peno: O6ecne'lett11e Ka'lecrna/OrneTcrnennoe 
Kumar 

d--
Amit Kumar JIHl(O : 

"'-- ---Date/ Date / ' IDate I 
,[{am: : 28.02.2026 ,Oarn: : 28.02.2026 ,[{am: 

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 
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•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPT:U<l>:UKAT AHAJI:U3A 

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

Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, !NOIA 

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

Product: Cetrine film coated tablets, 10 mg 

IIpo,ll.yKT: l___\eTpHH® rn6neTKH, noKpb!Tb!e nneHO'-IHOH o60J104KOH, 10 Mr 

Market/ PbrnOK : Russia/ PocCH» 

Batch No./ V2600344 
Batch Quantity / 25,00,000 tab I 

Cepns1 N2 
: Pa3Mep cepun : 

25,00,000 rn6 

Analytical Report No./ 
: 890001866583 

Date of Analysis / 
: 28.02.2026 

AHaJIHTH'lec1rnii OT'leT .N2 ,UaTa auaJiu3a 
Date of Manufacture / 

02/2026 
Date of Expiry / 

01/2029 
,UaTa npOH3BOACTBa : 

roAeH AO 
: 

Mfg. License No. / 
MA number:/ 

IIpon3BOACTBenuaH : MNB/05/263 
HoMepPY 

: nIT-M!(005456)-(Pf-RU) 
JIHu;euJuH N2 

Analysis performed according ND:/ AuaJIH3 npoBeAeH no H,U: JIII-N2(005456)-(Pr-RU)-150524 
Labeling and artworks approved:/ Map1rnpoBKa n MaKeTbl YTBep,K,AeHbI: 17.02.2025 

npaKTHKH Eapa3HHCKOfO 3KOHOMH4eCKOfO COI03a H Tpe6oBaHH.s!Ml1 KOHTpon» Ka4eCTBa neKapCTBeHHbIX cpe}lCTB, a TaK>Ke B 

COOTBeTCTBl111 co cneump11KaUH.s!Ml1, CO}lep>Ka1I.111Ml1C51 B perncTpau110HHOM /lOCbe CTpaHbl-HMnopTepa. 3an11c11 no npOH3BO)lCTBY, 
ynaKOBKe H attan113y nposepeHbl, H ycTattosneHO HX COOTBeTCTBHe Tpe6osaHH51M I1pas11n Ha,nne)KalI.leH npOH3B0/lCTBeHHOH 
npaKTHKH Eapa3HHCKOro 3KOHOMH'ieCKOfO COI03a». 

Remarks : The Product confinns to ND/ Conclusion : APPROVED / 
IT pHMeqau11e: ITpO/lYKT coorneTcTsyeT Tpe6osaHHHM H)l 3aKmoqeHHe: 0)1.0EPEHO 

Prepared by/ 1 
nonroToeneHo: 
Pravesh R ana 

Date/ 
.[lam: 28.02.2026 

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

ITposepeHO: Pardeep ITpoeepeHo (AOK): O}lo6peHo: O6ecne'ieHtte Ka4ecTBa/OrneTcTBeHHoe . 

Kumar~ Amit Kumar nm-10: JP ~ - . -
Date/ Date/ 1 

IDate / ~•()'J-r2,{li/ 
)lam: : 28.02.2026 )lam: : 28.02.2026 )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 
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